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BILLING CODE 4120-01-C
C. Expected Benefits

1. Cost Sharing for Specified Services at
Original Medicare Levels (§417.101 and
422.100)

We believe that the addition of home
health services to the list of service
categories for which MA plan cost
sharing may not exceed that required
under Original Medicare will provide
additional transparency and
predictability for beneficiaries as they
evaluate their health plan options, and
also will strengthen the beneficiary
protections against discriminatory cost
sharing and benefit designs. Even with
the additional restriction on cost sharing
for home health services, we believe MA
organizations will continue to have
adequate flexibility to design plan
benefits that are responsive to
beneficiary needs and preferences while
providing access to high quality and
affordable health care.

2. Determination of Part D Low-Income
Benchmark Premium (§423.780)

This proposed rule would have an
effect on the number of reassignments,
and the number of zero-premium plans
available to full-subsidy eligible
individuals in each region. This
proposed rule would reduce the number
of reassignments and increase the
number of zero premium organizations
available to beneficiaries. This is
because, under the higher benchmarks,
more PDPs are likely to have premiums
that are equal to or less than the low-
income benchmark and, as a result, will
be fully covered by the premium
subsidy. Low-income subsidy
beneficiaries would be able to remain in
these PDPs and would not be reassigned
to other lower-premium PDPs. Under
the current framework we would expect
1.9 million reassignments. Under the
proposed formula for calculating
benchmarks we would expect 900,000
reassignments, or approximately one
million fewer reassignments. We expect
the proposed formula to increase the
number of zero premium organizations
available to beneficiaries in 21 of the 34
PDP regions.

Although there is no quantifiable
monetary value to CMS to reducing
reassignments, we believe this benefit is
important as it will increase program
stability and continuity of care. This
proposed rule supports pharmacy and
formulary consistency for the
beneficiary. Particularly in regions with
high MA-PD penetration, this proposed
rule would reduce the year-to-year
volatility in reassignments of LIS
beneficiaries and would help avoid the
disruption that is inherent anytime a

beneficiary is switched from one plan to
another.

3. Voluntary De Minimis Policy for
Subsidy Eligible Individuals (§ 423.34
and §423.780)

The proposed voluntary de minimis
provisions would permit Part D plans to
volunteer to waive a de minimis amount
of the Part D premium above the low
income benchmark and, thus, avoid
losing LIS beneficiaries to reassignment.
We perform reassignments to ensure
that beneficiaries whom we originally
assigned to a zero premium plan will
not incur a new premium liability when
their current plan’s premium goes above
the LIS benchmark in the following
year. The number of reassignments has
ranged between 1 and 2 million over
each of the past 4 years. While
reassignments are effective at avoiding
new premium liabilities, they can create
confusion and disrupt continuity of
care. We expect reassignments will be
reduced by the de minimis provisions in
the regulation.

4, Increase in Part D Premiums Due to
the Income Related Monthly
Adjustment Amount (D—IRMAA)
(§423.44, §423.286, §423.293)

Beginning in CY 2011, we estimate
that approximately 1.05 million of the
29.2 million Medicare beneficiaries
enrolled in the Part D program will
exceed the minimum income threshold
amount and will be assessed an income
related monthly adjustment amount.
During coverage year 2011, we expect
that implementation of the Part D—
IRMAA provisions, as proposed at
§423.286(d)(4) and §423.293(d), will
increase the Medicare Trust Fund by
$270 million, with a net increase to the
Medicare Trust Fund over a 5-year
period from FY 2011 through FY 2016
of $4.77 billion.

5. Elimination of Medicare Part D Cost-
Sharing for Individuals Receiving Home
and Community-Based Services
(§423.772 and §423.782)

The expected benefit of the
elimination of the Medicare Part D cost-
sharing for individuals receiving home
and community based services
provision is greater access to
prescription drug coverage for a
population that traditionally has high
medical needs. These individuals are
already eligible for the full low income
subsidy, and likely qualify for the $1.10/
$3.30 copayment level now. The
elimination of the copayment will
provide financial relief for those who
are able to pay at that level and greater
access for those who are not.

6. Appropriate Dispensing of
Prescription Drugs in Long-Term Care
Facilities Under PDPs and MA-PD
Plans (§423.154) and Dispensing Fees
(§423.100)

This provision is expected to lead to
a reduction in Part D program expense,
pharmaceutical waste, environmental
disposal costs impact, and the risk of
pharmaceutical diversion associated
with unused drugs in 30-day fills.

7. Complaint System for Medicare
Advantage Organizations and PDPs
(§422.504(a) and §423.505(b))

This provision is expected to reduce
the volume of calls using 1-800—
MEDICARE as members will have
online access to the complaint tracking
system to file complaints regarding their
prescription benefit plan.

8. Uniform Exceptions and Appeals
Process for Prescription Drug Plans and
MA-PD Plans (§423.128, and §423.562)

We expect that as a result of
implementation of this provision,
beneficiaries and the healthcare
providers or representatives that assist
them will benefit from a more
streamlined approach to the exceptions
and appeals process than what is in
place currently. They will have access
to the appeals process via a Web site or
a customer call center, if their plan
sponsor has not already adopted this
approach. Furthermore, a standard
appeals form will be utilized by all Part
D sponsors.

9. Including Costs Incurred by the AIDS
Drug Assistance Program (ADAP) and
the Indian Health Services (IHS) Toward
the Annual Part D Out-of-Pocket
Threshold (§423.100 and §423.464)

This provision is expected to reduce
the costs to ADAPs and IHS, since
beneficiaries will be able to reach the
catastrophic limit and relieve the
ADAPs and IHS from incurring
excessive prescription costs because
beneficiaries in both programs had
difficulty reaching the catastrophic
phase of the Part D benefit.

10. Cost Sharing for Medicare Covered
Preventive Service (§417.101 and
§422.100)

We believe that our proposal to
require MA organizations and section
1876 cost plans to provide in-network
Medicare-covered preventive benefits at
zero cost sharing puts MA enrollees on
a level playing field with enrollees in
Original Medicare. Furthermore, we
believe that the increased emphasis on
provision of preventives services will
result in improved beneficiary well-
being and subsequently decrease their
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need for, and utilization of, more costly
medical and surgical interventions, and
possibly in decreased overall program
costs.

11. Elimination of the Stabilization
Fund (§422.458)

As discussed elsewhere in this RIA,
the elimination of the stabilization fund
is expected to result in savings to the
Federal government.

12. Improvements to Medication
Therapy Management Programs
(§423.153)

Under this proposed provision,
beneficiaries receiving the standardized
Comprehensive Medication Review
documents would have a better
understanding of the review findings
and recommendations. The opportunity
for sponsors to use telehealth
technology would improve access to
MTM services for beneficiaries,
particularly those in remote locations or
unable to travel. The proposed change
requiring coordination of MTM services
with LTC consultant pharmacist
services would enable beneficiaries to
receive the full benefits of the sponsor’s
MTM program and the coordinated
assessments would more likely uncover
evidence of adverse side effects and
medication overuse.

13. Changes To Close the Part D
Coverage Gap (§423.104 and §423.884)

Under these proposed provisions to
close the Part D coverage gap,
beneficiaries would pay less for drugs in
the coverage gap, and would reach the
out-of-pocket threshold earlier in the
benefit year. We expect that, because
beneficiaries should find their
prescription drugs more affordable,
there would be greater adherence to
drug therapies and fewer instances of
adverse health outcomes arising from
failure to take medications as
prescribed.

14. Medicare Advantage Benchmark,
Quality Bonus Payments, and Rebate
and Application of Coding Adjustment
(§422.252, §422.258 and §422.266, and
§422.308)

Our proposed revisions will result in
government savings and will bring MA
payments in line with FFS payments.
The MA benchmarks, which are the
ceiling for per member per month MA
payment to a plan before risk
adjustment, will now be linked to FFS
costs. These provisions also provide
incentives for MA organizations to
maintain or increase the quality of their
plans, as organizations with 4 stars or
more will receive a quality bonus.

15. Quality Bonus Appeals (§ 422.260)

Our intent in implementing this
provision is to ensure that MA
organizations are afforded the benefit of
reasonable opportunity to challenge
CMS determinations that ultimately
affect an organization’s payments from
the Medicare Trust Fund. Granting
organizations an avenue to challenge
CMS’ determinations will enhance the
transparency and credibility of the
process CMS uses to determine the
recipients of quality bonus payments.

16. Timely Transfer of Data and Files
When CMS Terminates a Contract With
a Part D Sponsor (§423.509)

Our intent in implementing this
provision is to ensure that terminated
Part D plan sponsors transfer to CMS the
necessary data to provide a smooth
transition for beneficiaries into a new
Part D plan similar to when the Part D
sponsor terminates the contract or CMS
and the Part D plan sponsor mutually
terminate the contract. We do not
anticipate a financial benefit to the
terminated Part D sponsor.

17. Review of Medical Necessity
Decisions by a Physician or Other
Health Care Professional and the
Employment of a Medical Director
(§422.562, § 422.566, §423.562, and
§423.566)

By requiring that all organization
determinations, coverage
determinations, and plan
reconsiderations and redeterminations
involving medical necessity be reviewed
by a medical professional with expertise
in the field of medicine appropriate for
the services at issue, enrolled
beneficiaries would be assured of
consistent and medically accurate
decisions by Part C organizations and
Part D sponsors. We believe that the
proposal to require plans to employ a
medical director to ensure the clinical
accuracy of such decisions strikes the
appropriate balance between our
interest in ensuring that plans are
properly administering the Part C and
Part D benefit, and the plans’ interest in
minimizing their administrative burden.

18. Compliance Officer Training
(§422.503 and §423.503)

The benefit to requiring annual
compliance officer training is that
beneficiaries will be more likely to
receive benefits consistent with plan
sponsors’ bids and CMS requirements.
Compliance officers will be more
knowledgeable about the MA and Part D
programs which should translate into
more efficient internal plan oversight.
As internal plan oversight increases,
CMS anticipates a decrease in the

volume and severity of compliance
issues because compliance officers will
be able to identify small problems
before they become large problems with
significant beneficiary impact.

19. Agent and Broker Training
Requirements (§422.2274 and
§423.2274)

Requiring all agents and brokers to
receive training and testing via a CMS
endorsed or approved training program
will further ensure that beneficiaries are
educated about Medicare health plan
options by plan agents and brokers who
are thoroughly and consistently trained
on the fundamentals of Medicare
regulations. Furthermore, this proposal
would reduce or eliminate the
duplication of training and testing
requirements for agents and brokers
who contract with multiple plans with
different training and testing
requirements.

20. Call Center Interpreter Requirements
(§422.111 and §423.128)

The expected benefit of our proposed
call center interpreter requirements is
that all beneficiaries, regardless of
language spoken, will have access to all
the information they need to make
appropriate decisions about their health
care to utilize their Medicare benefits
most effectively.

21. Customized Enrollee Data (§422.111
and §423.128)

We believe that our proposed
requirement that plans provide
customized enrollee data to plan
enrollees at least annually after initial
enrollment in conjunction with the
annual renewal materials (currently the
annual notice of change and evidence of
coverage documents) would enable plan
members to better understand their
utilization and out-of-pocket costs
during a period of time, as well as how
the costs of their plan are changing in
the upcoming contract year and what
that means for them if they remain in
the plan and use similar services. We
intend for any EOB or customized out-
of-pocket cost statement to provide
personal information to beneficiaries
that would help them consider using
other tools and resources, including
MOC and the MPDPF, to determine
whether to select a new plan.

22. Extending the Mandatory Maximum
Out-of-Pocket (MOOP) Amount
Requirements to Regional PPOs
(§422.100 and §422.101)

We believe extending the mandatory
MOOP requirement to RPPOs will
provide significant protection for MA
enrollees from out of pocket costs so
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that beneficiaries will better understand
and anticipate their out-of-pocket
expenditures. We set the parameters for
the annual mandatory MOOP limit, and
this should make it easier for plans to
compete on a level playing field, as well
as increase transparency for
beneficiaries. This proposed
requirement would ensure all regional
PPO plan enrollees are protected against
high out of pocket costs and are better
able to compare plans by focusing on
differences in premium and plan
quality.

23. Translated Marketing Materials
(§422.2264 and §423.2264)

The expected benefit of our proposed
requirement to codify existing
subregulatory guidance with respect to
translated marketing materials is that all
beneficiaries, regardless of language
spoken and national origin, will have
access to all the information they need
to make appropriate decisions about
their health care to utilize their
Medicare benefits most effectively.

D. Alternatives Considered

We did not consider alternatives for
the following provisions, as their
implementation was mandated by the
ACA:

o Approval of SNPs by NCQA (§ 422.4,
§422.101, and §422.152)

e Determination of Part D Low-Income
Benchmark Premium (§423.780)

e Voluntary De Minimis Policy for
Subsidy Eligible Individuals (§ 423.34
and §423.780)

e Increase in Part D Premiums Due to
the Income Related Monthly
Adjustment Amount (D—IRMAA)
(§423.44, §423.286, and § 423.293)

¢ Elimination of Medicare Part D Cost-
Sharing for Individuals Receiving
Home and Community-Based Services
(§423.772 and §423.782)

o Appropriate Dispensing of
Prescription Drugs in Long-Term Care
Facilities Under PDPs and MA-PD
plans (§423.154) and Dispensing Fees
(§423.100)

¢ Complaint System for MA
Organizations and PDPs (§ 422.504(a)
and §423.505(b))

e Uniform Exceptions and Appeals
Process for Prescription Drug Plans
and MA—-PD Plans (§423.128(b)(7)(i),
§423.128(d), and §423.562(a)(3))

e Including Costs Incurred by the AIDS
Drug Assistance Program (ADAP) and
the THS Toward the Annual Part D
Out-of-Pocket Threshold (§423.100,
and §423.464)

e Elimination of the Stabilization Fund
(§ 422.458)

e Improvements to Medication Therapy
Management Programs (153)

¢ Changes To Close the Part D Coverage
Gap (§423.104 and §423.884)

e MA Benchmark, Quality Bonus
Payments, and Rebate and
Application of Coding Adjustment
(§422.252, §422.258, §422.266, and
§422.308)

Alternatives considered for other

proposals are summarized below.

1. Cost Sharing for Specified Services at
Original Medicare Levels (§417.101 and
§422.100)

We considered implementing the
provisions of section 3202 to limit cost
sharing under MA plans to that required
under Original Medicare without using
our authority, granted by this same
section of the ACA, to also limit cost
sharing for any additional service
categories. We believe it is preferable to
restrict our implementation of section
3202 to the specified service categories,
allowing ourselves time to evaluate the
effects of those provisions, as well as
other recently-established policy
changes before adopting the cost sharing
limits on an expanded list of service
categories.

We believe that the addition of home
health services to the list of service
categories subject to cost sharing levels
that may not exceed those required
under Original Medicare was an
appropriate additional service category
as described in the ACA for the reasons
specified elsewhere in this preamble
and that adding those services would
enhance beneficiary protections and
would not impose a significant cost
burden on the MA program.

2. Cost Sharing for Medicare-Covered
Preventive Services (§417.101 and
§422.100)

We are proposing to implement
regulations to require MA organizations
and 1876 cost plans to provide in-
network Medicare-covered preventive
benefits at zero cost sharing, consistent
with the new regulations for Original
Medicare-covered preventive benefits.
More specifically, we propose requiring
that all MA organizations provide
Medicare-covered preventive services,
as specified by CMS, without enrollee
cost sharing charges.

