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amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAucuUs, Mr. DoDD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

SA 3144. Mr. FRANKEN submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAucUSs, Mr. DoDD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

SA 3145. Mr. MCCONNELL (for himself, Mr.
ENSIGN, and Mr. McCAIN) submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAucUs, Mr. DoDD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

SA 3146. Mr. BARRASSO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAucuUs, Mr. DoDD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

SA 3147. Mr. BARRASSO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAucuUs, Mr. DoDD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

SA 3148. Mr. BARRASSO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAUcUS, Mr. DoDD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

SA 3149. Mr. BARRASSO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAucUSs, Mr. DoDD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

SA 3150. Mr. BARRASSO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAucuUs, Mr. DoDD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

SA 3151. Mr. BARRASSO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAucUS, Mr. DoDD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

SA 3152. Mr. ENSIGN submitted an amend-
ment intended to be proposed to amendment
SA 2786 proposed by Mr. REID (for himself,
Mr. BAUCUS, Mr. DobpD, and Mr. HARKIN) to
the bill H.R. 3590, supra; which was ordered
to lie on the table.

SA 31563. Mr. BARRASSO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAucuUs, Mr. DoDD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

SA 3154. Mr. BARRASSO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAucUS, Mr. DoDD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

SA 3155. Mr. BARRASSO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAucUs, Mr. DoDD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

SA 3156. Mr. LAUTENBERG (for himself,
Mr. CARPER, and Mr. MENENDEZ) submitted
an amendment intended to be proposed to
amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAucUS, Mr. DoDD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

SA 3157. Mrs. SHAHEEN (for herself and
Mr. MERKLEY) submitted an amendment in-
tended to be proposed to amendment SA 2786
proposed by Mr. REID (for himself, Mr. BAU-
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cUs, Mr. DopD, and Mr. HARKIN) to the bill
H.R. 3590, supra; which was ordered to lie on
the table.

SA 31568. Mr. KYL submitted an amend-
ment intended to be proposed to amendment
SA 2786 proposed by Mr. REID (for himself,
Mr. BAaucus, Mr. DopD, and Mr. HARKIN) to
the bill H.R. 3590, supra; which was ordered
to lie on the table.

SA 3159. Mr. KYL submitted an amend-
ment intended to be proposed to amendment
SA 2786 proposed by Mr. REID (for himself,
Mr. BAUCUS, Mr. DopD, and Mr. HARKIN) to
the bill H.R. 3590, supra; which was ordered
to lie on the table.

SA 3160. Mr. BEGICH submitted an amend-
ment intended to be proposed to amendment
SA 2786 proposed by Mr. REID (for himself,
Mr. BAaucus, Mr. DobpD, and Mr. HARKIN) to
the bill H.R. 3590, supra; which was ordered
to lie on the table.

SA 3161. Mr. THUNE submitted an amend-
ment intended to be proposed to amendment
SA 2786 proposed by Mr. REID (for himself,
Mr. BAaucus, Mr. DobpD, and Mr. HARKIN) to
the bill H.R. 3590, supra; which was ordered
to lie on the table.

SA 3162. Mr. SPECTER (for himself and
Mrs. HAGAN) submitted an amendment in-
tended to be proposed to amendment SA 2786
proposed by Mr. REID (for himself, Mr. BAU-
CcUs, Mr. DobpD, and Mr. HARKIN) to the bill
H.R. 3590, supra; which was ordered to lie on
the table.

SA 3163. Mr. SPECTER submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr. REID
(for himself, Mr. BAucUS, Mr. DopD, and Mr.
HARKIN) to the bill H.R. 3590, supra; which
was ordered to lie on the table.

————
TEXT OF AMENDMENTS

SA 3115. Mr. CASEY submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 1609, after line 23, insert the fol-
lowing:

SEC. 6108. COMMUNITY INTEGRATED NURSING
CARE HOMES DEMONSTRATION PRO-
GRAM.

(a) SHORT TITLE.—This section may be
cited as the “Community Integrated Nursing
Care Homes Demonstration Program Act’’ or
the “CINCH Demonstration Program”’.

(b) ESTABLISHMENT.—

(1) IN GENERAL.—The Secretary shall estab-
lish the CINCH demonstration program to
test the viability of multiple small house
nursing homes that are embedded within res-
idential neighborhoods and collectively cer-
tified to provide services through a single el-
igible operating entity in order to reduce ad-
ministrative costs and provide related cost
savings to the Medicare and Medicaid pro-
grams.

(2) DURATION AND SCOPE.—

(A) DURATION.—The Secretary shall con-
duct the CINCH demonstration program for a
period of 5 years.

(B) SCOPE.—The Secretary shall select not
more than 6 sites (as described in paragraph
(3)) to participate in the CINCH demonstra-
tion program, with each site to be operated
by a different eligible operating entity (as
described under subsection (c¢)(2)) and not
less than 2 sites to be located in rural areas.
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(3) SITES.—

(A) IN GENERAL.—A site shall consist of not
less than 2 locations, with each location con-
taining not more than 2 small house nursing
homes, that are operated by an eligible oper-
ating entity under such entity’s nursing
home license and provider certification.

(B) LOCATIONS.—

(i) DISTANCES.—Distances between loca-
tions within a site may vary based upon
market demand and availability, with max-
imum distances between locations to be es-
tablished by the eligible operating entity
based upon the ability of such entity to—

(I) deliver required services and super-
vision in a timely and appropriate manner;
and

(IT) subject to paragraph (5), meet all appli-
cable statutory and regulatory requirements
for operation of a nursing home.

(ii) ADJOINING PARCELS.—A location shall—

(I) consist of a single parcel of land or mul-
tiple adjoining parcels of land; and

(IT) be separate from any other location
and operate on a non-adjoining parcel of land
from such location.

(C) NUMBER OF SMALL HOUSE NURSING
HOMES PER SITE.—A site shall contain not
less than 4 small house nursing homes and
not greater than—

(i) in rural areas (or a site that encom-
passes a rural area), 12 small house nursing
homes; or

(ii) in urban or suburban areas, 24 small
house nursing homes.

(4) CONTINUATION OF TREATMENT AS SINGLE
PROVIDER.—The Secretary shall develop a
process to allow a site, following the 5-year
period for the CINCH demonstration pro-
gram, to continue operation through a single
operating entity and receive certification as
a single provider for purposes of Medicare
and Medicaid, including provisions to permit
such continuation following a change in
ownership of a participating small house
nursing home.

(5) WAIVER AUTHORITY.—The Secretary may
waive such requirements of titles XI, XVIII,
and XIX of the Social Security Act as may
be necessary to carry out the CINCH dem-
onstration program and shall develop a proc-
ess that permits sites to be certified and re-
imbursed under Medicare and Medicaid.

(¢) SELECTION.—

(1) TECHNICAL ASSISTANCE PROVIDER.—

(A) IN GENERAL.—Not later than 90 days
after the date of enactment of this Act, the
Secretary, through a request for proposal
process, shall select a technical assistance
provider that shall be responsible for assist-
ing and monitoring eligible operating enti-
ties (as described under paragraph (2)).

(B) MINIMUM REQUIREMENTS.—In selecting
the technical assistance provider, the Sec-
retary shall ensure that such organization—

(i) is a national not-for-profit organization
that is in good standing;

(ii) has a consistent, clearly articulated,
and research-based model for operation of
small house nursing homes;

(iii) has not less than 10 years of experi-
ence in providing development, operation,
regulatory, policy, and financial consulting
services to clients or partners seeking to in-
novate the provision of long-term care;

(iv) has demonstrated a successful process
and record (for not less than 4 years) for se-
lection and assistance of multiple organiza-
tions in implementation of a small house
nursing home model, including development,
operations, and staff training;

(v) has established curricula for training of
leadership, clinical, and direct care staff;

(vi) has demonstrated capacity, through its
own resources and consultants, to—

(I) collect Minimum Data Set (‘‘MDS”’) in-
formation and financial data from eligible
operating entities; and
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(IT) benchmark and analyze such financial
data on not less than a quarterly basis;

(vii) has the ability to administer the
CINCH demonstration program without addi-
tional funding from Federal, State, or local
governmental sources;

(viii) agrees to provide technical assistance
services to eligible operating entities for a
fee that is not greater than its usual and cus-
tomary fee for such services; and

(ix) agrees to maintain a provider network
for small house nursing homes participating
in the CINCH demonstration program for a
fee that is not greater than its usual and cus-
tomary fee for such services.

(C) PREFERENCES.—In selecting the tech-
nical assistance provider, the Secretary shall
give preference to an organization that has
demonstrated experience in related business
activities, including community-based care
models, health care financing, and dem-
onstration programs.

(2) ELIGIBLE OPERATING ENTITY.—

(A) IN GENERAL.—Selection of eligible oper-
ating entities shall be determined by the
technical assistance provider through a re-
quest for proposal process on a continual
basis.

(B) MINIMUM REQUIREMENTS.—An eligible
operating entity seeking to participate in
the CINCH demonstration program shall be
required to—

(i) commit to maintaining the small house
nursing home requirements described under
subsection (d) and permit the technical as-
sistance provider to conduct periodic evalua-
tions to ensure adherence to such require-
ments;

(ii) maintain membership in a small house
nursing home provider network that is main-
tained by the technical assistance provider;
and

(iii) ensure that, for each site, at least 30
percent of the total capacity developed
under the CINCH demonstration program is
provided to residents that are receiving nurs-
ing home benefits under Medicaid.

(d) SMALL HOUSE NURSING HOME REQUIRE-
MENTS.—To be eligible to participate in the
CINCH demonstration program, a small
house nursing home shall—

(1) subject to subsection (b)(5), have been
certified by a State or local entity (in ac-
cordance with applicable State and local
law) to operate a nursing home;

(2) operate in compliance with any direct
care and certified nurse assistant staffing re-
quirements under Federal and State law;

(3) provide nursing home services, as re-
quired under State law and applicable licens-
ing standards, that shall not be less com-
prehensive or high-acuity than services pro-
vided by the eligible operating entity within
the immediate surrounding community;

(4) provide for meals cooked in the small
house nursing home and not prepared in a
central kitchen and transported to the nurs-
ing home;

(5) provide for a universal worker approach
to resident care (such as a certified nursing
assistant who provides personal care, social-
ization services, meal preparation services,
and laundry and housekeeping services);

(6) provide for direct care staffing at a rate
of not less than 4 hours per resident per day,
with direct care staff (including certified
nurse assistants) to be onsite, awake, and
available within each nursing home at all
times;

(7) provide for direct nursing care at a rate
of not less than 1 hour per resident per day,
with a nurse to be awake and available at
each location at all times (with nurses to be
shared between not more than 2 nursing
homes on each site) as part of a nursing staff
that meets or exceeds applicable Federal and
State requirements for qualifications, serv-
ices, and availability;
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(8) provide for any other clinical, oper-
ational, management, or facility staff and
services as required under applicable Federal
and State requirements, with such staff to be
available from centralized or distributed lo-
cations;

(9) provide for consistent staff assignments
and self-directed work teams of direct care
staff;

(10) provide training for all staff involved
in the operations of the nursing home (for
not less than 120 hours for each universal
worker and not less than 60 hours for each
leadership and clinical team member, to be
completed for the majority of the staff be-
fore they start to work in a small house
nursing home) concerning the philosophy,
operations, and skills required to implement
and maintain self-directed care, self-man-
aged work teams, a noninstitutional ap-
proach to life and care in long-term care, ap-
propriate safety and emergency skills, cook-
ing from scratch by the direct care staff and
food handling and safety, and other elements
required for successful operation of the nurs-
ing home;

(11) ensure that the percentage of residents
in each nursing home who are short-stay re-
habilitation residents does not exceed 20 per-
cent at any time (unless the small house
nursing home is entirely devoted to pro-
viding rehabilitation services), except that a
long-term resident transferring back to a
nursing home after an acute episode and who
is receiving rehabilitation services for which
payment is made under the Medicare pro-
gram shall not be counted toward such limi-
tation;

(12) provide the technical assistance pro-
vider with MDS information and financial
data in a timely manner on a monthly basis;
and

(13) consist of a physical environment de-
signed to look and feel like a home, rather
than an institution, and that shall—

(A) be designed to serve as a fully inde-
pendent and disabled accessible house or
apartment, with not more than 10 residents
within such house or apartment, and that
shall only be connected to or share areas
that would be generally shared between pri-
vate homes (such as a driveway) or apart-
ments (such as a lobby or laundry room);

(B) contain residential-style design ele-
ments and materials throughout the home
that are similar to those in the immediate
surrounding community and that do not use
commercial and institutional elements and
products (such as a nurses’ station, medica-
tion carts, hospital or office-type florescent
lighting, acoustical tile ceilings, institu-
tional-style railings and corner guards, and
room numbering and labeling) unless man-
dated by authorities with appropriate juris-
diction over the nursing home;

(C) provide private, single occupancy bed-
rooms that are shared only at the request of
a resident to accommodate a spouse, partner,
family member, or friend, and that contains
a full private bathroom that includes, at a
minimum, a toilet, sink, and accessible
shower;

(D) contain a living area where residents
and staff may socialize, dine, and prepare
food together that provides, at a minimum, a
living room seating area, a dining area large
enough for a single table serving all resi-
dents and not less than 2 staff members, and
an open full kitchen;

(E) contain ample natural light in each
habitable space that is provided through ex-
terior windows and other means, with win-
dow areas, exclusive of skylights and clere-
stories, being a minimum of 10 percent of the
area of the room;

(F) have a life-safety rating that is suffi-
cient to meet State and local standards for
nursing facilities and appropriately accom-
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modate individuals who cannot evacuate the
nursing home without assistance; and

(G) contain built-in safety features to
allow all areas of the nursing home to be ac-
cessible to residents during the majority of
the day and night.

() NO ADDITIONAL PAYMENT.—The tech-
nical assistance provider, as well as any eli-
gible operating entities and participating
small house nursing homes, shall not receive
any additional payment or reimbursement
under the Medicare or Medicaid programs
based upon their participation in the CINCH
demonstration program.

