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for direct enforcement of the MLR 
reporting and rebate provisions, and 
retains the discretion to conduct its own 
audits of issuers, including in States 
that have acceptable audit programs as 
defined in the regulation. This approach 
recognizes that although States have 
traditionally conducted financial 
examinations for the purpose of 
determining solvency, the type of audit 
needed to assess whether the data 
reported pursuant to section 2718 is 
accurate and valid is quite different. As 
HHS and the States develop greater 
experience and expertise in conducting 
these audits, it is likely that the States’ 
role will increase. 

This interim final regulation sets forth 
the procedure to be followed by HHS 
when it conducts an audit of an issuer 
to determine whether the reports it has 
submitted pursuant to this regulation 
are accurate and valid. The procedure 
set forth is comparable to the 
procedures used by HHS when 
conducting audits of Medicare 
Advantage plans pursuant to 42 CFR 
Part 422. 

This interim final regulation contains 
provisions requiring issuers to retain 
documentation relating to the data 
reported, and requiring issuers to 
provide access to that data to HHS or its 
outside auditors. These provisions are 
intended to make it possible for HHS or 
the relevant State to have access to the 
information needed to determine 
whether the reports submitted are 
accurate and valid. 

Finally, this interim final regulation 
provides for the imposition of civil 
monetary penalties in the event an 
issuer fails to comply with the reporting 
and rebate requirements set forth in the 
regulation. It provides criteria and a 
process for determining whether and in 
what amount such penalties should be 
imposed. While HHS’s intent is not to 
be punitive to issuers, given the 
importance of receiving timely and 
accurate reporting and making 
appropriate rebates, and given the desire 
to bring down the cost of health care for 
consumers as soon as practicable 
following the effective date of the 
Affordable Care Act, this regulation 
strikes a balance between penalties that 
are severe enough so as to encourage 
compliance with the requirements of the 
regulations but not so severe as to be 
punitive. The civil monetary penalties 
provided for are identical to those for 
violations of title XXVII that are set 
forth in the current regulations on 
enforcement, 45 CFR 150.301 et seq. 
They provide for a penalty for each 
violation of $100 per entity, per day, per 
individual affected by the violation. 
HHS is interested in public comments 

as to the proper amount or range of 
penalties for violations of various 
provisions of this interim final rule. 
This interim final regulation also adopts 
the provisions in the existing 
enforcement regulation regarding factors 
in aggravation and mitigation that HHS 
will take into account in determining 
whether to impose civil monetary 
penalties and if so, in what amount. 

The interim final regulation also 
provides that if a State has assessed a 
penalty against an issuer, then HHS will 
take that into account in considering 
whether it should assess any penalty for 
violation of the requirements of this 
Part. 

III. Response to Comments 
Because of the large number of public 

comments we normally receive on 
Federal Register documents, we are not 
able to acknowledge or respond to them 
individually. We will consider all 
comments we receive by the date and 
time specified in the DATES section of 
this preamble, and, when we proceed 
with a subsequent document, we will 
respond to the comments in the 
preamble to that document. 

IV. Waiver of Proposed Rulemaking 
and Delay of Effective Date 

Section 2792 of the PHS Act 
authorizes the Secretary to promulgate 
any interim final rules determined to be 
appropriate to carry out the provisions 
of Part A of title XXVII of the PHS Act. 
The provisions of these interim final 
regulation requirements in section 2718, 
and the foregoing interim final rule 
authority applies to this interim final 
regulation. 

In addition, under section 553(b) of 
the Administrative Procedure Act (APA) 
(5 U.S.C. 551 et seq.) a general notice of 
proposed rulemaking is not required 
when an agency, for good cause, finds 
that notice and public comment thereon 
are impracticable, unnecessary, or 
contrary to the public interest. Although 
the provisions of the APA that 
ordinarily require a notice of proposed 
rulemaking do not apply here because of 
the specific authority granted by section 
2792 of the PHS Act, even if the APA 
were applicable, the Secretary has 
determined that it would be 
impracticable and contrary to the public 
interest to delay putting the provisions 
of this interim final regulation in place 
until a public notice and comment 
process was completed. 

Prior notice and comment in this 
situation is impracticable because 
section 2718 of the PHS Act directs the 
NAIC, not later than December 31, 2010, 
and subject to certification by the 
Secretary, to establish uniform 

definitions of the activities reported as 
reimbursement for clinical services, 
activities that improve health care 
quality, and non-claims costs. However, 
the reporting required by section 2718 
of the PHS Act applies to plan years 
beginning not later than January 1, 2011. 
The NAIC transmitted its 
recommendations to the Secretary on 
October 27, 2010, in the form of a model 
regulation. The regulation implementing 
the reporting requirements must be in 
effect on or before January 1, 2011, so 
that issuers, regulators, and consumers 
know what information must be 
reported and how to aggregate it prior to 
the time period which they must report. 
There are fewer than 60 days between 
when HHS would be able to review the 
NAIC’s recommendations, certify them, 
and issue an implementing regulation. 

Therefore, we find good cause to 
waive the notice of proposed 
rulemaking and to issue this final rule 
on an interim basis. We are providing a 
60-day public comment period. 

In addition, the Congressional Review 
Act, at 5 U.S.C. 801(a)(3), ordinarily 
requires that the effective date of a 
‘‘major rule’’ such as this interim final 
rule be at least 60 days after publication. 
However, under 5 U.S.C. 808(2), this 
delay of effective date may be modified 
when an agency ‘‘for good cause finds 
(and incorporates the finding and a brief 
statement of reasons therefore in the 
rule issued) that notice and public 
procedure thereon are impracticable, 
unnecessary, or contrary to the public 
interest.’’ Specifically, where ‘‘good 
cause’’ is found to waive prior notice 
and comment, the rule may ‘‘take effect 
at such time as the Federal agency 
promulgating the rule determines.’’ 
5 U.S.C. 808. Given the exigencies 
discussed above, and the fact that the 
provisions of this rule apply, by statute, 
on January 1, 2011, we find good cause 
under section 808 to make this interim 
final rule effective on that date. 

V. Collection of Information 
Requirements 

Under the Paperwork Reduction Act 
of 1995, we are required to provide 60- 
day notice in the Federal Register and 
solicit public comment before a 
collection of information requirement is 
submitted to the Office of Management 
and Budget (OMB) for review and 
approval. In order to fairly evaluate 
whether an information collection 
should be approved by OMB, section 
3506(c)(2)(A) of the Paperwork 
Reduction Act of 1995 requires that we 
solicit comment on the following issues: 

• The need for the information 
collection and its usefulness in carrying 
out the proper functions of our agency. 
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• The accuracy of our estimate of the 
information collection burden. 

• The quality, utility, and clarity of 
the information to be collected. 

• Recommendations to minimize the 
information collection burden on the 
affected public, including automated 
collection techniques. 

We are soliciting public comment on 
each of these issues for the following 
sections of this document that contain 
information collection requirements 
(ICRs): 

A. ICRs Regarding MLR and Rebate 
Reporting Requirement (§ 158.101 
Through § 158.170) 

This interim final regulation describes 
the information that will be reported by 
health insurance issuers on an annual 
basis to the Secretary starting in 2012, 
and quarterly in 2011 only for certain 
plans. Issuers’ submissions will include 
information regarding reimbursement 
for clinical services, expenditures for 
activities that improve health care 
quality, other non-claim costs, earned 
premiums, and Federal and State taxes 
and regulatory fees, among other data 
elements. Issuers will be required to 
calculate MLRs and rebates as part of 
their submission to the Secretary. 

Generally, the data and methodologies 
that the regulation instructs issuers to 
use follow the NAIC 2010 blank, 
approved August 17, 2010 and the NAIC 
MLR model regulation, which was 
finalized on October 27, 2010. Most 
issuers file information with the NAIC 
on a regular basis, in accordance with 
State laws; it is expected that issuers 
who typically file information with the 
NAIC will file the supplemental exhibit 
and the rebate reporting documents that 
the NAIC created in fulfilling its 
mandate in section 2718. We expect the 
NAIC to collect MLR and rebate 
information beginning for plan year 
2010 and to continue collecting such 
data for the foreseeable future. 

HHS’s data collection requirements 
described in this interim final regulation 
are very similar to the NAIC’s. One 
exception is that we are requiring health 
insurance issuers who sell expatriate 
plans or mini-med plans to disaggregate 
that business from the rest of their 
business in that market segment and 
report the MLR data separately. As 
discussed above in the impact analysis 
section, HHS estimates that 
approximately 442 entities will submit 
reports for each of the States and 
markets in which they operate; further, 
we estimate that approximately 25 
health insurance issuers will report data 
for expatriate plans and 50 health 
insurance issuers will report data for 
mini-med plans. 

At this time, HHS has not developed 
the MLR and rebate forms that health 
insurance issuers will have to complete 
on an annual basis beginning for plan 
years starting January 1, 2011. In 
addition, as described above, we are 
requiring issuers who opt to separately 
report the experience for expatriate 
plans and mini-med plans to submit 
quarterly reports in 2011, so that we can 
better understand these products. We 
will revisit the special filing 
circumstances for expatriate plans and 
mini-med plans after reviewing the 
quarterly filings. We plan to publish the 
instructions and forms that issuers must 
file for all plans in future guidance. At 
that time we will solicit public 
comments on both the forms the 
estimated burden imposed on health 
insurance issuers for complying with 
the provisions of this interim final 
regulation. The information collection 
requirements associated with 
§§ 158.101–158.170 will become 
effective upon OMB approval. HHS will 
publish a notice in the Federal Register 
notifying the public of OMB approval at 
the appropriate time. 

B. ICRs Regarding Notice of Rebates to 
Enrollees (§ 158.250) 

Within Subpart B of this interim final 
regulation, we describe the obligation of 
health insurance issuers to calculate and 
pay rebates to consumers in years when 
the issuer’s MLR does not meet the 
applicable minimum MLR threshold. In 
addition, the interim final regulation 
requires issuers to provide information 
to consumers about the rebate they are 
receiving. At this time, HHS has not 
developed the model disclosure 
language for the rebate notice to 
enrollees that issuers will be required to 
send beginning August 1, 2012, based 
upon plan years starting January 1, 
2011. In the near future, HHS will 
publish the model disclosure language 
and will solicit public comment. At that 
time, and per the requirements outlined 
in the Paperwork Reduction Act, we 
will estimate the burden on health 
insurance issuers of complying with this 
provision of this interim final 
regulation. The information collection 
requirements associated with § 158.250 
will become effective upon OMB 
approval. HHS will publish a notice in 
the Federal Register notifying the 
public of OMB approval at the 
appropriate time. 

C. ICRs Regarding Retention of Records 
(§§ 158.501–158.502) 

Subpart E of the interim final 
regulations establishes the Secretary’s 
enforcement authority regarding the 
reporting requirements under section 

2718. Issuers must maintain all 
documents and other evidence 
necessary to enable HHS to verify that 
the data required to be submitted 
comply with the definitions and criteria 
set forth in this interim final regulation, 
and that the MLR is calculated and any 
rebates owing are calculated and 
provided in accordance with this 
interim final regulation. The interim 
final regulation requires issuers to 
maintain all of the documents and other 
evidence for the current year and six 
prior years, unless a longer period is 
required under § 158.501. 

We expect all issuers will have to 
retain data relating to the calculation of 
MLRs; we expect only some issuers will 
have to retain information regarding the 
payment of rebates and the notice to 
enrollees. We believe that the burdens 
associated with our record retention 
requirements do not exceed standard 
record retention practices in that issuers 
are already required to retain the 
records and information required by this 
interim final regulation in order to 
comply with the legal requirements of 
their States’ departments of insurance. 
For that reason, we are assigning a 
minimal burden to these requirements. 
We estimate that 442 issuers must 
comply with the aforementioned 
requirements. We further estimate that it 
will take each issuer a total of one hour 
to file and maintain both the data for 
MLR calculations and the information 
regarding payment of rebates and 
notices to enrollees. The total estimated 
annual burden associated with the 
requirements in §§ 158.501 through 
158.502 is 442 hours at a cost of 
$10,045. 

However, we welcome comments 
regarding the burden associated with 
maintaining the information described 
in subpart E of this interim final 
regulation. 

D. ICRs Regarding State Request for 
MLR Adjustment (§§ 158.301–158.350) 

Subpart C of this interim final 
regulation implements the provisions of 
section 2718(b)(1)(A)(ii). The interim 
final regulation describes the data and 
narratives which States must submit 
that are seeking an adjustment to the 
applicable MLR in the individual 
market for their State. There is no 
standardized application form 
associated with a State’s request. As 
discussed in §§ 158.321, 158.322, 
and158.323, the data elements that a 
requesting State must provide include: 

• The applicable State minimum 
required MLR, if any; 

• State individual market withdrawal 
requirements, if any; 
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1 Estimates were developed by interviewing two 
former insurance commissioners, a former 
insurance department actuary, and a former health 
plan employee familiar with the burden of 
submitting financial data to health insurance 
departments. 

• Any mechanisms to provide options 
to consumers in case of issuer 
withdrawal; 

• Information on issuers in the State’s 
individual market; 

• The State’s proposed adjustment to 
the minimum MLR for the State’s 
individual market; and 

• The contact information for the 
State representative. 

In addition, a State whose request for 
adjustment to the MLR standard has 
been denied by the Secretary may 
request reconsideration of that 
determination. A request for 
reconsideration must be submitted in 
writing to the Secretary within 10 days 
of her decision to deny the State’s 
request for an adjustment, and may 
include any additional information in 
support of its request. 

Based on preliminary data analysis 
and indications by a few States that they 
may apply for an adjustment, the 
Department estimates that 
approximately 20 States will submit 
applications and that it will take 
approximately ten working days for a 
State to complete the application. An 
exact time burden estimate is uncertain 
because some States may have better 
access to the required application 
information elements than others; some 
States may have to seek some of the 
required information from health 
insurance issuers in their States, which 
could increase their burden. Some 
States may, if providing the requested 
information is an undue burden, have 
the Secretary consider their application 
without some of the information 
elements. 

The Department estimates that it will 
take a State 94 hours to complete an 
application including gathering data, 
developing data analyses, synthesizing 
information, and developing the 
adjusted MLR threshold. For the 
purposes of this estimate, the 
Department assumes that this 
application will take various 
professional staff approximately 75 
hours (at an average rate of $125 an 
hour), an associate general counsel 10 
hours (at $175 an hour), a senior general 
counsel 5 hours (at $350 an hour), and 
the Commissioner 4 hours (at $450 an 
hour) to assemble and review the 
various components of the application.1 
The Department estimates that the total 
cost burden associated with the 
submission of a MLR adjustment 
application to be approximately $14,675 

per response for a total estimated 
burden of $293,500. 

The Department is soliciting public 
comments for 60 days concerning the 
process described in subpart C of the 
preamble whereby a State may request 
an adjustment of the minimum MLR 
applicable in the individual market. The 
Department has submitted a copy of 
these interim final regulations to OMB 
in accordance with 44 U.S.C. 3507(d) for 
review of the information collections. If 
you comment on this information 
collection and recordkeeping 
requirements, please do either of the 
following: 

1. Submit your comments 
electronically as specified in the 
ADDRESSES section of this proposed rule; 
or 

2. Submit your comments to the 
Office of Information and Regulatory 
Affairs, Office of Management and 
Budget, Attention: CMS Desk Office, 
9998–IFC. Fax: (202) 395–6974; or E- 
mail: OIRA_submission@omb.eop.gov. 

VI. Regulatory Impact Analysis 

A. Summary 

As stated earlier in this preamble, this 
interim final regulation implements 
sections 2718(a) through (c) of the PHS 
Act, which set forth requirements for 
reporting of certain medical loss ratio 
(MLR)-related data to the Secretary on 
an annual basis by issuers offering 
coverage in the individual and group 
markets, and calculating and providing 
rebates to policyholders in the event 
that an issuer’s MLR fails to meet the 
minimum statutory requirements. This 
interim final rule also establishes 
uniform definitions and standardized 
methodologies for calculating MLR- 
related data; provides a process and 
criteria for the Secretary to determine 
whether application of the 80 percent 
minimum MLR threshold may 
destabilize the individual market in a 
given State; and addresses enforcement 
of the reporting and rebate 
requirements. These provisions are 
generally effective for plan years 
beginning January 1, 2011. 

The Department is publishing this 
interim final regulation to implement 
the protections intended by Congress in 
the most economically efficient manner 
possible. We have examined the effects 
of this rule as required by Executive 
Order 12866 (58 FR 51735, September 
1993, Regulatory Planning and Review), 
the Regulatory Flexibility Act (RFA) 
(September 19, 1980, Pub. L. 96–354), 
section 1102(b) of the Social Security 
Act, the Unfunded Mandates Reform 
Act of 1995 (Pub. L. 104–4), Executive 
Order 13132 on Federalism, and the 

Congressional Review Act (5 U.S.C. 
804(2). In accordance with OMB 
Circular A–4, the Department has 
quantified the benefits, costs and 
transfers where possible, and has also 
provided a qualitative discussion of 
some of the benefits, costs and transfers 
that may stem from this interim final 
regulation. 

B. Executive Order 12866 
Executive Order 12866 (58 FR 51735) 

directs agencies to assess all costs and 
benefits of available regulatory 
alternatives and, if regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety 
effects; distributive impacts; and 
equity). 

Section 3(f) of the Executive Order 
defines a ‘‘significant regulatory action’’ 
as an action that is likely to result in a 
rule (1) having an annual effect on the 
economy of $100 million or more in any 
one year, or adversely and materially 
affecting a sector of the economy, 
productivity, competition, jobs, the 
environment, public health or safety, or 
State, local or tribal governments or 
communities (also referred to as 
‘‘economically significant’’); (2) creating 
a serious inconsistency or otherwise 
interfering with an action taken or 
planned by another agency; 
(3) materially altering the budgetary 
impacts of entitlement grants, user fees, 
or loan programs or the rights and 
obligations of recipients thereof; or 
(4) raising novel legal or policy issues 
arising out of legal mandates, the 
President’s priorities, or the principles 
set forth in the Executive Order. 

A regulatory impact analysis (RIA) 
must be prepared for major rules with 
economically significant effects ($100 
million or more in any 1 year); and a 
‘‘significant’’ regulatory action is subject 
to review by the Office of Management 
and Budget (OMB). As discussed below, 
we have concluded that this rule is 
likely to have economic impacts of $100 
million or more in any one year, and 
therefore meets the definition of 
‘‘significant rule’’ under Executive Order 
12866. Therefore, the Department has 
provided an assessment of the potential 
costs, benefits, and transfers associated 
with this interim final regulation. 
Accordingly, OMB has reviewed this 
interim final regulation pursuant to the 
Executive Order. 

1. Need for Regulatory Action 
Consistent with the provisions in 

Section 2718 of the PHS Act, this 
interim final rule requires health 
insurance issuers offering coverage in 
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the individual and group markets to 
provide a rebate to consumers if they do 
not spend a specified portion of 
premium income on reimbursement for 
clinical services (i.e., incurred claims) 
and activities that improve quality. 
Section 2718(a) of the PHS Act 
(captioned ‘‘clear accounting of costs’’) 
requires health insurance issuers to 
‘‘submit to the Secretary a report 
concerning the ratio of the incurred loss 
(or incurred claims) plus the loss 
adjustment expense (or change in 
contract reserves) to earned premiums.’’ 
Section 2718(b) of the PHS Act 
(captioned ‘‘ensuring that consumers 
receive value for their premium 
payments’’) requires issuers to provide 
an annual rebate to each enrollee if the 
ratio of the amount of premium revenue 
expended on reimbursement for clinical 
services and activities that improve 
quality is less than the applicable 
minimum standards, specifies how the 
rebate is to be calculated, and allows the 
Secretary to adjust the 80 percent 
minimum MLR threshold if the 
Secretary determines that applying this 
standard may destabilize the individual 
market in a given State. Section 2718(c) 
of the PHS Act directs the NAIC to 
establish uniform definitions and 
calculation methodologies subject to 
certification by the Secretary. As 
discussed elsewhere in this preamble, 
after considering the NAIC’s 
recommendations, HHS in this interim 
final regulation certifies and adopts 
them in full. Consistent with Section 
2718(b)(3) of the PHS Act, which 
requires the Secretary to promulgate 
regulations, this interim final regulation 
sets forth the provisions in Sections 
2718(a) through (c) and is needed for 

their implementation to provide rules 
that issuers can use to implement 
effective processes for reporting the 
required data and calculating and 
paying applicable rebates. 

2. Summary of Impacts 

In accordance with OMB Circular 
A–4, Table VI.1 below depicts an 
accounting statement summarizing the 
Department’s assessment of the benefits, 
costs, and transfers associated with this 
regulatory action. The Department 
limited the period covered by the 
regulatory impact analysis (RIA) to 
2011–2013 Estimates are not provided 
for subsequent years both because there 
will be significant changes in the 
marketplace in 2014 related to the 
offering of new individual and small 
group plans through the exchanges, and 
because there will be statutorily 
required adjustments to the MLR 
formula to account for payments or 
receipts for risk adjustment, risk 
corridors, and reinsurance under 
sections 1341, 1342, and 1343 of the 
Affordable Care Act that are not 
effective until 2014. Those provisions 
require additional regulations that have 
not yet been promulgated. 