We considered allowing plans to
charge cost sharing for Medicare-
covered preventive services or to
voluntarily adopt zero cost sharing for
preventive services. We determined that
in light of the importance of preventive
services in managed and coordinated
care, and the requirements at section
1852(a)(1)(A) of the Act (except as
provided in section 1859(b)(3) of the Act
for MSA plans and in section 1852(a)(6)
of the Act for MA regional plans) that

each MA plan must provide to its
members all Parts A and B benefits
included under the Original Medicare
fee-for-service program as defined at
section 1852(a)(1)(B) of the Act, that
requiring the same level of cost sharing
for enrollees of Medicare health plans as
required under Original Medicare
would be the more appropriate policy.

3. Quality Bonus Appeals (§422.260)

We considered not affording bonus
payment appeal rights to MA
organizations. We rejected this option
partly in recognition of the obligation
the law generally imposes on us to
afford entities affected by CMS
determinations concerning contract
performance or payment to have an
opportunity to challenge such
determinations. We also believe, as
noted above, that the appeals process
promotes fairness in and enhances the
credibility of the bonus payment
determination process.

4. Timely Transfer of Data and Files
When CMS Terminates a Contract With
a Part D Sponsor (§423.509)

We did not consider alternatives to
our proposal regarding the timely
transfer of data and files following the
CMS termination of a Part D sponsor’s
contract. These data are necessary for
the proper adjudication of all Part D
benefits when a beneficiary changes
plans, such as calculating the true out-
of-pocket cost and determining whether
the beneficiary has any outstanding
claims for which the terminating
contract is responsible. Because of these
important beneficiary protections we
did not consider alternatives to these
proposed requirements.

5. Review of Medical Necessity
Decisions by a Physician or Other
Health Care Professional and the
Employment of a Medical Director
(§422.562, §422.566, § 423.562, and
§423.566)

We did not consider alternatives to
our proposals regarding review of
medical necessity decisions by a
physician or other health care
professional and employment of a
medical director, as a majority of MA
organizations and Part D sponsors
already employ a medical director to
overseeing decisions of medical
necessity.

6. Compliance Officer Training
(§422.503 and §423.504)

We considered requiring compliance
officers to become certified through an
existing or CMS-developed certification
process. However, because training
opportunities, especially the possibility
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of free training opportunities offered by
CMS, are available outside of a
certification process, we chose only to
propose requiring training. In the event
that requiring annual compliance officer
training does not result in the expected
increase in knowledge and decrease in
compliance issues, we will reevaluate
whether compliance officer certification
may be necessary. In contrast to
training, requiring compliance officer
certification would likely cost more;
therefore, we chose to test the less costly
option first.

7. Agent and Broker Training
Requirements (§ 422.2274 and
§423.2274)

Proposed §422.2274(b) and (c) and
§423.2274(b) and (c) would require MA
organizations’ and Part D sponsors’
agents and brokers to receive training
and testing via a CMS-endorsed or
-approved training program. The
alternative we considered to this
proposal was to continue to allow plans
to conduct training and testing on their
own or through third party vendor(s)
and for CMS to continue to review some
of these training programs upon request
by third party vendors for
comprehensiveness and accuracy.
However, we believe that it is in the best
interest of beneficiaries who are
educated about Medicare health plan
options by plan agents and brokers that
those agents and brokers be consistently
and thoroughly trained on the
fundamentals of Medicare regulations.
We believe the best method to achieve
this end is to require agents and brokers
to receive training and testing through
one or more CMS-endorsed or
-approved training programs.

8. Call Center Interpreter Requirements
(§422.111 and §423.128)

Compliance with Title VI of the Civil
Rights Act of 1964 to serve all
individuals regardless of national origin
is a contractual requirement for MA and
Part D sponsors; therefore, we did not
consider any other alternatives to our
proposed call center interpreter
requirements.

9. Customized Enrollee Data (§422.111
and §423.128)

The alternative considered to our
proposed provision to require provision
of customized enrollee data was for MA
organizations and Part D sponsors to
continue to provide beneficiaries with
the information already required by
regulation through the ANOC and EOC
documents, which must be furnished to
all plan enrollees at least 15 days before
the annual open election period.
Beneficiaries would also continue to
have access to information through tools
such as Medicare Options Compare
(MOC) and the Medicare Prescription
Drug Plan Finder (MPDPF), which
provide more general information about
plan costs. We did not choose this
option because we are concerned that
the current available options alone may
not be enough to prompt enrollees to
actively evaluate their plans annually
with respect to plan costs, benefits, and
overall value. Therefore, we expect that
this customized enrollee data will be
another more specific tool for
beneficiaries to use, in addition to the
general tools already in place, for
enrollees to understand their utilization
and out-of-pocket costs during a period
of time, as well as how they may be
affected by specific plan changes, and to
assist them in evaluating their options
for the future.

10. Extending the Mandatory Maximum
Out-of-Pocket (MOOP) Amount
Requirements to Regional PPOs
(§422.100 and §422.101)

The alternative we considered to this
proposal was not extending the
mandatory MOOP and catastrophic
limit requirements to RPPO plans, but
instead to permit plans to continue to
establish their own in-network MOOP
and catastrophic limits without a
maximum limit set by CMS while
encouraging them to adopt either the
mandatory or voluntary MOOPs
established in CMS guidance. However,
as we discussed in our April 15, 2010
final rule, (75 FR 19711), we believe
RPPOs should be subject to the same

requirements with respect to a MOOP as
local PPO plans. As discussed
elsewhere in this preamble, we believe
that the alternative chosen will make it
easier for beneficiaries to understand
and compare MA plans and will provide
significant protection for MA enrollees
from out of pocket costs.

11. Translated Marketing Materials
(§422.2264 and §423.2264)

Compliance with Title VI of the Civil
Rights Act of 1964 to serve all
individuals regardless of national origin
is a contractual requirement for MA and
Part D sponsors. Therefore, we did not
consider any other alternatives to our
proposed translated marketing materials
requirements.

12. Increases to the Applicable
Percentage for Quality (§422.258(d))

The legislation requires a 5 star rating
system. We considered whether the 5
star rating system should be consistent
with the current 5 star rating system in
place for beneficiary choice or should be
a separate system. We believe that plans
should be rated the same for consumer
choice and payment. There should not
be two different systems to rate the
quality and performance of MA plans.
Thus, the plan ratings are the basis for
the star rating system for quality bonus
payments.

E. Accounting Statement

As required by OMB Circular A—4
(available at http://
www.whitehouse.gov/omb/circulars/
a004/a-4.pdf), in Table 20, we have
prepared an accounting statement
showing the classification of the costs
and benefits associated with the
provisions of this proposed rule. The
accounting statement is based on
estimates provided in Tables 16, 17, 18,
and 19 (our best estimate of the costs
and savings as a result of the changes)
and discounted at 7 percent and 3
percent for the time period of FY 2011
through FY 2016.

TABLE 20—ACCOUNTING STATEMENT: CLASSIFICATION OF ESTIMATED COSTS AND SAVINGS, FROM FY 2011 TO FY 2016

[$ in Millions]
Units discount rate
Category Year dollar Period covered
7% 3%
Transfers
Annualized Monetized Tranfers ...........cccoveiiiiniiiiieneee 2010 —$12,544.46 —$12,858.60 | FYs 2011-2016
From Whom To Whom? ..o Federal Government to MA organizations and Part D Sponsors.
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TABLE 20—ACCOUNTING STATEMENT: CLASSIFICATION OF ESTIMATED COSTS AND SAVINGS, FROM FY 2011 TO FY

2016—Continued

[$ in Millions]
Units discount rate
Category Year dollar Period covered
7% 3%
Costs (All other provisions)
Annualized Costs to MA organizations and Part D Sponsors ... 2010 $72.88 $72.24 | FYs 2011-2016
Annualized Costs t0 States .........coceeevveciieniniieeeeerereeeee 2010 $0.02 $0.02 | FYs 2011-2016

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

List of Subjects
42 CFR Part 417

Administrative practice and
procedure, Grant programs—health,
Health care, Health insurance, Health
maintenance organizations (HMO), Loan
programs—health, Medicare, and
Reporting and recordkeeping
requirements.

42 CFR Part 422

Administrative practice and
procedure, Health facilities, Health
maintenance organizations (HMO),
Medicare, Penalties, Privacy, and
Reporting and recordkeeping
requirements.

42 CFR Part 423

Administrative practice and
procedure, Emergency medical services,
Health facilities, Health maintenance
organizations (HMO), Health
professionals, Medicare, Penalties,
Privacy, and Reporting and
recordkeeping requirements.

For the reasons set forth in the
preamble, the Centers for Medicare &
Medicaid Services proposes to amend
42 CFR chapter IV as set forth below:

PART 417—HEALTH MAINTENANCE
ORGANIZATIONS, COMPETITIVE
MEDICAL PLANS, AND HEALTH CARE
PREPAYMENT PLANS

1. The authority citation for part 417
continues to read as follows:

Authority: Secs. 1102 and 1871 of the
Social Security Act (42 U.S.C. 1302 and
1395hh), secs. 1301, 1306, and 1310 of the
Public Health Service Act (42 U.S.C., 300e,
300e-5, and 300e—9), and 31 U.S.C. 9701.

Subpart B—Qualified Health
Maintenance Organizations; Services

2. Section 417.101 is amended by
adding new paragraphs (f) and (g) to
read as follows:

§417.101 Health benefits plan: Basic
health services.

* * * * *

(f) An HMO may not charge
deductibles, copayments, or
coinsurance for in-network Medicare-
covered preventive services as specified
by CMS annually.

(g) Services for which cost sharing
may not exceed cost sharing under
Original Medicare. On an annual basis,
CMS will evaluate whether there are
service categories for which MA plan’s
cost sharing may not exceed that
required under Original Medicare and
specify in regulation which services are
subject to that cost sharing limit. The
following services are subject to this
limit on cost sharing:

(1) Chemotherapy administration
services to include chemotherapy drugs
and radiation therapy integral to the
treatment regimen.

(2) Renal dialysis services as defined
at section 1881(b)(14)(B) of the Act.

(3) Skilled nursing care defined as
services provided during a covered stay
in a skilled nursing facility during the
period for which cost sharing would
apply under Original Medicare.

(4) Home health services provided in
accordance with §424.22.

Subpart J—Qualifying Conditions for
Medicare Contracts

3. Section 417.402 is amended by
revising paragraph (c) introductory text
to read as follows:

§417.402 Effective date of initial
regulations.
* * * * *

(c) Mandatory HMO or CMP and
contract non-renewal or service area
reduction. CMS will non-renew all or a
portion of an HMO’s or CMP’s
contracted service area using procedures
in §417.492(b) and §417.494(a) for any
period beginning on or after January 1,
2013, where—

* * * * *

Subpart K—Enrollment, Entitlement,
and Disenrollment Under Medicare
Contract

4. Section 417.430 is amended as
follows:

A. Revising the paragraph heading for
paragraph (a).

B. Revising paragraphs (a)(1), (b)(3),
and (b)(4).

§417.430 Application procedures.

(a) Application forms and other
enrollment mechanisms. (1) The
application form must comply with
CMS instructions regarding content and
format and be approved by CMS. The
application must be completed by an
HMO or CMP eligible (or soon to
become eligible) individual and include
authorization for disclosure between the
HHS and its designees and the HMO or
CMP.

* * * * *

(b) L

(3) The HMO or CMP gives the
beneficiary prompt notice of acceptance
or denial in a format specified by CMS.

(4) The notice of acceptance. If the
HMO or CMP is currently enrolled to
capacity, explains the procedures that

will be followed when vacancies occur.
* * * * *

PART 422—MEDICARE ADVANTAGE
PROGRAM

5. The authority citation for part 422
continues to read as follows:
Authority: Secs. 1102 and 1871 of the

Social Security Act (42 U.S.C. 1302 and
1395hh).

Subpart A—General Provisions

6. Section 422.2 is amended by
adding in alphabetical order the
definitions of “fiscally sound operation,’
“fully integrated dual-eligible special
needs plan,” and “senior housing facility
plan” in alphabetical order to read as
follows:

4

§422.2 Definitions.

* * * * *

Fiscally sound operation means an
operation which at least maintains a
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positive net worth (total assets exceed
total liabilities).

* * * * *

Fully integrated dual eligible special
needs plan means a CMS approved
MA-PD dual-eligible special needs plan
that—

(1) Provides dual-eligible beneficiaries
access to Medicare and Medicaid
benefits under a single managed care
organization;

(2) Has a capitated contract with a
State Medicaid agency that includes
coverage of specified primary, acute,
and long-term care benefits and
services, consistent with State policy;

(3) Coordinates the delivery of
covered Medicare and Medicaid health
and long-term care services using
aligned care management and specialty
care network methods for high-risk
beneficiaries; and

(4) Employs policies and procedures
approved by CMS and the State to
coordinate or integrate member
materials, including enrollment,
communications, grievance and appeals,

and quality assurance.
* * * * *

Senior housing facility plan means an
MA coordinated care plan that—

(1) Restricts enrollment to individuals
who reside in a continuing care
retirement community as defined in
§422.133(b)(2);

(2) Provides primary care services
onsite and has a ratio of accessible
physicians to beneficiaries that CMS
determines is adequate consistent with
prevailing patterns of community health
care referenced at §422.112(a)(10);

(3) Provides transportation services
for beneficiaries to specialty providers
outside of the facility; and

(4) Was participating as of December
31, 2009 in a demonstration established
by CMS for not less than 1 year.

* * * * *

7. Section 422.4 is amended by:

A. Revising paragraphs (a)(1)(iii) and
() (1)(iv).

B. Adding paragraph (a)(1)(vi).

The revisions and additions read as
follows:

§422.4 Types of MA plans.

* * * * *

(a) *

(1) *

(iii) Coordinated care plans include
plans offered by any of the following:

(A) Health maintenance organizations
(HMOs);

(B) Provider-sponsored organizations
(PSOs), subject to paragraph (a)(1)(vi) of
this section.

(C) Regional or local preferred
provider organizations (PPOs) as

* %
* %

specified in paragraph (a)(1)(v) of this
section.

(D) Other network plans (except PFFS
plans).

(iv) A specialized MA plan for special
needs individuals (SNP) includes any
type of coordinated care plan that meets
CMS’s SNP requirements and
exclusively enrolls special needs
individuals as defined by §422.2 of this
subpart. All MA plans wishing to offer
a SNP will be required to be approved
by the National Commission on Quality
Assurance (NCQA) effective January 1,
2012. This approval process applies to
existing SNPs as well as new SNPs
joining the program. All SNPs must
submit their overall quality
improvement (QI) program and the
model of care (MOC) to CMS for NCQA
evaluation and approval as per CMS

guidance.
* * * * *

(vi) In accordance with § 422.370,
CMS does not waive the State licensure
requirement for organizations seeking to
offer a PSO.

* * * * *

Subpart B—Eligibility, Election, and
Enroliment

8. Add §422.53 to read as follows:

§422.53 Eligibility to elect an MA plan for
senior housing facility residents.

(a) Basic eligibility requirements. To
be eligible to elect an MA senior
housing facility plan, the individual
must meet both of the following:

(1) Be a resident of an MA senior
housing facility defined in §422.2; and
(2) Be eligible to elect an MA plan

under §422.50.

(b) Restricting enrollment. An MA
senior housing facility plan must restrict
enrollment to only those individuals
who reside in a continuing care
retirement community as defined at
§422.133(b)(2).

(c) Establishing eligibility for
enrollment. An MA senior housing
facility plan must verify the eligibility of
each individual enrolling in its plan
using a CMS approved process.