(f) EVALUATION AND REPORT.—

(1) IN GENERAL.—Not later than 4 years
after the date of enactment of this Act, the
technical assistance provider shall evaluate
the performance of each of the sites partici-
pating under the CINCH demonstration pro-
gram and shall submit to Congress and the
Secretary a report containing the results of
such evaluation.

(2) EVALUATION REQUIREMENTS.—The eval-
uation shall include an analysis of—

(A) not less than 12 months of MDS infor-
mation and financial data from at least 10
small house nursing homes; and

(B) results from focus groups or surveys re-
garding health outcomes for residents and
program costs.

(g) DEFINITIONS.—In this section:

(1) CINCH DEMONSTRATION PROGRAM.—The
term “CINCH demonstration program”
means the demonstration program conducted
under this section.

(2) MEDICAID.—The term ‘‘Medicaid’ means
the program for medical assistance estab-
lished under title XIX of the Social Security
Act (42 U.S.C. 1396 et seq.).

(3) MEDICARE.—The term ‘‘Medicare”
means the program for medical assistance
established under title XVIII of the Social
Security Act (42 U.S.C. 1395 et seq.).

(4) NURSING HOME.—The term
home” means—

(A) a skilled nursing facility (as defined in
section 1819(a) of the Social Security Act (42
U.S.C. 1395i-3(a))); or

(B) a nursing facility (as defined in section
1919(a) of the Social Security Act (42 U.S.C.
1396r(a))).

(5) RESEARCH-BASED.—The term ‘‘research-
based’ means research that—

(A) has been conducted by an objective re-
searcher or research team that has—

(i) no financial or affiliated organizational
interest in the success of the model; and

(ii) expertise in long-term care, with not
less than 3 research articles relating to long-
term care that have been published in lead-
ing peer-reviewed journals;

(B) has been conducted according to gen-
erally accepted research practices;

(C) has been published in a leading peer-re-
viewed journal on aging or long-term care;
and

(D) indicates a measurable improvement in
multiple aspects of quality of life and care.

(6) SECRETARY.—The term ‘‘Secretary”’
means the Secretary of Health and Human
Services.

(7) RURAL AREA.—The term ‘‘rural area’
means any area other than an urban or sub-
urban area.

(8) SUBURBAN AREA.—The term ‘‘suburban
area’ means any urbanized area that is con-
tiguous and adjacent to an urban area.

(9) URBAN AREA.—The term ‘‘urban area’
means a city or town that has a population
of greater than 50,000 inhabitants.

‘“‘nursing

SA 3116. Mr. WYDEN (for himself,
Ms. CoLLINS, and Mr. BAYH) submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
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DobpD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 2028, strike lines 9 and 10 and in-
sert the following:

(3) EFFICIENCY ADJUSTMENT BASED ON PRE-
MIUM INCREASES.—

(A) IN GENERAL.—The portion of the fee de-
termined under paragraph (1) with respect to
a covered entity for a calendar year which is
attributable to net premiums written shall
be multiplied by an amount equal to the sum
of—

(i) 50 percent, plus

(ii) the applicable percentage.

(B) APPLICABLE PERCENTAGE.—The applica-
ble percentage is a percentage determined by
the Secretary in the following manner:

(i) The applicable percentage for the cov-
ered entity with the lowest per-capita pre-
mium change shall be 0 percent.

(ii) The applicable percentage for the cov-
ered entity with the highest per-capita pre-
mium change shall be 100 percent.

(iii) The applicable percentage for each
other cover entity shall be based on the de-
gree to which the per-capita premium
change for such covered entity is greater
than the covered entity with the lowest per-
capita premium change, except that in deter-
mining such amount the Secretary shall en-
sure that the aggregate fees for all covered
entities under this section for the calendar
year (after application of this subsection) is
equal to $6,700,000,000.

(iv) Notwithstanding clause (iii), the Sec-
retary may reduce the applicable percentage
for a covered entity (but not below zero)
with respect to any calendar year if the Sec-
retary determines that the amount of the
per-capita premium increase for such entity
was primarily due to government restric-
tions on rates, but only to the extent that
the amount of the per-capita premium in-
crease was due to such government restric-
tions, as determined by the Secretary. In the
case of any reduction under the preceding
sentence, proper adjustment shall be made to
the applicable percentages for other covered
entities described in clause (iii) such that
the aggregate fees for all covered entities
under this section for the calendar year
(after application of this subsection) is equal
to $6,700,000,000. In no case shall any adjust-
ment cause the applicable percentage for any
covered entity to exceed 100 percent.

(C) PER-CAPITA PREMIUM CHANGE.—For pur-
poses of this paragraph—

(i) IN GENERAL.—The term ‘‘per-capita pre-
mium change’” means, with respect to any
calendar year, the excess of—

(I) the per-capita premium amount for the
such calendar year, over

(IT) the per capita premium amount for the
preceding calendar year.

(i) PER-CAPITA PREMIUM AMOUNT.—The
term ‘‘per-capita premium amount’’ means,
with respect to any calendar year, the total
amount of net premiums written with re-
spect to health insurance for any United
States health risk for such calendar year di-
vided by the number of United States health
risks which are covered under such net writ-
ten premiums.

(iii) REPORTING.—

(I) IN GENERAL.—Each covered entity shall
include in the report required under sub-
section (g) the number of United States
health risks which are covered under net
written premiums with respect to health in-
surance.
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(IT) PENALTY.—The rules of subsection
(2)(2) shall apply to the information required
to be reported under subclause (I).

(4) SECRETARIAL DETERMINATION.—The Sec-
retary shall calculate the amount of each
covered entity’s fee for any calendar year
under this subsection.

SA 3117. Mr. WYDEN (for himself,
Ms. CoLLINS, and Mr. BAYH) submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUcCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 164, between lines 2 and 3, insert
the following:

SEC. 13 . OPTIONAL FREE CHOICE VOUCHERS.

(a) IN GENERAL.—Any employer may pro-
vide a free choice voucher to any employee
of such employer, but only if such employer
offers free choice vouchers to—

(1) in the case of an offering employer, all
employees of such employer who are eligible
to participate in an employer-sponsored plan
described in subsection (c)(1), and

(2) in the case of any other employer, all
employees of the employer.

(b) FREE CHOICE VOUCHER.—

(1) AMOUNT.—

(A) OFFERING EMPLOYERS.—

(i) IN GENERAL.—In the case of an offering
employer, the amount of the free choice
voucher provided under subsection (a) shall
be equal to the monthly portion of the cost
of the eligible employer-sponsored plan
which would have been paid by the employer
if the employee were covered under the plan
with respect to which the employer pays the
largest portion of the employee’s premium.
Such amount shall be equal to the amount
the employer would pay for an employee
with self-only coverage unless such employee
elects family coverage (in which case such
amount shall be the amount the employer
would pay for family coverage).

(ii) DETERMINATION OF cOST.—The cost of
any health plan shall be determined under
the rules similar to the rules of section 2204
of the Public Health Service Act, except that
such amount may be adjusted for age and
category of coverage in accordance with reg-
ulations established by the Secretary.

(B) OTHER EMPLOYERS.—In the case of any
other employer, the amount of the voucher
provided under subsection (a) shall be not
greater than the amount equal to the lowest
cost bronze plan of the individual market in
the rating area in which the employee re-
sides which—

(i) is offered through an Exchange, and

(ii) provides—

(I) in the case of an employee electing self-
only coverage, self-only coverage, and

(IT) in any other case, family coverage.

(2) USE OF VOUCHERS.—An Exchange shall
credit the amount of any free choice voucher
provided under subsection (a) to the monthly
premium of any qualified health plan in the
Exchange in which the qualified employee is
enrolled and the offering employer shall pay
any amounts so credited to the Exchange.

(3) PAYMENT OF EXCESS AMOUNTS.—If the
amount of the free choice voucher exceeds
the amount of the premium of the qualified
health plan in which the qualified employee
is enrolled for such month, such excess shall
be paid to the employee. Any amount paid to
the employee under the preceding sentence
shall not be taken into account in deter-
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mining the rate of pay of the employee under
the Fair Labor Standards Act of 1938.

(c) OFFERING EMPLOYER.—For purposes of
this section, the term ‘‘offering employer”’
means any employer who—

(1) offers minimum essential coverage to
its employees consisting of coverage through
an eligible employer-sponsored plan; and

(2) pays any portion of the costs of such
plan.

(d) OTHER DEFINITIONS.—Any term used in
this section which is also used in section
5000A of the Internal Revenue Code of 1986
shall have the meaning given such term
under such section 5000A.

(e) ACCELERATED ACCESS TO EXCHANGES.—
Notwithstanding section 1312(f)(2)(B)—

(1) beginning in 2015, each State may allow
issuers of health insurance coverage in the
large group market in the State to offer
qualified health plans in such market
through an Exchange, but only in connection
with employers who provide free choice
vouchers under subsection (a); and

(2) if a State under paragraph (1) allows
issuers to offer qualified plans in the large
group market though an Exchange, the term
“‘qualified employer’” (as defined in section
1312(f)(2)) shall include a large employer
that—

(A) provides free choice vouchers to its em-
ployees under subsection (a); and

(B) elects to make all full-time employees
eligible for 1 or more qualified health plans
offered in the large group market through
the Exchange.

(f) EXCLUSION FROM INCOME FOR EM-
PLOYEE.—

(1) IN GENERAL.—Part IIT of subchapter B of
chapter 1 of the Internal Revenue Code of
1986 is amended by inserting after section
139C the following new section:

“SEC. 139D. FREE CHOICE VOUCHERS.

“Gross income shall not include the
amount of any free choice voucher provided
by an employer under part I of subtitle D of
title I of the Patient Protection and Afford-
able Care Act to the extent that the amount
of such voucher does not exceed the amount
paid for a qualified health plan (as defined in
section 1301 of such Act) by the taxpayer.”.

(2) CLERICAL AMENDMENT.—The table of
sections for part III of subchapter B of chap-
ter 1 of such Code is amended by inserting
after the item relating to section 139C the
following new item:

‘“‘Sec. 139D. Free choice vouchers.”.

(3) EFFECTIVE DATE.—The amendments
made by this subsection shall apply to
vouchers provided after December 31, 2013.

(g) DEDUCTION ALLOWED TO EMPLOYER.—

(1) IN GENERAL.—Section 162(a) of the Inter-
nal Revenue Code of 1986 is amended by add-
ing at the end the following new sentence:
“For purposes of paragraph (1), the amount
of a free choice voucher provided under part
I of subtitle D of title I of the Patient Pro-
tection and Affordable Care Act shall be
treated as an amount for compensation for
personal services actually rendered.”.

(2) EFFECTIVE DATE.—The amendments
made by this subsection shall apply to
vouchers provided after December 31, 2013.

(h) VOUCHER TAKEN INTO ACCOUNT IN DE-
TERMINING PREMIUM CREDIT.—

(1) IN GENERAL.—Subsection (b)(2) of sec-

tion 36B of the Internal Revenue Code of 1986,
as added by section 1401, is amended by add-
ing at the end the following new flush sen-
tence:
“The amount of any monthly premium under
subsection subparagraph (A) and the amount
of the adjusted monthly premium for the
second lowest cost silver plan under subpara-
graph (B) shall be reduced by the amount of
any free choice voucher provided to the tax-
payer under section of the Patient
Protection and Affordable Care Act.”.
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(2) EFFECTIVE DATE.—The amendment
made by this subsection shall apply to tax-
able years beginning after December 31, 2013.

(i) COORDINATION WITH EMPLOYER RESPON-
SIBILITIES.—

(1) SHARED RESPONSIBILITY PENALTY.—

(A) IN GENERAL.—Subsection (c) of section
4980H of the Internal Revenue Code of 1986, as
added by section 1513, is amended by adding
at the end the following new paragraph:

‘“(3) SPECIAL RULES FOR EMPLOYERS PRO-
VIDING FREE CHOICE VOUCHERS.—The assess-
able payment imposed under paragraph (1)
shall be reduced (but not below zero) by the
amount of any free choice voucher provided
to a full-time employee under section  of
the Patient Protection and Affordable Care
Act for any month during which such em-
ployee is enrolled in a qualified health plan
with respect to which an applicable premium
credit or cost-sharing subsidy is allowed or
paid with respect to such employee.”’.

(B) EFFECTIVE DATE.—The amendment
made by this paragraph shall apply to
months beginning after December 31, 2013.

(2) NOTIFICATION REQUIREMENT.—Section
18B(a)(3) of the Fair Labor Standards Act of
1938, as added by section 15612, is amended—

(A) by inserting ‘‘and the employer does
not offer a free choice voucher” after ‘“Ex-
change’’; and

(B) by striking ‘‘will lose’” and inserting
“may lose”.

SA 3118. Ms. COLLINS (for herself,
Mr. WYDEN, and Mr. BAYH) submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 116, between lines 2 and 3, insert
the following:

(3) SPECIAL RULE FOR INDIVIDUALS AGE 30
AND OVER NOT ELIGIBLE FOR EXCHANGE CRED-
ITS AND REDUCTIONS.—

(A) IN GENERAL.—Subject to subparagraph
(B), an individual who has attained at least
the age of 30 before the beginning of a plan
year shall be treated as an individual de-
scribed in paragraph (2) if the individual is
not eligible for the plan year for the pre-
mium tax credit under section 36B of the In-
ternal Revenue Code of 1986 or the cost-shar-
ing reductions under section 1402 with re-
spect to enrollment in a qualified health
plan offered through an Exchange. The pre-
ceding sentence shall not apply to an indi-
vidual if the individual is not eligible for
such credit or reductions because the indi-
vidual is eligible to enroll in minimum es-
sential coverage consisting of coverage
under a government sponsored program de-
scribed in section 5000A(f)(1)(A).

(B) REQUIREMENTS.—Subparagraph (A)
shall only apply to an individual if the indi-
vidual elects the application of this para-
graph and such election provides that—

(i) the individual acknowledges that cov-
erage under the catastrophic plan is the low-
est coverage available, that the plan pro-
vides no benefits for any plan year until the
individual has incurred cost-sharing ex-
penses in an amount equal to the annual lim-
itation in effect under subsection (c)(1) for
the plan year (except as provided for in sec-
tion 2713), and that these cost-sharing ex-
penses could involve significant financial
risk for the individual; and

(ii) the individual agrees that—
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(I) the individual will not change such cov-
erage until the next applicable annual or
special enrollment period under section
1311(c)(b); and

(IT) if the individual elects to change such
coverage at the time of such enrollment pe-
riod, the individual may only enroll in the
bronze level of coverage.