The Department anticipates that the 
transparency and standardization of 
MLR reporting in this interim final 
regulation will help consumers to 
ensure that they receive good value for 
their premium dollars. Additionally, the 
inclusion of activities that improve 
quality in calculating the MLR could 
help to increase the level of investment 
in and implementation of effective 
quality improving activities, which 
could result in improved quality 
outcomes and lead to a healthier 

population. The Department estimates 
that issuers’ total one-time 
administrative costs related to the MLR 
reporting, record retention, and rebate 
payment and notification requirements 
represent less than 0.02 percent of their 
total premiums for accident and health 
coverage, and their total annual ongoing 
administrative costs related to these 
requirements represent less than 0.01 
percent of their total premiums for 
accident and health coverage. Executive 
Order 12866 also requires consideration 
of the ‘‘distributive impacts’’ and 
‘‘equity’’ of a regulation. As described in 
this RIA, this regulatory action will help 
ensure that issuers spend at least a 
specified portion of premium income on 
reimbursement for clinical services and 
quality improving activities and will 
result in a decrease in the proportion of 
health insurance premiums spent on 
administration and profit. It will require 
issuers to pay rebates to consumers if 
this standard is not met. As the table 
shows, although we are unable to 
quantify benefits, the transfers (rebates 
from issuers to consumers) could be 
substantial—estimated monetized 
rebates of $0.6 billion to $1.4 billion 
annually. As noted, Executive Order 
12866 requires consideration of 
‘‘distributive impacts’’ and ‘‘equity.’’ The 
rebates will help insure that issuers 
spend at least a specified portion of 
premium income on reimbursement for 
clinical services and quality 
improvement, resulting in less disparate 
MLRs and value to consumers across 
issuers and States. In accordance with 
Executive Order 12866, the Department 
believes that the benefits of this 
regulatory action justify the costs. 
BILLING CODE 4150–03–P 
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2 Dafny, Leemore S.. 2010. ‘‘Are Health Insurance 
Markets Competitive?’’ American Economic Review, 
100(4): 1399–1431. 

3 Bernstein, Jill, ‘‘Recognizing Destabilization in 
the Individual Health Insurance Market,’’ Changes 
in Health Care Financing and Organization (HCFO) 
Issue Brief, July 2010, accessed at http:// 
www.hcfo.org/files/hcfo/ 
HCFO%20Policy%20Brief%20July%202010.pdf. 

4 If a company’s premiums and reserve ratios for 
its health insurance products equals 95 percent or 
more of their total business for both the current and 
prior reporting years, a company files its annual 
statement using the Health Blank. Otherwise, a 
company files the annual statement associated with 
the type of license held in its domiciliary State, i.e. 
it files either the Life, Property& Casualty, or 
Fraternal Blank. 

3. Qualitative Discussion of Anticipated 
Benefits, Costs and Transfers 

The medical loss ratio (MLR) is an 
accounting statistic that, stated simply, 
measures the percentage of total 
premiums that insurance companies 
spend on health care and quality 
initiatives, versus what they spend on 
administration, marketing and profit. In 
the following sections, we discuss some 
of the anticipated benefits, costs and 
transfers associated with the Affordable 
Care Act MLR requirements. 

a. Benefits 
In developing this interim final 

regulation, the Department carefully 
considered its potential effects 
including both costs and benefits. 
Because of data limitations, the 
Department did not attempt to quantify 
the benefits of this regulation. 
Nonetheless, the Department was able to 
identify several potential benefits which 
are discussed below. 

Health insurance markets in the 
United States are often not highly 
competitive. The share of the US 
population living in areas where 
markets are least competitive has been 
increasing.2 Even in markets with 
multiple competing plans, lack of 
transparency in pricing may prevent 
adequate competition based on the 
value of product, since it is difficult to 
ascertain if a low premium is due to 
high efficiency, low coverage of medical 
claims, or a healthy underlying 
population of enrollees. As a result, 
insurers can provide an inefficient, low- 
value product without consumers being 
fully aware of what they are purchasing. 
A potential benefit to this regulation is 
greater market transparency and 
improved ability of consumers to make 
informed insurance choices. The 
uniform reporting required under this 
regulation, along with other programs 
required by Affordable Care Act such as 
http://www.HealthCare.gov, a Web site 
with plan-level information, will mean 
that consumers will have better data to 
inform their choices, enabling the 
market to operate more efficiently. 

In addition, issuers that would not 
otherwise meet the MLR minimum 
defined by this regulation may increase 
spending on quality-promoting 
activities. These programs, which 
include case management, care 
coordination, chronic disease 
management and medication 
compliance, have the potential to create 
a societal benefit by improving 
outcomes and population health. 

Issuers that would not otherwise meet 
the MLR minimum may also expand 
covered benefits or reduce cost sharing. 
To the extent that these changes result 
in increased consumption of effective 
health services, the regulation could 
result in improved health outcomes, 
thereby creating a societal benefit. 

b. Costs 

The Department has identified the 
primary sources of costs associated with 
this regulation as the costs associated 
with reporting, recordkeeping, rebate 
notifications and payments, and other 
costs. 

The Department estimates that issuers 
will incur approximately $33 million to 
$67 million in one-time administrative 
costs, and $11 million to $29 million in 
annual ongoing administrative costs 
related to complying with the 
requirements of this interim final 
regulation from 2011 through 2013. 
Additional details relating to these costs 
are discussed later in this regulatory 
impact analysis. 

Other Costs—There are two other 
potential types of costs associated with 
this regulation: Costs of potential 
increases in medical care use, the cost 
of additional quality-improving 
activities, and costs to consumers if 
some issuers decide to limit offered 
products as a result of this interim final 
regulation. 

As discussed under benefits, there 
may be increases in quality-improving 
activities or in consumption of medical 
care due to this regulation. Both of these 
very likely have some benefit to 
enrollees but they also represent an 
additional cost to issuers and society. 

It is also possible that some issuers in 
particular areas or markets will not be 
able to operate profitably when required 
to comply with the requirements of this 
regulation. They may respond by 
changing or reducing the number of 
products they offer. The Department 
anticipates that issuers’ decisions 
regarding whether to limit offered 
products will not be governed solely by 
short-term profitability. Issuers are 
likely to consider whether they expect 
to be successful competitors in 
Exchanges in 2014 and beyond.3 Some 
low MLR plans may decide to leave a 
given market entirely or be acquired by 
a larger company, while other low MLR 
plans (particularly those that are 
subsidiaries of larger organizations) may 

find ways to achieve higher MLRs 
through increased efficiencies. 

To the extent that issuers do decide to 
limit product offerings, group 
purchasers or individual enrollees in 
these plans may bear some costs 
associated with searching for and 
enrolling in a new insurance plan. For 
employers, particularly small 
employers, these costs may include 
increased administrative expenses. For 
consumers, this may lead to reduced 
choice, the inability to purchase similar 
coverage, and higher search costs 
related to finding affordable insurance 
coverage. States may apply for an 
adjustment of the MLR threshold in the 
individual market if the Secretary 
concurs that the adjustment is necessary 
to prevent market destabilization. This 
could mitigate the potential costs. 

c. Transfers 

To the extent that insurers’ MLR 
experience falls short of the minimum 
thresholds, they must provide rebates to 
enrollees. These rebates would reflect 
transfers of income from the insurers or 
their shareholders to the policy holders. 
Based on the methods described above, 
we have estimated ranges for the rebates 
that may occur during 2011–2013. 
These estimates are discussed later in 
this regulatory impact analysis (see 
Tables VI.7, VI.8, and VI.9). 

4. Overview of Data Sources, Methods, 
and Limitations 

The most complete source of data on 
the number of licensed entities offering 
fully insured, private comprehensive 
major medical coverage in the 
individual and group markets is the 
National Association of Insurance 
Commissioners (NAIC) Annual 
Financial Statements and Policy 
Experience Exhibits database. These 
data contain multiple years of 
information on issuers’ revenues, 
expenses, and enrollment collected on 
various NAIC financial exhibits called 
‘‘Blanks’’ that issuers submit to the NAIC 
through State insurance regulators. The 
NAIC has four different Blanks for 
different types of insurers: Health, Life, 
Property & Casualty, and Fraternal 
issuers.4 A Technical Appendix for this 
analysis, available at http:// 
www.hhs.gov/ociio/regulations/ 
index.html, provides more detail on the 
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5 Comprehensive major medical coverage sold to 
associations and trusts has been included in 
individual comprehensive major medical coverage 
for purposes of the RIA. The Department’s estimates 
exclude Medigap, which is reported separately in 
the NAIC data from comprehensive major medical 
coverage offered in the individual and group 
markets. The NAIC data do not allow us to identify 
mini-med plans or expatriate plans. 

6 This estimate is based on a comparison of 2008 
NAIC and InterStudy data. Interstudy data report 
79.7 million enrollees for comprehensive major 
medical coverage in 2008 whereas NAIC data report 
approximately 72.9 million enrollees. The NAIC 
enrollment number represents 91 percent of the 
Interstudy total enrollment figure. 

7 These exclusions reflect the restriction to Health 
and Life Blank companies, which drops 22 

Fraternal and Property and Casualty companies 
from the analysis. 

8 This includes some issuers that offer mini-med 
plans which, as discussed elsewhere in the 
preamble, often cover the same types of medical 
services as comprehensive medical plans, but have 
low annual benefit limits and typically have lower 
premiums than plans providing higher ceilings on 
benefits. Data for mini-med plans are not broken out 
separately from other data that issuers reported to 
NAIC in 2009. Therefore, the regulatory impact 
analysis does not include separate estimates 
relating to mini-med plans. 

9 As noted above, the analytic sample excludes 
companies that are regulated by the Department of 
Managed Health Care in California, as well as small, 
single-State insurers that are not required by State 

regulators to submit NAIC annual financial 
statements. 

10 The estimate provided here of the size of the 
individual market differs from estimates provided 
in previous rulemaking for a number of reasons. 
First, as discussed in this regulatory impact 
assessment, issuers that are regulated by the 
Department of Managed Health Care in California 
do not file with the NAIC. Second, and more 
importantly, the estimate provided here is of 
enrollment at an average point in time, while 
previous estimates included people who were 
enrolled at some point during the year. Third, the 
Current Population Survey, which was the source 
of previous estimates, is thought by some analysts 
to overestimate the number of people purchasing 
individual coverage. 

precise NAIC data sources used for this 
analysis. 

A total of 618 insurers offering 
comprehensive major medical coverage 
filed annual financial statements in 
2009, with the Health and Life Blank 
filers accounting for approximately 99 
percent of all comprehensive major 
medical premiums earned. It is for this 
reason that we have restricted our 
analysis to Health and Life Blank 
companies. Comprehensive major 
medical coverage 5—including both 
coverage offered in the individual and 
group markets that is subject to this 
interim final regulation—accounted for 
approximately 47.8 percent of all 
Accident and Health (A&H) premiums 
in 2009. 

Although the NAIC data represent the 
best available data source with which to 
estimate impacts of the MLR regulation, 
the data contain certain limitations that 
should be noted. For example, the NAIC 
data do not include issuers regulated by 
California’s Department of Managed 
Health Care (DMHC) as well as small, 
single-State insurers that are not 
required by State regulators to submit 
NAIC annual financial statements. 
When we compare the NAIC enrollment 
data to InterStudy data, we estimate that 
these limitations cause the NAIC data to 
exclude approximately 9 percent of the 
total fully insured, private 
comprehensive major medical market.6 
Additionally, the NAIC data do not 
break out small and large group 
coverage at the State level, and 
administrative expenses such as taxes 
are reported at the national level for all 
A&H lines of business. We developed 
imputation methods to account for these 
limitations. Finally, we made several 
edits to the data that led us to exclude 
from the analysis 176 of the companies 
that the NAIC data identify as reporting 
comprehensive major medical 
coverage.7 However, these excluded 
companies represent a small portion of 
the overall comprehensive major 
medical market (3 percent of life years 

and 2 percent of earned premiums). The 
Technical Appendix (available at  
http://www.hhs.gov/ociio/regulations/ 
index.html) contains a detailed 
description of the limitations of the 
NAIC data, and the data edits that were 
made by the Department. We use the 
remaining 442 companies to estimate 
the regulatory impacts discussed below. 

5. Estimated Number of Affected 
Entities Subject to the MLR Provisions 

Section 2718(a) of the PHS Act 
specifies that the MLR provisions apply 
to health insurance issuers offering 
group or individual health insurance 
coverage, including grandfathered 
health plans. As discussed earlier in this 
preamble, in this context, the term 
‘‘issuer’’ has the same meaning provided 
in 45 CFR 144.103, which states that an 
issuer is ‘‘an insurance company, 
insurance service, or insurance 
organization (including an HMO) that is 
required to be licensed to engage in the 
business of insurance in a State and that 
is subject to State law that regulates 
insurance (within the meaning of 
section 514(b)(2) of ERISA).’’ As 
discussed elsewhere in this preamble, 
and consistent with the NAIC 
recommendations, the MLR provisions 
in this interim final rule apply to issuers 
that offer comprehensive major medical 
coverage, and these issuers will be 
required to report these data and 
determine if rebates are owed at the 
company, State, and market level (e.g., 
individual, small group, and large 
group).8 The following sections 
summarize the Department’s estimates 
of the number of entities that will be 
affected by the requirements of this 
interim final regulation. 

a. Estimated Number of Affected 
Entities 

The MLR provisions will apply to all 
health insurance issuers offering 
comprehensive major medical coverage 
in the individual and group markets. 
For purposes of the regulatory impact 
analysis, we have estimated the total 

number of issuers that will be affected 
by the requirements of this interim final 
regulation at the company level because 
this is the level at which issuers 
currently submit their annual financial 
reports to the NAIC (including both 
company- and State-level exhibits 
where appropriate). However, because 
issuers will be required to report MLRs 
and calculate any rebates that are owed 
at the company/State level for each 
market in which they offer coverage (for 
example, individual, small group, large 
group), we have estimated rebates by 
‘‘licensed entity’’ (company/State 
combination) for each market. 

Table VI.2 shows the estimated 
distribution of issuers offering coverage 
in the individual, small group and large 
group markets for the analytic sample 
used in this RIA.9 Approximately 70 
percent (311) of these issuers offer 
coverage in the individual market, 77 
percent (342) offer coverage in the small 
group market, and 77 percent (338) offer 
coverage in the large group market. 
Approximately half (224) of these 
issuers offer coverage in all three 
markets that are subject to the MLR 
requirements, while the other half offer 
coverage in one or two of the markets 
that are subject to the requirements (118 
and 100, respectively). 

Additionally, the Department 
estimates that there are 74.8 million 
enrollees in the analytic sample in 
coverage that is subject to the 
requirements in this interim final rule, 
including approximately 10.6 million 
enrollees in individual market coverage 
(estimated based on ‘‘life years’’ for 2009 
NAIC Health and Life Blank filers, 
which as discussed earlier excludes data 
for companies that are not required to 
file annual statements with the NAIC), 
24.2 million enrollees in small group 
coverage, and 40.0 million enrollees in 
large group coverage (excluding 
enrollees in companies that did not file 
annual financial statements on the 
NAIC’s Health or Life Blanks in 2009).10 
BILLING CODE 4150–03–P 
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b. Characteristics of the Affected 
Entities 

Table VI.3 provides additional 
information about the characteristics of 
the issuers that are subject to the MLR 
requirements. Most (80 percent) of these 
companies are subsidiaries of larger 
carriers, and more than two thirds (315) 

only offer coverage in a single State. A 
third (143) of the issuers that are subject 
to the MLR requirements collected less 
than $50 million in earned premiums 
for individual and group comprehensive 
major medical coverage in 2009, 21 
percent (92) collected $50 to $149 
million, 31 percent (138) collected $150 

to $999 million, and 16 percent (69) 
collected $1 billion or more in earned 
premiums that year. Meanwhile, 80 
percent of the affected issuers also offer 
other types of accident and health 
coverage that is not subject to the 
requirements of this interim final 
regulation. 
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11 For example, the Senate Commerce Committee 
used NAIC data to report on nationwide MLRs for 
selected companies, but did not analyze MLRs at 
the State level (see ‘‘Implementing Health Insurance 
Reform: New Medical Loss Ratio Information for 
Policymakers and Consumers: Staff Report For 
Chairman Rockefeller,’’ U. S. Senate, Committee on 
Commerce, Science and Transportation, April 15, 
2010, accessed at http://commerce.senate.gov/
public/index.cfm?p=Reports). It is also important to 
note that MLRs calculated for other purposes may 
not provide an accurate picture of MLRs under the 
Affordable Care Act, which includes adjustments 
for administrative expenses related to quality 
improving activities and small plans. 

12 The NAIC has developed a ‘‘Supplemental 
Blank’’ that will be used to collect 2010 
comprehensive major medical data by company, 
State and market that are consistent with the 
uniform definitions and standardized calculation 
methodologies that NAIC was required to develop 
under Section 2718(c) of the PHS Act (subject to 
certification by the Secretary). However, this 
information will not be available until the Spring 
of 2011. 

13 This is consistent with America’s Health 
Insurance Plans (AHIP) data, which suggest that 
there are 32 States that have established MLR 
guidelines or imposed limitations on administrative 
expenses for comprehensive major medical 
insurance (excluding States that require filing of 
loss ratios, but have not established minimum 
standards), see ‘‘State Mandatory Medical Loss Ratio 
(MLR) Requirements for Comprehensive, Major 
Medical Coverage: Summary of State Laws and 
Regulations, as of April 15, 2010’’, AHIP, accessed 
at http://www.naic.org/documents/committees_
lhatf_ahwg_100426_AHIP_MLR_Chart.pdf. 

14 The 80 percent or higher minimum MLR 
requirements apply only to HMOs in California, 
only to HMO point of service plans in Arkansas, 
only to small group special health care plans in 
Connecticut, only to small group plans assessed 3 
percent or more of the total annual amount assessed 
by the State’s high risk pool in Minnesota, and only 
for nonprofit medical and dental indemnity or 
health and hospital service corporation individual 
direct payment contracts in New York. 

15 Carriers in New Jersey are required to pay 
rebates if they have a loss ratio below the minimum 
standard. In 2008, total standard and non-standard 
market refunds paid by carriers in the State were 
approximately $850,000. New Jersey Department of 
Banking and Insurance, ‘‘SEH Loss Ratio and 
Refund Reports for 2008,’’ April 19, 2010, accessed 
at http://www.pdcbank.state.nj.us/dobi/ 
division_insurance/ihcseh/sehrpts/ 
seh08lossratiorpt.pdf. 

16 Ohio Revised Code § 3923.022, accessed at 
http://codes.ohio.gov/orc/3923. 

17 Adamczak, Rick, ‘‘New Regs Unlikely to Have 
Much Impact on Ohio Insurers,’’ Dayton Legal 
News, November 1, 2010, accessed at https:// 
www.dailycourt.com/articles/index/id/7284. 

While all 442 of these issuers will be 
subject to the requirements of this 
interim final regulation, the Department 
estimates only a subset of these 
companies will be required to pay MLR- 
related rebates to policyholders during 
any given year. The following section 
contains estimates of the number of 
entities whose coverage will not meet 
the applicable minimum MLR 
thresholds, the estimated MLR rebate 
payments, and the estimated number of 
enrollees that would receive the MLR 
rebates. 

6. Estimated MLR Rebate Payments 
To date, there have been few 

published studies that document MLRs 
for comprehensive major medical 
coverage offered in the individual, small 
group and large group markets at the 
State and company levels nationwide.11 
Additionally, as discussed earlier, there 
are a number of challenges related to 
using the 2009 NAIC data. Despite these 
limitations, the Department believes 
that the 2009 NAIC data provide a 
reasonable basis for developing a model 
to be used for estimating the universe of 
entities that are likely to be affected by 
the MLR requirements, and estimating a 
potential range of other impacts 
including rebate amounts.12 
Specifically, the Department believes 
that a reasonable range of assumptions 
can be applied to the 2009 NAIC data 
making it the best available source for 
estimating the potential impacts of this 
interim final regulation. Therefore, 
using data from NAIC annual financial 
statements, the Department summarized 
data on traditional or unadjusted MLR 
values prior to the enactment of 
Affordable Care Act and estimated the 
impact of the Affordable Care Act’s MLR 
provisions on the market. 

In considering how to model the MLR 
impacts, the Department examined State 

experience with various types of related 
policies. Some States have traditionally 
used MLR standards for reviewing rate 
filings, others have set minimum 
standards, a few States require rebates to 
be made if minimum standards are not 
met, and many States have no 
requirements. The Department estimates 
that prior to the enactment of the 
Affordable Care Act, approximately 32 
States (including the District of 
Columbia) had enacted requirements 
relating to minimum MLR standards or 
administrative expense limits for 
coverage in at least some segments of 
the individual and group markets,13 
primarily in the context of submitting 
historical and anticipated loss ratios as 
part of their rate filings; approximately 
19 States did not have any minimum 
MLR requirements for individual or 
group coverage prior to the enactment of 
the Affordable Care Act. State-level 
MLR requirements, where they existed, 
often varied by the type of coverage 
being offered, were sometimes optional, 
and lacked standardization in the way 
that the MLRs were to be calculated. In 
addition, States’ minimum MLR 
requirements were often quite low— 
approximately 10 States had loss ratio 
requirements that were as low as 55 
percent for at least some segments of the 
market, and another 13 States had 
minimum MLR thresholds between 60 
and 75 percent for at least some 
segments of the market. The Department 
estimates that nine States have enacted 
minimum MLR thresholds or 
administrative expense limits requiring 
that at least 80 percent of premiums be 
spent on clinical services in at least 
some segments of the individual and 
group markets. 