9. Section 422.62 is amended by:

A. Revising paragraphs (a)(2)(i), (iii),
and (iv), and (a)(5).

B. Add new paragraph (a)(7).

The revisions and addition read as
follows:

§422.62 Election of coverage under an MA
plan.

(a] * * %

(2) Annual coordinated election
period. (i) For 2002 through 2010,
except for 2006, the annual coordinated
election period for the following

calendar year is November 15 through
December 31.

(ii) * * %

(iii) Beginning in 2011, the annual
coordinated election period for the
following calendar year is October 15
through December 7.

(iv) During the annual coordinated
election period, an individual eligible to
enroll in an MA plan may change his or
her election from an MA plan to
Original Medicare or to a different MA
plan, or from Original Medicare to an
MA plan. If an individual changes his
or her election to Original Medicare, he
or she may also elect a PDP.

* * * * *

(5) Open enrollment and
disenrollment from 2007 through 2010.
(i) Open enrollment period. For 2007
through 2010, except as provided in
paragraphs (a)(5)(ii), (a)(5)(iii), and (a)(6)
of this section, an individual who is not
enrolled in an MA plan but is eligible
to elect an MA plan may make an
election into an MA plan once during
the first 3 months of the year.

(ii) Newly eligible MA individual. An
individual who becomes MA eligible in
2007 through 2010 may elect an MA
plan or change his or her election once
during the period that begins the month
the individual is entitled to both Part A
and Part B and ends on the last day of
the third month of the entitlement, or on
December 31, whichever is earlier,
subject to the limitations in paragraphs
(a)(5)(i)(A) and (a)(5)(i)(B) of this
section.

(iii) Single election limitation. The
limitation to one election or change in
paragraphs (a)(5)(i) and (a)(5)(ii) of this
section does not apply to elections or
changes made during the annual
coordinated election period specified in
paragraph (a)(2) of this section, or
during a special election period
specified in paragraph (b) of this
section.

(7) Annual 45-day period for
disenrollment from MA plans to
Original Medicare. For 2011 and
subsequent years, at any time from
January 1 through February 14, an
individual who is enrolled in an MA
plan may elect Original Medicare once
during this 45-day period. An
individual who chooses to exercise this
election may also make a coordinating
election to enroll in a PDP as specified
in §423.38(d).

10. Section 422.68 is amended by
adding paragraph (f) to read as follows:

§422.68 Effective dates of coverage and
change from coverage.
* * * * *
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(f) Annual 45-day period for
disenrollment from MA plans to
Original Medicare. Beginning in 2011,
an election made from January 1
through February 14 to disenroll from
an MA plan to Original Medicare, as
described in §422.62(a)(7), is effective
the first day of the first month following
the month in which the election is
made.

11. Section 422.74 is amended by
adding paragraphs (d)(1)(v) and (vi) to
read as follows:

§422.74 Disenrollment by the MA
organization.
* * * * *

(d)* * *

(1) * % %

(v) Extension of grace period for good
cause and reinstatement. When an
individual is disenrolled for failure to
pay the plan premium, CMS may
reinstate enrollment in the MA plan,
without interruption of coverage, if the
individual shows good cause for failure
to pay within the initial grace period,
and pays all overdue premiums within
3 calendar months after the
disenrollment date. The individual must
establish by a credible statement that
failure to pay premiums within the
initial grace period was due to
circumstances for which the individual
had no control, or which the individual
could not reasonably have been
expected to foresee.

(vi) No extension of grace period. A
beneficiary’s enrollment in the MA plan
may not be reinstated if the only basis
for such reinstatement is a change in the
individual’s circumstances subsequent
to the involuntary disenrollment for
non-payment of premiums.

* * * * *

Subpart C—Benefits and Beneficiary
Protections

12. Section 422.100 is amended by:

A. Revising paragraph (d)(2).

B. Adding new paragraphs (j) and (k).

The revision and additions read as
follows.

§422.100 General requirements.
* * * * *

(d) * * %

(2) At a uniform premium, with
uniform benefits and level of in-network
cost-sharing throughout the plan’s
service area, or segment of service area
as provided in §422.262(c)(2).

* * * * *

(j) Services for which cost sharing may
not exceed cost sharing under Original
Medicare. On an annual basis, CMS will
evaluate whether there are service
categories for which MA plans’ cost

sharing may not exceed that required
under Original Medicare and specify in
regulation which services are subject to
that cost sharing limit. The following
services are subject to this limit on cost
sharing:

(1) Chemotherapy administration
services to include chemotherapy drugs
and radiation therapy integral to the
treatment regimen.

(2) Renal dialysis services as defined
at section 1881(b)(14)(B) of the Act.

(3) Skilled nursing care defined as
services provided during a covered stay
in a skilled nursing facility during the
period for which cost sharing would
apply under Original Medicare.

(4) Home health services provided in
accordance with §424.22.

(k) Cost sharing for in-network
preventive services. MA organizations
may not charge deductibles,
copayments, or coinsurance for in-
network Medicare-covered preventive
services, as specified by CMS annually.

13. Section 422.101 is amended by:

A. Revising paragraphs (d)(2) and (3).

B. Adding a new paragraph (f)(2)(vi).

The revisions and addition read as
follows.

§422.101 Requirements relating to basic
benefits.
* * * * *

(d) * % %

(2) Catastrophic limit. MA regional
plans are required to provide for a
catastrophic limit on beneficiary out-of-
pocket expenditures for in-network
benefits under the Original Medicare
fee-for-service program (Part A and Part
B benefits) that is no greater than the
annual limit set by CMS.

(3) Total catastrophic limit. MA
regional plans are required to provide a
total catastrophic limit on beneficiary
out-of-pocket expenditures for in-
network and out-of-network benefits
under the Original Medicare fee-for-
service program. This total out-of-pocket
catastrophic limit, which would apply
to both in-network and out-of-network
benefits under Original Medicare, may
be higher than the in-network
catastrophic limit in paragraph (d)(2) of
this section, but may not increase the
limit described in paragraph (d)(2) of
this section and may be no greater than
the annual limit set by CMS.

* * * * *

(f)***

2)***

(vi) All MAOs wishing to offer or
continue to offer a SNP will be required
to be approved by the National
Committee for Quality Assurance
(NCQA) effective January 1, 2012 and
subsequent years. All SNPs must submit
their overall quality improvement (QI)

program and the model of care (MOC)
to CMS for NCQA evaluation and
approval in accordance with CMS
guidance.

14. Section 422.106 is amended by:

A. Revising paragraph (d)(1).

B. Adding paragraphs (d)(4) through
(6).

The revision and additions read as
follows.

§422.106 Coordination of benefits with
employer or union group health plans and
Medicaid.

(d) EE

(1) CMS may waive or modify any
requirement in this part or Part D that
hinders the design of, the offering of, or
the enrollment in, an employer-
sponsored group MA plan (including an
MA-PD plan) offered by one or more
employers, labor organizations, or the
trustees of a fund established by one or
more employers or labor organizations
(or combination thereof), or that is
offered, sponsored or administered by
an entity on behalf of one or more
employers or labor organizations, to
furnish benefits to the employers’
employees, former employees (or
combination thereof) or members or
former members (or combination
thereof) of the labor organizations. Any
entity seeking to offer, sponsor, or
administer such an MA plan described
in this paragraph may request, in
writing, from CMS, a waiver or
modification of requirements in this
part that hinder the design of, the
offering of, or the enrollment in, such
MA plan.

(4) An employer-sponsored group MA
plan means MA coverage offered to
retirees who are Medicare eligible
individuals under employment-based
retiree health coverage, as defined in
paragraph (d)(5) of this section,
approved by CMS as an MA plan.

(5) Employment-based retiree
coverage means coverage of health care
costs under a group health plan, as
defined in paragraph (d)(6) of this
section, based on an individual’s status
as a retired participant in the plan, or as
the spouse or dependent of a retired
participant. The term includes coverage
provided by voluntary insurance
coverage, or coverage as a result of a
statutory or contractual obligation.

(6) Group health plans include plans
as defined in section 607(1) of ERISA,
(29 U.S.C. 1167(1)). They also include
the following plans:

(i) A Federal or State governmental
plan, which is a plan providing medical
care that is established or maintained
for its employees by the Government of
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the United States, by the government of
any State or political subdivision of a
State (including a county or local
government), or by any agency or
instrumentality or any of the foregoing,
including a health benefits plan offered
under 5 U.S.C. 89 (the Federal
Employee Health Benefit Plan (FEHBP)).

(ii) A collectively bargained plan,
which is a plan providing medical care
that is established or maintained under
or by one or more collective bargaining
agreements.

(iii) A church plan, which is a plan
providing medical care that is
established and maintained for its
employees or their beneficiaries by a
church or by a convention or association
of churches that is exempt from tax
under section 501 of the Internal
Revenue Code of 1986 (26 U.S.C. 501).

(iv) Any of the following plans:

(A) An account-based medical plan
such as a Health Reimbursement
Arrangement (HRA) as defined in
Internal Revenue Service Notice 2002—
45, 2002—-28 I.LR.B. 93.

(B) A health Flexible Spending
Arrangement (FSA) as defined in
Internal Revenue Code (Code) section
106(c)(2).

(C) A health savings account (HSA) as
defined in Code section 223.

(D) An Archer MSA as defined in
Code section 220, to the extent they are
subject to ERISA as employee welfare
benefit plans providing medical care (or
would be subject to ERISA but for the
exclusion in ERISA section 4(b), 29
U.S.C. 1003(b), for governmental plans
or church plans).

15. Section 422.107 is amended by
revising paragraph (d)(1)(ii) to read as
follows:

§422.107 Special needs plans and dual-
eligibles: Contract with State Medicaid
Agency.

* * * * *

( * % %

(1) * x %

(ii) Existing dual-eligible SNPs that do
not have a State Medicaid agency
contract—

(A) May continue to operate through
the 2012 contract year provided they
meet all other statutory and regulatory
requirements.

(B) May not expand their service areas
during contract years 2010 through
2012.

16. Amend §422.111 by:

A. Adding a new paragraph (b)(12).
B. Removing paragraph (£)(12).

C. Adding paragraph (h).

The additions read as follows.

§422.111 Disclosure requirements.
* * * * *

(b) * * *
(12) Customized out-of-pocket cost
statement. CMS may require an MA
organization to annually disclose to
each enrollee a customized statement of
the beneficiary’s potential future out-of-
pocket costs. This notice will be
provided in each year, in which a
minimum enrollment period has been
met, in conjunction with the annual
plan description described in
paragraphs (b)(1) through (11) of this
section.
* * * * *

(h) Provision of specific information.
Each MA organization must have
mechanisms for providing specific
information on a timely basis to current
and prospective enrollees upon request.
These mechanisms must include all of
the following:

(1) A toll-free customer service call
center that meets all of the following:

(i) Is open during usual business
hours.

(ii) Provides customer telephone
service in accordance with standard
business practices.

(iii) Provides interpreters for all non-
English speaking and limited English
proficient (LEP) individuals.

(2) An Internet Web site that includes,
at a minimum the following:

(i) The information required in
paragraph (b) of this section.

(ii) Copies of its evidence of coverage,
summary of benefits, and information
(names, addresses, phone numbers, and
specialty) on the network of contracted
providers. Such posting does not relieve
the MA organization of its responsibility
under §422.111(a) to provide hard
copies to enrollees.

(3) The provision of information in
writing, upon request.

17. Section 422.112 is amended by
revising paragraph (a)(10) introductory
text to read as follows:

§422.112 Access to services.

(a] * *x %

(10) Prevailing patterns of community
health care delivery. MA plans that meet
Medicare access and availability
requirements through direct contracting
network providers must do so consistent
with the prevailing community pattern
of health care delivery in the areas
where the network is being offered.
Factors making up community patterns
of health care delivery that CMS will
use as a benchmark in evaluating a
proposed MA plan health care delivery
network include, but are not limited to
the following:

18. Amend §422.113 by revising
paragraph (b)(2)(v) as follows:

§422.113 Special rules for ambulance
services, emergency and urgently needed
services, and maintenance and post-
stabilization care services.

* * * * *

(b) * ok %

(2) * % %

(v) With a limit on charges to
enrollees for emergency department
services that CMS will determine
annually, or what it would charge the
enrollee if he or she obtained the
services through the MA organization,
whichever is less.

* * * * *

Subpart D—Quality Improvement

19. Amend §422.152 by revising
paragraph (g) introductory text to read
as follows:

§422.152 Quality improvement program.

* * * * *

(g) Special requirements for
specialized MA plans for special needs
individuals. All special needs plans
(SNPs) must be approved by the
National Committee for Quality
Assurance (NCQA) effective January 1,
2012 and subsequent years. SNPs must
submit their overall quality
improvement (QI) program and model of
care (MOC) to CMS for NCQA
evaluation and approval, in accordance
with CMS guidance. A SNP must
conduct a quality improvement program
that—

* * * * *

20. Amend §422.156 by revising
paragraph (b)(1) to read as follows:

§422.156 Compliance deemed on the
basis of accreditation.
* * * * *

(b) EE I

(1) Quality improvement. The
deeming process should focus on
evaluating and assessing the overall
quality improvement (QI) program.
However, the quality improvement
projects (QIPs) and the chronic care
improvement programs (CCIPs) will be

excluded from the deeming process.
* * * * *

Subpart E—Relationships With
Providers

21. Amend § 422.214 by adding
paragraphs (c) and (d) to read as follows:

§422.214 Special rules for services
furnished by noncontract providers.

* * * * *

(c) Deemed request for Medicare
payment rate. A noncontract section
1861(u) of the Act provider of services
that furnishes services to MA enrollees
and submits the same information that
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it would submit for payment under
Original Medicare is deemed to be
seeking to be paid the amount it would
be paid under Original Medicare unless
the provider expressly notifies the MA
organization in writing that it is billing
an amount less than such amount.

(d) Regional PPO payments in non-
network areas. An MA Regional PPO
must pay non-contract providers the
Original Medicare payment rate in those
portions of its service area where it is
providing access to services by non-
network means under § 422.111(b)(3)(ii)
of this part.

Subpart F—Submission of Bids,
Premiums, and Related Information
and Plan Approval

22. Section 422.252 is amended by:

A. Adding in alphabetical order the
definitions “low enrollment contract”
and “new MA plan.”

B. Revising the definition of
“unadjusted MA area-specific non-drug
monthly benchmark amount.”

The additions and revision read as
follows:

§422.252 Terminology.
* * * * *

Low enrollment contract means a
contract that could not undertake
Healthcare Effectiveness Data and
Information Set (HEDIS) and Health
Outcome Survey (HOS) data collections
because of a lack of a sufficient number
of enrollees to reliably measure the
performance of the health plan.

New MA plan means a MA contract
offered by a parent organization that has
not had another MA contract in the
previous 3 years.

* * * * *

Unadjusted MA area-specific non-
drug monthly benchmark amount
means, for local MA plans serving one
county, the county capitation rate CMS
publishes annually that reflects the
nationally average risk profile for the
risk factors CMS applies to payment
calculations as set forth at § 422.308(c)
of this part, (that is, a standardized
benchmark). For local MA plans serving
multiple counties it is the weighted
average of county rates in a plan’s
service area, weighted by the plan’s
projected enrollment per county. The
rules for determining county capitation
rates are specific to a time period, as set
forth at §422.258(a). Effective 2012, the
MA area-specific non-drug monthly
benchmark amount is called the
blended benchmark amount, and is
determined according to the rules set
forth under § 422.258(d) of this part.