(4) STATE AUTHORITY.—In accordance with
section 1321(d), a State may impose addi-
tional requirements or conditions for cata-
strophic plans described in this subsection to
the extent such requirements or conditions
are not inconsistent with the requirements
under this subsection.

SA 3119. Mr. WARNER (for himself,
Mr. UpALL of Colorado, Mr. UDALL of
New Mexico, Mrs. SHAHEEN, Mrs.
HAGAN, Mr. MERKLEY, Mr. BEGICH, Mr.
BURRIS, Mr. KAUFMAN, Mr. BENNET,
Mrs. GILLIBRAND, Mr. FRANKEN, Mr.
KIRK, Ms. COLLINS, Ms. KLLOBUCHAR, and
Mr. WHITEHOUSE) submitted an amend-
ment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 1134, strike line 3 and insert the
following:
title).

Subtitle G—Modernizing America’s Health

Care System
PART I—-IMPROVING QUALITY AND VALUE

THROUGH DELIVERY SYSTEM REFORM

SEC. 3601. QUALITY REPORTING FOR PSY-
CHIATRIC HOSPITALS.

(a) IN GENERAL.—Section 1886(s) of the So-
cial Security Act, as added by section 3401(f),
is amended by adding at the end the fol-
lowing new paragraph:

“(4) QUALITY REPORTING.—

““(A) REDUCTION IN UPDATE FOR FAILURE TO
REPORT.—

‘(i) IN GENERAL.—Under the system de-
scribed in paragraph (1), for rate year 2014
and each subsequent rate year, in the case of
a psychiatric hospital or psychiatric unit
that does not submit data to the Secretary
in accordance with subparagraph (C) with re-
spect to such a rate year, any annual update
to a standard Federal rate for discharges for
the hospital during the rate year, and after
application of paragraph (2), shall be reduced
by 2 percentage points.

‘(i) SPECIAL RULE.—The application of
this subparagraph may result in such annual
update being less than 0.0 for a rate year, and
may result in payment rates under the sys-
tem described in paragraph (1) for a rate year
being less than such payment rates for the
preceding rate year.

‘“(B) NONCUMULATIVE APPLICATION.—Any
reduction under subparagraph (A) shall apply
only with respect to the rate year involved
and the Secretary shall not take into ac-
count such reduction in computing the pay-
ment amount under the system described in
paragraph (1) for a subsequent rate year.

“(C) SUBMISSION OF QUALITY DATA.—For
rate year 2014 and each subsequent rate year,
each psychiatric hospital and psychiatric
unit shall submit to the Secretary data on
quality measures specified under subpara-
graph (D). Such data shall be submitted in a
form and manner, and at a time, specified by
the Secretary for purposes of this subpara-
graph.
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‘(D) QUALITY MEASURES.—

‘(i) IN GENERAL.—Subject to clause (ii),
any measure specified by the Secretary
under this subparagraph must have been en-
dorsed by the entity with a contract under
section 1890(a).

‘‘(ii) EXCEPTION.—In the case of a specified
area or medical topic determined appro-
priate by the Secretary for which a feasible
and practical measure has not been endorsed
by the entity with a contract under section
1890(a), the Secretary may specify a measure
that is not so endorsed as long as due consid-
eration is given to measures that have been
endorsed or adopted by a consensus organiza-
tion identified by the Secretary.

‘“(iii) TIME FRAME.—Not later than October
1, 2012, the Secretary shall publish the meas-
ures selected under this subparagraph that
will be applicable with respect to rate year
2014.

‘“(E) PUBLIC AVAILABILITY OF DATA SUB-
MITTED.—The Secretary shall establish pro-
cedures for making data submitted under
subparagraph (C) available to the public.
Such procedures shall ensure that a psy-
chiatric hospital and a psychiatric unit has
the opportunity to review the data that is to
be made public with respect to the hospital
or unit prior to such data being made public.
The Secretary shall report quality measures
that relate to services furnished in inpatient
settings in psychiatric hospitals and psy-
chiatric units on the Internet website of the
Centers for Medicare & Medicaid Services.”.

(b) CONFORMING  AMENDMENT.—Section
1890(b)(T)(B)(1)(I) of the Social Security Act,
as added by section 3014, is amended by in-
serting “1886(s)(4)(D),” after <“1886(0)(2),”.
SEC. 3602. PILOT TESTING PAY-FOR-PERFORM-

ANCE PROGRAMS FOR CERTAIN
MEDICARE PROVIDERS.

(a) IN GENERAL.—Not later than January 1,
2016, the Secretary of Health and Human
Services (in this section referred to as the
“Secretary’) shall, for each provider de-
scribed in subsection (b), conduct a separate
pilot program under title XVIII of the Social
Security Act to test the implementation of a
value-based purchasing program for pay-
ments under such title for the provider.

(b) PROVIDERS DESCRIBED.—The providers
described in this paragraph are the fol-
lowing:

(1) Psychiatric hospitals (as described in
clause (i) of section 1886(d)(1)(B) of such Act
(42 U.S.C. 1395ww(d)(1)(B))) and psychiatric
units (as described in the matter following
clause (v) of such section).

(2) Long-term care hospitals (as described
in clause (iv) of such section).

(3) Rehabilitation hospitals (as described
in clause (ii) of such section).

(4) PPS-exempt cancer hospitals (as de-
scribed in clause (v) of such section).

(5) Hospice programs (as defined in section

1861(dd)(2) of such Act (42 U.S.C.
1395x(dd)(2))).
(c) WAIVER AUTHORITY.—The Secretary

may waive such requirements of titles XI
and XVIII of the Social Security Act as may
be necessary solely for purposes of carrying
out the pilot programs under this section.

(d) NO ADDITIONAL PROGRAM EXPENDI-
TURES.—Payments under this section under
the separate pilot program for value based
purchasing (as described in subsection (a))
for each provider type described in para-
graphs (1) through (5) of subsection (b) for
applicable items and services under title
XVIII of the Social Security Act for a year
shall be established in a manner that does
not result in spending more under each such
value based purchasing program for such
year than would otherwise be expended for
such provider type for such year if the pilot
program were not implemented, as estimated
by the Secretary.
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(e) EXPANSION OF PILOT PROGRAM.—The
Secretary may, at any point after January 1,
2018, expand the duration and scope of a pilot
program conducted under this subsection, to
the extent determined appropriate by the
Secretary, if—

(1) the Secretary determines that such ex-
pansion is expected to—

(A) reduce spending under title XVIII of
the Social Security Act without reducing the
quality of care; or

(B) improve the quality of care and reduce
spending;

(2) the Chief Actuary of the Centers for
Medicare & Medicaid Services certifies that
such expansion would reduce program spend-
ing under such title XVIII; and

(3) the Secretary determines that such ex-
pansion would not deny or limit the coverage
or provision of benefits under such title XIII
for Medicare beneficiaries.

SEC. 3603. PLANS FOR A VALUE-BASED PUR-
CHASING PROGRAM FOR AMBULA-
TORY SURGICAL CENTERS.

Section 3006 of this Act is amended by add-
ing at the end the following new subsection:

“(f) AMBULATORY SURGICAL CENTERS.—

‘(1) IN GENERAL.—The Secretary shall de-
velop a plan to implement a value-based pur-
chasing program for payments under the
Medicare program under title XVIII of the
Social Security Act for ambulatory surgical
centers (as described in section 1833(i) of the
Social Security Act (42 U.S.C. 13951(i))).

‘“(2) DETAILS.—In developing the plan
under paragraph (1), the Secretary shall con-
sider the following issues:

““(A) The ongoing development, selection,
and modification process for measures (in-
cluding under section 1890 of the Social Secu-
rity Act (42 U.S.C. 1395aaa) and section 1890A
of such Act, as added by section 3014), to the
extent feasible and practicable, of all dimen-
sions of quality and efficiency in ambulatory
surgical centers.

‘“(B) The reporting, collection, and valida-
tion of quality data.

‘(C) The structure of value-based payment
adjustments, including the determination of
thresholds or improvements in quality that
would substantiate a payment adjustment,
the size of such payments, and the sources of
funding for the value-based bonus payments.

‘(D) Methods for the public disclosure of
information on the performance of ambula-
tory surgical centers.

‘“(E) Any other issues determined appro-
priate by the Secretary.

¢“(3) CONSULTATION.—In developing the plan
under paragraph (1), the Secretary shall—

‘“(A) consult with relevant affected parties;
and

‘“(B) consider experience with such dem-
onstrations that the Secretary determines
are relevant to the value-based purchasing
program described in paragraph (1).

‘“(4) REPORT TO CONGRESS.—Not later than
January 1, 2011, the Secretary shall submit
to Congress a report containing the plan de-
veloped under paragraph (1).”.

SEC. 3604. REVISIONS TO NATIONAL PILOT PRO-
GRAM ON PAYMENT BUNDLING.

Section 1866D of the Social Security Act,
as added by section 3023, is amended—

(1) in paragraph (a)(2)(B), in the matter
preceding clause (i), by striking ‘8 condi-
tions’’ and inserting ‘10 conditions’’;

(2) by striking subsection (¢)(1)(B) and in-
serting the following:

‘‘(B) EXPANSION.—The Secretary may, at
any point after January 1, 2016, expand the
duration and scope of the pilot program, to
the extent determined appropriate by the
Secretary, if—

‘(i) the Secretary determines that such ex-
pansion is expected to—
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‘“(I) reduce spending under title XVIII of
the Social Security Act without reducing the
quality of care; or

‘“(IT) improve the quality of care and re-
duce spending;

‘“(ii) the Chief Actuary of the Centers for
Medicare & Medicaid Services certifies that
such expansion would reduce program spend-
ing under such title XVIII; and

‘“(iii) the Secretary determines that such
expansion would not deny or limit the cov-
erage or provision of benefits under this title
for individuals.”’; and

(3) by striking subsection (g).

SEC. 3605. IMPROVEMENTS TO THE MEDICARE
SHARED SAVINGS PROGRAM.

Section 1899 of the Social Security Act, as
added by section 3022, is amended by adding
at the end the following new subsections:

“(1) OPTION TO USE OTHER PAYMENT MOD-
ELS.—

‘(1) IN GENERAL.—If the Secretary deter-
mines appropriate, the Secretary may use
any of the payment models described in
paragraph (2) or (3) for making payments
under the program rather than the payment
model described in subsection (d).

““(2) PARTIAL CAPITATION MODEL.—

‘“(A) IN GENERAL.—Subject to subparagraph
(B), a model described in this paragraph is a
partial capitation model in which an ACO is
at financial risk for some, but not all, of the
items and services covered under parts A and
B, such as at risk for some or all physicians’
services or all items and services under part
B. The Secretary may limit a partial capita-
tion model to ACOs that are highly inte-
grated systems of care and to ACOs capable
of bearing risk, as determined to be appro-
priate by the Secretary.

‘“(B) NO ADDITIONAL PROGRAM EXPENDI-
TURES.—Payments to an ACO for items and
services under this title for beneficiaries for
a year under the partial capitation model
shall be established in a manner that does
not result in spending more for such ACO for
such beneficiaries than would otherwise be
expended for such ACO for such beneficiaries
for such year if the model were not imple-
mented, as estimated by the Secretary.

¢“(3) OTHER PAYMENT MODELS.—

‘‘(A) IN GENERAL.—Subject to subparagraph
(B), a model described in this paragraph is
any payment model that the Secretary de-
termines will improve the quality and effi-
ciency of items and services furnished under
this title.

‘“(B) NO ADDITIONAL PROGRAM EXPENDI-
TURES.—Subparagraph (B) of paragraph (2)
shall apply to a payment model under sub-
paragraph (A) in a similar manner as such
subparagraph (B) applies to the payment
model under paragraph (2).

“(j) INVOLVEMENT IN PRIVATE PAYER AND
OTHER THIRD PARTY ARRANGEMENTS.—The
Secretary may give preference to ACOs who
are participating in similar arrangements
with other payers.

“(k) TREATMENT OF PHYSICIAN GROUP PRAC-
TICE DEMONSTRATION.—During the period be-
ginning on the date of the enactment of this
section and ending on the date the program
is established, the Secretary may enter into
an agreement with an ACO under the dem-
onstration under section 1866A, subject to re-
basing and other modifications deemed ap-
propriate by the Secretary.”.

SEC. 3606. INCENTIVES TO IMPLEMENT ACTIVI-
TIES TO REDUCE DISPARITIES.

Section 1311(g)(1) of this Act is amended—

(1) in subparagraph (C), by striking *‘; and”’
and inserting a semicolon;

(2) in subparagraph (D), by striking the pe-
riod and inserting ‘‘; and’’; and

(3) by adding at the end the following:

‘“(E) the implementation of activities to
reduce health and health care disparities, in-
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cluding through the use of language services,

community outreach, and cultural com-

petency trainings.”.

SEC. 3607. NATIONAL DIABETES PREVENTION
PROGRAM.

Part P of title IIT of the Public Health
Service Act 42 U.S.C. 280g et seq.), as amend-
ed by section 5405, is amended by adding at
the end the following:

“SEC. 399V-2. NATIONAL DIABETES PREVENTION
PROGRAM.

‘“(a) IN GENERAL.—The Secretary, acting
through the Director of the Centers for Dis-
ease Control and Prevention, shall establish
a national diabetes prevention program (re-
ferred to in this section as the ‘program’)
targeted at adults at high risk for diabetes
in order to eliminate the preventable burden
of diabetes.

‘“‘(b) PROGRAM ACTIVITIES.—The program
described in subsection (a) shall include—

‘(1) a grant program for community-based
diabetes prevention program model sites;

‘(2) a program within the Centers for Dis-
ease Control and Prevention to determine
eligibility of entities to deliver community-
based diabetes prevention services;

‘(3) a training and outreach program for
lifestyle intervention instructors; and

‘“(4) evaluation, monitoring and technical
assistance, and applied research carried out
by the Centers for Disease Control and Pre-
vention.

