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3303(a), 3304(a), 3305, 3309, Mar. 23, 2010, 124 Stat.
468-470, 475; Pub. L. 111-152, title I, §1102(c)(4),
Mar. 30, 2010, 124 Stat. 1045.)

AMENDMENTS

2010—Subsec. (a)(1)(D)(d). Pub. L. 111-148, §3309, in-
serted ‘‘or, effective on a date specified by the Sec-
retary (but in no case earlier than January 1, 2012), who
would be such an institutionalized individual or couple,
if the full-benefit dual eligible individual were not re-
ceiving services under a home and community-based
waiver authorized for a State under section 1315 of this
title or subsection (c¢) or (d) of section 1396n of this title
or under a State plan amendment under subsection (i)
of such section or services provided through enrollment
in a medicaid managed care organization with a con-
tract under section 1396b(m) of this title or under sec-
tion 1396u-2 of this title” after 1396a(q)(1)(B) of this
title)”.

Subsec. (a)(3)(B)(vi). Pub. L. 111-148, §3304(a), added
cl. (vi).

Subsec. (a)(5). Pub. L. 111-148, §3303(a), added par. (5).

Subsec. (b)(2)(B)(iii). Pub. L. 111-152 substituted ‘“‘and
determined before the application of the monthly re-
bate computed under section 1395w-24(b)(1)(C)(i) of this
title for that plan and year involved and, in the case of
a qualifying plan, before the application of the increase
under section 1395w-23(0) of this title for that plan and
year involved” for ‘‘, determined without regard to any
reduction in such premium as a result of any bene-
ficiary rebate under section 1395w-24(b)(1)(C) of this
title or bonus payment under section 1395w-23(n) of this
title”.

Pub. L. 111-148, §3302(a), inserted ¢, determined with-
out regard to any reduction in such premium as a re-
sult of any Dbeneficiary rebate under section
1854(b)(1)(C) or bonus payment under section
1395w-23(n) of this title”’ before period at end.

Subsecs. (d), (e). Pub. L. 111-148, §3305, added subsec.
(d) and redesignated former subsec. (d) as (e).

2008—Subsec. (a)(1)(A). Pub. L. 110-275, §114(a)(2), sub-
stituted ‘‘equal to 100 percent of the amount described
in subsection (b)(1), but not to exceed the premium
amount specified in subsection (b)(2)(B).” for ‘‘equal
to—

‘(i) 100 percent of the amount described in sub-
section (b)(1) of this section, but not to exceed the
premium amount specified in subsection (b)(2)(B) of
this section; plus

‘“(ii) 80 percent of any late enrollment penalties im-
posed under section 1395w-113(b) of this title for the
first 60 months in which such penalties are imposed
for that individual, and 100 percent of any such pen-
alties for any subsequent month.”
Subsec. (2)(3)(B)(iv)III). Pub. L.

added subcl. (III).

Subsec. (a)(3)(C)(i). Pub. L. 110-275, §116(a)(1), inserted
“and except that support and maintenance furnished in
kind shall not be counted as income’ after ‘‘section
1396a(r)(2) of this title”.

Subsec. (a)(3)(D), (E)(i). Pub. L. 110-275, §116(a)(2), (3),
inserted ‘‘subject to the life insurance policy exclusion
provided under subparagraph (G)”’ after ‘‘program’ in
introductory provisions.

Subsec. (a)(3)(G). Pub. L. 110-275, §116(a)(4),
subpar. (G).

110-275, §117(a),

added

EFFECTIVE DATE OF 2010 AMENDMENT

Pub. L. 111-148, title III, §3302(b), Mar. 23, 2010, 124
Stat. 468, provided that: ‘““The amendment made by sub-
section (a) [amending this section] shall apply to pre-
miums for months beginning on or after January 1,
2011.”

Amendment by section 3303(a) of Pub. L. 111-148 ap-
plicable to premiums for months, and enrollments for
plan years, beginning on or after January 1, 2011, see
section 3303(c) of Pub. L. 111-148, set out as a note under
section 1395w-101 of this title.

Pub. L. 111-148, title III, §3304(b), Mar. 23, 2010, 124
Stat. 470, provided that: ‘““The amendment made by sub-
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section (a) [amending this section] shall take effect on
January 1, 2011.”

EFFECTIVE DATE OF 2008 AMENDMENT

Amendment by section 114(a)(2) of Pub. L. 110-275 ap-
plicable to subsidies for months beginning with Jan.
2009, see section 114(b) of Pub. L. 110-275, set out as a
note under section 1395w-113 of this title.