* * * * *

23. Section 422.254 is amended by
adding paragraph (a)(5) to read as
follows:

§422.254 Submission of bids.

a EE

(5) CMS may decline to accept any or
every otherwise qualified bid submitted
by an MA organization or potential MA
organization.
* * * * *

24. Section 422.256 is amended by
revising paragraph (a) to read as follows:

§422.256 Review, negotiation, and
approval of bids.

(a) Authority. Subject to paragraphs
(a)(2), (d), and (e) of this section, CMS
has the authority to review the aggregate
bid amounts submitted under § 422.252
and conduct negotiations with MA
organizations regarding these bids
(including the supplemental benefits)
and the proportions of the aggregate bid
attributable to basic benefits,
supplemental benefits, and prescription
drug benefits and may decline to
approve a bid if the plan sponsor
proposes significant increases in cost
sharing or decreases in benefits offered
under the plan.

* * * * *

25. Section 422.258 is amended by:

A. Revising paragraphs (a)(1) and (2).

B. In paragraph (c)(3)(i), removing the
phrase “county capitation rate” and
adding in its place the phrase “amount
determined under paragraph (a) of this
section for the year”.

C. Adding a new paragraph (d).

The revisions and additions read as
follows:

§422.258 Calculation of benchmarks.

(a] * % %

(1) For MA local plans with service
areas entirely within a single MA local
area:

(i) For years before 2007, one-twelfth
of the annual MA capitation rate
(described at § 422.306) for the area,
adjusted as appropriate for the purpose
of risk adjustment.

(ii) For years 2007 through 2010, one-
twelfth of the applicable amount
determined under section 1853(k)(1) of
the Act for the area for the year,
adjusted as appropriate for the purpose
of risk adjustment.

(iii) For 2011, one-twelfth of the
applicable amount determined under
1853(k)(1) for the area for 2010.

(iv) Beginning with 2012, one-twelfth
of the blended benchmark amount
described in paragraph (d) of this
section, subject to paragraph (d)(8) of
this section and adjusted as appropriate
for the purpose of risk adjustment.

(2) For MA local plans with service
areas including more than one MA local

area, an amount equal to the weighted
average of amounts described in
paragraph (a)(1) of this section for the
year for each local area (county) in the
plan’s service area, using as weights the
projected number of enrollees in each
MA local area that the plan used to
calculate the bid amount, and adjusted
as appropriate for the purpose of risk
adjustment.

* * * * *

(d) Determination of the blended
benchmark amount. (1) For the purpose
of paragraphs (a) and (b) of this section,
the term blended benchmark amount for
an area for a year means the sum of two
components: The applicable amount
determined under section 1853(k)(1) of
the Act and the specified amount
determined under section 1853(n)(2) of
Act. The weights for each component
are based on the phase-in period
assigned each area, as described in
paragraphs (d)(8) and (d)(9) of this
section. At the conclusion of an area’s
phase-in period, the blended benchmark
for an area for a year equals the section
1853(n)(2) of the Act specified amount
described in paragraph (d)(2) of this
section. However, blended benchmark
amount for an area for a year (which
takes into account paragraph (d)(8) of
this section), cannot exceed the
applicable amount described in
paragraph (d)(2) of this section that
would be in effect but for the
application of this paragraph.

(2) For the purpose of paragraphs (a)
and (b) of this section, the applicable
amount determined under section
1853(k)(1) of the Act for a year is—

(i) In a rebasing year (described at
§422.306(b)(2), an amount equal to the
greater of the average FFS expenditure
amount at § 422.306(b)(2) for an area
and the minimum percentage increase
rate at §422.306(a) for an area.

(ii) In a year when the amounts at
§422.306(b)(2) are not rebased, the
minimum percentage increase rate at
§422.306(a) for the area for the year.

(iii) In no case the blended benchmark
amount for an area for a year,
determined taking into account
paragraph (d)(8) of this section, be
greater than the applicable amount at
paragraph (d)(2) of this section for an
area for a year.

(iv) Paragraph (d) of this section does
not apply to the PACE program under
section 1894 of Act.

(3) For the purpose of paragraphs (a)
and (b) of this section, the specified
amount under section 1853(n)(2) of the
Act is the product of the base payment
amount for an area for a year (adjusted
as required under § 422.306(c)
multiplied by the applicable percentage
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described in paragraph (d)(5) of this
section for an area for a year.

(4) The base payment amount is as
follows:

(i) For 2012, the average FFS
expenditure amount specified in
§422.306(b)(2), determined for 2012.

(ii) For subsequent years, the average
FFS expenditure amount specified in
§422.306(b)(2).

(5) Applicable percentage. Subject to
paragraph (d)(7) of this section, the
applicable percentage is one of four
values assigned to an area based on
Secretary’s determination of the quartile
ranking of the area’s average FFS
expenditure amount (described at
§422.306(b)(2) and adjusted as required
at §422.306(c)), relative to this amount
for all areas.

(i) For the 50 States or the District of
Columbia, a county with an average FFS
expenditure amount adjusted under
§422.306(c) that falls in the—

(A) Highest quartile of such rates for
all areas for the previous year receives
an applicable percentage of 95 percent.

(B) Second highest quartile of such
rates for all areas for the previous year
receives an applicable percentage of 100
percent.

(C) Third highest quartile of such
rates for all areas for the previous year
receives an applicable percentage of
107.5 percent.

(D) Lowest quartile of such rates for
all areas for the previous year receives
an applicable percentage of 115 percent.

(ii) To determine the applicable
percentages for a territory, the Secretary
ranks such areas for a year based on the
level of the area’s §422.306(b)(2)
amount adjusted under § 422.306(c),
relative to the quartile rankings
computed under paragraph (d)(5)(i) of
this section.

(6) Additional rules for determining
the applicable percentage. (i) In a
contract year when the average FFS
expenditure amounts from the previous
year were rebased (according to the
periodic rebasing requirement at
§422.306(b)(2)), the Secretary must
determine an area’s applicable
percentage based on a quartile ranking
of the previous year’s rebased FFS
amounts adjusted under § 422.306(c).

(ii) If, for a year after 2012, there is a
change in the quartile in which an area
is ranked compared to the previous
year’s ranking, the applicable
percentage for the area in the year must
be the average of the applicable
percentage for the previous year and the
applicable percentage that would
otherwise apply for the area for the year
in the absence of this transitional
provision.

(7) Increases to the applicable
percentage for quality. Beginning with
2012, the blended benchmark under
paragraphs (a) and (b) of this section
will reflect the level of quality rating at
the plan or contract level, as determined
by the Secretary. The quality rating for
a plan is determined by the Secretary
according to a 5-star rating system
(based on the data collected under
section 1852(e) of the Act). Specifically,
the applicable percentage under
paragraph (d)(5) of this section must be
increased according to criteria in
paragraphs (d)(7)(i) through (v) of this
section if the plan or contract is
determined to be a qualifying plan or a
qualifying plan in a qualifying county
for the year.

(1) Qualifying plan. Beginning with
2012, a qualifying plan means a plan
that had a quality rating of 4 stars or
higher based on the most recent data
available for such year. For a qualifying
plan, the applicable percentage at
paragraph (d)(5) of this section must be
increased as follows:

(A) For 2012, by 1.5 percentage
points.

(B) For 2013, by 3.0 percentage points.

(C) For 2014 and subsequent years, by
5.0 percentage points.

(ii) Qualifying county. (A) A
qualifying county means a county that
meets the following three criteria:

(1) Has an MA capitation rate that, in
2004, was based on the amount
specified in section 1853(c)(1)(B) of the
Act for a Metropolitan Statistical Area
with a population of more than 250,000.

(2) Of the MA-eligible individuals
residing in the county, at least 25
percent of such individuals were
enrolled in MA plans as of December
2009.

(3) Has per capita fee-for-service
spending that is lower than the national
monthly per capita cost for expenditures
for individuals enrolled under the
Original Medicare fee-for-service
program for the year.

(B) Beginning with 2012, for a
qualifying plan serving a qualifying
county, the increase to the applicable
percentage described at paragraph
(d)(7)(1) of this section must be doubled
for the qualifying county.

(iii)) MA organizations that fail to
report data as required by the Secretary
must be counted as having a rating of
fewer than 3.5 stars at the plan or
contract level, as determined by the
Secretary.

(iv) Application of applicable
percentage increases to low enrollment
plans. (A) For 2012, for an MA plan that
the Secretary determines is unable to
have a quality rating because of low
enrollment, the Secretary treats this

plan as a qualifying plan under
paragraph (d)(7)(i) of this section.

(B) For 2013 and subsequent years,
the Secretary develops a methodology to
apply to MA plans with low enrollment
(as defined by the Secretary) to
determine whether a low enrollment
plan is a qualifying plan.

(v) Application of increases in
applicable percentage to new MA plans.
A new MA plan (as defined at
§422.252) that meets criteria specified
by the Secretary must be treated as a
qualifying plan under paragraph (d)(7)(i)
of this section, except that the
applicable percentage must be increased
as follows:

(A) For 2012, by 1.5 percentage
points.

(B) For 2013, by 2.5 percentage points.

(C) For 2014 and subsequent years, by
3.5 percentage points.

(8) Determination of phase-in period
for the blended benchmark amount. For
2012 through 2016, the blended
benchmark amount for an area for a year
depends on the phase-in period
assigned to that area. The Secretary
assigns one of three phase-in periods to
each area: 2-year, 4-year, or 6-year. The
phase-in period assigned to an area is
based on the size of the difference
between the 2010 applicable amount at
paragraph (d)(2) of this section and the
projected 2010 benchmark amount
defined at paragraph (d)(8)(i) of this
section.

(i) The projected 2010 benchmark
amount is calculated once for the
purpose of determining the phase-in
period for an area. It is equal to one-half
of the 2010 applicable amount at
paragraph (d)(2) of this section and one-
half of the specified amount at
paragraph (d)(3) modified to apply to
2010 (as described in (d)(8)(ii) of this
section).

(ii) To assign a phase-in period to an
area, the specified amount is modified
as if it applies to 2010, and is the
product of—

(A) The 2010 base payment amount
adjusted as required under § 422.306(c)
of this part; and

(B) The applicable percentage
determined as if the reference to the
“previous year” at paragraph (d)(5) of
this section were deemed a reference to
2010 and increased as follows:

(1) The increase at paragraph (d)(7)(i)
of this section for a qualifying plan in
the area is applied as if the reference to
a qualifying plan for 2012 were deemed
a reference for 2010; and

(2) The increase at paragraph (d)(7)(ii)
of this section is applied as if the
determination of a qualifying county
were made for 2010.
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(iii) Two-year phase-in. An area is
assigned the 2-year phase-in period if
the difference between the applicable
amount at paragraph (d)(2) of this
section and the projected 2010
benchmark amount at paragraph (d)(8)(i)
of this section is less than $30.

(iv) Four-year phase-in. An area is
assigned the 4-year phase-in period if
the difference between the applicable
amount at paragraph (d)(2) of this
section and the projected 2010
benchmark amount at paragraph (d)(8)(i)
of this section is at least $30 but less
than $50.

(v) Six-year phase-in. An area is
assigned the 6-year phase-in period if
the difference between the applicable
amount at paragraph (d)(2) of this
section and the projected 2010
benchmark amount at paragraph (d)(8)(i)
of this section is at least $50.

(9) Impact of phase-in period on
calculation of the blended benchmark
amount. (i) Weighting for the 2-year
phase-in. (A) For 2012, the blended
benchmark is the sum of one-half of the
applicable amount at paragraph (d)(2) of
this section and one-half of the specified
amount at paragraph (d)(3) of this
section.

(B) For 2013 and subsequent years,
the blended benchmark equals the
specified amount.

(ii) Weighting for the 4-year phase-in.
The blended benchmark is the sum of
the applicable amount at paragraph
(d)(2) of this section and the specified
amount at paragraph (d)(2) of this
section in the following proportions:

(A) For 2012, three-fourths of the
applicable amount for the area for the
year and one-fourth of the specified
amount for the area and year.

(B) For 2013, one-half of the
applicable amount for the area for the
year and one-half of the specified
amount for the area and year.

(C) For 2014, one-fourth of the
applicable amount for the area for the
year and three-fourths of the specified
amount for the area and year.

(D) For 2015 and subsequent years,
the blended benchmark equals the
specified amount for the area and year.

(iii) Weighting for the 6-year phase-in.
The blended benchmark is the sum of
the applicable amount at paragraph
(d)(2) and the specified amount at
paragraph (d)(3) of this section in the
following proportions:

(A) For 2012, five-sixths of the
applicable amount for the area and year
and one-sixth of the specified amount
for the area and year.

(B) For 2013, two-thirds of the
applicable amount for the area and year
and one-third of the specified amount
for the area and year.

(C) For 2014, one-half of the
applicable amount for the area and year
and one-half of the specified amount for
the area and year.

(D) For 2015, one-third of the
applicable amount for the area and year
and two-thirds of the specified amount
for the area and year.

(E) For 2016, one-sixth of the
applicable amount for the area and year
and five-sixths of the specified amount
for the area and year.

(F) For 2017 and subsequent years,
the blended benchmark equals the
specified amount for the area and year.

25. Add §422.260 to read as follows:

§422.260 Appeals of quality bonus
payment determinations.

(a) Scope. The provisions of this
section pertain to appeals of quality
bonus payment status determinations
based on section 1853(0) of the Act.

(b) Definitions. The following
definitions apply to this section:

Quality bonus payment (QBP)
means—(i) Enhanced CMS payments to
MA organizations based on the
organization’s demonstrated quality of
its Medicare contract operations; or

(ii) Increased beneficiary rebate
retention allowances based on the
organization’s demonstrated quality of
its Medicare contract operations.

Quality bonus payment (QBP)
determination methodology means the
formula CMS adopts for evaluating
whether MA organizations qualify for an
QBP.

Quality bonus payment (QBP) status
means an MA organization’s standing
with respect to its qualification to—

(i) Receive a quality bonus payment,
as determined by CMS; or

(ii) Retain a portion of its beneficiary
rebates based on its quality rating, as
determined by CMS.

(c) Technical report on QBP status.
An MA organization may request a
technical report from CMS which
details the performance data and
performance measures that CMS relied
on in applying the quality bonus
payment determination methodology
and how CMS applied the methodology
to such performance data.

(1) The MA organization must request
a technical report concerning its QBP
status within 5 days of CMS’ issuance
of notice of the QBP status
determination.

(2) The technical report must be
prepared by an independent contractor
engaged by CMS to review the
application of CMS’ QBP payment
determination methodology to the
organization’s performance for the most
recent evaluation period.

(3) Within 30 days of CMS’ receipt of
the MA organization request, the

independent contractor must issue the
technical report to the MA organization
and CMS in writing and by electronic
mail.

(4) The independent contractor will
not accept or consider materials
submitted by the MA organization in
advance of the technical report.

(d) QBP status appeal process. (1)
Hearing request. An MA organization
may request an appeal of its QBP status.

(i) The MA organization seeking an
appeal of their QBP status must do so
by providing written notice to CMS
within 7 days of the issuance of the QBP
technical report. The notice must
specify the errors the MA organization
asserts that CMS made in making the
QBP determination and how correction
of those errors would result in the
organization’s qualification for a QBP.

(ii) The MA organization may not
request an appeal of its QBP status
unless it has already requested and
received a technical report in
accordance with paragraph (c) of this
section.