‘“(¢c) ELIGIBLE ENTITIES.—To be eligible for
a grant under subsection (b)(1), an entity
shall be a State or local health department,
a tribal organization, a national network of
community-based non-profits focused on
health and wellbeing, an academic institu-
tion, or other entity, as the Secretary deter-
mines.

“(d) AUTHORIZATION OF APPROPRIATIONS.—
For the purpose of carrying out this section,
there are authorized to be appropriated such
sums as may be necessary for each of fiscal
years 2010 through 2014.”.

SEC. 3608. SELECTION OF EFFICIENCY MEAS-
URES.

Sections 1890(b)(7) and 1890A of the Social
Security Act, as added by section 3014, are
amended by striking ‘‘quality’ each place it
appears and inserting ‘‘quality and effi-
ciency’’.

SEC. 3609. REGIONAL TESTING OF PAYMENT AND
SERVICE DELIVERY MODELS UNDER
THE CENTER FOR MEDICARE AND
MEDICAID INNOVATION.

Section 1115A(a) of the Social Security
Act, as added by section 3021, is amended by
inserting at the end the following new para-
graph:

“(5) TESTING WITHIN CERTAIN GEOGRAPHIC
AREAS.—For purposes of testing payment and
service delivery models under this section,
the Secretary may elect to limit testing of a
model to certain geographic areas.”.

SEC. 3610. ADDITIONAL IMPROVEMENTS UNDER
THE CENTER FOR MEDICARE AND
MEDICAID INNOVATION.

Section 1115A(a) of the Social Security
Act, as added by section 3021, is amended—

(1) in subsection (b)(2)—

(A) in subparagraph (A)—

(i) in the second sentence, by striking ‘‘the
preceding sentence may include’ and insert-
ing ‘‘this subparagraph may include, but are
not limited to,”’; and

(ii) by inserting after the first sentence the
following new sentence: ‘“The Secretary shall
focus on models expected to reduce program
costs under the applicable title while pre-
serving or enhancing the quality of care re-
ceived by individuals receiving benefits
under such title.”’; and

(B) in subparagraph (C), by adding at the
end the following new clause:

‘“(viii) Whether the model demonstrates ef-
fective linkage with other public sector or
private sector payers.”’;
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(2) in subsection (b)(4), by adding at the
end the following new subparagraph:

¢“(C) MEASURE SELECTION.—To the extent
feasible, the Secretary shall select measures
under this paragraph that reflect national
priorities for quality improvement and pa-
tient-centered care consistent with the
measures described in 1890(b)(7)(B).”’; and

(3) in subsection (¢c)—

(A) in paragraph (1)(B), by striking ‘‘care
and reduce spending; and’’ and inserting ‘‘pa-
tient care without increasing spending;’’;

(B) in paragraph (2), by striking ‘‘reduce
program spending under applicable titles.”
and inserting ‘‘reduce (or would not result in
any increase in) net program spending under
applicable titles; and’’; and

(C) by adding at the end the following:

‘“(3) the Secretary determines that such ex-
pansion would not deny or limit the coverage
or provision of benefits under the applicable
title for applicable individuals.

In determining which models or demonstra-
tion projects to expand under the preceding
sentence, the Secretary shall focus on mod-
els and demonstration projects that improve
the quality of patient care and reduce spend-
ing.”.

SEC. 3611. IMPROVEMENTS TO THE PHYSICIAN

QUALITY REPORTING SYSTEM.

(a) IN GENERAL.—Section 1848(m) of the So-
cial Security Act (42 U.S.C. 1395w—4(m)) is
amended by adding at the end the following
new paragraph:

“(7) ADDITIONAL INCENTIVE PAYMENT.—

““(A) IN GENERAL.—For 2011 through 2014, if
an eligible professional meets the require-
ments described in subparagraph (B), the ap-
plicable quality percent for such year, as de-
scribed in clauses (iii) and (iv) of paragraph
(1)(B), shall be increased by 0.5 percentage
points.

‘(B) REQUIREMENTS DESCRIBED.—In order
to qualify for the additional incentive pay-
ment described in subparagraph (A), an eligi-
ble professional shall meet the following re-
quirements:

‘(i) The eligible professional shall—

“(I) satisfactorily submit data on quality
measures for purposes of paragraph (1) for a
year; and

“(IT) have such data submitted on their be-
half through a Maintenance of Certification
Program (as defined in subparagraph (C)(i))
that meets—

‘“(aa) the criteria for a registry (as de-
scribed in subsection (k)(4)); or

‘“‘(bb) an alternative form and manner de-
termined appropriate by the Secretary.

‘‘(ii) The eligible professional, more fre-
quently than is required to qualify for or
maintain board certification status—

“(I) participates in such a Maintenance of
Certification program for a year; and

““(IT) successfully completes a qualified
Maintenance of Certification Program prac-
tice assessment (as defined in subparagraph
(C)(ii)) for such year.

‘‘(iii) A Maintenance of Certification pro-
gram submits to the Secretary, on behalf of
the eligible professional, information—

“(D in a form and manner specified by the
Secretary, that the eligible professional has
successfully met the requirements of clause
(ii) (which may be in the form of a structural
measure);

““(I1) if requested by the Secretary, on the
survey of patient experience with care (as de-
scribed in subparagraph (C)(ii)(II)); and

‘(ITI) as the Secretary may require, on the
methods, measures, and data used under the
Maintenance of Certification Program and
the qualified Maintenance of Certification
Program practice assessment.

‘“(C) DEFINITIONS.—For purposes of this
paragraph:

‘(1) The term ‘Maintenance of Certifi-
cation Program’ means a continuous assess-
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ment program, such as qualified American
Board of Medical Specialties Maintenance of
Certification program or an equivalent pro-
gram (as determined by the Secretary), that
advances quality and the lifelong learning
and self-assessment of board certified spe-
cialty physicians by focusing on the com-
petencies of patient care, medical knowl-
edge, practice-based learning, interpersonal

and communication skills and profes-
sionalism. Such a program shall include the
following:

‘() The program requires the physician to
maintain a valid, unrestricted medical li-
cense in the United States.

“(II) The program requires a physician to
participate in educational and self-assess-
ment programs that require an assessment of
what was learned.

“(III) The program requires a physician to
demonstrate, through a formalized, secure
examination, that the physician has the fun-
damental diagnostic skills, medical knowl-
edge, and clinical judgment to provide qual-
ity care in their respective specialty.

‘“(IV) The program requires successful
completion of a qualified Maintenance of
Certification Program practice assessment
as described in clause (ii).

‘“(ii) The term ‘qualified Maintenance of
Certification Program practice assessment’
means an assessment of a physician’s prac-
tice that—

‘“(I) includes an initial assessment of an el-
igible professional’s practice that is designed
to demonstrate the physician’s use of evi-
dence-based medicine;

“(IT) includes a survey of patient experi-
ence with care; and

‘“(ITII) requires a physician to implement a
quality improvement intervention to address
a practice weakness identified in the initial
assessment under subclause (I) and then to
remeasure to assess performance improve-
ment after such intervention.”.

(b) AUTHORITY.—Section 3002(c) of this Act
is amended by adding at the end the fol-
lowing new paragraph:

‘“(3) AUTHORITY.—For years after 2014, if
the Secretary of Health and Human Services
determines it to be appropriate, the Sec-
retary may incorporate participation in a
Maintenance of Certification Program and
successful completion of a qualified Mainte-
nance of Certification Program practice as-
sessment into the composite of measures of
quality of care furnished pursuant to the
physician fee schedule payment modifier, as
described in section 1848(p)(2) of the Social
Security Act (42 U.S.C. 1395w—4(p)(2)).”.

(¢) ELIMINATION OF MA REGIONAL PLAN
STABILIZATION FUND.—

(1) IN GENERAL.—Section 1858 of the Social
Security Act (42 U.S.C. 1395w-27a) is amend-
ed by striking subsection (e).

(2) TRANSITION.—Any amount contained in
the MA Regional Plan Stabilization Fund as
of the date of the enactment of this Act shall
be transferred to the Federal Supplementary
Medical Insurance Trust Fund.

SEC. 3612. IMPROVEMENT IN PART D MEDICA-
TION THERAPY MANAGEMENT (MTM)
PROGRAMS.

(a) IN GENERAL.—Section 1860D-4(c)(2) of
the Social Security Act (42 U.S.C. 1395w—
104(c)(2)) is amended—

(1) by redesignating subparagraphs (C), (D),
and (E) as subparagraphs (E), (F), and (G), re-
spectively; and

(2) by inserting after subparagraph (B) the
following new subparagraphs:

‘(C) REQUIRED INTERVENTIONS.—For plan
years beginning on or after the date that is
2 years after the date of the enactment of
the Patient Protection and Affordable Care
Act, prescription drug plan sponsors shall
offer medication therapy management serv-
ices to targeted beneficiaries described in
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subparagraph (A)(ii) that include, at a min-
imum, the following to increase adherence to
prescription medications or other goals
deemed necessary by the Secretary:

‘(i) An annual comprehensive medication
review furnished person-to-person or using
telehealth technologies (as defined by the
Secretary) by a licensed pharmacist or other
qualified provider. The comprehensive medi-
cation review—

“(I) shall include a review of the individ-
ual’s medications and may result in the cre-
ation of a recommended medication action
plan or other actions in consultation with
the individual and with input from the pre-
scriber to the extent necessary and prac-
ticable; and

‘(IT) shall include providing the individual

with a written or printed summary of the re-
sults of the review.
The Secretary, in consultation with relevant
stakeholders, shall develop a standardized
format for the action plan under subclause
(I) and the summary under subclause (II).

‘“(ii) Follow-up interventions as warranted
based on the findings of the annual medica-
tion review or the targeted medication en-
rollment and which may be provided person-
to-person or using telehealth technologies
(as defined by the Secretary).

‘(D) ASSESSMENT.—The prescription drug
plan sponsor shall have in place a process to
assess, at least on a quarterly basis, the
medication use of individuals who are at risk
but not enrolled in the medication therapy
management program, including individuals
who have experienced a transition in care, if
the prescription drug plan sponsor has access
to that information.

“(E) AUTOMATIC ENROLLMENT WITH ABILITY
TO OPT-OUT.—The prescription drug plan
sponsor shall have in place a process to—

‘(i) subject to clause (ii), automatically
enroll targeted beneficiaries described in
subparagraph (A)(ii), including beneficiaries
identified under subparagraph (D), in the
medication therapy management program
required under this subsection; and

‘“(ii) permit such beneficiaries to opt-out of
enrollment in such program.”.

(b) RULE OF CONSTRUCTION.—Nothing in
this section shall limit the authority of the
Secretary of Health and Human Services to
modify or broaden requirements for a medi-
cation therapy management program under
part D of title XVIII of the Social Security
Act or to study new models for medication
therapy management through the Center for
Medicare and Medicaid Innovation under sec-
tion 1115A of such Act, as added by section
3021.

SEC. 3613. EVALUATION OF TELEHEALTH UNDER
THE CENTER FOR MEDICARE AND
MEDICAID INNOVATION.

Section 1115A(b)(2)(B) of the Social Secu-
rity Act, as added by section 3021, is amend-
ed by adding at the end the following new
clause:

‘“(xix) Utilizing, in particular in entities
located in medically underserved areas and
facilities of the Indian Health Service
(whether operated by such Service or by an
Indian tribe or tribal organization (as those
terms are defined in section 4 of the Indian
Health Care Improvement Act)), telehealth
services—

“(I) in treating behavioral health issues
(such as post-traumatic stress disorder) and
stroke; and

‘“(IT) to improve the capacity of non-med-
ical providers and non-specialized medical
providers to provide health services for pa-
tients with chronic complex conditions.”.
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SEC. 3614. REVISIONS TO THE EXTENSION FOR
THE RURAL COMMUNITY HOSPITAL
DEMONSTRATION PROGRAM.

(a) IN GENERAL.—Subsection (g) of section
410A of the Medicare Prescription Drug, Im-
provement, and Modernization Act of 2003
(Public Law 108-173; 117 Stat. 2272), as added
by section 3123(a) of this Act, is amended to
read as follows:

‘(g) FIVE-YEAR EXTENSION OF DEMONSTRA-
TION PROGRAM.—

‘(1) IN GENERAL.—Subject to the suc-
ceeding provisions of this subsection, the
Secretary shall conduct the demonstration
program under this section for an additional
5-year period (in this section referred to as
the ‘b-year extension period’) that begins on
the date immediately following the last day
of the initial 5-year period under subsection
(a)(5).

“2) EXPANSION OF DEMONSTRATION
STATES.—Notwithstanding subsection (a)(2),
during the 5-year extension period, the Sec-
retary shall expand the number of States
with low population densities determined by
the Secretary under such subsection to 20. In
determining which States to include in such
expansion, the Secretary shall use the same
criteria and data that the Secretary used to
determine the States under such subsection
for purposes of the initial 5-year period.

¢“(3) INCREASE IN MAXIMUM NUMBER OF HOS-
PITALS PARTICIPATING IN THE DEMONSTRATION
PROGRAM.—Notwithstanding subsection
(a)(4), during the 5-year extension period, not
more than 30 rural community hospitals may
participate in the demonstration program
under this section.

*“(4) HOSPITALS IN DEMONSTRATION PROGRAM
ON DATE OF ENACTMENT.—In the case of a
rural community hospital that is partici-
pating in the demonstration program under
this section as of the last day of the initial
5-year period, the Secretary—

‘“(A) shall provide for the continued par-
ticipation of such rural community hospital
in the demonstration program during the 5-
year extension period unless the rural com-
munity hospital makes an election, in such
form and manner as the Secretary may
specify, to discontinue such participation;
and

‘“(B) in calculating the amount of payment
under subsection (b) to the rural community
hospital for covered inpatient hospital serv-
ices furnished by the hospital during such 5-
year extension period, shall substitute,
under paragraph (1)(A) of such subsection—

‘(i) the reasonable costs of providing such
services for discharges occurring in the first
cost reporting period beginning on or after
the first day of the 5-year extension period,
for

‘‘(ii) the reasonable costs of providing such
services for discharges occurring in the first
cost reporting period beginning on or after
the implementation of the demonstration
program.”’.