Pub. L. 110-275, title I, §116(b), July 15, 2008, 122 Stat.
2507, provided that: ‘“The amendments made by this
section [amending this section] shall take effect with
respect to applications filed on or after January 1,
2010.”

Pub. L. 110-275, title I, §117(b), July 15, 2008, 122 Stat.
2507, provided that: ‘“The amendments made by sub-
section (a) [amending this section] shall take effect as
if included in the enactment of section 101 of the Medi-
care Prescription Drug, Improvement, and Moderniza-
tion Act of 2003 [Pub. L. 108-173].”

GAO STUDY REGARDING IMPACT OF ASSETS TEST FOR
SUBSIDY ELIGIBLE INDIVIDUALS

Pub. L. 108-173, title I, §107(e), Dec. 8, 2003, 117 Stat.
2171, provided that:

‘(1) STuDY.—The Comptroller General of the United
States shall conduct a study to determine the extent to
which drug utilization and access to covered part D
drugs under part D of title XVIII of the Social Security
Act [42 U.S.C. 1395w-101 et seq.] by subsidy eligible indi-
viduals differs from such utilization and access for indi-
viduals who would qualify as such subsidy eligible indi-
viduals but for the application of section
1860D-14(a)(3)(A)({dii) of such Act [42 TU.S.C.
1395w-114(a)(3)(A)(iii)].

‘(2) REPORT.—Not later than September 30, 2007, the
Comptroller General shall submit a report to Congress
on the study conducted under paragraph (1) that in-
cludes such recommendations for legislation as the
Comptroller General determines are appropriate.”

§1395w-114a. Medicare coverage gap discount
program
(a) Establishment

The Secretary shall establish a Medicare cov-
erage gap discount program (in this section re-
ferred to as the ‘‘program’’) by not later than
January 1, 2011. Under the program, the Sec-
retary shall enter into agreements described in
subsection (b) with manufacturers and provide
for the performance of the duties described in
subsection (c)(1). The Secretary shall establish a
model agreement for use under the program by
not later than 180 days after March 23, 2010, in
consultation with manufacturers, and allow for
comment on such model agreement.

(b) Terms of agreement

(1) In general

(A) Agreement

An agreement under this section shall re-
quire the manufacturer to provide applicable
beneficiaries access to discounted prices for
applicable drugs of the manufacturer.

(B) Provision of discounted prices at the
point-of-sale

Except as provided in  subsection
(c)(1)(A)(ii), such discounted prices shall be
provided to the applicable beneficiary at the
pharmacy or by the mail order service at the
point-of-sale of an applicable drug.

(C) Timing of agreement

(i) Special rule for 2011

In order for an agreement with a manu-
facturer to be in effect under this section
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with respect to the period beginning on
January 1, 2011, and ending on December
31, 2011, the manufacturer shall enter into
such agreement not later than not later
than! 30 days after the date of the estab-
lishment of a model agreement under sub-
section (a).

(ii) 2012 and subsequent years

In order for an agreement with a manu-
facturer to be in effect under this section
with respect to plan year 2012 or a subse-
quent plan year, the manufacturer shall
enter into such agreement (or such agree-
ment shall be renewed under paragraph
(4)(A)) not later than January 30 of the
preceding year.

(2) Provision of appropriate data

Each manufacturer with an agreement in ef-
fect under this section shall collect and have
available appropriate data, as determined by
the Secretary, to ensure that it can dem-
onstrate to the Secretary compliance with the
requirements under the program.

(3) Compliance with requirements for adminis-
tration of program

Each manufacturer with an agreement in ef-
fect under this section shall comply with re-
quirements imposed by the Secretary or a
third party with a contract under subsection
(d)(3), as applicable, for purposes of admin-
istering the program, including any deter-
mination under clause (i) of subsection
(c)(1)(A) or procedures established under such
subsection (¢)(1)(A).

(4) Length of agreement
(A) In general

An agreement under this section shall be
effective for an initial period of not less than
18 months and shall be automatically re-
newed for a period of not less than 1 year un-
less terminated under subparagraph (B).