(2) Designation of a hearing officer.
CMS designates a hearing officer to
conduct the appeal of the QBP status.
The officer must be an individual who
did not directly participate in the initial
QBP determination.

(3) Hearing officer’s review. The
hearing officer reviews the application
of CMS’ QBP determination
methodology to the determination of the
MA organization’s QBP status.

(i) The hearing officer must consider
whether CMS correctly applied its QBP
determination methodology to the MA
organization’s performance, but may not
consider the validity of the
determination methodology itself.

(ii) The hearing officer may also
consider the accuracy of the data related
to individual performance measures
used to arrive at a QBP determination
where those performance measures have
not been subject to an independent
audit.

(iii) The hearing officer may not
consider the accuracy of data related to
individual performance measures which
were subject to an independent audit
prior to their use in arriving at the QBP
determination.

(iv) The hearing is conducted by a
CMS hearing officer on the record,
unless the parties requested, subject to
the hearing officer’s discretion, a live or
telephonic hearing.

(v) The hearing officer receives no
testimony, but may accept written
statements with exhibits from each
party in support of their position in the
matter.

(4) Hearing officer’s decision. The
hearing officer issues a decision on or
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before May 15 of the year preceding the
year in which the plans for which the
QBP is to be applied will be offered. The
hearing officer issues the decision by
electronic mail to the MA organization
and to CMS.

(5) Effect of the hearing officer’s
decision. The hearing officer’s decision
is final and binding.

(e) Reopening of QBP determinations.
CMS may, on its own initiative, revise
an MA organization’s QBP status at any
time after the initial release of the QBP
determinations through April 1 of each
year. CMS may take this action on the
basis of any credible information,
including the technical report issued in
accordance with paragraph (c) of this
section that demonstrates that the initial
QBP determination was incorrect.

26. Amend § 422.262 by revising
paragraph (c)(1) to read as follows:

§422.262 Beneficiary premiums.
* * * * *

(C) * *x %

(1) General rule. (i) Except as
permitted for supplemental premiums
under §422.106(d), for MA contracts
with employers and labor organizations,
the MA monthly bid amount submitted
under § 422.254, the MA monthly basic
beneficiary premium, the MA monthly
supplemental beneficiary premium, the
MA monthly prescription drug
premium, and the monthly MSA
premium of an MA organization may
not vary among individuals enrolled in
an MA plan (or segment of the plan as
provided for local MA plans under
paragraph (c)(2) of this section).

(ii) The MA organization cannot vary
the level of cost-sharing charged for
basic benefits or supplemental benefits
(if any) among individuals enrolled in
an MA plan (or segment of the plan).
Cost sharing cannot vary across
enrollees of a plan for any reason,
including that based upon primary care
provider group, specialist, hospital
network or an enrollee’s utilization of
health care services.

* * * * *

27. Amend § 422.266 by revising

paragraph (a) to read as follows:

§422.266 Beneficiary rebates.

(a) Calculation of rebate. (1) For 2006
through 2011, an MA organization must
provide to the enrollee a monthly rebate
equal to 75 percent of the average per
capita savings (if any) described in
§422.264(b) for MA local plans and
§422.264(d) for MA regional plans.

(2) For 2012 and subsequent years, an
MA organization must provide to the
enrollee a monthly rebate equal to a
specified percentage of the average per
capita savings (if any) at § 422.264(b) for

MA local plans and § 422.264(d) for MA
regional plans. For 2012 and 2013, this
percentage is based on a combination of
the (a)(1) rule of 75 percent and the
(a)(2)(ii) rules that set the percentage
based on the plan’s quality rating under
a 5 star rating system, as determined by
the Secretary under §422.258(d)(6). For
2014 and subsequent years, this
percentage is determined based only on
the paragraph (a)(2)(ii) of this section
rules.

(i) Applicable rebate percentage for
2012 and 2013. Subject to paragraphs
(a)(2)(iii) and (iv) of this section, the
transitional applicable rebate percentage
is, for a year, the sum of two amounts
as follows:

(A) For 2012. Two-thirds of the old
proportion of 75 percent of the average
per capita savings; and one-third of the
new proportion assigned the plan under
paragraph (a)(2)(ii) of this section, based
on the quality rating specified in
§422.258(d)(7).

(B) For 2013. One-third of the old
proportion of 75 percent of the average
per capita savings; and two-thirds of the
new proportion assigned the plan under
paragraph (d)(2)(ii) of this section, based
on the quality rating at § 422.258(d)(7).

(ii) Final applicable rebate
percentage. For 2014 and subsequent
years, and subject to paragraphs
(d)(2)(iii) and (iv) of this section, the
final applicable rebate percentage is as
follows:

(A) In the case of a plan with a quality
rating under such system of at least 4.5
stars, 70 percent of the average per
capita savings;

(B) In the case of a plan with a quality
rating under such system of at least 3.5
stars and less than 4.5 stars, 65 percent
of the average per capita savings.

(C) In the case of a plan with a quality
rating under such system of less than
3.5 stars, 50 percent of the average per
capita savings.

(iii) Treatment of low enrollment
plans. For 2012, in the case of a plan
described at §422.258(d)(7)(iv), the plan
must be treated as having a rating of 4.5
stars for the purpose of determining the
beneficiary rebate amount.

(iv) Treatment of new MA plans. For
2012 or a subsequent year, a new MA
plan defined at § 422.252 that meets the
criteria specified by the Secretary for
purposes of § 422.258(d)(7)(v) must be
treated as a qualifying plan under
§422.258(d)(7)(i), except that plan must
be treated as having a rating of 3.5 stars
for purposes of determining the
beneficiary rebate amount.

* * * * *

Subpart G—Payments to Medicare
Advantage Organizations

28. Amend §422.308 by adding
paragraphs (c)(4) through (6) to read as
follows:

§422.308 Adjustments to capitation rates,
benchmarks, bids, and payments.
* * * * *

(C) R

(4) Authority to apply frailty
adjustment under PACE payment rules
for certain specialized MA plans for
special needs individuals. (i) For plan
year 2011 and subsequent plan years, in
the case of a plan described in
paragraph (c)(4)(ii) of this section, the
Secretary may apply the payment rules
under section 1894(d) of the Act (other
than paragraph (3) of such section)
rather than the payment rules that
would otherwise apply under this part,
but only to the extent necessary to
reflect the costs of treating high
concentrations of frail individuals.

(ii) Plan described. A plan described
in this paragraph is a fully integrated
dual-eligible special needs plan, as
defined at §422.2, and has a similar
average level of frailty (as determined by
the Secretary) as the PACE program.

(5) Application of coding adjustment.
(i) In applying the adjustment under
paragraph (c)(1) of this section for
health status to payment amounts, the
Secretary ensures that such adjustment
reflects changes in treatment and coding
practices in the fee-for-service sector
and reflects differences in coding
patterns between MA plans and
providers under Part A and B to the
extent that the Secretary has identified
such differences.

(ii) In order to ensure payment
accuracy, the Secretary annually
conducts an analysis of the differences
described in paragraph (c)(5)(i) of this
section.

(A) The Secretary completes such
analysis by a date necessary to ensure
that the results of such analysis are
incorporated on a timely basis into the
risk scores for 2008 and subsequent
years.

(B) In conducting such analysis, the
Secretary uses data submitted with
respect to 2004 and subsequent years, as
available and updated as appropriate.

(iii) In calculating each year’s
adjustment, the adjustment factor is as
follows:

(A) For 2014, not less than the
adjustment factor applied for 2010, plus
1.3 percentage points.

(B) For each of the years 2015 through
2018, not less than the adjustment factor
applied for the previous year, plus 0.25
percentage points.
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(C) For 2019 and each subsequent
year, not less than 5.7 percent.

(iv) Such adjustment is applied to risk
scores until the Secretary implements
risk adjustment using MA diagnostic,
cost, and use data.

(6) Improvements to risk adjustment
for special needs individuals with
chronic health conditions. (i) General
rule. For 2011 and subsequent years, for
purposes of the adjustment under
paragraph (c)(1) of this section with
respect to individuals described in
paragraph (c)(6)(ii) of the section, the
Secretary uses a risk score that reflects
the known underlying risk profile and
chronic health status of similar
individuals. Such risk score is used
instead of the default risk score for new
enrollees in MA plans that are not
specialized MA plans for special needs
individuals (as defined in section
1859(b)(6) of the Act).

(ii) Individuals described. An
individual described in this clause is a
special needs individual described in
section 1859(b)(6)(B)(iii) of the Act who
enrolls in a specialized MA plan for
special needs individuals on or after
January 1, 2011.

(iii) Evaluation. For 2011 and
periodically thereafter, the Secretary
evaluates and revises the risk
adjustment system under this paragraph
in order to, as accurately as possible,
account for—

(A) Higher medical and care
coordination costs associated with
frailty, individuals with multiple,
comorbid chronic conditions, and
individuals with a diagnosis of mental
illness; and

(B) Costs that may be associated with
higher concentrations of beneficiaries
with the conditions specified in
paragraph (c)(6)(iii)(A) of this section.

(iv) Publication of evaluation and
revisions. The Secretary publishes, as
part of an announcement under section
1853(b) of the Act, a description of any
evaluation conducted under paragraph
(c)(6)(iii) of this section during the
preceding year and any revisions made
under paragraph (c)(6)(iii) of this section
as a result of such evaluation.

* * * * *

Subpart J—Special Rules for MA
Regional Plans

§422.458 [Amended]

29. In §422.458, paragraph (f) is
removed.

Subpart K—Application Procedures
and Contracts for Medicare Advantage
Organizations

30. Amend §422.502 by:

A. Redesignating paragraph (b) as
paragraph (b)(1).

B. Adding paragraph (b)(2).

C. Revising paragraph (c)(2)(i).

The revisions read as follows:

§422.502 Evaluation and determination
procedures.
* * * * *

(b] * k%

(2) In the absence of 14 months of
performance history, CMS may deny an
application based on a lack of
information available to determine an
applicant’s capacity to comply with the

requirements of the MA program.
(C] * % %

2 * % %

(i) If CMS finds that the applicant
does not appear to be able to meet the
requirements for an MA organization,
CMS gives the applicant notice of intent
to deny the application and a summary
of the basis for this preliminary finding.

31. Amend § 422.503 by:

A. Redesignating paragraph
(b)(4)(vi)(B)(1) as paragraph
(b)(4)(vi)(B)(1)(2).

B. Adding paragraph
(b)(4)(vi)(B)(2)(1).

The addition reads as follows.

§422.503 General provisions.
* * * * *
(b * * %
(4] * % %
(Vi) * x %

(B) L

(i) Beginning in 2013, the compliance
officer will complete annual MA
compliance training offered by an entity
with expertise in MA. New applicants
must complete training by the last
Friday in August prior to the start of the
contract year.
* * * * *

32. Amend §422.504 by:

A. Redesignating paragraph (a)(14) as
paragraph (a)(16) and revising it.

B. Adding new paragraphs (a)(14) and
(a)(15).

The additions and revision read as
follows.

§422.504 Contract provisions.

(a] * % %

(14) Maintain a fiscally sound
operation by at least maintaining a
positive net worth (total assets exceed
total liabilities).

(15) Address complaints received by
CMS against the MAO by—

(i) Addressing and resolving
complaints in the CMS complaint
tracking system.

(ii) Displaying a link to the electronic
complaint form on the Medicare.gov
Internet Web site on the MA plan’s main
Web page.

(16) An MA organization’s
compliance with paragraphs (a)(1)
through (15) and (c) of this section is

material to performance of the contract.
* * * * *

33. Amend §422.506 by adding
paragraph (a)(5) to read as follows:

§422.506 Nonrenewal of contract.

(a) * k%

(5) During the same 2-year period as
specified in paragraph (a)(4) of this
section, CMS will not contract with an
organization whose covered persons
also served as covered persons for the
non-renewing sponsor. A “covered
person” as used in this paragraph means
one of the following:

(i) All owners of nonrenewed or
terminated organizations who are
natural persons, other than shareholders
who—

(A) Have an ownership interest of
more than 5 percent; and

(B) Acquired the ownership through
public trading.

(ii) An owner in whole or part interest
in any mortgage, deed of trust, note or
other obligation secured (in whole or in
part) by the organization, or any of the
property assists thereof, which whole or
part interest is equal to or exceeds 5
percent of the total property, and assets
of the organization.

(iii) An officer or member of the board
of directors or board of trustees of the
entity, if the organization is organized as
a corporation.

* * * * *

34. Amend §422.508 by adding

paragraph (d) to read as follows:

§422.508 Modification or termination of
contract by mutual consent.
* * * * *

(d) Prohibition against Part C program
participation by organizations whose
owners, directors, or management
employees served in a similar capacity
with another organization that mutually
terminated its Medicare contract within
the previous 2 years. During the same 2-
year period, CMS will not contract with
an organization whose covered persons
also served as covered persons for the
mutually terminating sponsor. A
“covered person” as used in this
paragraph means one of the following:

(1) All owners of nonrenewal or
terminated organizations who are
natural persons, other than shareholders
who—

(i) Have an ownership interest of more
than 5 percent; and

(ii) Acquired the ownership through
public trading.

(2) An owner in whole or part interest
in any mortgage, deed of trust, note or
other obligation secured (in whole or in
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part) by the organization, or any of the
property assists thereof, which whole or
part interest is equal to or exceeds 5
percent of the total property, and assets
of the organization.

(3) An officer or member of the board
of directors of the entity, if the
organization is organized as a
corporation.

35. Amend §422.512(e) by:

A. Redesignating paragraph (e) as
(e)(2).

B. Adding paragraph (e)(2) to read as
follows:

§422.512 Termination of contract by the
MA organization.

* * * * *

(e) * x %

(2) During the same 2-year period
specified in paragraph (e)(1) of this
section, CMS will not contract with an
organization whose covered persons
also served as covered persons for the
terminating sponsor. A “covered person”
as used in this paragraph means one of
the following:

(i) All owners of nonrenewal or
terminated organizations who are
natural persons, other than shareholders
who—

(A) Have an ownership interest of
more than 5 percent; and

(B) Acquired the ownership through
public trading.

(ii) An owner in whole or part interest
in any mortgage, deed of trust, note or
other obligation secured (in whole or in
part) by the organization, or any of the
property assists thereof, which whole or
part interest is equal to or exceeds 5
percent of the total property, and assets
of the organization.

(iii) An officer or member of the board
of directors of the entity, if the
organization is organized as a
corporation.

Subpart M—Grievances, Organization
Determinations, and Appeals

36. Amend §422.562 by adding
paragraph (a)(4) to read as follows:

§422.562 General provisions.

(a) * % %

(4) An MA organization must employ
a medical director who is responsible
for ensuring the clinical accuracy of all
organization determinations and
reconsiderations involving medical
necessity. The medical director must be
a physician with a current and
unrestricted license to practice
medicine in a State, Territory,
Commonwealth of the United States
(that is, Puerto Rico), or the District of
Columbia.
* * * * *

37. Amend §422.566 by adding
paragraph (d) to read as follows:

§422.566 Organization determinations.

* * * * *

(d) Who must review organization
determinations. When the issue
involves medical necessity (or any
substantively equivalent term used to
describe the concept of medical
necessity), the organization
determination must be reviewed by a
physician or other appropriate health
care professional with sufficient
medical and other expertise, including
knowledge of the Medicare program.
The physician or other health care
professional must have a current and
unrestricted license to practice within
the scope of his or her profession in a
State, Territory, Commonwealth of the
United States (that is, Puerto Rico), or
the District of Columbia.