(b) CONFORMING AMENDMENTS.—Subsection
(a)(5) of section 410A of the Medicare Pre-
scription Drug, Improvement, and Mod-
ernization Act of 2003 (Public Law 108-173; 117
Stat. 2272), as amended by section 3123(b) of
this Act, is amended by striking ‘‘1-year ex-
tension’ and inserting ‘‘5-year extension’’.

PART II—PROMOTING TRANSPARENCY
AND COMPETITION
SEC. 3621. DEVELOPING METHODOLOGY TO AS-
SESS HEALTH PLAN VALUE.

(a) DEVELOPMENT.—The Secretary of
Health and Human Services (referred to in
this section as the ‘‘Secretary’’), in consulta-
tion with relevant stakeholders including
health insurance issuers, health care con-
sumers, employers, health care providers,
and other entities determined appropriate by
the Secretary, shall develop a methodology
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to measure health plan value. Such method-
ology shall take into consideration, where
applicable—

(1) the overall cost to enrollees under the
plan;

(2) the quality of the care provided for
under the plan;

(3) the efficiency of the plan in providing
care;

(4) the relative risk of the plan’s enrollees
as compared to other plans;

(5) the actuarial value or other compara-
tive measure of the benefits covered under
the plan; and

(6) other factors determined relevant by
the Secretary.

(b) REPORT.—Not later than 18 months
after the date of enactment of this Act, the
Secretary shall submit to Congress a report
concerning the methodology developed under
subsection (a).

SEC. 3622. DATA COLLECTION; PUBLIC REPORT-
ING.

Section 399II(a) of the Public Health Serv-
ice Act, as added by section 3015, is amended
to read as follows:

‘‘(a) IN GENERAL.—

‘(1) ESTABLISHMENT OF STRATEGIC FRAME-
WORK.—The Secretary shall establish and im-
plement an overall strategic framework to
carry out the public reporting of perform-
ance information, as described in section
399JJ. Such strategic framework may in-
clude methods and related timelines for im-
plementing nationally consistent data col-

lection, data aggregation, and analysis
methods.
“(2) COLLECTION AND AGGREGATION OF

DATA.—The Secretary shall collect and ag-
gregate consistent data on quality and re-
source use measures from information sys-
tems used to support health care delivery,
and may award grants or contracts for this
purpose. The Secretary shall align such col-
lection and aggregation efforts with the re-
quirements and assistance regarding the ex-
pansion of health information technology
systems, the interoperability of such tech-
nology systems, and related standards that
are in effect on the date of enactment of the
Patient Protection and Affordable Care Act.

‘“(3) ScoPE.—The Secretary shall ensure
that the data collection, data aggregation,
and analysis systems described in paragraph
(1) involve an increasingly broad range of pa-
tient populations, providers, and geographic
areas over time.”’.

SEC. 3623. MODERNIZING COMPUTER AND DATA
SYSTEMS OF THE CENTERS FOR
MEDICARE & MEDICAID SERVICES
TO SUPPORT IMPROVEMENTS IN
CARE DELIVERY.

(a) IN GENERAL.—The Secretary of Health
and Human Services (in this section referred
to as the ‘‘Secretary’’) shall develop a plan
(and detailed budget for the resources needed
to implement such plan) to modernize the
computer and data systems of the Centers
for Medicare & Medicaid Services (in this
section referred to as ““‘CMS”’).

(b) CONSIDERATIONS.—In developing the
plan, the Secretary shall consider how such
modernized computer system could—

(1) in accordance with the regulations pro-
mulgated under section 264(c) of the Health
Insurance Portability and Accountability
Act of 1996, make available data in a reliable
and timely manner to providers of services
and suppliers to support their efforts to bet-
ter manage and coordinate care furnished to
beneficiaries of CMS programs; and

(2) support consistent evaluations of pay-
ment and delivery system reforms under
CMS programs.

(c) POSTING OF PLAN.—By not later than 9
months after the date of the enactment of
this Act, the Secretary shall post on the
website of the Centers for Medicare & Med-
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icaid Services the plan described in sub-

section (a).

SEC. 3624. EXPANSION OF THE SCOPE OF THE
INDEPENDENT MEDICARE ADVISORY
BOARD.

(a) ANNUAL PUBLIC REPORT.—

(1) REPORT.—Section 1899A of the Social
Security Act, as added by section 3403, is
amended by adding at the end the following
new subsection:

“(n) ANNUAL PUBLIC REPORT.—

‘(1) IN GENERAL.—Not later than July 1,
2014, and annually thereafter, the Board
shall produce a public report containing
standardized information on system-wide
health care costs, patient access to care, uti-
lization, and quality-of-care that allows for
comparison by region, types of services,
types of providers, and both private payers
and the program under this title.

‘‘(2) REQUIREMENTS.—Each report produced
pursuant to paragraph (1) shall include infor-
mation with respect to the following areas:

““(A) The quality and costs of care for the
population at the most local level deter-
mined practical by the Board (with quality
and costs compared to national benchmarks
and reflecting rates of change, taking into
account quality measures described in sec-
tion 1890(b)(7)(B)).

‘“(B) Beneficiary and consumer access to
care, patient and caregiver experience of
care, and the cost-sharing or out-of-pocket
burden on patients.

‘(C) Epidemiological shifts and demo-
graphic changes.

‘(D) The proliferation, effectiveness, and
utilization of health care technologies, in-
cluding variation in provider practice pat-
terns and costs.

‘““(E) Any other areas that the Board deter-
mines affect overall spending and quality of
care in the private sector.”.

(2) ALIGNMENT WITH MEDICARE PROPOSALS.—
Section 1899A(c)(2)(B) of the Social Security
Act, as added by section 3403, is amended—

(A) in clause (v), by striking ‘“‘and’ at the
end;

(B) in clause (vi), by striking the period at
the end and inserting ‘‘; and”’; and

(C) by adding at the end the following new
clause:

‘“(vii) take into account the data and find-
ings contained in the annual reports under
subsection (n) in order to develop proposals
that can most effectively promote the deliv-
ery of efficient, high quality care to Medi-
care beneficiaries.”.

(b) ADVISORY RECOMMENDATIONS FOR NON-
FEDERAL HEALTH CARE PROGRAMS.—Section
1899A of the Social Security Act, as added by
section 3403 and as amended by subsection
(a)(1), is amended by adding at the end the
following new subsection:

‘“(0) ADVISORY RECOMMENDATIONS FOR NON-
FEDERAL HEALTH CARE PROGRAMS.—

‘(1) IN GENERAL.—Not later than January
15, 2015, and at least once every two years
thereafter, the Board shall submit to Con-
gress and the President recommendations to
slow the growth in national health expendi-
tures (excluding expenditures under this
title and in other Federal health care pro-
grams) while preserving or enhancing qual-
ity of care, such as recommendations—

‘“(A) that the Secretary or other Federal
agencies can implement administratively;

“(B) that may require legislation to be en-
acted by Congress in order to be imple-
mented;

‘(C) that may require legislation to be en-
acted by State or local governments in order
to be implemented;

‘(D) that private sector entities can volun-
tarily implement; and

‘“(B) with respect to other areas deter-
mined appropriate by the Board.



December 10, 2009

“2) COORDINATION.—In making rec-
ommendations under paragraph (1), the
Board shall coordinate such recommenda-
tions with recommendations contained in
proposals and advisory reports produced by
the Board under subsection (c).

“(3) AVAILABLE TO PUBLIC.—The Board
shall make recommendations submitted to
Congress and the President under this sub-
section available to the public.”.

(¢) RULE OF CONSTRUCTION.—Nothing in the
amendments made by this section shall pre-
clude the Independent Medicare Advisory
Board, as established under section 1899A of
the Social Security Act (as added by section
3403), from solely using data from public or
private sources to carry out the amendments
made by subsections (a)(1) and (b).

SEC. 3625. ADDITIONAL PRIORITY FOR THE NA-
TIONAL HEALTH CARE WORKFORCE
COMMISSION.

Section 5101(d)(4)(A) of this Act is amended
by adding at the end the following new
clause:

“(v) An analysis of, and recommendations
for, eliminating the barriers to entering and
staying in primary care, including provider
compensation.”.

PART III—PROMOTING ACCOUNTABILITY
AND RESPONSIBILITY

SEC. 3631. HEALTH CARE FRAUD ENFORCEMENT.

(a) FRAUD SENTENCING GUIDELINES.—

(1) DEFINITION.—In this subsection, the
term ‘‘Federal health care offense’ has the
meaning given that term in section 24 of
title 18, United States Code, as amended by
this Act.

(2) REVIEW AND AMENDMENTS.—Pursuant to
the authority under section 994 of title 28,
United States Code, and in accordance with
this subsection, the TUnited States Sen-
tencing Commission shall—

(A) review the Federal Sentencing Guide-
lines and policy statements applicable to
persons convicted of Federal health care of-
fenses;

(B) amend the Federal Sentencing Guide-
lines and policy statements applicable to
persons convicted of Federal health care of-
fenses involving Government health care
programs to provide that the aggregate dol-
lar amount of fraudulent bills submitted to
the Government health care program shall
constitute prima facie evidence of the
amount of the intended loss by the defend-
ant; and

(C) amend the Federal Sentencing Guide-
lines to provide—

(i) a 2-1evel increase in the offense level for
any defendant convicted of a Federal health
care offense relating to a Government health
care program which involves a loss of not
less than $1,000,000 and less than $7,000,000;

(ii) a 3-level increase in the offense level
for any defendant convicted of a Federal
health care offense relating to a Government
health care program which involves a loss of
not less than $7,000,000 and less than
$20,000,000;

(iii) a 4-level increase in the offense level
for any defendant convicted of a Federal
health care offense relating to a Government
health care program which involves a loss of
not less than $20,000,000; and

(iv) if appropriate, otherwise amend the
Federal Sentencing Guidelines and policy
statements applicable to persons convicted
of Federal health care offenses involving
Government health care programs.

(3) REQUIREMENTS.—In carrying this sub-
section, the United States Sentencing Com-
mission shall—

(A) ensure that the Federal Sentencing
Guidelines and policy statements—

(i) reflect the serious harms associated
with health care fraud and the need for ag-
gressive and appropriate law enforcement ac-
tion to prevent such fraud; and
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(ii) provide increased penalties for persons
convicted of health care fraud offenses in ap-
propriate circumstances;

(B) consult with individuals or groups rep-
resenting health care fraud victims, law en-
forcement officials, the health care industry,
and the Federal judiciary as part of the re-
view described in paragraph (2);

(C) ensure reasonable consistency with
other relevant directives and with other
guidelines under the Federal Sentencing
Guidelines;

(D) account for any aggravating or miti-
gating circumstances that might justify ex-
ceptions, including circumstances for which
the Federal Sentencing Guidelines, as in ef-
fect on the date of enactment of this Act,
provide sentencing enhancements;

(E) make any necessary conforming
changes to the Federal Sentencing Guide-
lines; and

(F) ensure that the Federal Sentencing
Guidelines adequately meet the purposes of
sentencing.

(b) INTENT REQUIREMENT FOR HEALTH CARE
FRAUD.—Section 1347 of title 18, United
States Code, is amended—

(1) by inserting ‘‘(a)”
knowingly”’; and

(2) by adding at the end the following:

‘“(b) With respect to violations of this sec-
tion, a person need not have actual knowl-
edge of this section or specific intent to com-
mit a violation of this section.”.

(c) HEALTH CARE FRAUD OFFENSE.—Section
24(a) of title 18, United States Code, is
amended—

(1) in paragraph (1), by striking the semi-
colon and inserting ‘‘or section 1128B of the
Social Security Act (42 U.S.C. 1320a-7b); or’’;
and

(2) in paragraph (2)—

(A) by inserting ‘1349,” after <‘1343,”’; and

(B) by inserting ‘‘section 301 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 331),
or section 501 of the Employee Retirement
Income Security Act of 1974 (29 U.S.C. 1131),”
after ‘‘title,”.

(d) SUBPOENA AUTHORITY RELATING TO
HEALTH CARE.—

(1) SUBPOENAS UNDER THE HEALTH INSUR-
ANCE PORTABILITY AND ACCOUNTABILITY ACT
OF 1996.—Section 1510(b) of title 18, United
States Code, is amended—

(A) in paragraph (1), by striking ‘“to the
grand jury’’; and

(B) in paragraph (2)—

(i) in subparagraph (A), by striking ‘‘grand
jury subpoena’ and inserting ‘‘subpoena for
records’’; and

(ii) in the matter following subparagraph
(B), by striking ‘‘to the grand jury’’.

(2) SUBPOENAS UNDER THE CIVIL RIGHTS OF
INSTITUTIONALIZED PERSONS ACT.—The Civil
Rights of Institutionalized Persons Act (42
U.S.C. 1997 et seq.) is amended by inserting
after section 3 the following:

“SEC. 3A. SUBPOENA AUTHORITY.

‘‘(a) AUTHORITY.—The Attorney General, or
at the direction of the Attorney General, any
officer or employee of the Department of
Justice may require by subpoena access to
any institution that is the subject of an in-
vestigation under this Act and to any docu-
ment, record, material, file, report, memo-
randum, policy, procedure, investigation,
video or audio recording, or quality assur-
ance report relating to any institution that
is the subject of an investigation under this
Act to determine whether there are condi-
tions which deprive persons residing in or
confined to the institution of any rights,
privileges, or immunities secured or pro-
tected by the Constitution or laws of the
United States.

“(b) ISSUANCE AND ENFORCEMENT OF SUB-
POENAS.—

before ‘‘Whoever
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‘(1) ISSUANCE.—Subpoenas issued under
this section—

‘“(A) shall bear the signature of the Attor-
ney General or any officer or employee of the
Department of Justice as designated by the
Attorney General; and

“(B) shall be served by any person or class
of persons designated by the Attorney Gen-
eral or a designated officer or employee for
that purpose.