(B) Termination
(i) By the Secretary

The Secretary may provide for termi-
nation of an agreement under this section
for a knowing and willful violation of the
requirements of the agreement or other
good cause shown. Such termination shall
not be effective earlier than 30 days after
the date of notice to the manufacturer of
such termination. The Secretary shall pro-
vide, upon request, a manufacturer with a
hearing concerning such a termination,
and such hearing shall take place prior to
the effective date of the termination with
sufficient time for such effective date to be
repealed if the Secretary determines ap-
propriate.

(ii) By a manufacturer

A  manufacturer may terminate an
agreement under this section for any rea-
son. Any such termination shall be effec-
tive, with respect to a plan year—

1So0 in original. Second ‘‘not later than’ probably should not

appear.
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(I) if the termination occurs before
January 30 of a plan year, as of the day
after the end of the plan year; and
(IT) if the termination occurs on or
after January 30 of a plan year, as of the
day after the end of the succeeding plan
year.
(iii) Effectiveness of termination

Any termination under this subpara-
graph shall not affect discounts for appli-
cable drugs of the manufacturer that are
due under the agreement before the effec-
tive date of its termination.
(iv) Notice to third party

The Secretary shall provide notice of
such termination to a third party with a
contract under subsection (d)(3) within not
less than 30 days before the effective date
of such termination.

(¢) Duties described and special rule for supple-

mental benefits
(1) Duties described

The duties described in this subsection are
the following:
(A) Administration of program
Administering the program, including—

(i) the determination of the amount of
the discounted price of an applicable drug
of a manufacturer;

(ii) except as provided in clause (iii), the
establishment of procedures under which
discounted prices are provided to applica-
ble beneficiaries at pharmacies or by mail
order service at the point-of-sale of an ap-
plicable drug;

(iii) in the case where, during the period
beginning on January 1, 2011, and ending
on December 31, 2011, it is not practicable
to provide such discounted prices at the
point-of-sale (as described in clause (ii)),
the establishment of procedures to provide
such discounted prices as soon as prac-
ticable after the point-of-sale;

(iv) the establishment of procedures to
ensure that, not later than the applicable
number of calendar days after the dispens-
ing of an applicable drug by a pharmacy or
mail order service, the pharmacy or mail
order service is reimbursed for an amount
equal to the difference between—

(I) the negotiated price of the applica-
ble drug; and

(IT) the discounted price of the applica-
ble drug;

(v) the establishment of procedures to
ensure that the discounted price for an ap-
plicable drug under this section is applied
before any coverage or financial assistance
under other health benefit plans or pro-
grams that provide coverage or financial
assistance for the purchase or provision of
prescription drug coverage on behalf of ap-
plicable beneficiaries as the Secretary may
specify;

(vi) the establishment of procedures to
implement the special rule for supple-
mental benefits under paragraph (2); and

(vii) providing a reasonable dispute reso-
lution mechanism to resolve disagree-
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ments between manufacturers, applicable
beneficiaries, and the third party with a
contract under subsection (d)(3).

(B) Monitoring compliance
(i) In general

The Secretary shall monitor compliance
by a manufacturer with the terms of an
agreement under this section.

(ii) Notification

If a third party with a contract under
subsection (d)(3) determines that the man-
ufacturer is not in compliance with such
agreement, the third party shall notify the
Secretary of such noncompliance for ap-
propriate enforcement under subsection
(e).

(C) Collection of data from prescription drug
plans and MA-PD plans

The Secretary may collect appropriate
data from prescription drug plans and
MA-PD plans in a timeframe that allows for
discounted prices to be provided for applica-
ble drugs under this section.

(2) Special rule for supplemental benefits

For plan year 2011 and each subsequent plan
year, in the case where an applicable bene-
ficiary has supplemental benefits with respect
to applicable drugs under the prescription
drug plan or MA-PD plan that the applicable
beneficiary is enrolled in, the applicable bene-
ficiary shall not be provided a discounted price
for an applicable drug under this section until
after such supplemental benefits have been ap-
plied with respect to the applicable drug.

(d) Administration

(1) In general

Subject to paragraph (2), the Secretary shall
provide for the implementation of this section,
including the performance of the duties de-
scribed in subsection (c)(1).

(2) Limitation

(A) In general

Subject to subparagraph (B), in providing
for such implementation, the Secretary
shall not receive or distribute any funds of a
manufacturer under the program.

(B) Exception

The limitation under subparagraph (A)
shall not apply to the Secretary with respect
to drugs dispensed during the period begin-
ning on January 1, 2011, and ending on De-
cember 31, 2011, but only if the Secretary de-
termines that the exception to such limita-
tion under this subparagraph is necessary in
order for the Secretary to begin implemen-
tation of this section and provide applicable
beneficiaries timely access to discounted
prices during such period.