38. Amend §422.626 by revising
paragraph (g)(3) to read as follows:

§422.626 Fast-track appeals of service
terminations to independent review entities
(IREs).

* * * * *

]***

(3) If the IRE reaffirms its decision, in
whole or in part, the enrollee may
appeal the IRE’s reconsidered
determination to an AL]J, the MAC, or a
Federal court, as provided for under this
subpart.

* * * * *

Subpart V—Medicare Advantage
Marketing Requirements

39. Amend §422.2264 by revising
paragraph (e) to read as follows:

§422.2264 Guidelines for CMS review.

* * * * *

(e) For markets with a significant non-
English speaking population, provide
materials in the language of these
individuals. Specifically, MA
organizations must provide translated
marketing materials in any language that
is spoken by more than 10 percent of the
general population in a plan benefit
package (PBP) service area.

40. Amend §422.2272 by adding
paragraph (e) to read as follows:

§422.2272 Licensing of marketing
representatives and confirmation of
marketing resources.

* * * * *

(e) Terminate upon discovery any
unlicensed agent or broker employed as
a marketing representative and notify
any beneficiaries enrolled by the
unlicensed agent or broker of the agent’s
or broker’s unlicensed status and of
their options to confirm enrollment or

make a plan change (including a special
election period, as described in
§422.62(b)(3)(ii)).

41. Amend § 422.2274 by revising the
introductory text and paragraphs (b) and
(c) to read as follows:

§422.2274 Broker and agent requirements.

For purposes of this section
“compensation” includes pecuniary or
nonpecuniary remuneration of any kind
relating to the sale or renewal of a
policy including, but not limited to,
commissions, bonuses, gifts, prizes,
awards, and finder’s fees.
“Compensation” does not include the
payment of fees to comply with State
appointment laws, training,
certification, and testing costs;
reimbursement for mileage to, and from,
appointments with beneficiaries; or
reimbursement for actual costs
associated with beneficiary sales
appointments such as venue rent,
snacks, and materials. If a Medicare
Advantage organization markets through
independent (that is, non-employee)
brokers or agents, the requirements in
paragraph (a) of this section must be
met. The requirements in paragraphs (b)
through (e) of this section must be met
if a MA organization markets through
any broker or agent, whether
independent (that is, non-employee) or
employed.

* * * * *

(b) It must ensure that all agents
selling Medicare products are trained
annually through a CMS endorsed or
approved training program or as
specified by CMS, on Medicare rules
and regulations specific to the plan
products they intend to sell.

(c) It must ensure agents selling
Medicare products are tested annually
by CMS endorsed or approved training
program or as specified by CMS.

*

* * * *

PART 423—MEDICARE PROGRAM;
MEDICARE PRESCRIPTION DRUG
PROGRAM

42. The authority citation for part 423
continues to read as follows:

Authority: Secs. 1102, 1860D-1 through
1860D—42, and 1871 of the Social Security

Act (42 U.S.C. 1302, 1395w—101 through
1395w—152, and 1395hh).

Subpart A—General Provisions

43. Amend § 423.4 by adding in
alphabetical order the definitions of
“fiscally sound operation” and
“pharmacist” to read as follows:

§423.4 Definitions.

* * * * *
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Fiscally sound operation means an
operation which at least maintains a
positive net worth (total assets exceed
total liabilities).

* * * * *

Pharmacist means any individual
who holds a current valid license to
practice pharmacy in a State or territory
of the United States or the District of

Columbia.
* * * * *

Subpart B—Eligibility and Enroliment

44. Amend §423.34 by:

A. Revising paragraphs (c) and (d)(1).

B. Adding paragraph (d)(4).

The revisions and addition read as
follows:

§423.34 Enrollment of low income subsidy
eligible individuals.

* * * * *

(c) Reassigning low income subsidy
eligible individuals. (1) General rule.
Notwithstanding § 423.32(e) of this
subpart, during the annual coordinated
election period, CMS may reassign
certain low income subsidy eligible
individuals in another PDP if CMS
determines that the further enrollment
is warranted, except as specified in
paragraph (c)(2) of this section.

(2) Part D prescription drug plans that
waive a de minimis premium amount. If
a Part D plan offering basic prescription
drug coverage in the area where the
beneficiary resides has a monthly
beneficiary premium amount that
exceeds the low-income subsidy amount
by a de minimis amount, and the Part
D plan volunteers to waive that de
minimis amount in accordance with
§423.780, then CMS does not reassign
low income subsidy individuals who
would otherwise be enrolled under
paragraph (d)(1) of this section. A Part
D plan that volunteers to waive such a
de minimis amount agrees to do so for
each month during the contract year for
which a beneficiary qualifies for 100
percent low-income premium subsidy
as provided in §423.780(f).

(d) Automatic enrollment rules.

(1) General rule. Except for low income
subsidy eligible individuals who are
qualifying covered retirees with a group
health plan sponsor, as specified in
paragraph (d)(3) of this section, CMS
enrolls those individuals who fail to
enroll in a Part D plan into a PDP
offering basic prescription drug
coverage in the area where the
beneficiary resides that has a monthly
beneficiary premium amount that does
not exceed the low income subsidy
amount (as defined in § 423.780(b) of
this part). In the event that there is more
than one PDP in an area with a monthly

beneficiary premium at or below the
low income premium subsidy amount,
individuals are enrolled in such PDPs
on a random basis.

* * * * *

(4) Enrollment in PDP plans that
voluntarily waive a de minimis
premium amount. CMS may include in
the process specified in paragraph (d)(1)
MA-PDs and PDPs that voluntarily
waive a de minimis amount as specified
in §423.780, if CMS determines that

such inclusion is warranted.
* * * * *

45. Amend §423.38 by:

A. Revising paragraph (b).

B. Adding a new paragraph (d).

The revision and addition read as
follows:

§423.38 Enroliment periods.

* * * * *

(b) Annual coordinated election
period. (1) For 2006. This period begins
on November 15, 2005 and ends on May
15, 2006.

(2) For 2007 through 2010. The
annual coordinated election period for
the following calendar year is November
15 through December 31.

(3) For 2011 and subsequent years.
Beginning with 2011, the annual
coordinated election period for the
following calendar year is October 15
through December 7.

(d) Enrollment period to coordinate
with MA annual 45-day disenrollment
period. Beginning in 2011, an
individual enrolled in an MA plan who
elects Original Medicare from January 1
through February 14, as described in
§422.62(a)(7), may also elect a PDP
during this time.

46. Amend §423.40 by adding
paragraph (d) to read as follows:

§423.40 Effective dates.

(d) PDP enrollment period to
coordinate with the MA annual
disenrollment period. Beginning in
2011, an enrollment made from January
1 through February 14 by an individual
who has disenrolled from an MA plan
as described in §422.62(a)(7) will be
effective the first day of the month
following the month in which the
enrollment in the PDP is made.

47. Amend §423.44 by revising the
section heading and adding paragraphs
(d)(1)(vi), (d)(1)(vii), and (e) to read as

follows:

§423.44 Involuntary disenroliment from
Part D coverage.
* * * * *

(d) E

(1) * * %

(iv) Extension of grace period for good
cause and reinstatement. When an
individual is disenrolled for failure to
pay the plan premium, CMS may
reinstate enrollment in the PDP, without
interruption of coverage, if the
individual shows good cause for failure
to pay within the initial grace period,
and pays all overdue premiums within
3 calendar months after the
disenrollment date. The individual must
establish by a credible statement that
failure to pay premiums within the
initial grace period was due to
circumstances for which the individual
had no control, or which the individual
could not reasonably have been
expected to foresee.

(v) No extension of grace period. A
beneficiary’s enrollment in the PDP may
not be reinstated if the only basis for
such reinstatement is a change in the
individual’s circumstances subsequent
to the involuntary disenrollment for
non-payment of premiums.

* * * * *

(e) Involuntary disenrollment by CMS.
(1) General rule. CMS will disenroll
individuals who fail to pay the Part D
income related monthly adjustment
amount (Part D—IRMAA) specified in
§423.286(d)(4) and §423.293(d) of this
part.

(2) Initial grace period. For all Part
D—IRMAA amounts directly billed to
an enrollee in accordance with
§423.293(d)(2), the grace period ends
with the last day of the third month
after the billing month.

(3) Extension of grace period for good
cause and reinstatement. When an
individual is disenrolled for failing to
pay the Part D—IRMAA within the
initial grace period specified in
paragraph (e)(2) of this section, CMS (or
an entity acting on behalf of CMS) may
reinstate enrollment in the PDP, without
interruption of coverage, if the
individual shows good cause as
specified in §423.44(d)(1)(iv), pays all
Part D—income related monthly
adjustment amount arrearages, and any
overdue premiums due the Part D plan
sponsor within three calendar months
after the disenrollment date.

(4) Notice of termination. Where CMS
has disenrolled an individual in
accordance with paragraph (e)(1) of this
section, the Part D plan sponsor must
provide notice of termination in a form
and manner determined by CMS.

(5) Effective date of disenrollment.
After a grace period and notice of
termination has been provided in
accordance with paragraphs (e)(2) and
(4) of this section, the effective date of
disenrollment is the first day following
the last day of the initial grace period.
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Subpart C—Benefits and Beneficiary
Protections

48. Amend §423.100 by:

A. Adding in alphabetical order the
definitions of “Applicable beneficiary,”
“Applicable drug under the Medicare
coverage gap discount program,” and
“Coverage gap.”

B. Revising “paragraph (2) of the
definition of Dispensing fees” and
paragraph (2)(ii) of the definition of
“incurred costs.”

The additions and revisions read as
follows:

§423.100 Definitions.
* * * * *

Applicable beneficiary means an
individual who, on the date of
dispensing a covered Part D drug—

(1) Is enrolled in a prescription drug
plan or an MA—PD plan;

(2) Is not enrolled in a qualified
retiree prescription drug plan;

(3) Is not entitled to an income-related
subsidy under section 1860D—14(a) of
the Act;

(4) Has reached or exceeded the initial
coverage limit under section 1860D—
2(b)(3) of the Act during the year; and

(5) Has not incurred costs for covered
part D drugs in the year equal to the
annual out-of-pocket threshold specified
in section 1860D-2(b)(4)(B) of the Act.

(6) Has a claim that—

(i) Straddles the initial coverage
period and the coverage gap;

(ii) Straddles the coverage gap and the
annual out-of-pocket threshold; or

(iii) Spans the coverage gap from the
initial coverage period and exceeds the
annual out-of-pocket threshold.

Applicable drug means a Part D drug
that is—

(1)(i) Approved under a new drug
application under section 505(b) of the
Federal Food, Drug, and Cosmetic Act
(FDCA), including authorized generics
(as defined in 100.5 of this guidance); or

(ii) In the case of a biological product,
licensed under section 351 of the Public
Health Service Act (other than a product
licensed under subsection (k) of such
section 351); and

(2)(i) If the PDP sponsor of the
prescription drug plan or the MA
organization offering the MA-PD plan
uses a formulary, which is on the
formulary of the prescription drug plan
or MA-PD plan that the applicable
beneficiary is enrolled in;

(ii) If the PDP sponsor of the
prescription drug plan or the MA
organization offering the MA-PD plan
does not use a formulary, for which
benefits are available under the
prescription drug plan or MA-PD plan
that the applicable beneficiary is
enrolled in; or

(iii) Is provided through an exception
or appeal.

* * * * *

Coverage gap means the period in
prescription drug coverage that occurs
between the initial coverage limit and
the out-of-pocket threshold. For
purposes of applying the initial
coverage limit, Part D sponsors must
apply their plan specific initial coverage
limit under basic alternative or
actuarially equivalent Part D benefit
designs.

* * * * *

Dispensing fees * * *

(2) Include only pharmacy costs
associated with ensuring that possession
of the appropriate covered Part D drug
is transferred to a Part D enrollee.
Pharmacy costs include, but are not
limited to, any reasonable costs
associated with a pharmacist’s time in
checking the computer for information
about an individual’s coverage,
performing quality assurance activities
consistent with §423.153(c)(2),
measurement or mixing of the covered
Part D drug, filling the container,
physically providing the completed
prescription to the Part D enrollee,
delivery, special packaging, and salaries
of pharmacists and other pharmacy
workers as well as the costs associated
with maintaining the pharmacy facility
and acquiring and maintaining
technology and equipment necessary to
operate the pharmacy. Dispensing fees
should take into consideration the
number of dispensing events in a billing
cycle, the incremental costs associated
with the type of dispensing
methodology, and with respect to Part D
drugs dispensed in LTC facilities, the
techniques to minimize the dispensing
of unused drugs. Dispensing fees may
also take into account restocking fees
associated with return for credit and
reuse in long-term care pharmacies,
when return for credit and reuse is
permitted under the state in law and is
allowed under the contract between the
Part D sponsor and the pharmacy.

* * * * *

Incurred costs * * *
2 * * *

(ii) Under a State Pharmaceutical
Assistance Program (as defined in
§423.464); by the Indian Health Service
(as defined in section 4 of the Indian
Health Care Improvement Act), an
Indian tribe or tribal organization, or an
urban Indian organization (referred to as
I/T/U pharmacy in § 423.464) or under
an AIDS Drug Assistance Program (as
defined in part B of title XX VI of the
Public Health Service); or

* * * * *

49. Amend § 423.104 by:

A. Revising paragraphs (d)(2)(i)
introductory text, (d)(2)(ii), (d)(3)
introductory text, and (d)(4).

B. Redesignating paragraph
(d)(5)(iii)(B) as (d)(5)(iii)(F).

C. Adding new paragraphs (d)
(5)(iii)(B) through (d)(5)({iii)(E).

D. Revising newly redesignated
paragraph (d)(5)(iii)(F).

E. Adding a new paragraph (d)(5)(v).

The additions and revisions read as
follows:

§423.104 Requirements related to
qualified prescription drug coverage.
* * * * *

(d)* * =*

(2) * K* %

(i) Subject to paragraph (d)(4) of this
section, coinsurance for actual costs for
covered Part D drugs covered under the
Part D plan above the annual deductible
specified in paragraph (d)(1) of this
section, and up to the initial coverage
limit under paragraph (d)(3) of this
section, that is—

(ii) Tiered copayments. A Part D plan
providing actuarially equivalent
standard coverage may apply tiered
copayments, provided that any tiered
copayments are consistent with
paragraphs (d)(2)(i)(B) and (d)(4) of this
section and are approved as described
in §423.272(b)(2).

(3) Initial coverage limit. Except as
provided in paragraphs (d)(4) and (d)(5)
of this section, the initial coverage limit
is equal to—

* * * * *

(4) Cost-sharing in the coverage gap.
(i) Coinsurance in the coverage gap (as
defined in § 423.100) for costs for
covered Part D drugs that are not
applicable drugs (as defined in
§423.100) under the Medicare coverage
gap discount program that is—

(A) Equal to the generic gap
coinsurance percentage described in
paragraph (d)(4)(iii) of this section; or

(B) Actuarially equivalent to an
average expected coinsurance for
covered Part D drugs that are not
applicable drugs under the Medicare
coverage gap discount program, as
determined through processes and
methods established under § 423.265(c)
and (d).

(ii) Coinsurance in the coverage gap
for the actual cost minus dispensing fee
for covered Part D drugs that are
applicable drugs under the Medicare
coverage gap discount program that is—

(A) Equal to the difference between
the applicable gap coinsurance
percentage described in paragraph
(d)(4)(iv) of this section and the
discount percentage determined under
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the Medicare coverage gap discount
program; or

(B) Actuarially equivalent to an
average expected coinsurance for
covered Part D drugs that are applicable
drugs under the Medicare coverage gap
discount program, as determined
through processes and methods
established under § 423.265(c) and (d).