‘“(2) ENFORCEMENT.—In the case of contu-
macy or failure to obey a subpoena issued
under this section, the United States district
court for the judicial district in which the
institution is located may issue an order re-
quiring compliance. Any failure to obey the
order of the court may be punished by the
court as a contempt that court.

‘‘(c) PROTECTION OF SUBPOENAED RECORDS
AND INFORMATION.—Any document, record,
material, file, report, memorandum, policy,
procedure, investigation, video or audio re-
cording, or quality assurance report or other
information obtained under a subpoena
issued under this section—

‘(1) may not be used for any purpose other
than to protect the rights, privileges, or im-
munities secured or protected by the Con-
stitution or laws of the United States of per-
sons who reside, have resided, or will reside
in an institution;

‘(2) may not be transmitted by or within
the Department of Justice for any purpose
other than to protect the rights, privileges,
or immunities secured or protected by the
Constitution or laws of the United States of
persons who reside, have resided, or will re-
side in an institution; and

‘“(3) shall be redacted, obscured, or other-
wise altered if used in any publicly available
manner so as to prevent the disclosure of
any personally identifiable information.”’.
SEC. 3632. DEVELOPMENT OF STANDARDS FOR

FINANCIAL AND ADMINISTRATIVE
TRANSACTIONS.

(a) ADDITIONAL TRANSACTION STANDARDS
AND OPERATING RULES.—

(1) DEVELOPMENT OF ADDITIONAL TRANS-
ACTION STANDARDS AND OPERATING RULES.—
Section 1173(a) of the Social Security Act (42
U.S.C. 1320d-2(a)), as amended by section
1104(b)(2), is amended—

(A) in paragraph (1)(B), by inserting before
the period the following: ‘‘, and subject to
the requirements under paragraph (5)’’; and

(B) by adding at the end the following new
paragraph:

¢“(6) CONSIDERATION OF STANDARDIZATION OF
ACTIVITIES AND ITEMS.—

‘‘(A) IN GENERAL.—For purposes of carrying
out paragraph (1)(B), the Secretary shall so-
licit, not later than January 1, 2012, and not
less than every 3 years thereafter, input
from entities described in subparagraph (B)
on—

‘(i) whether there could be greater uni-
formity in financial and administrative ac-
tivities and items, as determined appropriate
by the Secretary; and

‘“(ii) whether such activities should be con-
sidered financial and administrative trans-
actions (as described in paragraph (1)(B)) for
which the adoption of standards and oper-
ating rules would improve the operation of
the health care system and reduce adminis-
trative costs.

‘‘(B) SOLICITATION OF INPUT.—For purposes
of subparagraph (A), the Secretary shall seek
input from—

‘(i) the National Committee on Vital and
Health Statistics, the Health Information
Technology Policy Committee, and the
Health Information Technology Standards
Committee; and

‘“(ii) standard setting organizations and
stakeholders, as determined appropriate by
the Secretary.”.
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(b) ACTIVITIES AND ITEMS FOR INITIAL CON-
SIDERATION.—For purposes of section
1173(a)(5) of the Social Security Act, as added
by subsection (a), the Secretary of Health
and Human Services (in this section referred
to as the ‘‘Secretary’’) shall, not later than
January 1, 2012, seek input on activities and
items relating to the following areas:

(1) Whether the application process, in-
cluding the use of a uniform application
form, for enrollment of health care providers
by health plans could be made electronic and
standardized.

(2) Whether standards and operating rules
described in section 1173 of the Social Secu-
rity Act should apply to the health care
transactions of automobile insurance, work-
er’s compensation, and other programs or
persons not described in section 1172(a) of
such Act (42 U.S.C. 1320d-1(a)).

(3) Whether standardized forms could apply
to financial audits required by health plans,
Federal and State agencies (including State
auditors, the Office of the Inspector General
of the Department of Health and Human
Services, and the Centers for Medicare &
Medicaid Services), and other relevant enti-
ties as determined appropriate by the Sec-
retary.

(4) Whether there could be greater trans-
parency and consistency of methodologies
and processes used to establish claim edits
used by health plans (as described in section
1171(5) of the Social Security Act (42 U.S.C.
1320d(5))).

(5) Whether health plans should be required
to publish their timeliness of payment rules.

(¢) ICD CODING CROSSWALKS.—

(1) ICD-9 TO ICD-10 CROSSWALK.—The Sec-
retary shall task the ICD-9-CM Coordination
and Maintenance Committee to convene a
meeting, not later than January 1, 2011, to
receive input from appropriate stakeholders
(including health plans, health care pro-
viders, and clinicians) regarding the cross-
walk between the Ninth and Tenth Revisions
of the International Classification of Dis-
eases (ICD-9 and ICD-10, respectively) that is
posted on the website of the Centers for
Medicare & Medicaid Services, and make rec-
ommendations about appropriate revisions
to such crosswalk.

(2) REVISION OF CROSSWALK.—For purposes
of the crosswalk described in paragraph (1),
the Secretary shall make appropriate revi-
sions and post any such revised crosswalk on
the website of the Centers for Medicare &
Medicaid Services.

(3) USE OF REVISED CROSSWALK.—For pur-
poses of paragraph (2), any revised crosswalk
shall be treated as a code set for which a
standard has been adopted by the Secretary
for purposes of section 1173(c)(1)(B) of the So-
cial Security Act (42 U.S.C. 1320d-2(c)(1)(B)).

(4) SUBSEQUENT CROSSWALKS.—For subse-
quent revisions of the International Classi-
fication of Diseases that are adopted by the
Secretary as a standard code set under sec-
tion 1173(c) of the Social Security Act (42
U.S.C. 1320d-2(c)), the Secretary shall, after
consultation with the appropriate stake-
holders, post on the website of the Centers
for Medicare & Medicaid Services a cross-
walk between the previous and subsequent
version of the International Classification of
Diseases not later than the date of imple-
mentation of such subsequent revision.

SA 3120. Mr. CRAPO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DoDD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
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other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

Beginning on page 1997, strike line 1 and
all that follows through page 1998, line 12.

SA 3121. Mr. CRAPO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

Beginning on page 2045, strike line 1 and
all that follows through page 2046, line 24.

SA 3122. Mr. CRAPO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 1998, strike lines 13 through 24.

SA 3123. Mr. CRAPO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

Beginning on page 2034, strike line 16 and
all that follows through page 2035, line 15.

SA 3124. Mr. CRAPO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

Beginning on page 2040, strike line 18 and
all that follows through page 2044, line 7.

SA 3125. Mr. CRAPO submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUcCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 1999, strike lines 1 through 20.

SA 3126. Mr. CRAPO submitted an
amendment intended to be proposed to
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amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 2074, after line 25, insert the fol-
lowing:

SEC. 9024. EXEMPTION FROM TAXES, FEES, AND
PENALTIES.

(a) IN GENERAL.—No tax, fee, or penalty
imposed by this Act shall apply to any tax-
payer for any taxable year if, as determined
by the Secretary of the Treasury, such tax,
fee, or penalty would increase the rate of tax
imposed on such taxpayer under any provi-
sion of the Internal Revenue Code of 1986 or
any other applicable Federal law in effect on
the day before the date of the enactment of
this Act, as compared to the rate of tax im-
posed on such taxpayer under such provision
of law on December 31, 1999.

(b) NEW TAXPAYERS.—In the case of a tax-
payer that was not in existence on December
31, 1999, or that had no Federal tax liability
on such date, subsection (a) shall be applied
by substituting ‘‘December 31 of the first cal-
endar year after 1999 in which such taxpayer
had Federal tax liability greater than zero”
for “December 31, 1999”°.

SA 3127. Mr. MERKLEY (for himself
and Mrs. MURRAY) submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 1382, between lines 10 and 11, insert
the following:

(c) ADVANCED TECHNOLOGY EDUCATION PRO-
GRAM FOR NURSING.—Title VIII of the Public
Health Service Act is amended by inserting
after section 831A (42 U.S.C. 296b), as added
by subsection (b), the following:

“SEC. 831B. ADVANCED TECHNOLOGY EDU-
CATION PROGRAM FOR NURSING.

‘“(a) IN GENERAL.—The Secretary, acting
through the Administrator of the Health Re-
sources and Services Administration, shall
establish a grant program to assist consortia
in advancing nursing education and the ca-
reer ladder.

‘‘(b) PROGRAM DESIGN.—The grant program
established under subsection (a) shall—

‘(1) be designed to strengthen and expand
the nursing career ladder, particularly with
regard to innovative programs that encour-
age registered nurses to pursue advanced de-
grees in nursing, with an emphasis on inte-
grating innovative technology into nursing
education programs; and

‘“(2) place emphasis on the needs of non-
traditional students and underserved groups.

‘‘(c) APPLICATIONS.—An application for a
grant under subsection (a) shall be sub-
mitted—

‘(1) by a two-year educational institution
on behalf of the consortia seeking the grant;
and

‘(2) at such time, in such manner, and con-
taining such information as the Secretary
may require.

“(d) ADVANCED TECHNOLOGY EDUCATION
PROJECTS IN NURSING.—Funds made available
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through a grant under subsection (a) shall be
used to support nursing education projects,
to enhance nursing education programs, and
to assist students in transferring academic
credit from a two-year educational institu-
tion to an advanced degree program in nurs-
ing through activities such as—

‘(1) alignment and enhancement of cur-
riculum to ensure that academic -credit
earned at a two-year educational institu-
tions can be transferred to baccalaureate or
graduate degree programs in nursing;

‘(2) establishment of innovative partner-
ships and articulation agreements to facili-
tate the transfer by students of academic
credit from a two-year educational institu-
tion to an advanced degree program in nurs-
ing;

‘“(3) the purchase or lease of state-of-the-
art technologies essential in developing in-
novative nursing education programs and in
preparing nursing students to use current
and future health technologies, such as sim-
ulation and visualization tools and tele-
health;

‘“(4) the acquisition of technical support
necessary for developing innovative nursing
curriculum and advanced technology train-
ing capabilities among nursing faculty;

‘() professional development and training
of nursing faculty, both full- and part-time,
in the nursing profession;

‘‘(6) development and dissemination of ex-
emplary curricula and instructional mate-
rials in nursing;

“(7) development and implementation of
innovative workshops, mentoring activities,
and professional development activities for
nursing students, registered nurses, and
nursing faculty to encourage education ad-
vancement and retention in a nursing career;
and

‘‘(8) development and implementing intern-
ship programs for nurses or nursing students
to encourage mentoring.

‘‘(e) DEFINITION.—In this section—

‘(1) the term ‘consortia’ means a collabo-
ration that—

‘“(A) shall include a two-year educational
institution in partnership with a four-year
college or university; and

‘(B) may include one or more of the fol-
lowing: another two-year or four-year col-
lege or university, a school of nursing, the
private sector, a State or local government,
a State workforce investment board, a local
workforce investment board, a community-
based allied health program, a health profes-
sions school, a teaching hospital, a graduate
medical education program, an academic
health center, and any other appropriate
public or private non-profit entity;
in order to inform and improve nursing edu-
cation programs;

‘(2) the term ‘four-year educational insti-
tution’ means a department, division, or
other administrative unit in a college or uni-
versity which provides primarily or exclu-
sively an accredited program in professional
nursing and related subjects leading to the
degree of bachelor of arts, bachelor of
science, bachelor of nursing, or to an equiva-
lent degree, or to a graduate degree in nurs-
ing, or to an equivalent degree, and includ-
ing advanced training related to such pro-
gram of education provided by such school;

‘(3) the term ‘local workforce investment
board’ refers to a local workforce investment
board established under section 117 of the
Workforce Investment Act of 1998 (29 U.S.C.
2832);

‘‘(4) the term ‘State workforce investment
board’ refers to a State workforce invest-
ment board established under section 111 of
the Workforce Investment Act of 1998 (29
U.S.C. 2821); and

‘“(5) the term ‘two-year educational insti-
tution’ means a department, division, or
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other administrative unit in a junior or com-
munity college which provides primarily or
exclusively a two-year accredited nursing
program leading to an associate degree in
nursing or an equivalent degree, but only if
such program, or such unit or college, is ac-
credited.

‘(f) FUNDING.—There are authorized to be
appropriated to award grants under this sec-
tion, $12,000,000 for fiscal year 2010 and such
sums as may be necessary for each of fiscal
years 2011 through 2015.”.

SA 3128. Mr. KOHL submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUcCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 921, between lines 20 and 21, insert
the following:

SEC. 3210. EXPANSION OF 340B PROGRAM COV-
ERED ENTITIES AND RECEIPT BY
CERTAIN PACE PROGRAMS AND
SNPS OF PERCENTAGE OF SAVINGS
FROM PARTICIPATION IN 340B PRO-
GRAM.

(a) EXPANSION OF 340B PROGRAM COVERED
ENTITIES.—Section 340B(a)(4) of the Public
Health Service Act (42 U.S.C. 256b(a)(4)), as
amended by section 7101, is further amended
by adding at the end the following:

‘(P) An entity that is—

‘(i) a PACE program under section 1894 of
the Social Security Act; or

‘“(ii) a specialized MA plan for special
needs individuals described in section
1859(b)(6)(B)(ii) of such Act, all or nearly all
of whom are nursing home certifiable, that is
fully integrated with capitated contracts
with States for Medicaid benefits.”.

(b) RECEIPT BY CERTAIN PACE PROGRAMS
AND SNPS OF PERCENTAGE OF SAVINGS FrROM
PARTICIPATION IN 340B PROGRAM.—

(1) PACE PROGRAMS.—Section 1894 of the
Social Security Act (42 U.S.C. 1395eee), as
amended by section 3201(i), is further amend-
ed—

(A) by redesignating subsections (i) and (j)
as subsections (j) and (k), respectively; and

(B) by inserting after subsection (h) the
following new subsection:

‘(i) RECEIPT BY CERTAIN PACE PROGRAMS
OF PERCENTAGE OF SAVINGS FROM PARTICIPA-
TION IN 340B PROGRAM.—

‘(1) IN GENERAL.—An applicable PACE pro-
gram is eligible to receive from the Sec-
retary an amount equal to 10 percent of the
estimated savings to the program under this
title as a result of participation in the pro-
gram under section 340B of the Public Health
Service Act (as determined by the Sec-
retary).