(3) Contract with third parties

The Secretary shall enter into a contract
with 1 or more third parties to administer the
requirements established by the Secretary in
order to carry out this section. At a minimum,
the contract with a third party under the pre-
ceding sentence shall require that the third
party—
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(A) receive and transmit information be-
tween the Secretary, manufacturers, and
other individuals or entities the Secretary
determines appropriate;

(B) receive, distribute, or facilitate the
distribution of funds of manufacturers to ap-
propriate individuals or entities in order to
meet the obligations of manufacturers under
agreements under this section;

(C) provide adequate and timely informa-
tion to manufacturers, consistent with the
agreement with the manufacturer under this
section, as necessary for the manufacturer
to fulfill its obligations under this section;
and

(D) permit manufacturers to conduct peri-
odic audits, directly or through contracts, of
the data and information used by the third
party to determine discounts for applicable
drugs of the manufacturer under the pro-
gram.

(4) Performance requirements

The Secretary shall establish performance
requirements for a third party with a contract
under paragraph (3) and safeguards to protect
the independence and integrity of the activi-
ties carried out by the third party under the
program under this section.

(5) Implementation
The Secretary may implement the program

under this section by program instruction or
otherwise.

(6) Administration

Chapter 35 of title 44 shall not apply to the
program under this section.

(e) Enforcement

(1) Audits

Each manufacturer with an agreement in ef-
fect under this section shall be subject to peri-
odic audit by the Secretary.

(2) Civil money penalty

(A) In general

The Secretary shall impose a civil money
penalty on a manufacturer that fails to pro-
vide applicable beneficiaries discounts for
applicable drugs of the manufacturer in ac-
cordance with such agreement for each such
failure in an amount the Secretary deter-
mines is commensurate with the sum of—

(i) the amount that the manufacturer
would have paid with respect to such dis-
counts under the agreement, which will
then be used to pay the discounts which
the manufacturer had failed to provide;
and

(ii) 25 percent of such amount.

(B) Application

The provisions of section 1320a-7a of this
title (other than subsections (a) and (b))
shall apply to a civil money penalty under
this paragraph in the same manner as such
provisions apply to a penalty or proceeding
under section 1320a-7a(a) of this title.

(f) Clarification regarding availability of other

covered part D drugs
Nothing in this section shall prevent an appli-

cable beneficiary from purchasing a covered part
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D drug that is not an applicable drug (including
a generic drug or a drug that is not on the for-
mulary of the prescription drug plan or MA-PD
plan that the applicable beneficiary is enrolled
in).
(g) Definitions

In this section:

(1) Applicable beneficiary

The term ‘‘applicable beneficiary’ means an
individual who, on the date of dispensing a
covered part D drug—

(A) is enrolled in a prescription drug plan
or an MA-PD plan;

(B) is not enrolled in a qualified retiree
prescription drug plan;

(C) is not entitled to an income-related
subsidy under section 1395w-114(a) of this
title; and

(D) who—

(i) has reached or exceeded the initial
coverage limit under section
1395w-102(b)(3) of this title during the year;
and

(ii) has not incurred costs for covered
part D drugs in the year equal to the an-
nual out-of-pocket threshold specified in
section 1395w-102(b)(4)(B) of this title.

(2) Applicable drug

The term ‘‘applicable drug’ means, with re-
spect to an applicable beneficiary, a covered
part D drug—

(A) approved under a new drug application
under section 355(b) of title 21 or, in the case
of a biologic product, licensed under section
262 of this title (other than a product li-
censed under subsection (k) of such section
262); and

(B)(i) if the PDP sponsor of the prescrip-
tion drug plan or the MA organization offer-
ing the MA-PD plan uses a formulary, which
is on the formulary of the prescription drug
plan or MA-PD plan that the applicable ben-
eficiary 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.

(3) Applicable number of calendar days

The term ‘‘applicable number of calendar
days’” means—
(A) with respect to claims for reimburse-
ment submitted electronically, 14 days; and
(B) with respect to claims for reimburse-
ment submitted otherwise, 30 days.
(4) Discounted price
(A) In general

The term ‘‘discounted price’” means 50 per-
cent of the negotiated price of the applicable
drug of a manufacturer.