(iii) Generic gap coinsurance
percentage. The generic gap coinsurance
percentage is equal to—

(A) For 2011, 93 percent.

(B) For years 2012 through 2019, the
amount specified in this paragraph for
the previous year, decreased by 7
percentage points.

(C) For 2020 and each subsequent
year, 25 percent.

(iv) Applicable gap coinsurance
percentage. The applicable gap
coinsurance percentage is equal to—

(A) For 2013 and 2014, 97.5 percent.
(B) For 2015 and 2016, 95 percent.
(C) For 2017, 90 percent.

(D) For 2018, 85 percent.

(E) For 2019, 80 percent.

(F) For 2020 and subsequent years, 75
percent.

(5) * % %

(111) * % %

(B) For each year 2007 through 2013.
The amount specified in this paragraph
for the previous year, increased by the
annual percentage increase specified in
paragraph (d)(5)(iv) of this section, and
rounded to the nearest multiple of $50.

(C) For years 2014 and 2015. The
amount specified in this paragraph for
the previous year, increased by the
annual percentage increase specified in
paragraph (d)(5)(iv) of this section,
minus 0.25 percentage point.

(D) For each year 2016 through 2019.
The amount specified in this paragraph
for the previous year, increased by the
lesser of—

(1) The annual percentage increase
specified in (d)(5)(v) of this section plus
2 percentage points; or

(2) The annual percentage increase
specified in (d)(5)(iv) of this section.

(E) For 2020. The amount specified in
this paragraph for 2013 increased by the
annual percentage increases specified in
paragraph (d)(5)(iv) of this section for
2014 through 2020, and rounded to the
nearest $50.

(F) For 2021 and subsequent years.
The amount specified in this paragraph
for the previous year, increased by the
annual percentage increase specified in
paragraph (d)(5)(iv) of this section, and
rounded to the nearest $50.

(v) Additional annual percentage

increase. The annual percentage
increase for each year is equal to the

annual percentage increase in the
consumer price index for all urban
consumers (United States city average)
for the 12-month period ending in July

of the previous year.
* * * * *

50. Section 423.120 is amended by:

A. Revising paragraphs (b)(3)(iii)(B)
and (b)(3)(@iv).

B. Adding paragraph (d).

The revisions and addition read as
follows.

§423.120 Access to covered Part D drugs.

* * * * *

(b) * * *

(3] I

(111) * % %

(B) In the long-term care setting, the
temporary supply of nonformulary Part
D drugs (including Part D drugs that are
on a sponsor’s formulary but require
prior authorization or step therapy
under a sponsor’s utilization
management rules) must be for up to 91
days in 7-day-or-less supply increments
whenever §423.154(a) applies and up to
93 days in 31 day supply increments
whenever § 423.154(a) does not apply,
with refills provided, if needed, unless
a lesser amount is actually prescribed by
the prescriber.

(iv) Ensure written notice is provided
to each affected enrollee within 3
business days after adjudication of the
temporary fill. For LTC residents
dispensed multiple supplies of a Part D
drug, in increments of 7 days or less,
consistent with the requirements under
§423.154, the written notice must be
provided within 3 business days after
adjudication of the first temporary fill.

* * * * *

(d) Treatment of compounded drug
products. With respect to multi-
ingredient compounds, a Part D sponsor
must—

(1) Make a determination as to
whether the compound is covered under
Part D.

(i) A compound that contains at least
one ingredient covered under Part B is
considered a Part B compound,
regardless of whether other ingredients
in the compound are covered under Part
B.

(ii) Only compounds that contain at
least one ingredient that independently
meets the definition of a Part D drug,
and that do not meet the criteria under
paragraph (d)(1)(i) of this section may be
covered under Part D. For purposes of
this section these compounds are
referred to as Part D compounds.

(iii) For a Part D compound that is
considered to be on-formulary, all
ingredients that independently meet the
definition of a Part D drug must be

considered on-formulary (even if the
particular Part D drug would be
considered non-formulary if it were
provided separately—that is, not as part
of the Part D compound).

(iv) For a compound that is
considered off-formulary—

(A) Transition rules apply such that
all ingredients in the Part D compound
that independently meet the definition
of a Part D drug must become payable
in the event of a transition fill under
§423.120(b)(3); and

(B) All ingredients that independently
meet the definition of a Part D drug
must be covered if an exception under
§423.578(b) is approved for coverage of
the compound.

(2) Establish consistent rules for
beneficiary payment liabilities for both
ingredients of the Part D compound that
independently meet the definition of a
Part D drug and non-Part D ingredients.

(i) For ingredients of the Part D
compound that independently meet the
definition of a Part D drug, the
copayment amount submitted and
approved under § 423.104(d) must equal
the copayment for the tier of the most
expensive of such ingredients, except in
the case of low income subsidy
beneficiaries where the copayment
amount is based on whether the most
expensive ingredient that independently
meets the definition of a Part D drug in
the Part D compound is a generic or
brand drug (as described under
§423.782).

(ii) For ingredients of the Part D
compound that independently meet the
definition of a Part D drug, the
coinsurance submitted and approved
under § 423.104(d) must be applied to
the cost of all such ingredients, except
in the case of full subsidy eligible
individuals (as defined in §423.783(b))
where the copayment amount is based
on whether the most expensive
ingredient that independently meets the
definition of a Part D drug in the Part
D compound is a generic or brand drug
(as described under §423.782).

(iii) For any non-Part D ingredient of
the Part D compound (including drugs
described under § 423.104(f)(1)(ii)(A)),
the Part D sponsor may either contract
with the pharmacy to—

(A) Make payment without charging
the beneficiary for these amounts or
reporting these costs to CMS;

(B) Deny payment, but allow the
pharmacy to balance bill the beneficiary
for the cost of these ingredients; or

(C) Deny payment and prohibit the
pharmacy to balance bill the beneficiary
for the cost of these ingredients.

51. Amend §423.128 by:

A. Revising paragraph (b)(7).
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B. Adding new paragraphs (b)(11),
(d)(1)(iii), and (d)(1)@v).

The revision and additions read as
follows:

§423.128 Dissemination of Part D plan
information.
* * * * *

(b) * *x %

(7) Grievance, coverage
determination, and appeal procedures.
All grievance, coverage determination,
and appeal rights and procedures
required under § 423.562 et seq.,
including—

(i) Access to a standard form used to
request a coverage determination under
§423.568 or §423.570, and a standard
form used to request a redetermination
under §423.582 or §423.584, to the
extent such standard coverage
determination and redetermination
request forms have been approved for
use by CMS;

(ii) Immediate access to the coverage
determination and redetermination
processes via an Internet Web site; and

(iii) A system that transmits codes to
network pharmacies so that the network
pharmacy is notified to populate and/or
provide a printed notice at the point-of-
sale to an enrollee explaining how the
enrollee can request a coverage
determination by contacting the plan
sponsor’s toll free customer service line
or by accessing the plan sponsor’s
internet Web site.

* * * * *

(11) Customized out-of-pocket cost
statement. CMS may require a Part D
sponsor to annually disclose to each
enrollee a customized statement of the
beneficiary’s potential future out-of-
pocket costs. This notice will be
provided in each year in which a
minimum enrollment period has been
met, in conjunction with the annual
plan description described in
paragraphs (b)(1) through (10) of this
section.

* * * * *
* %
* %

(iii) Provides interpreters for all non-
English speaking and limited English
proficient (LEP) individuals.

(iv) Provides immediate access to the

coverage determination and

redetermination processes.
* * * * *

Subpart D—Cost Control and Quality
Improvement Requirements

52. Amend §423.150 by:

A. Redesignating paragraphs (b)
through (g) as paragraphs (c) through
(h)

B. Adding a new paragraph (b) to read
as follows:

§423.150 Scope.

(b) Appropriate dispensing of
outpatient prescription drugs in long-
term care facilities under PDPs and
MA-PD plans.

53. Amending §423.153 by:

A. Revising paragraph (d)(1)(vii)(B).

B. Adding paragraph (d)(1)(vii)(D).

C. Redesignating paragraph (d)(5) as
(d)(7).

D. Adding a new paragraph (d)(5).

The revision and additions read as
follows:

§423.153 Drug utilization management,
quality assurance, and medication therapy
management programs (MTMPs).

* * * * *

(d) E

(1) R

(Vll) * Kk *

(B) Annual comprehensive
medication reviews with written
summaries. The comprehensive
medication review must include an
interactive, person-to-person, or
telehealth consultation performed by a
pharmacist or other qualified provider
unless the beneficiary is in a long-term
care setting and may result in a
recommended medication action plan.
* * * * *

(D) Standardized action plans and
summaries that comply with
requirements as specified by CMS for
the standardized format.

* * * * *

(5) Coordination with long term care
consultant pharmacist monitoring. Part
D sponsors must contract with all long
term care facilities in which their Part
D enrollees reside to provide
appropriate MTM services in
coordination with consultant
pharmacist evaluation and monitoring.
* * * * *

54, Add §423.154 to read as follows:

§423.154 Appropriate dispensing of
prescription drugs in long-term care
facilities under PDPs and MA-PD plans.

(a) In general. Except as provided in
paragraphs (b) and (e) of this section,
when dispensing covered Part D drugs
to enrollees who reside in long-term
care facilities, a Part D sponsor must—

(1) Require all pharmacies servicing
long-term care facilities as defined in
§423.100 to—

(i) Dispense brand-name medications,
as defined in §423.4, to enrollees in
such facilities in no greater than 7-day
increments at a time;

(ii) Permit the use of uniform
dispensing techniques for Part D drugs
dispensed to enrollees in long-term care
facilities under paragraph (a)(1)(i) of this

section as defined by each of the long-
term care facilities in which such
enrollees reside; and

(2) Collect and report information, in
a form and manner specified by CMS,
on the dispensing methodology used for
each dispensing event described by
paragraph (a)(1) of this section, and on
the nature and quantity of unused drugs
returned to the pharmacy as required
under paragraph (f) of this section.

(b) Exclusions. CMS excludes from
the requirements under paragraph (a) of
this section:

(1) Drugs difficult to dispense in
supply increments of 7-day or less, such
as drugs that must be dispensed in the
original packaging including, but not
limited to eye drops, nasal sprays,
inhalational products, ear drops,
reconstituted antibiotics and, in general,
drugs with a parenteral route of
administration, and topical
preparations; or

(2) Drugs dispensed for acute illnesses
including, but not limited to a 10- or
14-day course of antibiotics.

(c) Waivers. CMS waives the
requirements under paragraph (a) of this
section for pharmacies when they
service intermediate care facilities for
the mental retarded and
developmentally disabled (ICFMRDD)
and institutes for mental disease (IMDs)
as defined in §435.1010.

(d) Effective date. Except as provided
in paragraph (e) of this section, the
effective date for this section is January
1, 2012. Nothing precludes a Part D
sponsor and network long-term care
pharmacy from mutually agreeing to an
earlier implementation date.

(e) Extension. A Part D sponsor may
allow an independent community
pharmacy that also contracts as a long-
term care pharmacy to dispense up to a
14-day supply through December 31,
2012 if the following conditions are met:

(1) The independent community
pharmacy is the primary provider of
Part D drugs to one or more long-term
care facilities with less than 80 beds;
and

(2) The independent community
pharmacy in its capacity as a long-term
care pharmacy primarily services long-
term care facilities in rural areas as
defined by the Bureau of the Census.

(f) Unused drugs returned to the
pharmacy. A Part D sponsor must
include terms in its long-term care
pharmacy contracts that—

(1) Require any unused drugs
originally dispensed to its enrollees to
be returned to the pharmacy and
reported to the sponsor.

(2) Address contractual obligations for
disposal in accordance with Federal and
State regulations, as well as whether
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return for credit and reuse is authorized
where permitted under State law.

Subpart F—Submission of Bids and
Monthly Beneficiary Premiums; Plan
Approval

55. Amend §423.265 by adding
paragraph (b)(3) to read as follows:

§423.265 Submission of bids and related
information.
* * * * *

(b) * % %
(3) CMS may decline to accept any or
every bid submitted by a Part D sponsor

or potential Part D sponsor.
* * * * *

56. Amend § 423.272 by adding
paragraph (b)(4) to read as follows:

§423.272 Review and negotiation of bid
and approval of plans submitted by
potential Part D sponsors.

* * * * *

(b) * * *

(4) CMS may decline to approve a bid
if the Part D sponsor proposes
significant increases in cost sharing or
decreases in benefits offered under the
plan.

* * * * *

57. Amend § 423.286 by:

A. Revising paragraph (a).

B. Adding paragraph (d)(4).

The revision and addition read as
follows:

§423.286 Rules regarding premiums.
(a) General rule. Except as provided in

paragraphs (d)(3), (d)(4), and (e) of this
section, and with regard to employer
group waivers, the monthly beneficiary
premium for a Part D plan in a PDP
region is the same for all Part D eligible
individuals enrolled in the plan. The
monthly beneficiary premium for a Part
D plan is the base beneficiary premium,
as determined in paragraph (c) of this
section, adjusted as described in
paragraph (d) of this section for the
difference between the bid and the
national average monthly bid amount,
any supplemental benefits and for any

late enrollment penalties.
* * * * *

(d) * * *

(4) Increase for income-related
monthly adjustment amount (Part D—
IRMAA). Beginning January 1, 2011,
Medicare beneficiaries enrolled in a
Medicare prescription drug plan must
pay an income-related monthly
adjustment amount in addition to the
Part D premium as determined under
paragraph (c) of this section and
adjusted under paragraph (d) of this
section, if the enrollee’s modified
adjusted gross income exceeds the

threshold amounts specified in 20 CFR
418.1115.

(i) Social Security Administration
determination. (A) SSA determines
which Part D enrollees are subject to the
Part D—IRMAA and the amount each
enrollee will have to pay.

(B) If an individual disagrees with
SSA’s determination that such
individual is subject to the Part D—
IRMAA, or about the amount the
individual must pay, an individual may
file an appeal or request a new initial
determination consistent with 20 CFR
part 418.

(ii) Calculating the income-related
monthly adjustment amount. The
income related monthly adjustment is
equal to the product of the quotient
obtained by dividing the applicable
premium percentage specified in
§418.1120 (35, 50, 65, or 80 percent)
that is based on the level of the Part D
enrollee’s modified adjusted gross
income for the calendar year reduced by
25.5 percent; by 25.5 percent; and the
base beneficiary premium as determined
under paragraph (c) of this section.

58. Amend §423.293 by:

A. Redesignating paragraphs (d) and
(e) as (e) and (f), respectively.

B. Adding new paragraph (d).

§423.293 Collection of monthly
beneficiary premium.
* * * * *

(d) Collection of the income related
monthly adjustment amount (Part D—
IRMAA). (1) Collection through
withholding. Where the Social Security
Administration has determined the
income-related monthly adjustment
amount for an individual whose income
exceeds the income threshold amounts
specified at 20 CFR 418.1115, the Part
D—IRMAA must be paid through
withholding from the enrollee’s Social
Security benefit payments, or benefit
payments by the Railroad Retirement
Board (RRB) or the Office of Personnel
Management (OPM) in the manner that
the Part B premium is withheld.

(2) Collection through direct billing. In
cases where an enrollee’s benefit
payment check is not sufficient to have
the Part D—IRMAA withheld, or if an
enrollee is not receiving such benefits,
the beneficiary must be billed directly
for the Part D—IRMAA. The beneficiary
will have the option of paying the
amount through an electronic funds
transfer mechanism (such as automatic
charges of an account at a financial
institution or a credit or debit card
account) or according to other means
that CMS may specify.