‘“(2) APPLICABLE PACE PROGRAM DEFINED.—
For purposes of paragraph (1), the term ‘ap-
plicable PACE program’ means a PACE pro-
gram that—

““(A) is participating in the program under
section 340B of the Public Health Service
Act;

‘(B) submits to the Secretary an applica-
tion in such form and manner, and con-
taining such information, as the Secretary
may specify; and

‘“(C) has in effect a plan approved by the
Secretary for the use of any amounts re-
ceived by the program or plan under para-
graph (1) to provide enhanced formulary cov-
erage, medication management, or disease
management to enrollees.”.
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(2) SNPS.—Section 1859 of the Social Secu-
rity Act (42 U.S.C. 1395w-28), as amended by
section 3208, is further amended by adding at
the end the following new subsection:

“(h) RECEIPT BY CERTAIN SNPs OF PER-
CENTAGE OF SAVINGS FROM PARTICIPATION IN
340B PROGRAM.—

(1) IN GENERAL.—AnN applicable specialized
MA plan for specialized needs individuals is
eligible to receive from the Secretary an
amount equal to 10 percent of the estimated
savings to the program under this title as a
result of participation in the program under
section 340B of the Public Health Service Act
(as determined by the Secretary).

‘“(2) APPLICABLE SPECIALIZED MA PLAN FOR
SPECIAL NEEDS INDIVIDUALS DEFINED.—For
purposes of paragraph (1), the term ‘applica-
ble specialized MA plan for special needs in-
dividuals’ means a specialized MA plan for
special needs individuals described in sub-
section (b)(6)(B)(ii), all or nearly all of whom
are nursing home certifiable, that is fully in-
tegrated with capitated contracts with
States for Medicaid benefits that—

““(A) is participating in the program under
section 340B of the Public Health Service
Act;

‘(B) submits to the Secretary an applica-
tion in such form and manner, and con-
taining such information, as the Secretary
may specify; and

‘(C) has in effect a plan approved by the
Secretary for the use of any amounts re-
ceived by the program or plan under para-
graph (1) to provide enhanced formulary cov-
erage, medication management, or disease
management to enrollees.”’.

(c) DEVELOPMENT OF NEW PROGRAM.—The
Secretary of Health and Human Services
may develop and implement a program
whereby such Secretary enters into an agree-
ment with manufacturers that participate in
the program under section 340B of the Public
Health Service Act (42 U.S.C. 256b) under
which enrollees in PACE programs under
section 1894 of the Social Security Act (42
U.S.C. 1395eee) and specialized MA plans for
special needs individuals described in section
1859(b)(6)(B)(ii) of such Act (42 U.S.C. 1395w-
28) may receive covered drugs (as defined
under such section 340B) from pharmacies se-
lected by the PACE program or specialized
MA plan, including local pharmacies.

SA 3129. Mrs. MURRAY submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 1411, between lines 5 and 6, insert
the following:

SEC. 5316. SECONDARY SCHOOL HEALTH
SCIENCES TRAINING PROGRAM.

(a) PROGRAM AUTHORIZED.—

(1) IN GENERAL.—The Secretary is author-
ized to establish a health sciences training
program consisting of awarding grants, on a
competitive basis, to eligible recipients to
enable the eligible recipients to prepare sec-
ondary school students for careers in health
professions.

(2) CONSULTATION AND COLLABORATION.—
The Secretary of Education shall—

(A) consult with the Secretary of Health
and Human Services and the Secretary of
Labor prior to the issuance of a solicitation
for grant applications under this section; and
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(B) specifically collaborate with the Sec-
retary of Health and Human Services to co-
ordinate the program under this section with
any programs administered by the Health
Resources and Services Administration that
create a pipeline of professionals for the
health care workforce.

(b) DEVELOPMENT AND IMPLEMENTATION OF
HEALTH SCIENCES PROGRAMS OF STUDY.—An
eligible recipient receiving a grant under
this section shall use grant funds—

(1) to implement a secondary school health
sciences program of study that—

(A) meets the requirements for a career
and technical program of study under sec-
tion 122(c)(1)(A) of the Carl D. Perkins Career
and Technical Education Act of 2006 (20
U.S.C. 2342(c)(1)(A));

(B) is aligned with—

(i) the career and technical programs of
study supported by the State in which the el-
igible recipient is located, in accordance
with the State’s plan under section 122(c) of
such Act (20 U.S.C. 2342(c)); and

(ii) any technical standards required for
State licensure in a health profession; and

(C) prepares students for—

(i) a postsecondary certificate, credential,
or accredited associate’s or baccalaureate
degree program in the health profession; or

(ii) an accredited baccalaureate degree pro-
gram in an academic major related to the
health profession; and

(2) to increase the interest of secondary
school students in applying to, and enrolling
in, programs described in clause (i) or (ii) of
paragraph (1)(C), including through—

(A) work-study programs;

(B) pre-apprenticeship programs;

(C) programs to increase awareness of ca-
reers in health professions; or

(D) other activities to increase such inter-
est.

(c) ELIGIBILITY.—To be eligible for a grant
under this section, an eligible recipient
shall—

(1) provide assurances that activities under
the grant will be carried out in partnership
with—

(A) an accredited health professions school
or program at the postsecondary level; and

(B) a public or private nonprofit hospital
or public or private nonprofit entity with a
focus on health sciences or health profes-
sions; and

(2) provide an explanation of how activities
under the grant are consistent with the
State plan and local plan being implemented
under sections 122 and 134, respectively, of
the Carl D. Perkins Career and Technical
Education Act of 2006 (20 U.S.C. 2342, 2354),
for the area to be served by the grant.

(d) PREFERENCE.—In awarding grants under
this section, the Secretary shall give pref-
erence to an eligible recipient that has a
demonstrated record of not less than one of
the following:

(1) Graduating, or collaborating with an el-
igible recipient that graduates, a high or sig-
nificantly improved percentage of students
who have exhibited mastery in secondary
school State science standards.

(2) Graduating students from disadvan-
taged backgrounds, including racial and eth-
nic minorities who are underrepresented in—

(A) the programs described in clause (i) or
(ii) of subsection (b)(1)(C); or

(B) the health professions.

(e) REPORT.—The Secretary shall submit to
Congress an annual report on the program
carried out under this section.

(f) DEFINITIONS.—In this section:

(1) ELIGIBLE RECIPIENT.—The term ‘‘eligible
recipient’> means an eligible recipient de-
scribed in section 3(14)(A) of the Carl D. Per-
kins Career and Technical Education Act of
2006 (20 U.S.C. 2302(14)(A)).
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(2) HEALTH CARE WORKFORCE.—The term
‘“‘health care workforce’’ has the meaning
given the term in section 5101(i).

(3) HEALTH PROFESSION.—The term ‘‘health
profession” means the profession of a mem-
ber of the health care workforce.

(4) LOCAL EDUCATIONAL AGENCY.—The term
‘‘local educational agency’ has the meaning
given the term in section 9101 of the Elemen-
tary and Secondary Education Act of 1965 (20
U.S.C. 7801).

(b) SECONDARY SCHOOL.—The term
ondary school”—

(A) means a secondary school, as defined in
section 9101 of the Elementary and Sec-
ondary Education Act of 1965 (20 U.S.C. 7801);
and

(B) includes a middle school.

(6) SECRETARY.—The term ‘‘Secretary”
means the Secretary of Education, except as
otherwise specified.

(g) AUTHORIZATION OF APPROPRIATIONS.—
There is authorized to be appropriated to
carry out this section such sums as may be
necessary for each of the fiscal years 2011
through 2015.

SA 3130. Mr. JOHANNS submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 245, between lines 14 and 15, and
insert the following:

(B) SPECIAL RULE FOR LOW-INCOME ADULTS
NOT ELIGIBLE FOR MEDICAID.—If a taxpayer is
an individual who, but for the application of
section 1902(k)(2) of the Social Security Act,
a State would be required under subclause
(VIII) of subsection (a)(10)(A)(i) to provide
medical assistance to under the State Med-
icaid plan, the taxpayer shall—

(i) for purposes of the credit under this sec-
tion, be treated as an applicable taxpayer
and the applicable percentage with respect
to such taxpayer shall be 2.0 percent; and

(ii) for purposes of reduced cost-sharing
under section 1402 of the Patient Protection
and Affordable Care Act, shall be treated as
having household income of more than 100
percent but less than 150 percent of the pov-
erty line (as so defined) applicable to a fam-
ily of the size involved.

On page 398, between lines 9 and 10, insert
the following:

(B) SPECIAL RULES FOR STATES WITH A BUDG-
ET DEFICIT OR AT RISK OF HAVING TO RAISE
TAXES OR BEING UNABLE TO DELIVER ESSEN-
TIAL STATE FUNCTIONS.—Section 1902(k) of
such Act (42 U.S.C. 139%6a(k)), as added by
subparagraph (A), is amended by adding at
the end the following:

‘“(2) If a State submits a certification to
the Secretary in 2013 that in 2014, complying
with the requirement under subclause (VIII)
of subsection (a)(10)(A)(i) to provide medical
assistance to individuals described in that
subclause would cause the State to have a
budget deficit, or require the State to raise
taxes, or reduce or eliminate spending for
education, transportation, law enforcement
or other essential State functions, then, in
the case of individuals described in the sub-
clause who have attained 19 years of age, the
State only shall be required to provide med-
ical assistance under that subclause to those
individuals with income (as determined
under subsection (e)(14)) that does not exceed
75 percent of the poverty line (as defined in

‘‘sec-
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section 2110(c)(b)) applicable to a family of
the size involved.”.

SA 3131. Mr. KOHL (for himself and
Mr. DURBIN) submitted an amendment
intended to be proposed to amendment
SA 2786 proposed by Mr. REID (for him-
self, Mr. BAUcUS, Mr. DopD, and Mr.
HARKIN) to the bill H.R. 3590, to amend
the Internal Revenue Code of 1986 to
modify the first-time homebuyers cred-
it in the case of members of the Armed
Forces and certain other Federal em-
ployees, and for other purposes; which
was ordered to lie on the table; as fol-
lows:

At the appropriate place, insert the fol-
lowing:

TITLE  —PROHIBITION ON DATA
MINING
SEC. 01. PURPOSE.

(a) IN GENERAL.—It is the purpose of this
title to—

(1) safeguard the confidentiality of pre-
scribing information;

(2) protect the integrity of the doctor-pa-
tient relationship;

(3) maintain the integrity and public trust
in the medical profession;

(4) combat vexatious and harassing sales
practices;

(5) restrain undue influence exerted by
pharmaceutical industry marketing rep-
resentatives over prescribing decisions; and

(6) improve the quality and lower the cost
of health care.

(b) RULE OF CONSTRUCTION.—Nothing in
this title shall be construed to regulate the
monitoring of prescribing practices for uses
other than marketing (such as quality con-
trol, research unrelated to marketing, or use
by governments or other entities not in the
business of selling health care products).

SEC. 02. DEFINITIONS.

In this title:

(1) BONA FIDE CLINICAL TRIAL.—The term
“bona fide clinical trial’’ means any research
project that—

(A) prospectively assigns human subjects
to intervention and comparison groups to
study the cause and effect relationship be-
tween a medical intervention and a health
outcome;

(B) has received approval from an appro-
priate Institutional Review Board; and

©) has been registered at
ClinicalTrials.Gov prior to commencement.

(2) COMPANY MAKING OR SELLING PRESCRIBED
PRODUCTS.—The term ‘‘company making or
selling prescribed products’” means a phar-
macy, a pharmacy benefit manager, a phar-
maceutical manufacturer, pharmaceutical
wholesaler, or any other entity whose pri-
mary purpose is the marketing of pharma-
ceutical product for financial gain. Such
term does not include health plans, health
care providers, or State or Federal public
health programs and research organizations.

(3) INDIVIDUAL IDENTIFYING INFORMATION.—
The term ‘‘individual identifying informa-
tion” means information that directly or in-
directly identifies a prescriber or a patient,
where the information is derived from or re-
lates to a prescription for any prescribed
product.

(4) HEALTH CARE PROVIDER.—The term
‘“‘health care provider’ means a provider of
services (as defined in section 1861(u) of the
Act, 42 U.S.C. 1395x(u)), a provider of medical
or health services (as defined in section
1861(s) of the Act, 42 U.S.C. 1395x(s)), and any
other person or organization who furnishes,
bills, or is paid for health care in the normal
course of business.

(5) HEALTH PLAN.—
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(A) IN GENERAL.—The term ‘‘health plan”
means an individual or group plan that pro-
vides, or pays the cost of, medical care (as
defined in section 2791(a)(2) of the Public
Health Service Act (42 U.S.C. 300gg-91(a)(2))).
Such term includes the following (singly or
in combination):

(i) A group health plan, as defined in sec-
tion 2791 of the Public Health Service Act (42
U.S.C. 300gg-91).

(ii) A health insurance issuer, as defined in
section 2791 of the Public Health Service Act
(42 U.S.C. 300gg-91).

(iii) A health maintenance organization, as
defined in section 2791 of the Public Health
Service Act (42 U.S.C. 300gg-91).

(iv) Part A or part B of the Medicare pro-
gram under title XVIII of the Social Secu-
rity Act (42 U.S.C. 139 et seq.).

(v) The Medicaid program under title XIX
of the Act, 42 U.S.C. 1396, et seq.

(vi) An issuer of a Medicare supplemental
policy (as defined in section 1882(g)(1) of the
Act, 42 U.S.C. 1395ss(g2)(1))).

(vii) An issuer of a long-term care policy,
excluding a nursing home fixed-indemnity
policy.

(viii) An employee welfare benefit plan or
any other arrangement that is established or
maintained for the purpose of offering or
providing health benefits to the employees of
two or more employers.

(ix) The health care program for active
military personnel under title 10, United
States Code.

(x) The veterans health care program
under chapter 17 of title 38, United States
Code.

(xi) The Civilian Health and Medical Pro-
gram of the Uniformed Services (CHAMPUS)
(as defined in section 1072(4) of title 10,
United States Code).