For several reasons, the State 
experience with MLR requirements was 
not useful for modeling the effects of 
imposing an 80 percent MLR 
requirement nationwide for the 
individual and small group markets, 
and an 85 percent MLR requirement 
nationwide for the large group market. 
First, as described above, the States 
varied considerably in terms of MLR 
definitions and policy implementation. 
The experience of the nine States that 
have enacted 80 percent or higher MLR 

thresholds for at least a portion of the 
affected market may have been relevant, 
but there was not sufficient data 
available to estimate the impact of their 
policies and generalize to the national 
level. For example, in five of these 
States, the 80 percent or higher 
thresholds only apply to a portion of the 
market.14 Additionally, there is limited 
data available for several of these States; 
for example, there is limited availability 
of California HMO data because they do 
not file with the NAIC; New Jersey first 
imposed its 80 percent requirement for 
the individual and small group markets 
in 2009 (prior to that, the State had a 75 
percent minimum MLR standard for 
individual and small group coverage); 15 
and New Mexico’s 80 percent and 85 
percent standards for the small group 
and large group markets, respectively, 
were just enacted on March 3, 2010 
(prior to that, the State had a 55 percent 
minimum MLR standard for small group 
coverage, and no minimum MLR 
standard for the large group market). 
Additionally, in New York and New 
Jersey, the market for individual 
unsubsidized insurance is extremely 
small, largely as a result of rating rules. 
Finally, Ohio’s provision limiting the 
administrative expenses that an insurer 
can spend to no more than 20 percent 
applies to the insurance company as a 
whole (e.g., the State does not have 
separate requirements for coverage 
offered in the individual, small group 
and large group markets, as required by 
the Affordable Care Act).16 The State’s 
regulators estimate that carriers will be 
close to the Affordable Care Act’s 
minimum MLR thresholds for small 
group and large group coverage, but that 
some carriers will have to ‘‘raise the bar’’ 
in order to meet the standards for the 
individual market.17 
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18 As discussed earlier, data for mini-med plans 
are not broken out separately from other data that 
issuers reported to NAIC in 2009. Therefore, this 
regulatory impact analysis does not include 
separate estimates relating to mini-med plans. 

19 For purposes of this analysis, the Department 
has not made any assumptions relating to the 
potential for annual fluctuations in the estimated 
number of issuers with non-credible and partially 
credible experience. 

It is difficult to draw general lessons 
from the experience in these nine States 
about the likely results of imposing an 
80 percent MLR requirement for the 
individual and small group market 
nationwide—relevant data are not 
available in many of the States, the level 
of aggregation is not consistent in one of 
the States, and rating rules in two of the 
States are so different than in most of 
the rest of the country that results are 
not likely to be generalizable. Most 
importantly, in all nine States data were 
not available over a sufficient time 
period to establish causality between 
State policies and observed MLRs. 

a. Data Limitations and Modeling 
Assumptions 

As discussed earlier in section VI.B.4 
of this regulatory impact analysis, and 
in a Technical Appendix that is 
available at http://www.hhs.gov/ociio/ 
regulations/index.html, the available 
data are less than perfect for the task at 
hand. Among the larger imperfections: 
The data do not measure quality 
improving activities as defined by this 
interim final regulation; the data for 
some issuers and States are clearly in 
error; and the data capture 
administrative expenses at the national 
level, but do not allocate them to States 
or to markets (individual, small group, 
and large group). 

The Department expects that as a 
result of this interim final regulation 
that issuer behavior may well change, 
and even if the data could precisely 
measure MLRs in 2009, MLRs in 2011 
may well be different as a result of 
issuer behavioral change. However, for 
purposes of this analysis we do not 
explicitly model these behavioral 
changes in our estimates. Potential 
behavioral changes as a result of this 
regulation and impact on our estimates 
are discussed below, including: 

• Insurer Pricing Policy—Companies 
will likely consider a number of 
responses in pricing 2011 policies (e.g., 
reducing premium increases or increase 
health care expenditures) that would 
minimize or avoid rebates. As a result 
of these anticipated responses, estimates 
based on the 2009 data would result in 
upwardly biased estimates of potential 
rebates; 

• Allocation of Expenses Across 
States and Markets and Affiliates— 
Issuers were not previously required to 
allocate company-level expenses by 
State and by line of business in their 
annual financial report submissions to 
the NAIC. However, companies are 
likely to focus more attention on the 
methodologies that they use for 
allocating administrative expenses now 
that this information will be used in 

determining if they owe rebates for a 
given company/State/market. The 
choices issuers make in determining 
allocation methods could have a 
material impact on MLR rebates; 

• Activities That Improve Quality— 
Issuers may increase their quality- 
improving activities given the financial 
incentive to do so, or newly describe 
existing activities as such, and spending 
on these activities may vary 
significantly by State or company; 

• Other Changes in Categorization— 
Companies are expected to carefully 
scrutinize all of their expenditures to 
determine whether some could 
legitimately be categorized as 
expenditures for clinical services or 
quality improvement based on the 
definitions implemented by this 
regulation; 

• Other Behavioral Changes—It is 
unclear to what extent companies may 
make other behavioral changes that 
could affect MLR rebates (e.g., 
expanding coverage to increase medical 
claims, limiting premium increases, 
consolidation, etc.); and 

• Potential Impact of Destabilization 
Policy—It is unknown to what extent 
State Commissioners of Insurance will 
request adjustments of the 80 percent 
individual market minimum MLR 
threshold under the destabilization 
policy, and unknown whether the 
justifications provided with these 
requests will be sufficient to allow the 
Secretary to grant the adjustments. 
Thus, it is unknown how these potential 
adjustments will affect the size of MLR 
rebates. 

b. Methods for Estimating MLR Rebates 
The analysis includes estimates that 

are based on both unadjusted and 
adjusted MLRs. Information on 
unadjusted MLRs, which are simply 
incurred claims divided by earned 
premiums, is included to assess the 
impact of the adjustments allowed by 
the regulation on companies’ State-level 
MLRs.18 

The adjusted MLRs include three sets 
of adjustments for: (1) Taxes and fees; 
(2) credibility adjustments; and (3) 
quality improvements. First, the 
adjustments include deductions for 
Federal and State taxes and licensing 
and regulatory fees from premiums. 
These adjustments follow the policy 
described in the regulation. 

Second, they apply estimates of the 
credibility adjustments for licensed 
entities that have partially credible 

experience, that is, issuers with life 
years that are greater than or equal to 
1,000 life years but less than 75,000 life 
years, based on the 2009 NAIC data.19 
Section D of the preamble describes the 
rationale and method for calculating 
credibility adjustments. As stated in this 
section, there are two components to the 
credibility adjustment: A base factor 
that depends on the number of life years 
a company has in a particular market 
and State and a factor that depends on 
average per person deductible for the 
experience reported in the MLR for a 
particular market and State. The total 
credibility adjustment to the MLR 
equals the base factor times the 
deductible factor. We used linear 
interpolation to calculate the base 
credibility adjustment factor for life 
years that fall between the values in 
Table 1 of the preamble. 

Third, the adjusted MLRs reported in 
this analysis also incorporate 
assumptions about the size of expenses 
for quality improvement activities, as 
well as assumptions about other actions 
that insurers might take to increase their 
reported MLR. Because the definitions 
of quality improving activities are new 
to this rule, the NAIC data collected in 
2009 cannot be used to directly estimate 
how much insurers spent on quality 
improving activities in 2009 or how 
much they are expected to spend on 
these activities in 2011. The closest 
category in the NAIC data is ‘‘cost 
containment expenses’’, which averaged 
approximately 1 percent of premiums in 
2009, but the definition of quality 
improving activities includes many 
activities that were not included in cost 
containment expenses. Discussions with 
industry experts suggest that quality 
improving activities are likely to 
account for an average of approximately 
3 percent of premium, but there is 
substantial uncertainty concerning this 
estimate. Few observers think that 
quality improving activities will be 
greater than 5 percent of premium, and 
few expect that they will be less than 1 
percent of premium. In the mid-range 
estimate, the Department assumes that 
quality improving activities will 
account for 3 percent of premium, and 
uses the 1 percent and 5 percent 
estimates as the range in a sensitivity 
analysis. 

In addition to uncertainty about the 
magnitude of quality improving 
activities, as discussed above, there are 
many other sources of uncertainty about 
how insurers will respond to this 

VerDate Mar<15>2010 20:15 Nov 30, 2010 Jkt 223001 PO 00000 Frm 00038 Fmt 4701 Sfmt 4700 E:\FR\FM\01DER3.SGM 01DER3jle
nt

in
i o

n 
D

S
K

J8
S

O
Y

B
1P

R
O

D
 w

ith
 R

U
LE

S
3



74901 Federal Register / Vol. 75, No. 230 / Wednesday, December 1, 2010 / Rules and Regulations 

20 The text states that in the mid-range 
assumption, quality improving activities will 
account for 3 percent of premium. In the formula 
above, quality improving (and other behavioral 
change assumptions) are expressed as percentage 
point increases in the MLR amount. That is, in the 
mid-range assumption, we assume that quality 
improvement expenses will add 3 percentage points 
to the MLR. As a practical matter, because Federal 
and State taxes and licensing and regulatory fees are 
quite small, there is virtually no difference between 
assuming that quality improvement expenses 
account for 3 percent of premium or assuming that 
they will add 3 percentage points to the MLR. 

interim final regulation, and the effects 
of these responses on MLRs and rebate 
amounts. 

Given the combination of data 
imperfections and behavioral 
uncertainties, the Department has 
chosen to provide a range of estimates, 
based on a range of assumptions. A 
reasonable range of assumptions is that, 
in the mid-range estimate, MLRs will 
increase by 1 percentage point relative 
to the data reported in 2009, with a 
reasonable bound for this assumption 
being on one end, no change from the 
2009 data, and, on the other end, an 
assumption that MLRs will increase by 
2 percentage points relative to the 2009 
data. 

Combined with the low-rebate 
assumption that quality improving 
activities will increase MLRs by 5 
percentage points, the assumption that 

other behavioral changes may increase 
MLRs by an additional 2 percentage 
points will result in estimated MLRs in 
the low-rebate scenario being 7 
percentage points higher than they 
would be with no allowance for either 
quality improving activities or other 
behavioral changes. Consultation with 
industry experts suggests that this is a 
reasonable upper bound for the low- 
rebate assumption as an average for the 
industry. It is possible that some issuers 
may invest greater than 5 percent of 
premium in quality improving 
activities, or change their behavior in 
ways that result in a greater than 2 
percentage point increase in MLR, but 
the Department thinks it is unlikely that 
the changes across the industry for 
quality improving activities and 
behavioral changes will be greater than 
7 percentage points. 

The Department further assumes that 
issuers with an MLR that is already 
above the minimum threshold (80 
percent in the individual and small 
group markets, 85 percent in the large 
group market) will have less incentive 
to change their behavior in an attempt 
to increase their MLR than will issuers 
with lower MLRs that would require 
them to pay rebates. In the mid-range 
and low-rebate scenarios, the 
Department assumes that issuers whose 
adjusted MLR is above the minimum 
threshold after an assumed 3 percent 
increase for quality improving activities 
will not further increase the MLR with 
additional quality improving activities 
or other behavioral changes. 

Table VI.4 summarizes the values that 
are added to the base MLR to adjust for 
quality improving expenses and other 
behavioral uncertainties. 

These three sets of adjustments are 
combined to produce the following 
formula for estimating companies’ 
adjusted MLRs for the individual, small 
group, and large group markets by State, 
rounded to the nearest thousandth 
decimal place as dictated in the 
regulation: 20 

Adjusted MLR = (c)/(p¥t¥f) + (b * d) 
+ u, 

p = earned premiums 
t = Federal and State taxes 
f = licensing and regulatory fees 
b = base credibility adjustment factor 
d = deductible credibility adjustment factor 
u = low, medium, or high assumptions to 

account for quality improving activities, 
unknown behavioral changes and data 
measurement error 

We then calculate rebates for a company 
whose adjusted MLR value in a State 
falls below the minimum MLR standard 
in a given market using the following 
formulas: 

Rebates = [(m¥a) * (p¥t¥f)] 

where m = minimum MLR standard for a 
particular market 

a = adjusted State MLR for that market 

Finally, to estimate impacts for each 
year covered by the regulation, we 
assume that the number of issuers, 
enrollment, and experience are stable 
over time. This interim final regulation 
requires that experience be combined 
across multiple years for issuers that are 
not fully credible based on a single year 
of data. Given the assumption that 
enrollment is stable over time, the 
Department estimates that issuers which 
are not fully credible in 2011 will have 
twice as much enrollment in the 
combined experience for 2011 and 2012, 
and three times as much enrollment in 
the combined 2011 through 2013 data. 
As a result, the magnitude of the 
credibility adjustment in 2012 will be 
smaller than in 2011, and smaller again 
in 2013. The Department is unable to 
model the impact of losing the MLR 
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21 As described above, insurers with non-credible 
experience are those with less than 1,000 life years 
in a particular State market and they are not subject 
to the rebate requirements. Insurers with partially 
credible experience are those with 1,000 or more 
life years but fewer than 75,000 life years. These 
insurers receive a credibility adjustment to their 
adjusted MLRs to account for statistical variability 
that is inherent in smaller blocks of business. 
Finally, insurers with fully credible experience are 
those with 75,000 life years or more. Reported MLR 
values for fully credible insurers are used without 
a credibility adjustment in a given reporting year to 
determine their rebate obligation. 

credibility adjustment beginning in 
2013 if licensed entities report partially 
credible experience for the current year 
and the two previous years and have 
MLRs below the minimum standard in 
all three years. Rebates are estimated in 
2011 through 2013 by applying the 
projected growth rate in private health 
insurance premiums from the National 
Health Expenditures Accounts to the 
2009 NAIC adjusted premiums. 
However, the analysis does simulate the 
impact of doubling life years in 2012 or 
tripling life years in 2013 for licensed 
entities that have non-credible or 
partially credible experience using a 
single year of data to estimate how this 
affects the portion of insurers that are 
deemed to have credible experience as 
well as their associated MLR values in 
those years. Additionally, rebates are 
estimated in 2011 through 2013 by 
applying the projected growth rate in 
private health insurance premiums from 
the National Health Expenditures 
Accounts (per privately insured) to the 
2009 NAIC adjusted premiums. 

c. Estimated Number of Issuers and 
Individuals Affected By the MLR Rebate 
Requirements 

As shown in Table VI.5, the 
Department estimates that 68 percent of 
the licensed entities (State/company 
combinations) nationwide selling 
comprehensive major medical insurance 
in the individual market in 2011 will 
have fewer than 1,000 enrollees in at 
least one State, and will be designated 
as ‘‘non-credible’’ according to the 
standards of this interim final 
regulation, 30 percent of licensed 
entities will be partially credible, and 2 
percent will be fully credible.21 As 

discussed elsewhere in this preamble, 
issuers with non-credible experience in 
a given State, for a given market, during 
a given MLR reporting year are not 
required to provide any rebate to 
enrollees in that State/market because 
the issuer does not insure a sufficiently 
large number of lives to yield a 
statistically valid MLR. 

Although the Department estimates 
that more than two-thirds of licensed 
entities (State-company combinations) 
have non-credible 2011 experience for 
the individual market, and will not be 
required to provide rebates to their 
enrollees, there are relatively few 
enrollees in licensed entities that are 
non-credible—the non-credible licensed 
entities account for 68 percent of all 
entities, but only 1 percent of enrollees 
and 2 percent of earned premiums in 
the individual market. Fully credible 
licensed entities, accounting for only 2 
percent of licensed entities, account for 
50 percent of enrollees and 49 percent 
of premiums. 
BILLING CODE 4150–03–P 
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BILLING CODE 4150–03–C 

Non-credible entities account for a 
smaller share of total entities, and a 
smaller share of enrollees and premiums 
in the small group market than in the 
individual market, and an even smaller 
share in the large group market than in 
the small group market. Conversely, 
fully credible entities are a larger share 
of the market in both the small group 
and large group markets than in the 
individual market. 

As described above, the Department 
assumes that MLRs and enrollment are 
constant in 2012 and 2013. As a result 
of this assumption, the number of non- 
credible entities declines somewhat in 
2012 and again in 2013, because 
experience is combined across multiple 
years. 

d. Impact of Adjustments on MLRs 

As shown in Table VI.6, the estimated 
average unadjusted MLR among all fully 
or partially credible entities in the 
individual market in 2011 is expected to 
be 79.5 percent—very close, on average, 
to the 80 percent minimum threshold 
required under the Affordable Care Act. 
When adjustments are made for taxes, 
licensing and regulatory fees, quality 
improving activities, and assumed 
behavioral changes, the Department’s 
mid-range estimate is that the average 
MLR in the individual market in 2011 
will be 86.5 percent, with a low-range 
estimate (where low-range refers to low- 
range for the rebate estimate) of 87.2 
percent, and a high-range rebate 
estimate of 84.2 percent. The mid-range 
estimate is approximately 7 percentage 

points above the unadjusted estimate. 
Of this difference, 3.5 percentage points 
results from the assumption made about 
quality improving and other behavior 
assumptions (3 percentage points for 
quality improving activities and 0.5 
percentage points for other behavioral 
assumptions), and 3.6 of the percentage 
point difference comes from the other 
adjustments, primarily the exclusion of 
Federal and State taxes and licensing 
and regulatory fees from the 
denominator, as well as the credibility 
adjustment. 

The average adjusted MLR in the 
small group market in 2011 is estimated 
to be 90.8 percent for the mid-range 
estimate, and is estimated at 94.2 
percent for the mid-range estimate in 
the large group market. 
BILLING CODE 4150–03–P 
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e. Estimated Range of MLR Rebates 

As shown in Table VI.7, in the mid- 
range estimate in the individual market, 
rebates in 2011 are estimated to be $521 
million. The $521 million accounts for 
approximately 7 percent of premium 
revenue at companies required to pay a 
rebate—that is, the average rebate at 
companies required to pay a rebate in 
the individual market is estimated to be 
7 percent of premium. The $521 million 
accounts for approximately 2 percent of 
all premiums written in the individual 

market. Approximately 3.2 million 
people, accounting for approximately 30 
percent of enrollees in the individual 
market are estimated to receive a rebate, 
and the average rebate per person 
receiving a rebate is estimated as $164. 

Over the 2011–2013 period, the 
Department’s mid-range estimate is that 
rebates will total $1.8 billion in the 
individual market, $770 million in the 
small group market, and $440 million in 
the large group market. Additionally, 
the Department estimates that 9.9 
million enrollees in the individual 

market, 2.3 million enrollees in the 
small group market, and 2.7 million 
enrollees in the large group market will 
receive rebates over the 2011–2013 
period under the mid-range estimate. 
Summing across all three markets, the 
mid-range estimate is a total of $3.0 
billion in rebates over the 2011–2013 
period. The low rebate estimate across 
all three markets for 2011–2013 is $2.0 
billion, and the high rebate estimate is 
$4.9 billion. 
BILLING CODE 4150–03–P 
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22 The average rebate per person receiving a 
rebate is slightly lower in the high rebate scenario 
than in the mid-range scenario because in the high 
rebate scenario there are a larger number of issuers 
and enrollees with MLRs that are close to the 80 
percent threshold, and average rebates for these 
enrollees are relatively low. 

In the low-rebate estimate, total 
rebates in the individual market are 
estimated at $337 million, with 21 
percent of enrollees in the individual 
market estimated to receive a rebate, 
and in the high-rebate scenario, $839 
million, with 50 percent of enrollees.22 

Estimated rebates in the small group 
market range from $166 million to $359 
million, with a mid-range estimate of 
$226 million (Table VI.8), and from $84 
million to $258 million in the large 
group market, with a mid-range estimate 
of $121 million. In both the small group 
and large group (Table VI.9) markets a 
small fraction of enrollees are estimated 
to receive rebates—in the mid-range 
scenario, 3 percent in the small group 
market and 2 percent in large group. 

f. Potential Impact of State 
Destabilization Adjustment Requests on 
MLR Rebates 

Section 2718(b)(1)(A)(ii) provides that 
the Secretary may adjust the 80 percent 
level with respect to the individual 
market of a State ‘‘if the Secretary 
determines that the application of such 
80 percent may destabilize the 
individual market in such State.’’ 
Subpart C of this interim final 
regulation implements this provision by 
setting forth who may apply, how to 
apply, the criteria used in assessing an 
application, and how the adjustment 
would be made. It proposes that States 
apply for a specific adjustment to the 
individual market threshold that would 
be approved only if, according to 
information provided to the Secretary 
and assessed by the proposed criteria, 
there is a reasonable likelihood that 
market destabilization would occur in 
the absence of such an adjustment. 

Prior to the publication of this interim 
final regulation, several States have 
indicated their interest in an adjustment 
to the MLR threshold for their 
individual markets. However, this 
interest was expressed before the NAIC 
recommendations and proposed rules 
that may lessen the need for such an 
adjustment. For example, the credibility 
adjustments, newer plan adjustments, 
and treatment of Federal taxes may 
lessen what they had projected would 
be the impact of the MLR rules. In 
addition, as described earlier, the 
behavioral response of issuers to the 
proposed rules is uncertain. As such, 
the Department has not produced 

quantitative estimates of the potential 
impact of this authority. 

However, if this authority is 
exercised, by definition, there would be 
fewer issuers and enrollees to whom 
rebates in the individual market apply. 
There would also be fewer benefits as 
well as costs than previously described. 
While the benefit of transparency would 
persist regardless of whether a rebate is 
made, issuers may have less of an 
incentive to improve quality or benefits 
if the MLR threshold were lower than 80 
percent. At the same time, the goal of 
the adjustment is prevent disruption, so 
individuals in States whose MLR 
threshold has been adjusted would have 
more health insurance options than they 
otherwise would. 

7. Estimated Administrative Costs 
Related to MLR Provisions 

As stated earlier in this preamble, this 
interim final regulation implements the 
reporting requirements of section 
2718(a), describing the type of 
information that is to be included in the 
report to the Secretary and made 
available to consumers, as well as the 
rebate calculation, payment and 
enforcement provisions of section 
2718(b). The Department has quantified 
the primary sources of start-up costs 
that issuers in the individual and group 
markets will incur to bring themselves 
into compliance with this interim final 
regulation, as well as the ongoing 
annual costs that they will incur related 
to these requirements. These costs and 
the methodology used to estimate them 
are discussed below and in the 
Technical Appendix available at http:// 
www.hhs.gov/ociio/regulations/ 
index.html. Additional detail on these 
estimates can be found in the Paperwork 
Reduction Act section of this preamble 
and we welcome comment on them. 

a. Methodology and Assumptions for 
Estimating Administrative Costs 

The Affordable Care Act MLR 
reporting requirements will affect health 
insurance issuers offering coverage in 
the individual and group markets, 
including both the small group and 
large group markets. As discussed 
earlier, most of the affected issuers 
currently report similar data to the 
NAIC as part of their annual financial 
statements. However, this interim final 
regulation includes requirements related 
to calculating some additional data 
elements, and allocating data by 
company, State and market. 