(3) Failure to pay the income-related
monthly adjustment amount: General

rule. CMS will terminate Part D
coverage for any individual who fails to
pay the Part D—IRMAA as determined
by the Social Security Administration.
CMS will terminate an enrollee’s Part D
coverage as specified in §423.44(e).

* * * * *

Subpart J—Coordination Under Part D
Plan With Other Prescription Drug
Coverage

59. Amend § 423.464 by revising
paragraph (f)(2) to read as follows:

§423.464 Coordination of benefits with
other providers of prescription drug
coverage.

* * * * *

(f) * % %

(2) Treatment under out-of-pocket
rule. (i) For purposes of determining
whether a Part D plan enrollee has
satisfied the out-of-pocket threshold
provided under §423.104(d)(5)(iii), a
Part D plan must—

(A) Include the enrollee’s incurred
costs (as defined in §423.100); and

(B) Exclude expenditures for covered
Part D drugs made by insurance or
otherwise, a group health plan, or other
third party payment arrangements,
including expenditures by plans
offering other prescription drug
coverage. Excluded expenditures do not
include payments made by the Indian
Health Service (as defined in section 4
of the Indian Health Care Improvement
Act), an Indian tribe or tribal
organization, or an urban Indian
organization (referred to as I/T/U
pharmacy in §423.464) or an AIDS Drug
Assistance Program (as defined in part
B of title XXVI of the Public Health
Service).

(ii) A Part D enrollee must disclose all
these expenditures to a Part D plan in
accordance with requirements under
§423.32(b)(ii).

* * * * *

Subpart K—Application Procedures
and Contracts With PDP Sponsors

60. Amend §423.503 by:

A. Redesignating paragraph (b) as
paragraph (b)(1).

B. Adding paragraph (b)(2).

C. Revising paragraph (c)(2)(i).

The revisions and addition read as
follows:

§423.503 Evaluation and determination
procedures for applications to be
determined qualified to act as a sponsor.
* * * * *

(b) L

(2) In the absence of 14 months of
performance history, CMS may deny an
application based on a lack of
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information available to determine an
applicant’s capacity to comply with the
requirements of the Part D program.

(g) * k%

(i) If CMS finds that the applicant
does not appear qualified to contract as
a Part D sponsor, it gives the applicant
notice of intent to deny the application
and a summary of the basis for this
preliminary finding.

61. Amend §423.504 as follows:

A. Redesignating paragraph
(b)(4)(vi)(B)(1) as paragraph
(b)(4)(vi)(B)(7)(2).

B. Adding paragraph
(bllg4](vi)(B)(1}(ii)-

he revisions read as follows.

§423.504 General provisions.
b) * *x %
4

)* * %

B] * * %

(i7) Beginning in 2013, the compliance
officer will complete annual Part D
compliance training offered by an entity
with expertise in Part D. New applicants
must complete training by the last
Friday in August prior to the start of the
contract year.

62. Amend §423.505 by adding
paragraphs (b)(22) and (23) to read as
follows:

§423.505 Contract provisions.
* * * * *

(b) * *x %

(22) Address complaints received by
CMS against the Part D sponsor by—

(i) Addressing and resolving
complaints in the CMS complaint
tracking system.

(ii) Displaying a link to the electronic
complaint form on the Medicare.gov
Internet Web site on the Part D plan’s
main Web page.

(23) Maintain a fiscally sound
operation by at least maintaining a
positive net worth (total assets exceed
total liabilities).

63. Amend § 423.507(a) by:

A. Redesignating paragraph (a)(4) as
paragraph (a)(5).

B. Adding a new paragraph (a)(4) to
read as follows:

§423.507 Nonrenewal of contract.

(a) * x %

(4) During the same 2-year period
specified under paragraph (a)(3) of this
section, CMS will not contract with an
organization whose covered persons
also served as covered persons for the
non-renewing sponsor. A “covered
person” as used in this paragraph means
one of the following:

(i) All owners of nonrenewed or
terminated organizations who are
natural persons, other than shareholders
who—

(A) Have an ownership interest of less
than 5 percent; and

(B) Acquired the ownership through
public trading.

(ii) An owner of a whole or part
interest in a mortgage, deed of trust,
note or other obligation secured (in
whole or in part) by the organization, or
by any of the property or assets thereof,
which whole or part interest is equal to
or exceeds 5 percent of the total
property and assets of the organization.

(iii) An officer or member of the board
of directors or board of trustees of the
entity, if the organization is organized as
a corporation;

* * * * *

64. Amend §423.508 by adding

paragraph (f) to read as follows:

§423.508 Modification or termination of
contract by mutual consent.
* * * * *

(f) Prohibition against Part D program
participation by organizations whose
owners, directors, or management
employees served in a similar capacity
with another organization that mutually
terminated its Medicare contract within
the previous 2 years. During the 2-year
period specified in paragraph (e) of this
section, CMS will not contract with an
organization whose covered persons
also served as covered persons for the
mutually terminating sponsor. A
“covered person” as used in this
paragraph means one of the following:

(1) All owners of nonrenewed or
terminated organizations who are
natural persons, other than shareholders
who—

(i) Have an ownership interest of less
than 5 percent; and

(ii) Acquired the ownership through
public trading.

(2) An owner of a whole or part
interest in a mortgage, deed of trust,
note or other obligation secured (in
whole or in part) by the organization, or
any of the property or assets thereof,
which whole or part interest is equal to
or exceeds 5 percent of the total
property, and assets of the organization.

(3) An officer or member of the board
of directors or board of trustees of the
entity, if the organization is organized as
a corporation;

65. Amend §423.509 by adding
paragraph (e) to read as follows:

§423.509 Termination of contract by CMS.
* * * * *

(e) Timely transfer of data and files.
If a contract is terminated under
paragraph (a) of this section, the Part D

plan sponsor must ensure the timely
transfer of any data or files.

66. Amend § 423.510 by:

A. Redesignating paragraph (e) as
(e)(1).

B. Adding paragraph (e)(2).

The addition reads as follows:

§423.510 Termination of contract by Part
D sponsor.

* * * * *

(e) * K* *

(2) During the same 2-year period
specified in (e)(1) of this section, CMS
will not contract with an organization
whose covered persons also served as
covered persons for the terminating
sponsor. A “covered person” as used in
this paragraph means one of the
following:

(i) All owners of nonrenewed or
terminated organizations who are
natural persons, other than shareholders
who—

(A) Have an ownership interest of less
than 5 percent; and

(B) Acquired the ownership through
public trading.

(ii) An owner of a whole or part
interest in a mortgage, deed of trust,
note or other obligation secured (in
whole or in part) by the organization, or
any of the property or assets thereof,
which whole or part interest is equal to
or exceeds 5 percent of the total
property, and assets of the organization.

(iii) An officer or member of the board
of directors or board of trustees of the
entity, if the organization is organized as

a corporation.
* * * * *

Subpart M—Grievances, Coverage
Determinations, and Appeals

67. Amend § 423.562 by:

A. Redesignating paragraphs (a)(1)(ii)
and (iii) as paragraphs (a)(1)(iii) and (iv),
respectively.

B. Adding new paragraph (a)(1)(ii).

C. Revising paragraph (a)(3).

D. Adding a new paragraph (a)(5).

The revision and additions read as
follows:

§423.562 General provisions.

(a) * *x %

(1) * *x %

(ii) Use a single, uniform exceptions
and appeals process which includes,
procedures for accepting oral and
written requests for coverage
determinations and redeterminations
that are in accordance with §423.128
(b)(7) and (d)(1)(iii).

* * * * *

(3) A Part D plan sponsor must
arrange with its network pharmacies to
distribute notices instructing enrollees
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how to contact their plans to obtain a
coverage determination or request an
exception if they disagree with the
information provided by the pharmacist.
These notices must comply with the
standards established in
§423.128(b)(7)(iii).

* * * * *

(5) A Part D plan sponsor must
employ a Medical Director who is
responsible for ensuring the clinical
accuracy of all coverage determinations
and redeterminations involving medical
necessity. The Medical Director must be
a physician with a current and
unrestricted license to practice
medicine in a State, Territory,
Commonwealth of the United States
(that is, Puerto Rico), or the District of
Columbia.

* * * * *

68. Amend § 423.566 by adding
paragraph (d) to read as follows:

§423.566 Coverage determinations.
* * * * *

(d) Who must review coverage
determinations. When the issue
involves medical necessity (or any
substantively equivalent term used to
describe the concept of medical
necessity), the coverage determination
must be reviewed by a physician or
other appropriate health care
professional with sufficient medical and
other expertise, including knowledge of
the Medicare program. The physician or
other health care professional must have
a current and unrestricted license to
practice within the scope of his or her
profession in a State, Territory,
Commonwealth of the United States
(that is, Puerto Rico), or the District of
Columbia.

69. Amend § 423.568 by revising
paragraph (f) to read as follows:

§423.568 Standard timeframe and notice
requirements for coverage determinations.
* * * * *

(f) Written notice for denials by a Part
D plan sponsor. If a Part D plan sponsor
decides to deny a drug benefit, in whole
or in part, it must give the enrollee
written notice of the determination. The
initial notice may be provided orally, so
long as a written follow-up notice is
mailed to the enrollee within 3 calendar
days of the oral notification.
* * * * *

Subpart P—Premium and Cost-Sharing
Subsidies for Low-Income Individuals

70. Section 423.772 is amended by
adding in alphabetical order the
definition of “Individual receiving home
and community-based services” to read
as follows:

§423.772 Definitions.

* * * * *

Individual receiving home and
community-based services means a full-
benefit dual-eligible individual who is
receiving services under a home and
community-based program authorized
for a State in accordance with one of the
following:

(1) Section 1115 of the Act.
(2) Section 1915(c) or (d) of the Act.

(3) State plan amendment under
section 1915(i) of the Act.

(4) Services are provided through
enrollment in a Medicaid managed care
organization with a contract under
section 1903(m) of the Act or section
1932 of the Act.

* * * * *

71. Amend §423.780 by:
A. Revising paragraph (b)(2)(ii)(C).
B. Adding paragraph ().

The revision and addition read as
follows:

§423.780 Premium subsidy.

* * * * *

(C) The MA monthly prescription
drug beneficiary premium (as defined
under section 1854(b)(2)(B) of the Act)
for a MA-PD plan and determined
before the application of the monthly
rebate computed under section
1854(b)(1)(C)(i) of the Act for that plan

and year involved.
* * * * *

(f) Waiver of de minimis premium
amounts. CMS will permit a Part D plan
to waive a de minimis amount that is
above the monthly beneficiary premium
defined in §423.780(b)(2)(ii)(A) or (B)
for full subsidy individuals as defined
in §423.780(a) or §423.780(d)(1),
provided waiving the de minimis
amount results in a monthly beneficiary
premium that is equal to the established
low income benchmark as defined in
§423.780(b)(2).

72. Amend §423.782 by revising
paragraph (a)(2)(ii) to read as follows:

§423.782 Cost-sharing subsidy.

(a] EE

(2) R

(ii) Full-benefit dual-eligible
individuals who are institutionalized or
who are receiving home and
community-based services have no cost-
sharing for Part D drugs covered under
their PDP or MA-PD plans.

* * * * *

Subpart R—Payments to Sponsors of
Retiree Prescription Drug Plans

73. Amend §423.884 by revising
paragraphs (d)(1)(@), (d)(1)(ii), and
(d)(5)(iii)(C) to read as follows:

§423.884 Requirements for qualified
retiree prescription drug plans.
* * * * *

(d) Actuarial attestation-general. The
sponsor of the plan must provide to
CMS an attestation in a form and
manner specified by CMS that the
actuarial value of the retiree
prescription drug coverage under the
plan is at least equal to the actuarial
value of the defined standard
prescription coverage (as defined at
§423.100), not taking into account the
value of any discount or coverage
provided during the coverage gap (as
defined at §423.100). The attestation
must meet all of the following
standards:

(1) * x %

(i) The actuarial gross value of the
retiree prescription drug coverage under
the plan for the plan year is at least
equal to the actuarial gross value of the
defined standard prescription drug
coverage under Part D for the plan year
in question, not taking into account the
value of any discount or coverage
provided during the coverage gap.

(ii) The actuarial net value of the
retiree prescription drug coverage under
the plan for that plan year is at least
equal to the actuarial net value of the
defined standard prescription drug
coverage under Part D for that plan year
in question, not taking into account the
value of any discount or coverage
provided during the coverage gap.

* * * * *

(5) * *x %

(111) * % %

(C) The valuation of defined standard
prescription drug coverage for a given
plan year is based on the initial
coverage limit cost-sharing and out-of-
pocket threshold for defined standard
prescription drug coverage under Part D
in effect at the start of such plan year,
not taking into account the value of any
discount or coverage provided during

the coverage gap.
* * * * *

Subpart V—Part D Marketing
Requirements

74. Amend §423.2264 by revising
paragraph (e) to read as follows:

§423.2264 Guidelines for CMS review.
* * * * *

(e) For markets with a significant non-
English speaking population, provide
materials in the language of these
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individuals. Specifically, Part D plan
sponsors must provide translated
marketing materials in any language that
is spoken by more than 10 percent of the
general population in a plan benefit
package (PBP) service area.

75. Amend §423.2272 by adding
paragraph (e) to read as follows:

§423.2272 Licensing of marketing
representatives and confirmation of
marketing resources.

* * * * *

(e) Terminate upon discovery any
unlicensed agent or broker employed as
a marketing representative and notify
any beneficiaries enrolled by the
unlicensed agent or broker of the agent’s
or broker’s unlicensed status and of
their options to confirm enrollment or
make a plan change (including a special
election period, as described in
§423.38(c)(8)(1)(C)).

76. Amend § 423.2274 by revising the
introductory text and paragraphs (b) and
(c) to read as follows:

§423.2274 Broker and agent requirements.
For purposes of this section
“compensation” includes pecuniary or
nonpecuniary remuneration of any kind
relating to the sale or renewal of a
policy including, but not limited to,
commissions, bonuses, gifts, prizes,
awards, and finder’s fees.
“Compensation” does not include the
payment of fees to comply with State
appointment laws, training,
certification, and testing costs;
reimbursement for mileage to, and from,
appointments with beneficiaries; or
reimbursement for actual costs
associated with beneficiary sales
appointments such as venue rent,
snacks, and materials. If a Part D
sponsor markets through independent
(that is, non-employee) brokers or
agents, the requirements in paragraph
(a) of this section must be met. The
requirements in paragraphs (b) through
(e) of this section must be met if a Part
D sponsor markets through any broker
or agent, whether independent (that is,
non-employee) or employed.
* * * * *

(b) It must ensure that all agents
selling Medicare products are trained
annually, through a CMS endorsed or
approved training program or as
specified by CMS, on Medicare rules
and regulations specific to the plan
products they intend to sell.

(c) It must ensure agents selling
Medicare products are tested annually
by CMS endorsed or approved training
program or as specified by CMS.

* * * * *

Authority: (Catalog of Federal Domestic
Assistance Program No. 93.773, Medicare—
Hospital Insurance; and Program No. 93.774,
Medicare—Supplementary Medical
Insurance Program).

Dated: July 29, 2010.

Donald M. Berwick,

Administrator, Centers for Medicare &
Medicaid Services.

Approved: November 9, 2010.
Kathleen Sebelius,
Secretary.
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