(B) Clarification

Nothing in this section shall be construed
as affecting the responsibility of an applica-
ble beneficiary for payment of a dispensing
fee for an applicable drug.
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(C) Special case for certain claims

In the case where the entire amount of the
negotiated price of an individual claim for
an applicable drug with respect to an appli-
cable beneficiary does not fall at or above
the initial coverage limit under section
1395w-102(b)(3) of this title and below the an-
nual out-of-pocket threshold specified in sec-
tion 1395w-102(b)(4)(B) of this title for the
year, the manufacturer of the applicable
drug shall provide the discounted price
under this section on only the portion of the
negotiated price of the applicable drug that
falls at or above such initial coverage limit
and below such annual out-of-pocket thresh-
old.

(56) Manufacturer

The term ‘‘manufacturer’” means any entity
which is engaged in the production, prepara-
tion, propagation, compounding, conversion,
or processing of prescription drug products, ei-
ther directly or indirectly by extraction from
substances of natural origin, or independently
by means of chemical synthesis, or by a com-
bination of extraction and chemical synthesis.
Such term does not include a wholesale dis-
tributor of drugs or a retail pharmacy licensed
under State law.

(6) Negotiated price

The term ‘‘negotiated price’” has the mean-
ing given such term in section 423.100 of title
42, Code of Federal Regulations (as in effect on
March 23, 2010), except that such negotiated
price shall not include any dispensing fee for
the applicable drug.

(7) Qualified retiree prescription drug plan

The term ‘‘qualified retiree prescription
drug plan’ has the meaning given such term
in section 1395w-132(a)(2) of this title.

(Aug. 14, 1935, ch. 531, title XVIII, §1860D-14A, as
added Pub. L. 111-148, title III, §3301(b), Mar. 23,
2010, 124 Stat. 462; amended Pub. L. 111-152, title
I, §1101(b)(2), Mar. 30, 2010, 124 Stat. 1037.)

AMENDMENTS

2010—Subsec. (a). Pub. L. 111-152, §1101(b)(2)(A), sub-
stituted ‘“‘January 1, 2011 for ‘‘July 1, 2010 and ‘180
days after March 23, 2010”° for ‘‘April 1, 2010”".

Subsec. (b)(1)(C)(I). Pub. L. 111-152, §1101(b)(2)(B){),
which directed the amendment of subpar. (C) by strik-
ing out 2010 and” in the heading, was executed by
striking ‘2010 and” before ‘2011 in cl. (i) heading to
reflect the probable intent of Congress.

Pub. L. 111-152, §1101(b)(2)(B)(ii), (iii), substituted
“January 1, 2011 for “‘July 1, 2010’ and ‘‘not later than
30 days after the date of the establishment of a model
agreement under subsection (a)”’ for ‘“May 1, 2010”".

Subsec. (¢)(1)(A)(ii). Pub. L. 111-152, §1101(b)(2)(C)(1),
substituted ‘‘January 1, 2011, and ending on December
31, 20117 for “‘July 1, 2010, and ending on December 31,
20117,

Subsec. (¢)(2). Pub. L. 111-152, §1101(b)(2)(C)(ii), sub-
stituted ‘2011 for ‘‘2010’.

Subsec. (A)(2)(B). Pub. L. 111-152, §1101(b)(2)(D), sub-
stituted ‘‘January 1, 2011, and ending on December 31,
2011 for “‘July 1, 2010, and ending on December 31,
2010".

Subsec. (g)(1). Pub. L. 111-152, §1101(b)(2)(E)(i), sub-
stituted ‘“‘a covered part D drug’ for ‘‘an applicable
drug’’ in introductory provisions.

Subsec. (2)(A)XC) to (E). Pub. L. 111-152,
§1101(b)(2)(E)(ii)—(iv), inserted ‘‘and” at end of subpar.
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(C), redesignated subpar. (E) as (D), and struck out
former subpar. (D) which read as follows: ‘‘is not sub-
ject to a reduction in premium subsidy under section
1395r(i) of this title; and”.