As discussed earlier in this impact 
analysis, in order to assess the potential 
administrative burden relating to the 
requirements in this interim final 
regulation, the Department consulted 

with the NAIC and an industry expert 
to gain insight into the tasks and level 
of effort required. Based on these 
discussions, the Department estimates 
that issuers will incur one-time start-up 
costs associated with developing teams 
to review the requirements in this 
interim final regulation, and developing 
processes for capturing the necessary 
data (e.g., automating systems; writing 
new policies for tracking expenses in 
the general ledger; developing 
methodologies for allocating expenses 
by State, company and market; etc.). 
The Department estimates that issuers 
will also incur ongoing annual costs 
relating to data collection, populating 
the MLR reporting forms, conducting a 
final internal review, submitting the 
reports to the Secretary, internal audit, 
record retention, and preparing and 
mailing rebate notifications/payments 
(where appropriate). 

The Department anticipates that the 
level of effort relating to these activities 
will vary depending on the scope of an 
issuer’s operations. Each issuer’s 
estimated reporting burden is likely to 
be affected by a variety of factors that 
will affect the level of complexity of its 
filing—including the number of markets 
in which it operates (e.g., individual, 
small group, large group), the number of 
States and licensed entities through 
which it offers coverage, the degree to 
which it currently captures relevant 
data at the State/company/market level, 
firm size (e.g., claims, premiums, 
covered lives), whether it offers other 
types of A&H coverage, whether it is a 
Health Blank or Life Blank filer, and 
whether it is a subsidiary of a larger 
carrier. The assumptions used by the 
Department to estimate the 
administrative burden of reporting data 
needed to calculate MLRs, and 
information about the uncertainties 
associated with these assumptions is 
provided in the Technical Appendix, 
available at http://www.hhs.gov/ociio/ 
regulations/index.html. 

b. Estimated Costs Related to MLR 
Reporting 

For each MLR reporting year (defined 
as a calendar year for purposes of this 
interim final regulation), issuers offering 
coverage in the individual and group 
markets must submit a report to the 
Secretary by June 1 of the following year 
that complies with the requirements of 
this interim final rule on a form and in 
the manner prescribed by the Secretary. 
For purposes of these impact estimates, 
the Department assumes that there will 
be a single MLR data submission for 
purposes of both the NAIC annual 
report and reporting to the Secretary, 
and that this report would include data 
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relating to both the amounts expended 
on reimbursement for clinical services, 
activities that improve quality and other 
non-clinical costs, as well as 
information relating to rebates. 

The estimated total number of MLR 
data reports that issuers subject to the 
MLR reporting requirements will be 
required to submit to the Secretary 
under the provisions of this interim 
final regulation is 3,317. This is an 
upper-bound estimate, assuming that all 

issuers offering coverage in both the 
individual and small group markets will 
be submitting separate reports to the 
Secretary for this coverage. However, as 
discussed elsewhere in this preamble, 
the provisions of this interim final 
regulation allow issuers offering 
coverage in States requiring that the 
individual and small group markets be 
combined to submit consolidated 
reports for these two markets. 

Table VI.10 shows that the 
Department estimates that issuers will 
incur one-time costs relating to the MLR 
reporting requirements in this interim 
final rule of approximately $75,018 to 
$151,507 per issuer on average, and 
annual ongoing costs of about $17,261 
to $32,259 per issuer annually 
thereafter. 
BILLING CODE 4150–03–P 
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c. Estimated Costs Related to MLR 
Record Retention Requirements 

Consistent with the assumptions 
discussed above, MLR record retention 

costs are assumed to be relatively 
negligible, since issuers already retain 
similar data for State audits. Table VI.11 
shows that the Department estimates 
that issuers will incur annual ongoing 

costs relating to the MLR reporting 
requirements in this interim final rule of 
approximately $17 to $29 per issuer on 
average. 
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d. Estimated Costs Related to MLR 
Rebate Notifications and Payments 

Consistent with the assumptions 
discussed above, rebate notification and 
payment costs are expected to be 
relatively negligible on a per- 
notification and per-check basis, in 
particular because issuers have the 
option of paying rebates through 
premium withholds. However, the 
estimated total costs relating to rebate 

notifications and payments reflect the 
relatively large numbers of enrollees 
that could potentially receive rebates 
during any given year, and will be 
sensitive to annual fluctuations in the 
number of licensed entities that owe 
rebates for a given State and market. 

Table VI.12 shows that the 
Department estimates that in 2011, 
approximately 60 to 119 issuers 
(companies) will pay rebates for at least 

one licensed entity/State/market 
combination, and that annual ongoing 
costs relating to the MLR rebate 
payment and notification requirements 
in this interim final rule will be 
approximately $58,010 to $122,891 per 
affected issuer during that year on 
average. This number will be sensitive 
to annual fluctuations in the number of 
licensed entities that owe rebates for a 
given State and market. 
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C. Regulatory Alternatives 

Under the Executive Order, the 
Department is required to consider 
alternatives to issuing regulations and 
alternative regulatory approaches. The 
Department considers a variety of 
regulatory alternative below. 

1. Credibility Adjustment 

Section 2718(c) requires the NAIC to 
develop uniform definitions and 
calculation methodologies subject to 
certification by the Secretary. This 
section directs the NAIC to take into 
account the special circumstances of 
smaller plans. In response to this 
direction, the NAIC recommended a 
credibility adjustment for smaller plans. 
After considering the NAIC’s 
recommendation on credibility 
adjustments, HHS has decided to certify 
and adopt it in full. 

One alternative to the credibility 
adjustment in this interim final 
regulation would be to not make any 
adjustment for credibility, and to 
require smaller plans to make rebate 
payments on the same terms as larger 
plans. If the Department had not 
adopted a credibility adjustment, the 
estimated mid-range rebate in the 
individual market in 2011 would be 
approximately $682 million, or 
approximately $161 million larger than 
the estimate shown in Table VI.7 
including the credibility adjustment. 
The mid-range estimated rebate in the 
small group market would be $292 
million, $66 million larger than the 
estimate in Table VI.8, and the mid- 
range estimate for the large group 
market would be $178 million, $57 
million larger than the estimate in Table 
VI.9. As described elsewhere in this 
preamble, the Department has 
concluded that the credibility 
adjustment as proposed will best 
balance the goals of providing value to 
consumers assuring that issuers with 
relatively few subscribers will be able to 
function effectively. 

2. Federal Taxes 

As described elsewhere in this 
preamble, after considering the NAIC’s 
recommendation on treatment of 
Federal taxes in the denominator of the 
MLR calculation, HHS has decided to 
certify and adopt it in full. An 
alternative would have been to adopt a 
narrower definition of the Federal taxes 
to be excluded. If the Department had 
decided that payroll and Social Security 
taxes should be included in the 
denominator, rather than excluded from 
the denominator as provided in this 
interim final regulation, the estimated 
rebate in the mid-range scenario in the 

individual market would have been 
$552 million, or $31 million higher than 
in the estimate shown in Table VI.7. 
Similarly, the effect of this regulatory 
alternative in the small group and large 
group markets would have been to 
increase the estimated rebate by $9 
million in each of these two markets. As 
described elsewhere in this preamble, 
the Department has concluded that 
excluding payroll taxes and Social 
Security taxes from the denominator 
balances the legitimate needs of insurers 
with the needs of consumers. 

3. Quality Improving Activities 
Section 2718(a)(2) of the PHS Act 

requires health insurance issuers to 
submit an annual report to the Secretary 
concerning the percent of total premium 
revenue that is spent on activities that 
improve health care quality, and Section 
2718(c) of the PHS Act directs the NAIC, 
subject to certification by the Secretary, 
to establish uniform definitions of 
activities that improve health care 
quality. 

As discussed elsewhere in this 
preamble, the NAIC recommended 
definitions of quality improving 
activities that are consistent with the 
categories set forth in Section 2717 of 
the PHS Act. After considering the 
NAIC’s recommendation on the 
definition of quality improving 
activities, HHS has decided to certify 
and adopt it in full. As discussed 
elsewhere in this preamble, potential 
alternatives would have been to adopt 
narrower or broader definitions of 
quality improving activities. These 
distinctions can be made based on the 
criteria for selecting quality improving 
activities and/or the specific types of 
activities included in the definition. 

This interim final regulation defines 
quality-improving activities as being 
grounded in evidence-based medicine, 
designed to improve the quality of care 
received by an enrollee, and capable of 
being objectively measured and 
producing verifiable results and 
achievements. A narrower definition 
might include only evidence-based 
quality improving initiatives, while 
excluding activities that have not been 
demonstrated to improve quality. 
Similarly, a narrower definition would 
not allow for inclusion of future 
innovations before data are available 
demonstrating their effectiveness. 

Conversely, a broader definition 
might allow additional types of 
administrative expenses to be counted 
as activities that improve quality—such 
as network fees associated with third 
party provider networks or costs 
associated with converting International 
Classification of Disease (ICD) code sets 

from ICD–9 to ICD–10. As discussed 
elsewhere in this preamble, while the 
Department agrees that certain 
administrative expenses should not be 
counted as quality improving, some 
traditional administrative activities can 
qualify as quality improving if they 
meet the criteria set forth in this interim 
final regulation. 

The Department does not have data 
available to estimate the effects of 
alternative definitions of quality 
improving activities on MLRs, although 
it should be clear that if a broader 
definition of quality improving 
activities had been adopted that 
estimated rebates would be smaller, and 
if a narrowed definition had been 
adopted, estimated rebates would be 
larger. 

4. Level of Aggregation 
As discussed elsewhere in this 

preamble, the NAIC could have 
recommended that MLRs be aggregated 
to the national level for multi-State 
companies, rather than be calculated 
separately in each State. If MLRs were 
calculated at the national level for 
multi-State companies, estimated 
rebates in the individual market in the 
mid-range scenario would have been 
$461 in 2011, or $60 million less than 
the estimates provided in Table VI.7. 
The estimated effects of national-level 
aggregation on the small group and large 
group markets are proportionally larger: 
in the small group market, estimated 
rebates in the mid-range scenario fall 
from $226 million to $97 million in 
2011, and in the large group market, 
from $121 to $42 million. 

Requiring issuers to aggregate their 
individual, small group and large group 
experience at the national level, rather 
than by State could reduce the 
administrative burden associated with 
these requirements because nearly a 
third of the issuers that would be 
affected by the requirements of this 
interim final regulation offer coverage in 
multiple States. For example, under the 
Department’s mid-range estimates, the 
estimated number of MLR reports to the 
Secretary would decrease by 29 percent 
(from 3,317 to 972), and the estimated 
one-time and annual ongoing costs 
associated with MLR reporting would 
decrease by approximately 49 percent 
compared with what is shown in Table 
VI.10. 

Because insurance is regulated 
primarily at the State level, and because 
it is important for consumers in each 
State to receive value for their insurance 
premium, the Department has 
concluded that MLRs should be 
calculated at the issuer/market/State 
level, rather than aggregating results to 
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23 ‘‘Table of Size Standards Matched To North 
American Industry Classification System Codes,’’ 
effective November 5, 2010, U.S. Small Business 
Administration, available at http://www.sba.gov. 

the national level. After considering the 
NAIC’s recommendation on the level of 
aggregation for purposes of MLR 
reporting and rebate calculation, HHS 
has decided to certify and adopt it in 
full. 

We welcome comments on the likely 
costs and benefits of this rule as 
presented, on alternatives that would 
improve the consumer and small 
business purchaser information to be 
provided, and on our quantitative 
estimates of burden. 

D. Regulatory Flexibility Act 

The Regulatory Flexibility Act (RFA) 
requires agencies that issue a regulation 
to analyze options for regulatory relief 
of small businesses if a rule has a 
significant impact on a substantial 
number of small entities. The RFA 
generally defines a ‘‘small entity’’ as 
(1) a proprietary firm meeting the size 
standards of the Small Business 
Administration (SBA), (2) a nonprofit 
organization that is not dominant in its 
field, or (3) a small government 
jurisdiction with a population of less 
than 50,000 (States and individuals are 
not included in the definition of ‘‘small 
entity’’). HHS uses as its measure of 
significant economic impact on a 
substantial number of small entities a 
change in revenues of more than 3 to 5 
percent. 

The Regulatory Flexibility Act only 
requires an analysis to be conducted for 
those final rules for which a Notice of 
Proposed Rule Making was required. 
Accordingly, we have determined that a 
regulatory flexibility analysis is not 
required for this interim final rule. 
However, the Department has 
considered the likely impact of this 
interim final rule on small entities. 

As discussed in the Web Portal 
interim final rule (75 FR 24481), HHS 
examined the health insurance industry 
in depth in the Regulatory Impact 
Analysis we prepared for the proposed 
rule on establishment of the Medicare 
Advantage program (69 FR 46866, 
August 3, 2004). In that analysis the 
Department determined that there were 

few if any insurance firms underwriting 
comprehensive health insurance 
policies (in contrast, for example, to 
travel insurance policies or dental 
discount policies) that fell below the 
size thresholds for ‘‘small’’ business 
established by the SBA (currently $7 
million in annual receipts for health 
insurers).23 

The Department has used the data set 
created from 2009 NAIC Health and Life 
Blank annual financial statement data to 
develop an updated estimate of the 
number of small entities that offer 
comprehensive major medical coverage 
in the individual and small group 
markets, and are therefore subject to the 
MLR reporting requirements. For 
purposes of this analysis, the 
Department is using total Accident and 
Health (A&H) earned premiums as a 
proxy for annual receipts. These 
estimates may overstate the actual 
number of small health insurance 
issuers that would be affected, since 
they do not include receipts from these 
companies’ other lines of business. 

The Department estimates that there 
are 28 small entities with less than $7 
million in A&H earned premiums that 
offer individual or group comprehensive 
major medical coverage, and would 
therefore be subject to the requirements 
of this interim final regulation. These 
small entities account for 6 percent of 
the estimated 442 total issuers that the 
Department estimates will be affected by 
these requirements. The Department 
estimates that 86 percent of these small 
issuers are subsidiaries of larger carriers, 
75 percent only offer coverage in a 
single State, 68 percent only offer 
individual or group comprehensive 
coverage in a single market, 46 percent 
also offer other types of A&H coverage, 
and 29 percent are Life Blank filers. 

As discussed elsewhere in this 
preamble, Section 2718(c) of the PHS 
Act directed the NAIC to take the 
special circumstances of small plans 

into account in developing uniform 
definitions and calculation 
methodologies relating to the data being 
reported to the Secretary in Section 
2718(a). This has been accomplished 
through the credibility adjustment, 
which provides that issuers with non- 
credible experience in a given market, 
based on definitions established by the 
NAIC, are not required to provide any 
rebate to enrollees in that State/market 
because the issuer does not insure a 
sufficiently large number of lives to 
yield a statistically valid MLR. 
Additionally, issuers with partially 
credible experience in a given State/ 
market are allowed to make a credibility 
adjustment to their MLR during that 
year. 

The Department estimates that the 28 
small issuers that are subject to the 
requirements of this interim final 
regulation offer individual and group 
coverage through 73 licensed entities 
(company/State combinations). For 
example, the Department estimates that 
all of the total 85 company/State/market 
combinations offered by small entities 
will be either non-credible (92 percent) 
or partially credible (8 percent) in 2011. 

The Department estimates that small 
entities will owe approximately 
$435,000 to $656,000 in rebates in 2011, 
accounting for 0.5 to 0.7 percent of their 
total A&H premiums during that year. 
By comparison, the Department 
estimates that small entities will owe 
approximately $1.8 to $3.0 million in 
rebates in 2013, accounting for 1.9 to 2.9 
percent of their total A&H premiums 
during that year. 

Additionally, the Department 
estimates that small entities will spend 
$44,656 to $62,518 per issuer in one- 
time costs (accounting for 1.3 to 1.9 
percent of their total A&H premiums), 
and $10,240 to $14,031 per issuer in 
annual ongoing costs (accounting for 0.3 
to 0.4 percent of their total A&H 
premiums) related to the MLR reporting, 
record retention, and rebate payment 
and notification requirements. 
BILLING CODE 4150–03–P 
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As discussed earlier, the Department 
believes that these estimates overstate 
the number of small entities that will be 
affected by the requirements in this 
interim final regulation, as well as the 
relative impact of these requirements on 
these entities because the Department 
has based its analysis on issuers’ total 
A&H earned premiums (rather than their 
total annual receipts). Therefore, the 
Secretary certifies that these interim 
final regulations will not have 
significant impact on a substantial 
number of small entities. In addition, 
section 1102(b) of the Social Security 
Act requires us to prepare a regulatory 
impact analysis if a rule may have a 
significant economic impact on the 
operations of a substantial number of 
small rural hospitals. This analysis must 
conform to the provisions of section 604 
of the RFA. This interim final rule 
would not affect small rural hospitals. 
Therefore, the Secretary has determined 
that this rule would not have a 
significant impact on the operations of 
a substantial number of small rural 
hospitals. 

E. Unfunded Mandates Reform Act 
Section 202 of the Unfunded 

Mandates Reform Act of 1995 (UMRA) 
requires that agencies assess anticipated 
costs and benefits before issuing any 
rule that includes a Federal mandate 
that could result in expenditure in any 
one year by State, local or tribal 
governments, in the aggregate, or by the 
private sector, of $100 million in 1995 
dollars, updated annually for inflation. 
In 2010, that threshold level is 
approximately $135 million. 

UMRA does not address the total cost 
of a rule. Rather, it focuses on certain 
categories of cost, mainly those ‘‘Federal 
mandate’’ costs resulting from: (1) 
Imposing enforceable duties on State, 
local, or tribal governments, or on the 
private sector; or (2) increasing the 
stringency of conditions in, or 
decreasing the funding of, State, local, 
or tribal governments under entitlement 
programs. 

This interim final regulation is not 
subject to the Unfunded Mandates 
Reform Act, because it is being issued 
as an interim final regulation. However, 
consistent with policy embodied in 
UMRA, this interim final regulation has 
been designed to be the least 
burdensome alternative for State, local 
and tribal governments, and the private 
sector while achieving the objectives of 
the Affordable Care Act. 

This interim final regulation contains 
MLR reporting, data retention and 
rebate notification and payment 
requirements for private sector firms (for 
example, health insurance issuers 

offering coverage in the individual and 
group markets), but these will not cost 
more than the approximately $32 
million to $68 million in one-time 
administrative costs, and $11 million to 
$29 million in annual ongoing 
administrative costs related to 
complying with the requirements of this 
interim final regulation that we have 
estimated. This interim final rule also 
contains requirements related to rebates 
paid by issuers to enrollees for coverage 
offered in the individual, small group, 
and large group markets that does not 
meet the minimum MLR standards. The 
Department’s estimates that 
approximately 2.8 million to 9.6 million 
enrollees could receive $0.6 to $1.8 
billion in rebates during any individual 
year between 2011 and 2013. It includes 
no mandates on State, local, or tribal 
governments. Under Section 2718 of the 
Affordable Care Act, issuers are required 
to submit MLR data reports directly to 
the Secretary. States may voluntarily 
choose to review the MLR data that 
issuers submit through the NAIC 
supplemental blank; develop or modify 
their regulations relating to MLR 
definitions and calculation 
methodologies, reporting and rebates; 
request adjustments of the 80 percent 
individual market minimum MLR 
threshold under the destabilization 
policy; or modify their audit 
methodologies to include a more 
comprehensive review of MLR data 
reported under Section 2718. However, 
if they choose not to do so, the Secretary 
has direct enforcement authority 
relating to this provision. Thus, the law 
and this regulation do not impose an 
unfunded mandate on States. 

F. Federalism 

Executive Order 13132 establishes 
certain requirements that an agency 
must meet when it promulgates a 
proposed rule (and subsequent final 
rule) that imposes substantial direct 
requirement costs on State and local 
governments, preempts State law, or 
otherwise has Federalism implications. 
In the Department’s view, while this 
interim final rule does not impose 
substantial direct requirement costs on 
State and local governments, this 
interim final regulation has Federalism 
implications due to direct effects on the 
distribution of power and 
responsibilities among the State and 
Federal governments relating to 
determining and enforcing minimum 
MLR standards, reporting and rebate 
requirements relating to coverage that 
State-licensed health insurance issuers 
offer in the individual and group 
markets. 

However, the Department anticipates 
that the Federalism implications (if any) 
are substantially mitigated because the 
Affordable Care Act does not provide 
any role for the States in terms of 
receiving or analyzing the data or 
enforcing the requirements of Section 
2718 of the PHS Act. The enforcement 
provisions of this interim final rule state 
that the Secretary has enforcement 
authority and does not require the States 
to do anything. The States already 
require issuers to report the NAIC 
Annual Statement (Blanks) and audit 
those data. The regulation does 
contemplate that if a State includes 
MLR in its audit of issuers, the Secretary 
has the discretion to accept that audit. 
But, again, the regulation does not 
require the States to do anything and, in 
fact, it is not clear that we even have 
statutory authority to require them to do 
anything with respect to the MLR. It is 
HHS’ responsibility to do the audits and 
enforce the statutory requirements. 

States may continue to apply State 
law requirements except to the extent 
that such requirements prevent the 
application of the Affordable Care Act 
requirements that are the subject of this 
rulemaking. State insurance laws that 
are more stringent than the Federal 
requirements are unlikely to ‘‘prevent 
the application of’’ the Affordable Care 
Act, and be preempted. Additionally, 
States have an opportunity to request 
adjustments of the 80 percent individual 
market minimum MLR threshold under 
the destabilization policy, subject to the 
Secretary’s approval. Accordingly, 
States have significant latitude to 
impose requirements on health with 
respect to health insurance issuers, 
insurance issuers that are more 
restrictive than the Federal law. 

In compliance with the requirement 
of Executive Order 13132 that agencies 
examine closely any policies that may 
have Federalism implications or limit 
the policy making discretion of the 
States, the Department has engaged in 
efforts to consult with and work 
cooperatively with affected States, 
including participating in conference 
calls with and attending conferences of 
the National Association of Insurance 
Commissioners, and consulting with 
State insurance officials on an 
individual basis. 

Throughout the process of developing 
this interim final regulation, to the 
extent feasible within the specific 
preemption provisions of HIPAA as it 
applies to the Affordable Care Act, the 
Department has attempted to balance 
the States’ interests in regulating health 
insurance issuers, and Congress’ intent 
to provide uniform minimum 
protections to consumers in every State. 
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By doing so, it is the Department’s view 
that we have complied with the 
requirements of Executive Order 13132. 
Pursuant to the requirements set forth in 
section 8(a) of Executive Order 13132, 
and by the signatures affixed to this 
regulation, the Department certifies that 
the Office of Consumer Information and 
Insurance Oversight has complied with 
the requirements of Executive Order 
13132 for the attached interim final 
regulation in a meaningful and timely 
manner. 

G. Congressional Review Act 

This interim final regulation is subject 
to the Congressional Review Act 
provisions of the Small Business 
Regulatory Enforcement Fairness Act of 
1996 (5 U.S.C. 801 et seq.) and have 
been transmitted to Congress and the 
Comptroller General for review. 

In accordance with the provisions of 
Executive Order 12866, this interim 
final rule was reviewed by the Office of 
Management and Budget. 

List of Subjects in 45 CFR Part 158 

Administrative practice and 
procedure, Claims, Health care, Health 
insurance, Health plans, Penalties, 
Reporting and recordkeeping 
requirements. 

■ For the reasons stated in the preamble, 
the Department of Health and Human 
Services amends 45 CFR subtitle A, 
subchapter B, by adding a new part 158 
to read as follows: 

PART 158—ISSUER USE OF PREMIUM 
REVENUE: REPORTING AND REBATE 
REQUIREMENTS 

Sec. 
158.101 Basis and scope. 
158.102 Applicability. 
158.103 Definitions. 

Subpart A—Disclosure and Reporting 

158.110 Reporting requirements related to 
premiums and expenditures. 

158.120 Aggregate reporting. 
158.121 Newer experience. 
158.130 Premium revenue. 
158.140 Reimbursement for clinical 

services provided to enrollees. 
158.150 Activities that improve health care 

quality. 
158.151 Expenditures related to Health 

Information Technology and meaningful 
use requirements. 

158.160 Other non-claims costs. 
158.161 Reporting of Federal and State 

licensing and regulatory fees. 
158.162 Reporting of Federal and State 

taxes. 
158.170 Allocation of expenses. 

Subpart B—Calculating and Providing the 
Rebate 

158.210 Minimum medical loss ratio. 

158.211 Requirement in States with a 
higher medical loss ratio. 

158.220 Aggregation of data in calculating 
an issuer’s medical loss ratio. 

158.221 Formula for calculating an issuer’s 
medical loss ratio. 

158.230 Credibility adjustment. 
158.231 Life-years used to determine 

credible experience. 
158.232 Calculating the credibility 

adjustment. 
158.240 Rebating premium if the applicable 

medical loss ratio standard is not met. 
158.241 Form of rebate. 
158.242 Recipients of rebates. 
158.243 De minimis rebates. 
158.244 Unclaimed rebates. 
158.250 Notice of rebates. 
158.260 Reporting of rebates. 
158.270 Effect of rebate payments on 

solvency. 

Subpart C—Potential Adjustment to the 
MLR for a State’s Individual Market 

158.301 Standard for adjustment to the 
medical loss ratio. 

158.310 Who may request adjustment to the 
medical loss ratio. 

158.311 Duration of adjustment to the 
medical loss ratio. 

158.320 Information supporting a request 
for adjustment to the medical loss ratio. 

158.321 Information regarding the State’s 
individual health insurance market. 

158.322 Proposal for adjusted medical loss 
ratio. 

158.323 State contact information. 
158.330 Criteria for assessing request for 

adjustment to the medical loss ratio. 
158.340 Process for submitting request for 

adjustment to the medical loss ratio. 
158.341 Treatment as a public document. 
158.342 Invitation for public comments. 
158.343 Optional State hearing. 
158.344 Secretary’s discretion to hold a 

hearing. 
158.345 Determination on a State’s request 

for adjustment to the medical loss ratio. 
158.346 Request for reconsideration. 
158.350 Subsequent requests for adjustment 

to the medical loss ratio. 

Subpart D—HHS Enforcement 

158.401 HHS enforcement. 
158.402 Audits. 
158.403 Circumstances in which a State is 

conducting audits of issuers. 

Subpart E—Additional Requirements on 
Issuers 

158.501 Access to facilities and records. 
158.502 Maintenance of records. 

Subpart F—Federal Civil Penalties 

158.601 General rule regarding the 
imposition of civil penalties. 

158.602 Basis for imposing civil penalties. 
158.603 Notice to responsible entities. 
158.604 Request for extension. 
158.605 Responses to allegations of 

noncompliance. 
158.606 Amount of penalty—general. 
158.607 Factors HHS uses to determine the 

amount of penalty. 
158.608 Determining the amount of the 

penalty—mitigating circumstances. 

158.609 Determining the amount of the 
penalty—aggravating circumstances. 

158.610 Determining the amount of the 
penalty—other matters as justice may 
require. 

158.611 Settlement authority. 
158.612 Limitations on penalties. 
158.613 Notice of proposed penalty. 
158.614 Appeal of proposed penalty. 
158.615 Failure to request a hearing. 

Authority: Section 2718 of the Public 
Health Service Act (42 U.S.C. 300gg–18, as 
amended.) 

§ 158.101 Basis and scope. 
(a) Basis. This Part implements 

section 2718 of the Public Health 
Service Act (PHS Act). 

(b) Scope. Subpart A of this Part 
establishes the requirements for health 
insurance issuers (‘‘issuers’’) offering 
group or individual health insurance 
coverage to report information 
concerning premium revenues and the 
use of such premium revenues for 
clinical services provided to enrollees, 
activities that improve health care 
quality, and all other non-claims costs. 
Subpart B describes how this 
information will be used to determine, 
with respect to each medical loss ratio 
(MLR) reporting year, whether the ratio 
of the amount of adjusted premium 
revenue expended by the issuer on 
permitted costs to the total amount of 
adjusted premium revenue (MLR) meets 
or exceeds the percentages established 
by section 2718(b)(1) of the PHS Act. 
Subpart B also addresses requirements 
for calculating any rebate amounts that 
may be due in the event an issuer does 
not meet the applicable MLR standard. 
Subpart C implements the provision of 
section 2718(b)(A)(ii) of the PHS Act 
allowing the Secretary to adjust the 
MLR standard for the individual market 
in a State if requiring issuers to meet 
that standard may destabilize the 
individual market. Subparts D through F 
provide for enforcement of this part, 
including requirements for issuers to 
maintain records and civil monetary 
penalties that may be assessed against 
issuers who violate the requirements of 
this Part. 

§ 158.102 Applicability. 
General requirements. The 

requirements of this Part apply to 
issuers offering group or individual 
health insurance coverage, including a 
grandfathered health plan as defined in 
§ 147.140 of this subpart. 

§ 158.103 Definitions. 
For the purposes of this Part, the 

following definitions apply unless 
specified otherwise. 

Contract reserves means reserves that 
are established by an issuer which, due 
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to the gross premium pricing structure 
at issue, account for the value of the 
future benefits that at any time exceeds 
the value of any appropriate future 
valuation of net premiums at that time. 
Contract reserves must not include 
premium deficiency reserves. Contract 
reserves must not include reserves for 
expected MLR rebates. 

Direct paid claims means claim 
payments before ceded reinsurance and 
excluding assumed reinsurance except 
as otherwise provided in this Part. 

Enrollee means an individual who is 
enrolled, within the meaning of 
§ 144.103 of this title, in group health 
insurance coverage, or an individual 
who is covered by individual insurance 
coverage, at any time during an MLR 
reporting year. 

Experience rating refund means the 
return of a portion of premiums 
pursuant to a retrospectively rated 
funding arrangement when the sum of 
incurred losses, retention and margin 
are less than earned premium. 

Group conversion charges means the 
portion of earned premium allocated to 
providing the privilege for a certificate 
holder terminated from a group health 
plan to purchase individual health 
insurance without providing evidence 
of insurability. 

Health Plan means health insurance 
coverage offered through either 
individual coverage or a group health 
plan. 

Individual market has the meaning 
given the term in section 2791(e)(1) of 
the PHS Act and section 1304(a)(2) of 
the Affordable Care Act. 

Large Employer has the meaning 
given the term in section 2791(e)(2) of 
the PHS Act and section 1304(b)(1) of 
the Affordable Care Act, except that as 
provided by section 1304(b)(3) of the 
Affordable Care Act, until 2016 a State 
may substitute ‘‘51’’ employees for ‘‘101’’ 
employees in the definition. 

Large group market has the meaning 
given the term in section 2791(e)(3) of 
the PHS Act and section 1304(a)(3) of 
the Affordable Care Act. 

MLR reporting year means a calendar 
year during which group or individual 
health insurance coverage is provided 
by an issuer. 

Multi-State blended rate means a 
single rate charged for health insurance 
coverage provided to a single employer 
through two or more of an issuer’s 
affiliated companies for employees in 
two or more States. 

Policyholder means any entity that 
has entered into a contract with an 
issuer to receive health insurance 
coverage as defined in section 2791(b) of 
the PHS Act. 

Situs of the contract means the 
jurisdiction in which the contract is 
issued or delivered as stated in the 
contract. 

Small Employer has the meaning 
given the term in section 2791(e)(4) of 
the PHS Act and section 1304(b)(2) of 
the Affordable Care Act, except that as 
provided by section 1304(b)(3) of the 
Affordable Care Act, until 2016 a State 
may substitute ‘‘50’’ employees for ‘‘100’’ 
employees in the definition. 

Small group market has the meaning 
in section 2791(e)(5) of the PHS Act and 
section 1304(a)(3) of the Affordable Care 
Act. 

Subscriber refers to both the group 
market and the individual market. In the 
group market, subscriber means the 
individual, generally the employee, 
whose eligibility is the basis for the 
enrollment in the group health plan and 
who is responsible for the payment of 
premiums. In the individual market, 
subscriber means the individual who 
purchases an individual policy and who 
is responsible for the payment of 
premiums. 

Unearned premium means that 
portion of the premium paid in the MLR 
reporting year that is intended to 
provide coverage during a period which 
extends beyond the MLR reporting year. 

Unpaid Claim Reserves means 
reserves and liabilities established to 
account for claims that were incurred 
during the MLR reporting year but had 
not been paid within 3 months of the 
end of the MLR reporting year. 

Subpart A—Disclosure and Reporting 

§ 158.110 Reporting requirements related 
to premiums and expenditures. 

(a) General requirements. For each 
MLR reporting year, an issuer must 
submit to the Secretary a report which 
complies with the requirements of this 
Part, concerning premium revenue and 
expenses related to the group and 
individual health insurance coverage 
that it issued. 

(b) Timing and form of report. (1) 
Except as provided in paragraph (b)(2) 
of this section, the report for each MLR 
reporting year must be submitted to the 
Secretary by June 1 of the year following 
the end of an MLR reporting year, on a 
form and in the manner prescribed by 
the Secretary. 

(2) An issuer that reports its 
experience separately under 
§ 158.120(d)(3) or (4) of this subpart 
must submit a report for each quarter of 
the 2011 MLR reporting year, on the 
same form and in the same manner as 
described in paragraph (b)(1) of this 
section, as follows: 

(i) By May 1 for the quarter ending 
March 31; 

(ii) By August 1 for the quarter ending 
June 30; and 

(ii) By November 1 for the quarter 
ending September 30. 

(c) Transfer of Business. Issuers that 
purchase a line or block of business 
from another issuer during an MLR 
reporting year are responsible for 
submitting the information and reports 
required by this Part for the assumed 
business, including for that part of the 
MLR reporting year that was prior to the 
purchase. 

§ 158.120 Aggregate reporting. 
(a) General requirements. For 

purposes of submitting the report 
required in § 158.110 of this subpart, the 
issuer must submit a report for each 
State in which it is licensed to issue 
health insurance coverage that includes 
the experience of all policies issued in 
the State during the MLR reporting year 
covered by the report. The report must 
aggregate data for each entity licensed 
within a State, aggregated separately for 
the large group market, the small group 
market and the individual market. 
Experience with respect to each policy 
must be included on the report 
submitted with respect to the State 
where the contract was issued, except as 
specified in § 158.120(d) of this subpart. 

(b) Group Health Insurance Coverage 
in Multiple States. Group coverage 
issued by a single issuer that covers 
employees in multiple States must be 
attributed to the applicable State based 
on the situs of the contract. Group 
coverage issued by multiple affiliated 
issuers that covers employees in 
multiple States must be attributed by 
each issuer to each State based on the 
situs of the contract. 

(c) Group Health Insurance Coverage 
With Dual Contracts. Where a group 
health plan involves health insurance 
coverage obtained from two affiliated 
issuers, one providing in-network 
coverage only and the second providing 
out-of-network coverage only, solely for 
the purpose of providing a group health 
plan that offers both in-network and 
out-of-network benefits, experience may 
be treated as if it were all related to the 
contract provided by the in-network 
issuer. However, if the issuer chooses 
this method of aggregation, it must 
apply it for a minimum of 3 MLR 
reporting years. 

(d) Exceptions. (1) For individual 
market business sold through an 
association, the experience of the issuer 
must be included in the State report for 
the State that has jurisdiction over the 
certificate of coverage. 

(2) For employer business issued 
through a group trust or multiple 
employer welfare association, the 
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experience of the issuer must be 
included in the State report for the State 
where the employer or the association 
has its principal place of business. 

(3) For the 2011 MLR reporting year, 
an issuer with policies that have a total 
annual limit of $250,000 or less must 
report the experience from such policies 
separately from other policies. 

(4) For the 2011 MLR reporting year, 
an issuer with group policies that 
provide coverage for employees working 
outside their country of citizenship, 
employees working outside of their 
country of citizenship and outside the 
employer’s country of domicile, and 
citizens working in their home country, 
must aggregate the experience from 
these policies but report the experience 
from such policies separately from other 
policies. 

§ 158.121 Newer experience. 
If, for any aggregation as defined in 

§ 158.120, 50 percent or more of the 
total earned premium for an MLR 
reporting year is attributable to policies 
newly issued and with less than 12 
months of experience in that MLR 
reporting year, then the experience of 
these policies may be excluded from the 
report required under § 158.110 of this 
subpart for that same MLR reporting 
year. If an issuer chooses to defer 
reporting of newer business as provided 
in this section, then the excluded 
experience must be added to the 
experience reported in the following 
MLR reporting year. 

§ 158.130 Premium revenue. 
(a) General requirements. An issuer 

must report to the Secretary earned 
premium for each MLR reporting year. 
Earned premium means all monies paid 
by a policyholder or subscriber as a 
condition of receiving coverage from the 
issuer, including any fees or other 
contributions associated with the health 
plan. 

(1) Earned premium is to be reported 
on a direct basis except as provided in 
paragraph (b) of this section. 

(2) All earned premium for policies 
issued by one issuer and later assumed 
by another issuer must be reported by 
the assuming issuer for the entire MLR 
reporting year during which the policies 
were assumed and no earned premium 
for that MLR reporting year must be 
reported by the ceding issuer. 

(3) Reinsured earned premium for a 
block of business that was subject to 
indemnity reinsurance and 
administrative agreements effective 
prior to March 23, 2010, for which the 
assuming entity is responsible for 100 
percent of the ceding entity’s financial 
risk and takes on all of the 

administration of the block, must be 
reported by the assuming issuer and 
must not be reported by the ceding 
issuer. 

(b) Adjustments. Earned premium 
must include adjustments to: 

(1) Account for assessments paid to or 
subsidies received from Federal and 
State high risk pools. 

(2) Account for portions of premiums 
associated with group conversion 
charges. 

(3) Account for any experience rating 
refunds paid or received, excluding any 
rebate paid based upon an issuer’s MLR. 

(4) Account for unearned premium. 

§ 158.140 Reimbursement for clinical 
services provided to enrollees. 

(a) General requirements. The report 
required in § 158.110 of this subpart 
must include direct claims paid to or 
received by providers, including under 
capitation contracts with physicians, 
whose services are covered by the 
policy for clinical services or supplies 
covered by the policy. In addition, the 
report must include claim reserves 
associated with claims incurred during 
the MLR reporting year, the change in 
contract reserves, reserves for 
contingent benefits and the claim 
portion of lawsuits, and any experience 
rating refunds paid or received. 
Reimbursement for clinical services as 
defined in this section are referred to as 
‘‘incurred claims.’’ 

(1) If there are any group conversion 
charges for a health plan, the conversion 
charges must be subtracted from the 
incurred claims for the aggregation that 
includes the conversion policies and 
this same amount must be added to the 
incurred claims for the aggregation that 
provides coverage that is intended to be 
replaced by the conversion policies. 

(2) Incurred claims must include 
changes in unpaid claims between the 
prior year’s and the current year’s 
unpaid claims reserves, including 
claims reported in the process of 
adjustment, percentage withholds from 
payments made to contracted providers, 
claims that are recoverable for 
anticipated coordination of benefits 
(COB), and claim recoveries received as 
a result of subrogation. 

(3) Incurred claims must include the 
change in claims incurred but not 
reported from the prior year to the 
current year. Except where inapplicable, 
the reserve should be based on past 
experience, and modified to reflect 
current conditions such as changes in 
exposure, claim frequency or severity. 

(4) Incurred claims must include 
changes in other claims-related reserves. 

(5) Incurred claims must include 
experience rating refunds and exclude 

rebates paid as required by § 158.240 
based upon prior MLR reporting year 
experience. 

(b) Adjustments to incurred claims. 
(1) Adjustments that must be deducted 
from incurred claims: 

(i) Prescription drug rebates received 
by the issuer. 

(ii) Overpayment recoveries received 
from providers. 

(2) Adjustments that may be included 
in incurred claims: 

(i) Market stabilization payments or 
receipts by issuers that are directly tied 
to claims incurred and other claims 
based or census based assessments. 

(ii) State subsidies based on a stop- 
loss payment methodology. 

(iii) The amount of incentive and 
bonus payments made to providers. 

(3) Adjustments that must not be 
included in incurred claims: 

(i) Amounts paid to third party 
vendors for secondary network savings. 

(ii) Amounts paid to third party 
vendors for network development, 
administrative fees, claims processing, 
and utilization management. For 
example, if an issuer contracts with a 
behavioral health, chiropractic network, 
or high technology radiology vendor, or 
a pharmacy benefit manager, and the 
vendor reimburses the provider at one 
amount but bills the issuer a higher 
amount to cover its network 
development, utilization management 
costs, and profits, then the amount that 
exceeds the reimbursement to the 
provider must not be included in 
incurred claims. 

(iii) Amounts paid, including 
amounts paid to a provider, for 
professional or administrative services 
that do not represent compensation or 
reimbursement for covered services 
provided to an enrollee. For example, 
medical record copying costs, attorneys’ 
fees, subrogation vendor fees, 
compensation to paraprofessionals, 
janitors, quality assurance analysts, 
administrative supervisors, secretaries 
to medical personnel and medical 
record clerks must not be included in 
incurred claims. 

(4) Adjustments that can be either 
included in or deducted from incurred 
claims: 

(i) Payment to and from unsubsidized 
State programs designed to address 
distribution of health risks across 
issuers via charges to low risk issuers 
that are distributed to high risk issuers 
must be included in or deducted from 
incurred claims, as applicable. 

(ii) [Reserved] 
(5) Other adjustments to incurred 

claims: 
(i) Affiliated issuers that offer group 

coverage at a blended rate may choose 
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whether to make an adjustment to each 
affiliate’s incurred claims and activities 
to improve health care quality, to reflect 
the experience of the issuer with respect 
to the employer as a whole, according 
to an objective formula that will be 
defined prior to January 1, 2011, so as 
to result in each affiliate having the 
same ratio of incurred claims to earned 
premium for that employer group for the 
MLR reporting year as the ratio of 
incurred claims to earned premium 
calculated for the employer group in the 
aggregate. 

(ii) [Reserved] 

§ 158.150 Activities that improve health 
care quality. 

(a) General requirements. The report 
required in § 158.110 of this subpart 
must include expenditures for activities 
that improve health care quality, as 
described in this section. 

(b) Activity requirements. Activities 
conducted by an issuer to improve 
quality must meet the following 
requirements: 

(1) The activity must be designed to: 
(i) Improve health quality. 
(ii) Increase the likelihood of desired 

health outcomes in ways that are 
capable of being objectively measured 
and of producing verifiable results and 
achievements. 

(iii) Be directed toward individual 
enrollees or incurred for the benefit of 
specified segments of enrollees or 
provide health improvements to the 
population beyond those enrolled in 
coverage as long as no additional costs 
are incurred due to the non-enrollees. 

(iv) Be grounded in evidence-based 
medicine, widely accepted best clinical 
practice, or criteria issued by recognized 
professional medical associations, 
accreditation bodies, government 
agencies or other nationally recognized 
health care quality organizations. 

(2) The activity must be primarily 
designed to: 

(i) Improve health outcomes including 
increasing the likelihood of desired 
outcomes compared to a baseline and 
reduce health disparities among 
specified populations. 

(A) Examples include the direct 
interaction of the issuer (including those 
services delegated by contract for which 
the issuer retains ultimate responsibility 
under the insurance policy), providers 
and the enrollee or the enrollee’s 
representative (for example, face-to-face, 
telephonic, web-based interactions or 
other means of communication) to 
improve health outcomes, including 
activities such as: 

(1) Effective case management, care 
coordination, chronic disease 
management, and medication and care 

compliance initiatives including 
through the use of the medical homes 
model as defined in section 3606 of the 
Affordable Care Act. 