§ 1395w-115. Subsidies for part D eligible individ-
uals for qualified prescription drug coverage

(a) Subsidy payment

In order to reduce premium levels applicable
to qualified prescription drug coverage for part
D eligible individuals consistent with an overall
subsidy level of 74.5 percent for basic prescrip-
tion drug coverage, to reduce adverse selection
among prescription drug plans and MA-PD
plans, and to promote the participation of PDP
sponsors under this part and MA organizations
under part C of this subchapter, the Secretary
shall provide for payment to a PDP sponsor that
offers a prescription drug plan and an MA orga-
nization that offers an MA-PD plan of the fol-
lowing subsidies in accordance with this section:

(1) Direct subsidy

A direct subsidy for each part D eligible in-
dividual enrolled in a prescription drug plan or
MA-PD plan for a month equal to—

(A) the amount of the plan’s standardized
bid amount (as defined 1in section
1395w-113(a)(b) of this title), adjusted under
subsection (c)(1) of this section, reduced by

(B) the base beneficiary premium (as com-
puted under paragraph (2) of section
1395w-113(a) of this title and as adjusted
under paragraph (1)(B) of such section).

(2) Subsidy through reinsurance

The reinsurance payment amount (as de-
fined in subsection (b) of this section).

This section constitutes budget authority in ad-
vance of appropriations Acts and represents the
obligation of the Secretary to provide for the
payment of amounts provided under this sec-
tion.

(b) Reinsurance payment amount
(1) In general

The reinsurance payment amount under this
subsection for a part D eligible individual en-
rolled in a prescription drug plan or MA-PD
plan for a coverage year is an amount equal to
80 percent of the allowable reinsurance costs
(as specified in paragraph (2)) attributable to
that portion of gross covered prescription drug
costs as specified in paragraph (3) incurred in
the coverage year after such individual has in-
curred costs that exceed the annual out-of-
pocket threshold specified in section
1395w-102(b)(4)(B) of this title.

(2) Allowable reinsurance costs

For purposes of this section, the term ‘‘al-
lowable reinsurance costs’” means, with re-
spect to gross covered prescription drug costs
under a prescription drug plan offered by a
PDP sponsor or an MA-PD plan offered by an
MA organization, the part of such costs that
are actually paid (net of discounts, charge-
backs, and average percentage rebates) by the
sponsor or organization or by (or on behalf of)
an enrollee under the plan, but in no case
more than the part of such costs that would

TITLE 42—THE PUBLIC HEALTH AND WELFARE

§1395w-115

have been paid under the plan if the prescrip-
tion drug coverage under the plan were basic
prescription drug coverage, or, in the case of a
plan providing supplemental prescription drug
coverage, if such coverage were standard pre-
scription drug coverage.

(8) Gross covered prescription drug costs

For purposes of this section, the term ‘‘gross
covered prescription drug costs’” means, with
respect to a part D eligible individual enrolled
in a prescription drug plan or MA-PD plan
during a coverage year, the costs incurred
under the plan, not including administrative
costs, but including costs directly related to
the dispensing of covered part D drugs during
the year and costs relating to the deductible.
Such costs shall be determined whether they
are paid by the individual or under the plan,
regardless of whether the coverage under the
plan exceeds basic prescription drug coverage.

(4) Coverage year defined

For purposes of this section, the term ‘‘cov-
erage year’” means a calendar year in which
covered part D drugs are dispensed if the claim
for such drugs (and payment on such claim) is
made not later than such period after the end
of such year as the Secretary specifies.

(¢) Adjustments relating to bids
(1) Health status risk adjustment
(A) Establishment of risk adjustors

The Secretary shall establish an appro-
priate methodology for adjusting the stand-
ardized bid amount under subsection
(a)(1)(A) of this section to take into account
variation in costs for basic prescription drug
coverage among prescription drug plans and
MA-PD plans based on the differences in ac-
tuarial risk of different enrollees being
served. Any such risk adjustment shall be
designed in a manner so as not to result in
a change in the aggregate amounts payable
to such plans under subsection (a)(1) of this
section and through that portion of the
monthly beneficiary prescription drug pre-
miums described in subsection (a)(1)(B) of
this section and MA monthly prescription
drug beneficiary premiums.

(B) Considerations

In establishing the methodology under
subparagraph (A), the Secretary may take
into account the similar methodologies used
under section 1395w-23(a)(3) of this title to
adjust payments to MA organizations for
benefits under the original medicare fee-for-
service program option.

(C) Data collection

In order to carry out this paragraph, the
Secretary shall require—

(i) PDP sponsors to submit data regard-
ing drug claims that can be linked at the
individual level to part A and part B data
and such other information as the Sec-
retary determines necessary; and

(ii) MA organizations that offer MA-PD
plans to submit data regarding drug
claims that can be linked at the individual
level to other data that such organizations
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