(2) Identifying and addressing ethnic, 
cultural or racial disparities in 
effectiveness of identified best clinical 
practices and evidence based medicine. 

(3) Quality reporting and 
documentation of care in non-electronic 
format. 

(4) Health information technology to 
support these activities. 

(5) Accreditation fees directly related 
to quality of care activities. 

(B) [Reserved] 
(ii) Prevent hospital readmissions 

through a comprehensive program for 
hospital discharge. Examples include: 

(A) Comprehensive discharge 
planning (for example, arranging and 
managing transitions from one setting to 
another, such as hospital discharge to 
home or to a rehabilitation center) in 
order to help assure appropriate care 
that will, in all likelihood, avoid 
readmission to the hospital; 

(B) Patient-centered education and 
counseling. 

(C) Personalized post-discharge 
reinforcement and counseling by an 
appropriate health care professional. 

(D) Any quality reporting and related 
documentation in non-electronic form 
for activities to prevent hospital 
readmission. 

(E) Health information technology to 
support these activities. 

(iii) Improve patient safety, reduce 
medical errors, and lower infection and 
mortality rates. 

(A) Examples of activities primarily 
designed to improve patient safety, 
reduce medical errors, and lower 
infection and mortality rates include: 

(1) The appropriate identification and 
use of best clinical practices to avoid 
harm. 

(2) Activities to identify and 
encourage evidence-based medicine in 
addressing independently identified 
and documented clinical errors or safety 
concerns. 

(3) Activities to lower the risk of 
facility-acquired infections. 

(4) Prospective prescription drug 
Utilization Review aimed at identifying 
potential adverse drug interactions. 

(5) Any quality reporting and related 
documentation in non-electronic form 
for activities that improve patient safety 
and reduce medical errors. 

(6) Health information technology to 
support these activities. 

(B) [Reserved] 
(iv) Implement, promote, and increase 

wellness and health activities: 
(A) Examples of activities primarily 

designed to implement, promote, and 

increase wellness and health activities, 
include— 

(1) Wellness assessments; 
(2) Wellness/lifestyle coaching 

programs designed to achieve specific 
and measurable improvements; 

(3) Coaching programs designed to 
educate individuals on clinically 
effective methods for dealing with a 
specific chronic disease or condition; 

(4) Public health education campaigns 
that are performed in conjunction with 
State or local health departments; 

(5) Actual rewards, incentives, 
bonuses, reductions in copayments 
(excluding administration of such 
programs), that are not already reflected 
in premiums or claims should be 
allowed as a quality improvement 
activity for the group market to the 
extent permitted by section 2705 of the 
PHS Act; 

(6) Any quality reporting and related 
documentation in non-electronic form 
for wellness and health promotion 
activities; 

(7) Coaching or education programs 
and health promotion activities 
designed to change member behavior 
and conditions (for example, smoking or 
obesity); and 

(8) Health information technology to 
support these activities. 

(B) [Reserved] 
(v) Enhance the use of health care 

data to improve quality, transparency, 
and outcomes and support meaningful 
use of health information technology 
consistent with § 158.151 of this 
subpart. 

(c) Exclusions. Expenditures and 
activities that must not be included in 
quality improving activities are: 

(1) Those that are designed primarily 
to control or contain costs; 

(2) The pro rata share of expenses that 
are for lines of business or products 
other than those being reported, 
including but not limited to, those that 
are for or benefit self-funded plans; 

(3) Those which otherwise meet the 
definitions for quality improvement 
activities but which were paid for with 
grant money or other funding separate 
from premium revenue; 

(4) Those activities that can be billed 
or allocated by a provider for care 
delivery and which are, therefore, 
reimbursed as clinical services; 

(5) Establishing or maintaining a 
claims adjudication system, including 
costs directly related to upgrades in 
health information technology that are 
designed primarily or solely to improve 
claims payment capabilities or to meet 
regulatory requirements for processing 
claims (for example, costs of 
implementing new administrative 
simplification standards and code sets 
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adopted pursuant to the Health 
Insurance Portability and 
Accountability Act (HIPAA), 42 U.S.C. 
1320d–2, as amended, including the 
new ICD–10 requirements); 

(6) That portion of the activities of 
health care professional hotlines that 
does not meet the definition of activities 
that improve health quality; 

(7) All retrospective and concurrent 
utilization review; 

(8) Fraud prevention activities, other 
than fraud detection/recovery expenses 
up to the amount recovered that reduces 
incurred claims; 

(9) The cost of developing and 
executing provider contracts and fees 
associated with establishing or 
managing a provider network, including 
fees paid to a vendor for the same 
reason; 

(10) Provider credentialing; 
(11) Marketing expenses; 
(12) Costs associated with calculating 

and administering individual enrollee 
or employee incentives; 

(13) That portion of prospective 
utilization that does not meet the 
definition of activities that improve 
health quality; and 

(14) Any function or activity not 
expressly included in paragraph (c) of 
this section, unless otherwise approved 
by and within the discretion of the 
Secretary, upon adequate showing by 
the issuer that the activity’s costs 
support the definitions and purposes in 
this Part or otherwise support 
monitoring, measuring or reporting 
health care quality improvement. 

§ 158.151 Expenditures related to Health 
Information Technology and meaningful 
use requirements. 

(a) General requirements. An issuer 
may include as activities that improve 
health care quality such Health 
Information Technology (HIT) expenses 
as are required to accomplish the 
activities allowed in § 158.150 of this 
subpart and that are designed for use by 
health plans, health care providers, or 
enrollees for the electronic creation, 
maintenance, access, or exchange of 
health information, as well as those 
consistent with Medicare and/or 
Medicaid meaningful use requirements, 
and which may in whole or in part 
improve quality of care, or provide the 
technological infrastructure to enhance 
current quality improvement or make 
new quality improvement initiatives 
possible by doing one or more of the 
following: 

(1) Making incentive payments to 
health care providers for the adoption of 
certified electronic health record 
technologies and their ‘‘meaningful use’’ 
as defined by HHS to the extent such 

payments are not included in 
reimbursement for clinical services as 
defined in § 158.140 of this subpart; 

(2) Implementing systems to track and 
verify the adoption and meaningful use 
of certified electronic health records 
technologies by health care providers, 
including those not eligible for 
Medicare and Medicaid incentive 
payments; 

(3) Providing technical assistance to 
support adoption and meaningful use of 
certified electronic health records 
technologies; 

(4) Monitoring, measuring, or 
reporting clinical effectiveness 
including reporting and analysis of costs 
related to maintaining accreditation by 
nationally recognized accrediting 
organizations such as NCQA or URAC, 
or costs for public reporting of quality 
of care, including costs specifically 
required to make accurate 
determinations of defined measures (for 
example, CAHPS surveys or chart 
review of HEDIS measures and costs for 
public reporting mandated or 
encouraged by law. 

(5) Tracking whether a specific class 
of medical interventions or a bundle of 
related services leads to better patient 
outcomes. 

(6) Advancing the ability of enrollees, 
providers, issuers or other systems to 
communicate patient centered clinical 
or medical information rapidly, 
accurately and efficiently to determine 
patient status, avoid harmful drug 
interactions or direct appropriate care, 
which may include electronic Health 
Records accessible by enrollees and 
appropriate providers to monitor and 
document an individual patient’s 
medical history and to support care 
management. 

(7) Reformatting, transmitting or 
reporting data to national or 
international government-based health 
organizations for the purposes of 
identifying or treating specific 
conditions or controlling the spread of 
disease. 

(8) Provision of electronic health 
records, patient portals, and tools to 
facilitate patient self-management. 

(b) [Reserved] 

§ 158.160 Other non-claims costs. 
(a) General requirements. The report 

required in § 158.110 of this subpart 
must include non-claims costs 
described in paragraph (b) of this 
section and must provide an 
explanation of how premium revenue is 
used, other than to provide 
reimbursement for clinical services 
covered by the benefit plan, 
expenditures for activities that improve 
health care quality, and Federal and 

State taxes and licensing or regulatory 
fees as specified in this part. 

(b) Non-claims costs other than taxes 
and regulatory fees. (1) The report 
required in § 158.110 of this subpart 
must include any expenses for 
administrative services that do not 
constitute adjustments to premium 
revenue as provided in § 158.130 of this 
subpart, reimbursement for clinical 
services to enrollees as defined in 
§ 158.140 of this subpart, or 
expenditures on quality improvement 
activities as defined in §§ 158.150 and 
158.151 of this subpart. 

(2) Expenses for administrative 
services include the following: 

(i) Cost-containment expenses not 
included as an expenditure related to an 
activity at § 158.150 of this subpart. 

(ii) Loss adjustment expenses not 
classified as a cost containment 
expense. 

(iii) Direct sales salaries, workforce 
salaries and benefits. 

(iv) Agents and brokers fees and 
commissions. 

(v) General and administrative 
expenses. 

(vi) Community benefit expenditures. 

§ 158.161 Reporting of Federal and State 
licensing and regulatory fees. 

(a) Federal taxes. The report required 
in § 158.110 of this subpart must 
separately report: 

(1) Federal taxes excluded from 
premium under subpart B which 
include all Federal taxes and 
assessments allocated to health 
insurance coverage reported under 
section 2718 of the PHS Act. 

(2) Federal taxes not excluded from 
premium under subpart B which 
include Federal income taxes on 
investment income and capital gains as 
other non-claims costs. 

(b) State taxes and assessments. The 
report required in § 158.110 of this 
subpart must separately report: 

(1) State taxes and assessments 
excluded from premium under subpart 
B which include: 

(i) Any industry-wide (or subset) 
assessments (other than surcharges on 
specific claims) paid to the State 
directly, or premium subsidies that are 
designed to cover the costs of providing 
indigent care or other access to health 
care throughout the State. 

(ii) Guaranty fund assessments. 
(iii) Assessments of State industrial 

boards or other boards for operating 
expenses or for benefits to sick 
employed persons in connection with 
disability benefit laws or similar taxes 
levied by States. 

(iv) Advertising required by law, 
regulation or ruling, except advertising 
associated with investments. 
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(v) State income, excise, and business 
taxes other than premium taxes. 

(vi) State premium taxes plus State 
taxes based on policy reserves, if in lieu 
of premium taxes. 

(vii) One of the following types of 
payments: 

(A) Payments to a State, by not-for- 
profit health plans, of premium tax 
exemption values in lieu of State 
premium taxes limited to the State 
premium tax rate applicable to for-profit 
entities subject to premium tax 
multiplied by the allocated premiums 
earned for individual, small group and 
large group; 

(B) Payment by not-for-profit health 
plans for community benefit 
expenditures as described in paragraph 
(c) of this section limited to the State 
premium tax rate applicable to for-profit 
entities subject to premium tax 
multiplied by the allocated premiums 
earned for individual, small group and 
large group. These payments must be 
State based requirement to qualify for 
inclusion in this line item; or 

(C) Payments made by (Federal 
income) tax exempt health plans for 
community benefit expenditures as 
defined in paragraph (c) of this section 
limited to the State premium tax rate 
applicable to for-profit entities subject 
to premium tax multiplied by the 
allocated premiums earned for 
individual, small group, and large 
group. 

(2) State taxes and assessments not 
excluded from premium under subpart 
B which include: 

(i) State sales taxes if the issuer does 
not exercise options of including such 
taxes with the cost of goods and services 
purchased. 

(ii) Any portion of commissions or 
allowances on reinsurance assumed that 
represent specific reimbursement of 
premium taxes. 

(iii) Any portion of commissions or 
allowances on reinsurance ceded that 
represents specific reimbursement of 
premium taxes. 

(c) Community benefit expenditures. 
(1) A not-for-profit issuer exempt from 
Federal or State taxes and assessments, 
but required to make community benefit 
expenditures in lieu of taxes, must 
report to the Secretary such community 
benefit expenditures, multiplied by the 
allocated premiums earned for 
individual, small group and large group, 
but not to exceed the amount of the 
taxes they would otherwise be required 
to pay. Each expenditure must not be 
reported more than once, but may be 
split between Federal and State taxes as 
applicable. 

(2) Community benefit expenditures 
means expenditures for activities or 

programs that seek to achieve the 
objectives of improving access to health 
services, enhancing public health and 
relief of government burden. This 
includes any of the following activities 
that: 

(i) Are available broadly to the public 
and serve low-income consumers; 

(ii) Reduce geographic, financial, or 
cultural barriers to accessing health 
services, and if ceased to exist would 
result in access problems (for example, 
longer wait times or increased travel 
distances); 

(iii) Address Federal, State or local 
public health priorities such as 
advancing health care knowledge 
through education or research that 
benefits the public; 

(iv) Leverage or enhance public health 
department activities such as childhood 
immunization efforts; and 

(v) Otherwise would become the 
responsibility of government or another 
tax-exempt organization. 

§ 158.170 Allocation of expenses. 
(a) General requirements. Each 

expense must be reported under only 
one type of expense, unless a portion of 
the expense fits under the definition of 
or criteria for one type of expense and 
the remainder fits into a different type 
of expense, in which case the expense 
must be pro-rated between types of 
expenses. Expenditures that benefit 
lines of business or products other than 
those being reported, including but not 
limited to those that are for or benefit 
self-funded plans, must be reported on 
a pro rata share. 

(b) Description of the methods used to 
allocate expenses. The report required 
in § 158.110 of this subpart must 
include a detailed description of the 
methods used to allocate expenses, 
including incurred claims, quality 
improvement expenses, Federal and 
State taxes and licensing or regulatory 
fees, and other non-claims costs, to each 
health insurance market in each State. A 
detailed description of each expense 
element must be provided, including 
how each specific expense meets the 
criteria for the type of expense in which 
it is categorized, as well as the method 
by which it was aggregated. 

(1) Allocation to each category should 
be based on a generally accepted 
accounting method that is expected to 
yield the most accurate results. Specific 
identification of an expense with an 
activity that is represented by one of the 
categories above will generally be the 
most accurate method. If a specific 
identification is not feasible, the issuer 
should provide an explanation of why it 
believes the more accurate result will be 
gained from allocation of expenses 

based upon pertinent factors or ratios 
such as studies of employee activities, 
salary ratios or similar analyses. 

(2) Many entities operate within a 
group where personnel and facilities are 
shared. Shared expenses, including 
expenses under the terms of a 
management contract, must be 
apportioned pro rata to the entities 
incurring the expense. 

(3) Any basis adopted to apportion 
expenses must be that which is 
expected to yield the most accurate 
results and may result from special 
studies of employee activities, salary 
ratios, premium ratios or similar 
analyses. Expenses that relate solely to 
the operations of a reporting entity, such 
as personnel costs associated with the 
adjusting and paying of claims, must be 
borne solely by the reporting entity and 
are not to be apportioned to other 
entities within a group. 

(c) Disclosure of allocation methods. 
The issuer must identify in the report 
required in § 158.110 of this subpart the 
specific basis used to allocate expenses 
reported under this Part to States and, 
within States, to lines of business 
including the individual market, small 
group market, large group market, 
supplemental health insurance 
coverage, health insurance coverage 
offered to beneficiaries of public 
programs (such as Medicare and 
Medicaid), and group health plans as 
defined in § 145.103 of this chapter and 
administered by the issuer. 

(d) Maintenance of records. The 
issuer must maintain and make 
available to the Secretary upon request 
the data used to allocate expenses 
reported under this Part together with 
all supporting information required to 
determine that the methods identified 
and reported as required under 
paragraph (b) of this section were 
accurately implemented in preparing 
the report required in § 158.110 of this 
subpart. 

Subpart B—Calculating and Providing 
the Rebate 

§ 158.210 Minimum medical loss ratio. 
Subject to the provisions of § 158.211 

of this subpart: 
(a) Large group market. For all 

policies issued in the large group market 
in a State during the MLR reporting 
year, an issuer must provide a rebate to 
enrollees if the issuer has an MLR of 
less than 85 percent, as determined in 
accordance with this part. 

(b) Small group market. For all 
policies issued in the small group 
market in a State during the MLR 
reporting year, an issuer must provide a 
rebate to enrollees if the issuer has an 
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MLR of less than 80 percent, as 
determined in accordance with this 
part. 

(c) Individual market. For all policies 
issued in the individual market in a 
State during the MLR reporting year, an 
issuer must provide a rebate to enrollees 
if the issuer has an MLR of less than 80 
percent, as determined in accordance 
with this Part. 

(d) Adjustment by the Secretary. If the 
Secretary has adjusted the percentage 
that issuers in the individual market in 
a specific State must meet, then the 
adjusted percentage determined by the 
Secretary in accordance with § 158.301 
of this part et seq. must be substituted 
for 80 percent in paragraph (c) of this 
section. 

§ 158.211 Requirement in States with a 
higher medical loss ratio. 

(a) State option to set higher 
minimum loss ratio. For coverage 
offered in a State whose law provides 
that issuers in the State must meet a 
higher MLR than that set forth in 
§ 158.210, the State’s higher percentage 
must be substituted for the percentage 
stated in § 158.210 of this subpart. 

(b) Considerations in setting a higher 
minimum loss ratio. In adopting a 
higher minimum loss ratio than that set 
forth in § 158.210, a State must seek to 
ensure adequate participation by health 
insurance issuers, competition in the 
health insurance market in the State, 
and value for consumers so that 
premiums are used for clinical services 
and quality improvements. 

§ 158.220 Aggregation of data in 
calculating an issuer’s medical loss ratio. 

(a) Aggregation by State and by 
market. In general, an issuer’s MLR 
must be calculated separately for the 
large group market, small group market 
and individual market within each 
State. However, if, pursuant to section 
1312(c)(3) of the Affordable Care Act, a 
State requires the small group market 
and individual market to be merged, 
then the data reported separately under 
subpart A for the small group and 
individual market in that State may be 
merged for purposes of calculating an 
issuer’s MLR and any rebates owing. 

(b) Years of data to include in 
calculating MLR. Subject to paragraph 
(c) of this section, an issuer’s MLR for 
an MLR reporting year is calculated 
according to the formula in § 158.221 of 
this subpart and aggregating the data 
reported under this Part for the 
following 3-year period: 

(1) The data for the MLR reporting 
year whose MLR is being calculated; 
and 

(2) The data for the two prior MLR 
reporting years. 

(c) Requirements for MLR reporting 
years 2011 and 2012. (1) For the 2011 
MLR reporting year, an issuer’s MLR is 
calculated using the data reported under 
this Part for the 2011 MLR reporting 
year only. 

(2) For the 2012 MLR reporting year— 
(i) If an issuer’s experience for the 

2012 MLR reporting year is fully 
credible, as defined in § 158.230 of this 
subpart, an issuer’s MLR is calculated 
using the data reported under this Part 
for the 2012 MLR reporting year. 

(ii) If an issuer’s experience for the 
2012 MLR reporting year is partially 
credible or non-credible, as defined in 
§ 158.230 of this subpart, an issuer’s 
MLR is calculated using the data 
reported under this part for the 2011 
MLR reporting year and the 2012 MLR 
reporting year. 

§ 158.221 Formula for calculating an 
issuer’s medical loss ratio. 

(a) Medical loss ratio. (1) An issuer’s 
MLR is the ratio of the numerator, as 
defined in paragraph (b) of this section, 
to the denominator, as defined in 
paragraph (c) of this section, subject to 
the applicable credibility adjustment, if 
any, as provided in § 158.232 of this 
subpart. 

(2) An issuer’s MLR shall be rounded 
to three decimal places. For example, if 
an MLR is 0.7988, it shall be rounded 
to 0.799 or 79.9 percent. If an MLR is 
0.8253 or 82.53 percent, it shall be 
rounded to 0.825 or 82.5 percent. 

(b) Numerator. The numerator of an 
issuer’s MLR for an MLR reporting year 
must be the issuer’s incurred claims, as 
defined in § 158.140 of this part, plus 
the issuer’s expenditures for activities 
that improve health care quality, as 
defined in § 158.150 and § 158.151 of 
this part, that are reported for the years 
specified in § 158.220 of this subpart. 

(1) The numerator of the MLR for the 
2012 MLR reporting year may include 
any rebate paid under § 158.240 of this 
subpart for the 2011 MLR reporting year 
if the 2012 MLR reporting year 
experience is not fully credible as 
defined in § 158.230 of this subpart. 

(2) The numerator of the MLR for the 
2013 MLR reporting year may include 
any rebate paid under § 158.240 for the 
2011 MLR reporting year or the 2012 
MLR reporting year. 

(3) The numerator of the MLR for 
policies that are reported separately 
under § 158.120(d)(3) of this part must 
be the amount specified in paragraph (b) 
of this section, except that for the 2011 
MLR reporting year the total of the 
incurred claims and expenditures for 
activities that improve health care 
quality are then multiplied by a factor 
of two. 

(4) The numerator of the MLR for 
policies that are reported separately 
under § 158.120(d)(4) of this part must 
be the amount specified in paragraph (b) 
of this section, except that for the 2011 
MLR reporting year the total of the 
incurred claims and expenditures for 
activities that improve health care 
quality are then multiplied by a factor 
of two. 

(c) Denominator. The denominator of 
an issuer’s MLR must equal the issuer’s 
premium revenue, as defined in 
§ 158.130, minus the issuer’s Federal 
and State taxes and licensing and 
regulatory fees, described in 
§§ 158.161(a) and 158.162(a)(1) and 
(b)(1) of this part. 

§ 158.230 Credibility adjustment. 
(a) General rule. An issuer may add to 

the MLR calculated under § 158.221(a) 
of this subpart the credibility 
adjustment specified by § 158.232 of 
this section, if such MLR is based on 
partially credible experience as defined 
in paragraph (c)(2) of this section. An 
issuer may not apply the credibility 
adjustment if the issuer’s experience is 
fully credible, as defined in paragraph 
(c)(1) of this section, or non-credible, as 
defined in paragraph (c)(3) of this 
section. 

(b) Life-years. The credibility of an 
issuer’s experience is based upon the 
number of life-years covered by the 
issuer. Life-years means the total 
number of months of coverage for 
enrollees whose premiums and claims 
experience is included in the report to 
the Secretary required by § 158.110 of 
this part, divided by 12. 

(c) Credible experience. (1) An MLR 
calculated under § 158.221(a) through 
(c) of this subpart is fully credible if it 
is based on the experience of 75,000 or 
more life-years. 

(2) An MLR calculated under 
§ 158.221(a) through (c) of this subpart 
is partially credible if it is based on the 
experience of at least 1,000 life-years 
and fewer than 75,000 life-years. 

(3) An MLR calculated under 
§ 158.221(a) through (c) of this subpart 
is non-credible if it is based on the 
experience of less than 1,000 life-years. 

(d) If an issuer’s MLR is non-credible, 
it is presumed to meet or exceed the 
minimum percentage required by 
§ 158.210 or § 158.211 of this subpart. 

§ 158.231 Life-years used to determine 
credible experience. 

(a) The life-years used to determine 
the credibility of an issuer’s experience 
are the life-years for the MLR reporting 
year plus the life-years for the two prior 
MLR reporting years. 

(b) For the 2011 MLR reporting year, 
the life-years used to determine 
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credibility are the life-years for the 2011 
MLR reporting year only. 

(c) For the 2012 MLR reporting year- 
(1) If an issuer’s experience for the 

2012 MLR reporting year is fully 
credible, the life-years used to 
determine credibility are the life-years 
for the 2012 MLR reporting year only; 

(2) If an issuer’s experience for the 
2012 MLR reporting year only is 
partially credible, the life-years used to 
determine credibility are the life-years 
for the 2011 MLR reporting year plus 
the life-years for the 2012 MLR 
reporting year. 

§ 158.232 Calculating the credibility 
adjustment. 

(a) Formula. An issuer’s credibility 
adjustment, if any, is the product of the 
base credibility factor, as determined 
under paragraph (b) of this section, 
multiplied by the deductible factor, as 
determined under paragraph (c) of this 
section. 

(b) Base credibility factor. (1) The base 
credibility factor for fully credible 
experience or for non-credible 
experience is zero. 

(2) The base credibility factor for 
partially credible experience is 
determined based on the number of life- 
years included in the aggregation, as 
determined under § 158.231 of this 
subpart, and the factors shown in Table 
1. When the number of life-years used 
to determine credibility exactly matches 
a life-year category listed in Table 1, the 
value associated with that number of 
life-years is the base credibility factor. 
The base credibility factor for a number 
of life-years between the values shown 
in Table 1 is determined by linear 
interpolation. 

TABLE 1 TO § 158.232: BASE 
CREDIBILITY FACTORS 

Life-years Base credibility factor 

< 1,000 ............. No Credibility. 
1,000 ................. 8.3%. 
2,500 ................. 5.2%. 
5,000 ................. 3.7%. 
10,000 ............... 2.6%. 
25,000 ............... 1.6%. 
50,000 ............... 1.2%. 
≥ 75,000 ........... 0.0% (Full Credibility). 

(c) Deductible factor. (1) The 
deductible factor is based on the average 
per person deductible of policies whose 
experience is included in the 
aggregation, as determined under 
§ 158.231 of this subpart. When the 
weighted average deductible, as 
determined in accordance with this 
section, exactly matches a deductible 
category listed in Table 2, the value 
associated with that deductible is the 

deductible factor. The deductible factor 
for an average weighted deductible 
between the values shown in Table 2 is 
determined by linear interpolation. 

(i) The per person deductible for a 
policy that covers a subscriber and the 
subscriber’s dependents shall be 
calculated as follows: The lesser of the 
sum of the individual family members’ 
deductibles or the overall family 
deductible for the subscriber and 
subscriber’s family, shall be divided by 
the total number of individuals covered 
through the subscriber (including the 
subscriber). 

(ii) The average deductible for an 
aggregation is calculated weighted by 
the life-years of experience for each 
deductible level of policies included in 
the aggregation. 

(2) An issuer may choose to use a 
deductible factor of 1.0 in lieu of 
calculating a deductible factor based on 
the average of policies included in the 
aggregation. 

TABLE 2 TO § 158.232: DEDUCTIBLE 
FACTOR 

Health plan deductible Deductible 
factor 

$2,500 ................................... 1.000 
$2,500 ................................... 1.164 
$5,000 ................................... 1.402 
≥ $10,000 .............................. 1.736 

(d) No credibility adjustment. For the 
2013 MLR reporting year, the credibility 
adjustment for an MLR based on 
partially credible experience is zero if 
both of the following conditions are 
met: 

(1) The current MLR reporting year 
and each of the two previous MLR 
reporting years included experience of 
at least 1,000 life-years; and 

(2) Without applying any credibility 
adjustment, the issuer’s MLR for the 
current MLR reporting year and each of 
the two previous MLR reporting years 
were below the applicable MLR 
standard for each year as established 
under § 158.210 in this subpart. 

§ 158.240 Rebating premium if the 
applicable medical loss ratio standard is 
not met. 

(a) General requirement. For each 
MLR reporting year, an issuer must 
provide a rebate to each enrollee if the 
issuer’s MLR does not meet or exceed 
the minimum percentage required by 
§§ 158.210 and 158.211 of this subpart. 

(b) Definition of enrollee for purposes 
of rebate. For the sole purpose of 
determining whom is entitled to receive 
a rebate pursuant to this part, the term 
‘‘enrollee’’ means the subscriber, 
policyholder, and/or government entity 

that paid the premium for health care 
coverage received by an individual 
during the respective MLR reporting 
year. 

(c) Amount of rebate to each enrollee. 
(1) For each MLR reporting year, an 
issuer must rebate to the enrollee the 
total amount of premium revenue 
received by the issuer from the enrollee 
after subtracting Federal and State taxes 
and licensing and regulatory fees as 
provided in § 158.161(a), § 158.162(a)(1) 
and § 158.162(b)(1) of this part, 
multiplied by the difference between 
the MLR required by § 158.210 or 
§ 158.211 of this subpart, and the 
issuer’s MLR as calculated under 
§ 158.221 of this subpart. 

(2) For example, an issuer must rebate 
a pro rata portion of premium revenue 
if it does not meet an 80 percent MLR 
for the small group market in a State 
that has not set a higher MLR. If an 
issuer has a 75 percent MLR for the 
coverage it offers in the small group 
market in a State that has not set a 
higher MLR, the issuer must rebate 5 
percent of the premium paid by or on 
behalf of the enrollee for the MLR 
reporting year after subtracting premium 
and subtracting taxes and fees as 
provided in paragraph (c) of this 
section. In this example, an enrollee 
may have paid $2,000 in premiums for 
the MLR reporting year. If the Federal 
and State taxes and licensing and 
regulatory fees that may be excluded 
from premium revenue as described in 
§ 158.161(a), § 158.161(a)(1) and 
§ 158.162(b)(1) of this subpart are $150 
for a premium of $2,000, then the issuer 
would subtract $150 from premium 
revenue, for a base of $1,850 in 
premium. The enrollee would be 
entitled to a rebate of 5 percent of 
$1,850, or $92.50. 

(d) Timing of rebate. An issuer must 
provide any rebate owing to an enrollee 
no later than August 1 following the end 
of the MLR reporting year. 

(e) Late payment interest. An issuer 
that fails to pay any rebate owing to an 
enrollee or subscriber in accordance 
with paragraph (d) of this section or to 
take other required action within the 
time periods set forth in this Part must, 
in addition to providing the required 
rebate to the enrollee, pay the enrollee 
interest at the current Federal Reserve 
Board lending rate or ten percent 
annually, whichever is higher, on the 
total amount of the rebate, accruing 
from the date payment was due under 
paragraph (d) of this section. 

§ 158.241 Form of rebate. 
(a) Current enrollees. (1) An issuer 

may choose to provide any rebates 
owing to current enrollees in the form 
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of a premium credit, lump-sum check, 
or, if an enrollee paid the premium 
using a credit card or direct debit, by 
lump-sum reimbursement to the 
account used to pay the premium. 

(2) Any rebate provided in the form of 
a premium credit must be provided by 
applying the full amount due to the first 
month’s premium that is due on or after 
August 1 following the MLR Reporting 
year. If the amount of the rebate exceeds 
the premium due for August, then any 
overage shall be applied to succeeding 
premium payments until the full 
amount of the rebate has been credited. 

(b) Former enrollees. Rebates owing to 
former enrollees must be paid in the 
form of lump-sum check or lump-sum 
reimbursement using the same method 
that was used for payment, such as 
credit card or direct debit. 

§ 158.242 Recipients of rebates. 

(a) Individual market. An issuer must 
meet its obligation to provide any rebate 
due to an enrollee in the individual 
market by providing it to the enrollee. 
For individual policies that cover more 
than one person, one lump-sum rebate 
may be provided to the subscriber on 
behalf of all enrollees covered by the 
policy. 

(b) Large group and small group 
markets. An issuer must meet its 
obligation to provide any rebate to 
persons covered under a group health 
plan by providing it to the enrollee, in 
amounts proportionate to the amount of 
premium the policyholder and each 
subscriber paid. 

(1) Arrangement with policyholder to 
distribute rebates. An issuer may meet 
its obligation to provide any rebate 
owing to a large group or small group 
enrollee by entering into an agreement 
with the group policyholder to 
distribute the rebate on behalf of the 
issuer, subject to all of the following 
conditions: 

(i) The issuer must remain liable for 
complying with all of its obligations 
under this part. 

(ii) The issuer must obtain and retain 
records and documentation evidencing 
accurate distribution of any rebate 
owing, sufficient to demonstrate 
compliance with its obligations under 
this subpart, subpart D, and subpart E. 
Such records and documentation 
include: 

(A) The amount of the premium paid 
by each subscriber; 

(B) The amount of the premium paid 
by the group policyholder; 

(C) The amount of the rebate provided 
to each subscriber; 

(D) The amount of the rebate retained 
by the group policyholder; and 

(E) The amount of any unclaimed 
rebate and how and when it was 
distributed. 

(2) [Reserved] 

§ 158.243 De minimis rebates. 
(a) Minimum threshold. An issuer is 

not required to provide a rebate to an 
enrollee based upon the premium that 
enrollee paid, under the following 
circumstances: 

(1) For a group policy, if the total 
rebate owed to the policyholder and the 
subscribers is less than $5 per 
subscriber covered by the policy for a 
given MLR reporting year. 

(2) In the individual market, if the 
total rebated owed to the subscriber is 
less than $5. 

(b) Distribution. (1) An issuer must 
aggregate and distribute any rebates not 
provided because they did not meet the 
minimum threshold set forth in 
paragraph (a) of this section by 
aggregating the unpaid rebates by 
individual market, small group market 
and large group market in a State and 
use them to increase the rebates 
provided to enrollees who receive 
rebates based upon the same MLR 
reporting year as the aggregated unpaid 
rebates. An issuer must distribute such 
aggregated rebates by providing 
additional premium credit or payment 
divided evenly among enrollees who are 
being provided a rebate. 

(2) For example, an issuer in the 
individual market has aggregated 
unpaid rebates totaling $2,000, and the 
issuer has 10,000 enrollees who are 
entitled to be provided a rebate above 
the minimum threshold for the 
applicable MLR reporting year. The 
$2,000 must be redistributed to the 
10,000 and added on to their existing 
rebate amounts. The $2,000 is divided 
evenly among the 10,000 enrollees, so 
the issuer increases each enrollee’s 
rebate by $0.20. 

§ 158.244 Unclaimed rebates. 
An issuer must make a good faith 

effort to locate and deliver to an enrollee 
any rebate required under this Part. If, 
after making a good faith effort, an 
issuer is unable to locate a former 
enrollee, the issuer must comply with 
any applicable State law. 

§ 158.250 Notice of rebates. 
For each MLR reporting year, at the 

time any rebate of premium is provided 
in accordance with this Part, an issuer 
must provide each enrollee who 
receives a rebate the following 
information in a form prescribed by the 
Secretary: 

(a) A general description of the 
concept of an MLR; 

(b) The purpose of setting a MLR 
standard; 

(c) The applicable MLR standard; 
(d) The issuer’s MLR, adjusted in 

accordance with the provisions of this 
subpart; 

(e) The issuer’s aggregate premium 
revenue as reported in accordance with 
§ 158.130, minus any Federal and State 
taxes and licensing and regulatory fees 
that may be excluded from premium 
revenue as described in §§ 158.161(a) 
and 158.162(a)(1) and (b)(1); and 

(f) The rebate percentage and amount 
owed to enrollees based upon the 
difference between the issuer’s MLR and 
the applicable MLR standard. 

§ 158.260 Reporting of rebates. 

(a) General requirement. For each 
MLR reporting year, an issuer must 
submit to the Secretary a report 
concerning the rebates provided to and 
on behalf of enrollees pursuant to this 
subpart. 

(b) Aggregation of information in the 
report. The information in the report 
must be aggregated in the same manner 
as required by § 158.120. 

(c) Information to report. The report 
required by this section must include 
the total: 

(1) Number and percentage of 
enrollees who received a rebate; 

(2) Number and amount of rebates 
provided: 

(i) As premium credit; and 
(ii) As lump sum check or lump-sum 

reimbursement to a subscriber’s credit 
card or direct payment to a subscriber’s 
bank account; 

(3) Amount of rebates that were 
provided to enrollees, including a 
breakdown of the amounts provided 
based upon the portion of premiums 
paid by group policyholders and 
amounts provided based upon the 
portion of premium paid by subscribers; 

(4) Amount of rebates that were de 
minimis, as provided in § 158.243, and 
a detailed description of how these 
rebates were disbursed; and 

(5) Amount of unclaimed rebates, a 
description of the methods used to 
locate the applicable enrollees, and a 
detailed description of how the 
unclaimed rebates were disbursed. 

(d) Timing and form of report. The 
data required by paragraphs (c)(1) 
through (4) of this section must be 
submitted with the report under 
§ 158.110, on a form and in the manner 
prescribed by the Secretary. The data 
required by paragraph (c)(5) of this 
section must be submitted with the 
report under § 158.110 for the 
subsequent MLR reporting year. 
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§ 158.270 Effect of rebate payments on 
solvency. 

(a) If a State’s insurance 
commissioner, superintendent, or other 
responsible official determines that the 
payment of rebates by a domestic issuer 
in that State will cause the issuer’s risk 
based capital (RBC) level to fall below 
the Company Action Level RBC, as 
defined in the NAIC’s Risk Based 
Capital (RBC) for Insurers Model Act, 
the commissioner, superintendent, or 
other responsible official must notify 
the Secretary. In such a circumstance, 
the commissioner, superintendent, or 
other responsible official may request 
that the Secretary defer all or a portion 
of the rebate payments owed by the 
issuer. 

(b) In the event an insurance 
commissioner, superintendent, or other 
responsible official makes the request 
set forth in paragraph (a) of this section, 
the following should be provided to the 
Secretary along with the notification: 

(1) The domestic issuer’s RBC reports 
for the current calendar year and the 2 
preceding calendar years; and 

(2) A calculation of the amount of 
rebates that would be owed by the 
domestic issuer pursuant to this Part. 

(c) Upon receipt of the notification 
under paragraph (a), the Secretary will 
examine the information provided by 
the insurance commissioner, 
superintendent, or other responsible 
official along with any other 
information the Secretary may request 
from the issuer, and determine whether 
the payment of rebates by the issuer will 
cause its RBC level to fall below the 
Company Action Level RBC. 

(d) When the Secretary determines 
that the payment of rebates by an issuer 
will cause its RBC level to fall below the 
Company Action Level RBC, the 
Secretary may permit a deferral of all or 
a portion of the rebates owed, but only 
for a period determined by the Secretary 
in consultation with the State. The 
Secretary will require that the issuer 
must pay these rebates with interest in 
a future year in which payment of the 
rebates would not cause the issuer’s 
RBC level to fall below the Company 
Action Level RBC. 

Subpart C—Potential Adjustment to 
the MLR for a State’s Individual Market 

§ 158.301 Standard for adjustment to the 
medical loss ratio. 

The Secretary may adjust the MLR 
standard that must be met by issuers 
offering coverage in the individual 
market in a State, as defined in section 
2791 of the PHS Act, for a given MLR 
reporting year if, in her discretion, she 
determines that application of the 80 

percent MLR standard of section 
2718(b)(1)(A)(ii) of the Public Health 
Service Act may destabilize the 
individual market in that State. 
Application of the 80 percent MLR 
standard may destabilize the individual 
market in a State only if there is a 
reasonable likelihood that application of 
the requirement will do so. 

§ 158.310 Who may request adjustment to 
the medical loss ratio. 

A request for an adjustment to the 
MLR standard for a State must be 
submitted by the State’s insurance 
commissioner, superintendent, or 
comparable official of that State in order 
to be considered by the Secretary. 

§ 158.311 Duration of adjustment to the 
medical loss ratio. 

A State may request that an 
adjustment to the MLR standard be for 
up to three MLR reporting years. 

§ 158.320 Information supporting a 
request for adjustment to the medical loss 
ratio. 

A State must submit in electronic 
format the information required by 
§§ 158.321 through 158.323 of this 
subpart in order for the request for 
adjustment to the MLR standard for the 
State to be considered by the Secretary. 
A State may submit to the Secretary any 
additional information it determines 
would support its request. In the event 
that certain data are unavailable or that 
the collection of certain data is unduly 
burdensome, a State may provide 
written notice to the Secretary and the 
Secretary may, at her discretion, request 
alternative supporting data or move 
forward with her determination. 

§ 158.321 Information regarding the 
State’s individual health insurance market. 

(a) State MLR standard. The State 
must describe its current MLR standard 
for the individual market, if any, and 
the formula used to assess compliance 
with such standard. 

(b) State market withdrawal 
requirements. The State must describe 
any requirements it has with respect to 
withdrawals from the State’s individual 
health insurance market. Such 
requirements include, but are not 
limited to, any notice that must be 
provided and any authority the State 
regulator may have to approve a 
withdrawal plan or ensure that enrollees 
of the exiting issuer have continuing 
coverage, as well as any penalties or 
sanctions that may be levied upon exit 
or limitations on re-entry. 

(c) Mechanisms to provide options to 
consumers. The State must describe the 
mechanisms available to the State to 
provide consumers with options in the 

event an issuer withdraws from the 
individual market. Such mechanisms 
include, but are not limited to, a 
guaranteed issue requirement, limits on 
health status rating, an issuer of last 
resort, or a State-operated high risk 
pool. A description of each mechanism 
should include detail on the issuers 
participating in and products available 
under such mechanism, as well as any 
limitations with respect to eligibility, 
enrollment period, total enrollment, and 
coverage for pre-existing conditions. 

(d) Issuers in the State’s individual 
market. Subject to § 158.320 of this 
subpart, the State must provide: 

(1) For each issuer who offers 
coverage in the individual market in the 
State its number of individual enrollees 
by product, available individual 
premium data by product, and 
individual health insurance market 
share within the State; and 

(2) For each issuer who offers 
coverage in the individual market in the 
State to more than 1,000 enrollees, the 
following additional information: 

(i) Total earned premium on 
individual market health insurance 
products in the State; 

(ii) Reported MLR pursuant to State 
law for the individual market business 
in the State; 

(iii) Estimated MLR for the individual 
market business in the State, as 
determined in accordance with 
§ 158.221 of this part; 

(iv) Total agents’ and brokers’ 
commission expenses on individual 
health insurance products; 

(v) Estimated rebate for the individual 
market business in the State, as 
determined in accordance with 
§ 158.221 and § 158.240 of this part; 

(vi) Net underwriting profit for the 
individual market business and 
consolidated business in the State; 

(vii) After-tax profit and profit margin 
for the individual market business and 
consolidated business in the State; 

(viii) Risk-based capital level; and 
(ix) Whether the issuer has provided 

notice of exit to the State’s insurance 
commissioner, superintendent, or 
comparable State authority. 

§ 158.322 Proposal for adjusted medical 
loss ratio. 

A State must provide its own proposal 
as to the adjustment it seeks to the MLR 
standard. This proposal must include: 

(a) An explanation and justification of 
how the proposed adjustment to the 
MLR was determined; 

(b) An explanation of how an 
adjustment to the MLR standard for the 
State’s individual market will permit 
issuers to adjust current business 
models and practices in order to meet 
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an 80 percent MLR as soon as is 
practicable; 

(c) An estimate of the rebates that 
would be paid if the issuers offering 
coverage in the individual market in the 
State must meet an 80 percent MLR for 
the applicable MLR reporting years; and 

(d) An estimate of the rebates that 
would be paid if the issuers offering 
coverage in the individual market in the 
State must meet the adjusted MLR 
proposed by the State for the applicable 
MLR reporting years. 

§ 158.323 State contact information. 
A State must provide the name, 

telephone number, e-mail address, and 
mailing address of the person the 
Secretary may contact regarding the 
request for an adjustment to the MLR 
standard. 

§ 158.330 Criteria for assessing request 
for adjustment to the medical loss ratio. 

The Secretary may consider the 
following criteria in assessing whether 
application of an 80 percent MLR, as 
calculated in accordance with this 
subpart, may destabilize the individual 
market in a State that has requested an 
adjustment to the 80 percent MLR: 

(a) The number of issuers reasonably 
likely to exit the State or to cease 
offering coverage in the State absent an 
adjustment to the 80 percent MLR and 
the resulting impact on competition in 
the State. In making this determination 
the Secretary may consider as to each 
issuer that is reasonably likely to exit 
the State: 

(1) Each issuer’s MLR relative to an 80 
percent MLR; 

(2) Each issuer’s solvency and 
profitability, as measured by factors 
such as surplus level, risked-based 
capital ratio, net income, and operating 
or underwriting gain; 

(3) The requirements and limitations 
within the State with respect to market 
withdrawals; and 

(4) Whether each issuer covers less 
than 1,000 life-years in the State’s 
individual insurance market. 

(b) The number of individual market 
enrollees covered by issuers that are 
reasonably likely to exit the State absent 
an adjustment to the 80 percent MLR. 

(c) Whether absent an adjustment to 
the 80 percent MLR standard consumers 
may be unable to access agents and 
brokers. 

(d) The alternate coverage options 
within the State available to individual 
market enrollees in the event an issuer 
exits the market, including: 

(1) Any requirement that issuers who 
exit the State’s individual market must 
have their block(s) of business assumed 
by another issuer; 

(2) The issuers that may remain in the 
State subsequent to the implementation 
of the 80 percent MLR, as calculated in 
accordance with this Part, and the 
nature, terms, and price of the products 
offered by such issuers; 

(3) The capacity of remaining issuers 
to write additional business, as 
measured by their risk based capital 
ratios; 

(4) The mechanisms, such as 
guaranteed issue products, an issuer of 
last resort, or a State high risk pool, 
available to the State to provide 
coverage to consumers in the event of an 
issuer withdrawing from the market, 
and the affordability of these options 
compared to the coverage provided by 
exiting or potentially exiting issuers; 
and 

(5) Any authority the State’s 
insurance commissioner, 
superintendent, or comparable official 
may exercise with respect to 
stabilization of the individual insurance 
market. 

(e) The impact on premiums charged, 
and on benefits and cost-sharing 
provided, to consumers by issuers 
remaining in the market in the event 
one or more issuers were to withdraw 
from the market. 

(f) Any other relevant information 
submitted by the State’s insurance 
commissioner, superintendent, or 
comparable official in the State’s 
request. 

§ 158.340 Process for submitting request 
for adjustment to the medical loss ratio. 

(a) Electronic submission. A State 
must submit electronically, to an 
address and in a format prescribed by 
the Secretary, all of the information 
required by this subpart in order for its 
request for an adjustment to the MLR 
standard for its individual market to be 
considered by the Secretary. 

(b) Submission by mail. A State may 
also submit by overnight delivery 
service or by U.S mail, return receipt 
requested, to an address and in a format 
prescribed by the Secretary, its request 
for an adjustment to the MLR standard 
for its individual market. 

§ 158.341 Treatment as a public document. 

A State’s request for an adjustment to 
the MLR standard, and all information 
submitted as part of its request, will be 
treated as a public document and will 
be posted promptly on the Secretary’s 
Internet Web site devoted to health care 
coverage. 

§ 158.342 Invitation for public comments. 

The Secretary will invite public 
comment regarding a State’s request for 
an adjustment to the MLR standard. All 

public comments must be submitted in 
writing within 10 days of the posting of 
the request, and must be submitted in 
the manner prescribed by the Secretary. 
The Secretary will consider timely 
public comments in assessing a State’s 
request for an adjustment to the MLR 
standard. 

§ 158.343 Optional State hearing. 

Any State that submits a request for 
adjustment to the MLR standard may, at 
its option, hold a public hearing and 
create an evidentiary record with 
respect to its application. If a State does 
so, the Secretary will take the 
evidentiary record of the hearing into 
consideration in making her 
determination. 

§ 158.344 Secretary’s discretion to hold a 
hearing. 

The Secretary may, at her discretion, 
conduct a public hearing with respect to 
a State’s request for an adjustment to the 
MLR standard. All testimony and 
materials received in connection with 
any public hearing will be made part of 
the public record, and shall be 
considered by the Secretary in assessing 
a State’s request for an adjustment to the 
MLR standard. 

§ 158.345 Determination on a State’s 
request for adjustment to the medical loss 
ratio. 

(a) General time frame. The Secretary 
will make a determination as to whether 
to grant a State’s request for an 
adjustment to the MLR standard within 
30 days after determining that the 
information required by this subpart has 
been received. 

(b) Extension at the discretion of the 
Secretary. The Secretary may, in her 
discretion, extend the 30 day time 
period in paragraph (a) of this section 
for as long a time as necessary not to 
exceed 30 days. 

§ 158.346 Request for reconsideration. 

(a) Requesting reconsideration. A 
State whose request for adjustment to 
the MLR standard has been denied by 
the Secretary may request 
reconsideration of that determination. A 
request for reconsideration must be 
submitted in writing to the Secretary 
within 10 days of her decision to deny 
the State’s request for an adjustment, 
and may include any additional 
information in support of its request. 

(b) Reconsideration determination. 
The Secretary will issue her 
determination on a State’s request for 
reconsideration within 20 days of 
receiving the reconsideration request. 
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§ 158.350 Subsequent requests for 
adjustment to the medical loss ratio. 

A State that has made a previous 
request for an adjustment to the MLR 
standard must, in addition to the other 
information required by this subpart, 
submit information as to what steps the 
State has taken since its initial and other 
prior requests, if any, to increase the 
likelihood that enrollees who have 
health coverage through issuers that are 
considered likely to exit the State’s 
individual market will receive coverage 
at a comparable price and with 
comparable benefits if the issuer does 
exit the market. 

Subpart D—HHS Enforcement 

§ 158.401 HHS enforcement. 

HHS enforces the reporting and rebate 
requirements described in subparts A 
and B, including but not limited to: 

(a) The requirement that such reports 
be submitted timely. 

(b) The requirement that the data 
reported complies with the definitions 
and criteria set forth in this part. 

(c) The requirement that rebates be 
paid timely and accurately. 

§ 158.402 Audits. 

(a) Notice of Audit. HHS will provide 
30 days advance notice of its intent to 
conduct an audit of an issuer. 

(b) 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. 

(c) Preliminary Audit Findings. HHS 
will share its preliminary audit findings 
with the issuer, which will then have 30 
days to respond to such findings. HHS 
may extend, for good cause, the time for 
an issuer to submit such a response. 

(d) Final Audit Findings. If the issuer 
does not dispute the preliminary 
findings, the audit findings will become 
final. Alternatively, if the issuer 
responds to the preliminary findings, 
HHS will review and consider such 
response and finalize the audit findings. 

(e) Corrective actions. HHS will send 
a copy of the final audit findings to the 
issuer as well as any corrective actions 
that issuer must undertake as a result of 
the audit findings. 

(f) Order to pay rebates. If HHS 
determines as the result of an audit that 
an issuer has failed to pay rebates it is 
obligated to pay pursuant to this part, it 
may order the issuer to pay those 
rebates, together with interest from the 
date the rebates were due, in accordance 
with § 158.240(d) of this part. 

§ 158.403 Circumstances in which a State 
is conducting audits of issuers. 

(a) If a State conducts an audit of an 
issuer’s MLR reporting and rebate 
obligations, HHS may, in the exercise of 
its discretion, accept the findings of that 
audit if HHS determines the following: 

(1) The laws of the State permit public 
release of the findings of audits of 
issuers; 

(2) The State’s audit reports on the 
validity of the data regarding expenses 
and premiums that the issuer reported 
to the Secretary, including the 
appropriateness of the allocations of 
expenses used in such reporting and 
whether the activities associated with 
the issuer’s reported expenditures for 
quality improving activities meet the 
definition of such activities; 

(3) The State’s audit reports on the 
accuracy of rebate calculations and the 
timeliness and accuracy of rebate 
payments; 

(4) The State submits final audit 
reports to HHS within 30 days of 
finalization; and 

(5) The State submits preliminary or 
draft audit reports to HHS within 6 
months of the completion of audit field 
work unless they have already been 
finalized and reported under paragraph 
(a)(4) of this section. 

(b) If HHS accepts an audit conducted 
by a State, and if the issuer makes 
additional rebate payments as a result of 
the audit, then HHS shall accept those 
payments as satisfying the issuer’s 
obligation to pay rebates pursuant to 
this part. 

Subpart E—Additional Requirements 
on Issuers 

§ 158.501 Access to facilities and records. 
(a) Each issuer subject to the reporting 

requirement of this part must allow 
access and entry to its premises, 
facilities and records, including 
computer and other electronic systems, 
to HHS, the Comptroller General, or 
their designees to evaluate, through 
inspection, audit, or other means, 
compliance with the requirements for 
reporting and calculation of data 
submitted to HHS, and the timeliness 
and accuracy of rebate payments made 
under this part. 

(b) Each issuer must also allow access 
and entry to the facilities and records, 
including computer and other electronic 
systems, of its parent organization, 
subsidiaries, related entities, 
contractors, subcontractors, agents, or a 
transferee that pertain to any aspect of 
the data reported to HHS or to rebate 
payments calculated and made under 
this part. To the extent that the issuer 
does not control access to the facilities 

and records of its parent organization, 
related entities, or third parties, it will 
be the responsibility of the issuer to 
contractually obligate any such parent 
organization, related entities, or third 
parties to grant said access. 

(c) The Comptroller General, HHS, or 
their designees may inspect, evaluate, 
and audit through 6 years from the date 
of the filing of a report required by this 
part or through 3 years after the 
completion of the audit and for such 
longer period set forth below provided 
that any of the following occur: 

(1) HHS determines there is a special 
need to retain a particular record or 
group of records for a longer period and 
notifies the issuer at least 30 days before 
the disposition date. 

(2) There has been a dispute, or 
allegation of fraud or similar fault by the 
issuer, in which case the retention may 
be extended to 6 years from the date of 
any resulting final resolution of the 
dispute, fraud, or similar fault. 

(3) HHS determines that there is a 
reasonable possibility of fraud or similar 
fault, in which case HHS may inspect, 
evaluate, and audit the issuer at any 
time. 

§ 158.502 Maintenance of records. 
(a) Basic rule. Each issuer subject to 

the requirements of this part must 
maintain all documents and other 
evidence necessary to enable HHS to 
verify that the data required to be 
submitted in accordance with this part 
comply with the definitions and criteria 
set forth in this part, and that the MLR 
is calculated and any rebates owing are 
calculated and provided in accordance 
with this part. This includes but is not 
limited to all administrative and 
financial books and records used in 
compiling data reported and rebates 
provided under this part and in 
determining what data to report and 
rebates to provide under this part, 
electronically stored information, and 
evidence of accounting procedures and 
practices. This also includes all 
administrative and financial books and 
records used by others in assisting an 
issuer with its obligations under this 
part. 

(b) Length of time information must 
be maintained. All of the documents 
and other evidence required by this part 
must be maintained for the current year 
and six prior years, unless a longer time 
is required under § 158.501 of this 
subpart. 

Subpart F—Federal Civil Penalties 

§ 158.601 General rule regarding the 
imposition of civil penalties. 

If any issuer fails to comply with the 
requirements of this part, civil penalties, 
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as described in this subpart, may be 
imposed. 

§ 158.602 Basis for imposing civil 
penalties. 

Civil penalties. For the violations 
listed in this paragraph, HHS may 
impose civil penalties in the amounts 
specified in § 158.606 of this subpart on 
any issuer who fails to do the following: 

(a) Submit to HHS a report concerning 
the data required under this part by the 
deadline established by HHS. 

(b) Submit to HHS a substantially 
complete or accurate report concerning 
the data required under this part. 

(c) Timely and accurately pay rebates 
owing pursuant to this part. 

(d) Respond to HHS inquiries as part 
of an investigation of issuer non- 
compliance. 

(e) Maintain records as required under 
this part for the periodic auditing of 
books and records used in compiling 
data reported to HHS and in calculating 
and paying rebates pursuant to this Part. 

(f) Allow access and entry to 
premises, facilities and records that 
pertain to any aspect of the data 
reported to HHS or to rebates calculated 
and paid pursuant to this part. 

(g) Comply with corrective actions 
resulting from audit findings. 

(h) Accurately and truthfully 
represent data, reports or other 
information that it furnishes to a State 
or HHS. 

§ 158.603 Notice to responsible entities. 
If HHS learns of a potential violation 

described in § 158.602 of this subpart or 
if a State informs HHS of a potential 
violation prior to imposing any civil 
monetary penalty HHS must provide 
written notice to the issuer, to include 
the following: 

(a) Describe the potential violation. 
(b) Provide 30 days from the date of 

the notice for the responsible entity to 
respond and to provide additional 
information to refute an alleged 
violation. 

(c) State that a civil monetary penalty 
may be assessed if the allegations are 
not, as determined by HHS, refuted. 

§ 158.604 Request for extension. 

In circumstances in which an entity 
cannot prepare a response to HHS 
within the 30 days provided in the 
notice, the entity may make a written 
request for an extension from HHS 
detailing the reason for the extension 
request and showing good cause. If HHS 
grants the extension, the responsible 
entity must respond to the notice within 
the time frame specified in HHS’s letter 
granting the extension of time. Failure 
to respond within 30 days, or within the 

extended time frame, may result in 
HHS’s imposition of a civil monetary 
penalty based upon its determination of 
a potential violation described in 
§ 158.602 of this subpart. 

§ 158.605 Responses to allegations of 
noncompliance. 

In determining whether to impose a 
civil monetary penalty, HHS may 
review and consider documentation 
provided in any complaint or other 
information, as well as any additional 
information provided by the responsible 
entity to demonstrate that it has 
complied with Affordable Care Act 
requirements. The following are 
examples of documentation that a 
potential responsible entity may submit 
for HHS’s consideration in determining 
whether a civil monetary penalty should 
be assessed and the amount of any civil 
monetary penalty: 

(a) Any evidence that refutes an 
alleged noncompliance. 

(b) Evidence that the entity did not 
know, and exercising due diligence 
could not have known, of the violation. 

(c) Evidence documenting the 
development and implementation of 
internal policies and procedures by an 
issuer to ensure compliance with the 
Affordable Care Act requirements 
regarding MLR. Those policies and 
procedures may include or consist of a 
voluntary compliance program. Any 
such program should do the following: 

(1) Effectively articulate and 
demonstrate the fundamental mission of 
compliance and the issuer’s 
commitment to the compliance process. 

(2) Include the name of the individual 
in the organization responsible for 
compliance. 

(3) Include an effective monitoring 
system to identify practices that do not 
comply with Affordable Care Act 
requirements regarding MLRs and to 
provide reasonable assurance that fraud, 
abuse, and systemic errors are detected 
in a timely manner. 

(4) Address procedures to improve 
internal policies when noncompliant 
practices are identified. 

(d) Evidence documenting the entity’s 
record of previous compliance with 
Affordable Care Act requirements 
regarding MLRs. 

§ 158.606 Amount of penalty—general. 

A civil monetary penalty for each 
violation of § 158.602 of this subpart 
may not exceed $100 for each day, for 
each responsible entity, for each 
individual affected by the violation. 
Penalties imposed under this Part are in 
addition to any other penalties 
prescribed or allowed by law. 

§ 158.607 Factors HHS uses to determine 
the amount of penalty. 

In determining the amount of any 
penalty, HHS may take into account the 
following: 

(a) The entity’s previous record of 
compliance. This may include any of 
the following: 

(1) Any history of prior violations by 
the responsible entity, including 
whether, at any time before 
determination of the current 
violation(s), HHS or any State found the 
responsible entity liable for civil or 
administrative sanctions in connection 
with a violation of Affordable Care Act 
requirements regarding minimum loss 
ratios. 

(2) Evidence that the responsible 
entity has never had a complaint for 
noncompliance with Affordable Care 
Act requirements regarding MLRs filed 
with a State or HHS. 

(3) Such other factors as justice may 
require. 

(b) The gravity of the violation. This 
may include any of the following: 

(1) The frequency of the violation, 
taking into consideration whether any 
violation is an isolated occurrence, 
represents a pattern, or is widespread. 

(2) The level of financial and other 
impacts on affected individuals. 

(3) Other factors as justice may 
require. 

§ 158.608 Determining the amount of the 
penalty—mitigating circumstances. 

For every violation subject to a civil 
monetary penalty, if there are 
substantial or several mitigating 
circumstances, the aggregate amount of 
the penalty is set at an amount 
sufficiently below the maximum 
permitted by § 158.606 of this subpart to 
reflect that fact. As guidelines for taking 
into account the factors listed in 
§ 158.607 of this subpart, HHS considers 
the following: 

(a) Record of prior compliance. It 
should be considered a mitigating 
circumstance if the responsible entity 
has done any of the following: 

(1) Before receipt of the notice issued 
under § 158.603 of this subpart, 
implemented and followed a 
compliance plan as described in 
§ 158.605(c) of this subpart. 

(2) Had no previous complaints 
against it for noncompliance. 

(b) Gravity of the violation(s). It 
should be considered a mitigating 
circumstance if the responsible entity 
has done any of the following: 

(1) Made adjustments to its business 
practices to come into compliance with 
the requirements of this Part so that the 
following occur: 

(i) Each enrollee adversely affected by 
the violation has been paid any amount 
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of rebate owed so that, to the extent 
practicable, that enrollee is in the same 
position that he, she, or it would have 
been in had the violation not occurred. 

(ii) The rebate payments are 
completed in a timely manner. 

(2) Discovered areas of 
noncompliance without notice from 
HHS and voluntarily reported that 
noncompliance, provided that the 
responsible entity submits the 
following: 

(i) Documentation verifying that the 
rights and protections of all individuals 
adversely affected by the 
noncompliance have been restored; and 

(ii) A plan of correction to prevent 
future similar violations. 

(3) Demonstrated that the violation is 
an isolated occurrence. 

(4) Demonstrated that the financial 
and other impacts on affected 
individuals is negligible or nonexistent. 

(5) Demonstrated that the 
noncompliance is correctable and that a 
high percentage of the violations were 
corrected. 

§ 158.609 Determining the amount of 
penalty—aggravating circumstances. 

For every violation subject to a civil 
monetary penalty, if there are 
substantial or several aggravating 
circumstances, HHS may set the 
aggregate amount of the penalty at an 
amount sufficiently close to or at the 
maximum permitted by § 158.606 of this 
subpart to reflect that fact. HHS 
considers the following circumstances 
to be aggravating circumstances: 

(a) The frequency of violation 
indicates a pattern of widespread 
occurrence. 

(b) The violation(s) resulted in 
significant financial and other impacts 
on the average affected individual. 

(c) The entity does not provide 
documentation showing that 
substantially all of the violations were 
corrected. 

§ 158.610 Determining the amount of 
penalty—other matters as justice may 
require. 

HHS may take into account other 
circumstances of an aggravating or 
mitigating nature if, in the interests of 
justice, they require either a reduction 
or an increase of the penalty in order to 
assure the achievement of the purposes 

of this Part, and if those circumstances 
relate to the entity’s previous record of 
compliance or the gravity of the 
violation. 

§ 158.611 Settlement authority. 

Nothing in § 158.606 through 
§ 158.610 of this subpart limits the 
authority of HHS to settle any issue or 
case described in the notice furnished in 
accordance with § 158.603 of this 
subpart or to compromise on any 
penalty provided for in §§ 158.606 
through 158.610 of this subpart. 

§ 158.612 Limitations on penalties. 

(a) Circumstances under which a civil 
monetary penalty is not imposed. HHS 
does not impose any civil monetary 
penalty on any failure for the period of 
time during which none of the 
responsible entities knew, or exercising 
reasonable diligence would have 
known, of the failure. HHS also may not 
impose a civil monetary penalty for the 
period of time after any of the 
responsible entities knew, or exercising 
reasonable diligence would have known 
of the failure, if the failure was due to 
reasonable cause and not due to willful 
neglect and the failure was corrected 
within 30 days of the first day that any 
of the entities against whom the penalty 
would be imposed knew, or exercising 
reasonable diligence would have 
known, that the failure existed. 

(b) Burden of establishing knowledge. 
The burden is on the responsible entity 
or entities to establish to HHS’s 
satisfaction that no responsible entity 
knew, or exercising reasonable diligence 
would have known, that the failure 
existed. 

§ 158.613 Notice of proposed penalty. 

(a) Contents of notice. If HHS 
proposes to assess a penalty in 
accordance with this Part, it must 
provide the issuer written notice of its 
intent to assess a penalty, which 
includes the following: 

(1) A description of the requirements 
under this Part that HHS has 
determined the issuer violated. 

(2) A description of the information 
upon which HHS based its 
determination, including the basis for 
determining the number of affected 
individuals and the number of days or 

weeks for which the violations 
occurred. 

(3) The amount of the proposed 
penalty as of the date of the notice. 

(4) Any considerations described in 
§ 158.607 through § 158.610 of this 
subpart that were taken into account in 
determining the amount of the proposed 
penalty. 

(5) A specific statement of the issuer’s 
right to a hearing. 

(6) A statement that failure to request 
a hearing within 30 days after the date 
of the notice permits the assessment of 
the proposed penalty without right of 
appeal in accordance with § 158.615 of 
this subpart. 

(b) Delivery of Notice. This notice 
must be either hand delivered, sent by 
certified mail, return receipt requested, 
or sent by overnight delivery service 
with signature upon delivery required. 

§ 158.614 Appeal of proposed penalty. 

Any issuer against which HHS has 
assessed a penalty under this Part may 
appeal that penalty in accordance with 
§ 150.400 et seq. 

§ 158.615 Failure to request a hearing. 

If the issuer does not request a hearing 
within 30 days of the issuance of the 
notice described in § 158.613 of this 
subpart, HHS may assess the proposed 
civil monetary penalty indicated in such 
notice and may impose additional 
penalties as described in § 158.606 of 
this subpart. HHS must notify the issuer 
in writing of any penalty that has been 
assessed and of the means by which the 
issuer may satisfy the penalty. The 
issuer has no right to appeal a penalty 
with respect to which it has not 
requested a hearing in accordance with 
§ 150.405 of this subchapter, unless the 
responsible entity can show good cause, 
as determined at § 150.405(b) of this 
subchapter, for failing to timely exercise 
its right to a hearing. 

Dated: November 18, 2010. 
Jay Angoff, 
Director, Office of Consumer Information and 
Insurance Oversight. 

Dated: November 18, 2010. 
Kathleen Sebelius, 
Secretary. 
[FR Doc. 2010–29596 Filed 11–22–10; 8:45 am] 
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