(xii) The Indian Health Service program
under the Indian Health Care Improvement
Act (25 U.S.C. 1601, et seq).

(xiii) The Federal Employees Health Bene-
fits Program under chapter 89 of title 5,
United States Code.

(xiv) An approved State child health plan
under title XXI of the Social Security Act,
providing benefits for child health assistance
that meet the requirements of section 2103 of
such Act (42 U.S.C. 1397, et seq).

(xv) The Medicare+Choice program under
Part C of title XVIII of the Social Security
Act (42 U.S.C. 1395w-21 et seq.).

(xvi) A high risk pool that is a mechanism
established under State law to provide
health insurance coverage or comparable
coverage to eligible individuals.

(xvii) Any other individual or group plan,
or combination of individual or group plans,
that provides or pays for the cost of medical
care (as defined in section 2791(a)(2) of the
Public Health Service Act (42 U.S.C. 300gg-
91(a)(2))).

(B) LIMITATION.—Such terms shall not in-
clude the following:

(i) Any policy, plan, or program to the ex-
tent that it provides, or pays for the cost of,
excepted benefits that are listed in section
2791(c)(1) of the Public Health Service Act (42
U.S.C. 300gg-91(c)(1)).

(ii) A government-funded program (other
than a program listed in clauses (i) through
(xvi) of subparagraph (A)—

(I) whose principal purpose is other than
providing, or paying the cost of, health care;
or

(IT) whose principal activity is—

(aa) the direct provision of health care to
persons; or

(bb) the making of grants to fund the di-
rect provision of health care to persons.

(6) MARKETING.—The term ‘‘marketing”’
means any activity advertising, promoting,
or selling a prescribed product for commer-
cial gain, including—
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(A) identifying individuals to receive a
message promoting use of a particular prod-
uct;

(B) identifying individuals to receive any
form of gift, product sample, consultancy, or
any other item, service, compensation or
employment of value;

(C) planning the substance of a sales rep-
resentative visit or communication or the
substance of an advertisement or other pro-
motional message or document; or

(D) evaluating or compensating sales rep-
resentatives.

(7) PERSON.—The term ‘‘person’ means a
natural person, trust or estate, partnership,
corporation, professional association or cor-
poration, or other entity, public or private.

(8) PHARMACY.—The term ‘‘pharmacy”’
means any person licensed under State or
Federal law to dispense prescribed products.

(9) PRESCRIBED PRODUCT.—The term ‘‘pre-
scribed product’ includes a biological prod-
uct as defined in section 351 of the Public
Health Service Act (42 U.S.C. 262) and a de-
vice or a drug as defined in section 201 of the
Federal Food, Drug and Cosmetic Act (21
U.S.C. 321).

(10) REGULATED RECORD.—The term ‘‘regu-
lated record” means information or docu-
mentation from a prescription.

SEC. 03. PRIVACY PROTECTIONS.

(a) PROHIBITION.—NO company or person in
possession of regulated records, or their
agents, or those acting on their behalf shall
knowingly disclose, sell, or use regulated
records containing individual identifying in-
formation for marketing a prescribed prod-
uct.

(b) PERMITTED TRANSFERS.—A regulated
record containing individual identifying in-
formation may be transferred to another en-
tity, including to another branch or sub-
sidiary of the same entity, only if the trans-
fer provides satisfactory assurance that the
recipient will safeguard the records from
being disclosed or used for a marketing pur-
pose prohibited under this section.

(c) PERMITTED USES.—

(1) IN GENERAL.—Regulated records con-
taining individual identifying information
may be disclosed, sold, transferred, ex-
changed, or used for any purpose other than
marketing a prescribed product, including—

(A) to fill a valid prescription, including
communication by a pharmacist about pa-
tient safety or generic substitution, or in re-
sponse to patient or physician questions
about a medication, as well as any transfer
necessary for billing or pharmacy reimburse-
ment;

(B) to conduct of a bona fide clinical trial;

(C) to disseminate safety warnings, label-
ing changes, risk evaluation and mitigation
strategies (REMS) compliance communica-
tions, or to facilitate adverse event report-
ing, or to otherwise implement a REMS;

(D) for the purposes of academic detailing
or public health communications;

(E) for the administration of a patient’s
health insurance or benefits plan, including
determining compliance with the terms of
coverage or medical necessity; or

(F) to comply with existing State or Fed-
eral law.

(2) RULES OF CONSTRUCTION.—This section
shall not be construed to—

(A) prohibit any communication between a
health care provider and patients under his
or her care, or any communication between
health care providers for the purpose of pa-
tient care;

(B) prohibit the use of data by a health
plan or a pharmacy benefit manager where
such plan or manager is acting in the fidu-
ciary interest of such organizations, for pur-
poses of planning, conducting, or evaluating
formulary compliance or quality assurance
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program based on evidence based prescribing
or cost-containment goals;

(C) prohibit conduct that involves the col-
lection, use, transfer, or sale of regulated
records for marketing purposes if—

(i) the data involved does not contain indi-
vidually identifying information; and

(ii) there is no reasonable basis to believe
that the data can be used to obtain individ-
ually identifying information; and

(D) prevent any person from disclosing reg-
ulated records to the identified individual as
long as the information does not include pro-
tected information pertaining to any other
person.

(d) REGULATIONS.—The Attorney General
may promulgate regulations as necessary to
implement this title.

(e) ENFORCEMENT.—AnNy person who know-
ingly fails to comply with the requirements
of this title, or regulations promulgated pur-
suant to this title, by using or disclosing
regulated records in a manner not authorized
by this title, or regulations, shall be subject
to an civil penalty of at least $10,000, and not
more than $50,000, per violation, as assessed
by the Attorney General. Each disclosure of
a regulated record shall constitute a viola-
tion of this title. The Attorney General shall
take necessary action to enforce the pay-
ment of penalties assessed under this sec-
tion.

SEC. 04. SEVERABILITY.

If any provision of this title, or its applica-
tion to any person or circumstance, is held
invalid, the remainder of this title, or the
application of the provision, to other persons
or circumstances shall not be affected.

SEC. 05. NO EFFECT ON TRUTHFUL SPEECH TO
- DOCTORS OR PATIENTS.

Nothing in this title shall be construed to
regulate the content, time, place, or manner
of any discussion between a prescriber and
their patient, or a prescriber and any person
representing a prescription drug manufac-
turer.

SA 3132. Mrs. MCCASKILL submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 40, between lines 21 and 22, insert
the following:

SEC. 1003A. STUDY TO PROVIDE HEALTH CARE
INFLATION TRANSPARENCY AND AC-
COUNTABILITY.

(a) FINDINGS.—Congress
lowing:

(1) Manufacturers of drugs have increased
wholesale prices of brand-name drugs by ap-
proximately 9 percent in the period from 2008
to 2009, while all other sectors of the econ-
omy experienced a 1.3 percent decline in such
period.

(2) Insurance brokers and benefits consult-
ants predict that the small business clients
of such brokers and consultants will experi-
ence an increase in premiums by an average
of approximately 15 percent for 2010, which is
double the rate of such increase that oc-
curred for 2009.

(b) DEFINITIONS.—In this section:

(1) HEALTH CARE SECTOR.—The term
“‘health care sector” includes manufacturers
of drugs, manufacturers of devices, hospitals,
insurance companies, laboratories, and
health care providers that are affected by
this Act (and the amendments made by this
Act).

finds the fol-
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(2) HEALTH INSURANCE ISSUER.—The term
“health insurance issuer’” means those
health insurance issuers subject to section
2794(a) of the Public Health Service Act (as
added by section 1003)

(3) SECRETARY.—The term ‘‘Secretary’’
means the Secretary of Health and Human
Services.

(c) ANNUAL STUDY.—

(1) IN GENERAL.—The Secretary, in coordi-
nation with the Attorney General and the
Chairman of the Federal Trade Commission,
shall, on an annual basis, collect and study
data on pricing in the health care sector.
Such data shall include the information pro-
vided to the Secretary under section
2794(b)(1)(A) of the Public Health Service Act
(as added by section 1003).

(2) INITIAL STUDY.—The initial such study
shall be for the 1l-year period beginning on
July 1, 2009, and ending on the date of the
first report under subsection (e).

(3) SUBSEQUENT STUDIES.—Each subsequent
study shall be for the 1-year period following
the date of the preceding report under sub-
section (e).

(d) COLLECTION OF DATA.—Health insurance
issuers and entities operating within the
health care sector shall provide to the Sec-
retary information on price, demographics,
and any other variable or factor the Sec-
retary may deem necessary to determine if
premiums, retail or wholesale prices, or
other costs are being increased unreason-
ably, including information about the actu-
arial value of the plans of the issuer and the
medical loss ratio of such plans.

(e) REPORTS.—

(1) IN GENERAL.—Based on the annual study
conducted under subsection (c), the Sec-
retary, in coordination with the Attorney
General and the Chairman of the Federal
Trade Commission, shall publish an annual
report on the excess price inflation in the
health care sector that occurred during the
period described in such subsection.

(2) EXCESS PRICE INFLATION.—For purposes
of the report, the term ‘‘excess price infla-
tion” shall be defined by the Secretary, in
consultation with the Attorney General, the
Director of the Congressional Budget Office,
and other Government experts and econo-
mists as the Secretary determines appro-
priate.

(f) EFFECT OF STUDY AND REPORTS.—

(1) REIMBURSEMENT RATES.—The results of
the study and report under this section shall
be taken into account—

(A) when reimbursement rates for Federal
health programs are established for the
years following such report; and

(B) by States, when making recommenda-
tions under section 2974(b)(1)(B) of the Public
Health Service Act (as added by section
1003).

(2) REBATES.—

(A) HEALTH INSURANCE ISSUERS.—Based on
a study conducted under subsection (c), if in-
surance premiums of a health insurance
issuer are determined by the Secretary, in
coordination with the Attorney General and
the Chairman of the Federal Trade Commis-
sion, to meet the definition of excess price
inflation, such issuer shall provide to each
enrollee of such issuer a rebate. The amount
of the rebate shall be calculated using the
formula described under section 2718(b) of
the Public Health Service Act (as added by
section 1001), except for the amount of the
excess price inflation shall be substituted for
the amount of the premium revenues.

(B) HEALTH CARE SECTOR ENTITIES.—Based
on a study conducted under subsection (c), if
the Secretary determines, in coordination
with the Attorney General and the Chairman
of the Federal Trade Commission, that an
entity within the health care sector has in-
creased price of goods or services related to
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such entity’s participation in the health care
sector, such as drugs or devices, sufficient to
meet the definition of excess price inflation,
then such entity shall pay to the Treasury
the amount of the excess price inflation for
the purpose of deficit reduction.

(3) APPEAL OF DETERMINATION.—The Sec-
retary shall establish an effective appeals
process under which a health insurance
issuer or health care entity within the
health care sector may appeal the deter-
mination of excess price inflation described
in paragraph (2). In making an appeals deter-
mination, the Secretary may consult with
the Attorney General, the Chairman of the
Federal Trade Commission, the Director of
the Congressional Budget Office, and other
Government experts and economists as the
Secretary determines appropriate.

(g) PUBLIC AVAILABILITY.—The Secretary
shall make each report under subsection (e),
and the supporting data describing excess
price inflation in the health care sector,
available to the public.

SA 3133. Mr. WICKER submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUcCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 2074, after line 25, add the fol-
lowing:

TITLE X—ADDITIONAL PROVISIONS

Subtitle A—Physician Payment Update
Commission
SEC. 10001. SHORT TITLE.

This subtitle may be cited as the ‘“‘Physi-
cian Payment Update Commission Act’’.

SEC. 10002. ESTABLISHMENT OF PHYSICIAN PAY-
MENT UPDATE COMMISSION.

(a) MEDICARE PHYSICIAN FEE SCHEDULE UP-
DATE AND SUNSET OF MEDICARE SUSTAINABLE
GROWTH RATE FORMULA.—

(1) UPDATE FOR 2010 AND 2011.—Section
1848(d)(10) of the Social Security Act (42
U.S.C. 1395w—4(d)(10)), as added by section
3101, is amended to read as follows:

€“(10) UPDATE FOR 2010 AND 2011.—

‘“(A) IN GENERAL.—The update to the single
conversion factor established in paragraph
(1)(C) for 2010 and 2011 shall be 0 percent.

‘“(B) NO EFFECT ON COMPUTATION OF CON-
VERSION FACTOR FOR 2012 AND SUBSEQUENT
YEARS.—The conversion factor under this
subsection shall be computed under para-
graph (1)(A) for 2012 and subsequent years as
if subparagraph (A) had never applied.”.

(2) SUNSET OF MEDICARE SUSTAINABLE
GROWTH RATE FORMULA.—Effective January 1,
2012, subsection (f) of section 1848 of the So-
cial Security Act (42 U.S.C. 1395w-4) is re-
pealed.

(b) ESTABLISHMENT OF PHYSICIAN PAYMENT
UPDATE COMMISSION.—

(1) IN GENERAL.—There is established a
commission to be known as the ‘““Physician
Payment Update Commission” (referred to
in this section as the ‘“‘Commission’’).

(2) MEMBERSHIP.—

(A) COMPOSITION.—The Commission shall
be composed of 17 members appointed by the
Comptroller General of the United States,
upon the recommendation of the majority
and minority leaders of the Senate and the
Speaker and minority leader of the House of
Representatives.

(B) DATE OF APPOINTMENTS.—Members of
the Commission shall be appointed not later
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than 2 months after the date of enactment of
this Act.

(3) QUALIFICATIONS.—

(A) IN GENERAL.—The membership of the
Commission shall include individuals with
national recognition for their expertise in
health finance and economics, actuarial
science, integrated delivery systems,
allopathic and osteopathic medicine and
other areas of health services, and other re-
lated fields, who provide a mix of different
professionals, broad geographic representa-
tion, and a balance between urban and rural
representatives.

(B) INCLUSION.—The members of the Com-
mission shall include (but not be limited to)
physicians and other health professionals,
employers, third-party payers, individuals
skilled in the conduct and interpretation of
biomedical, health services, and health eco-
nomics research and technology assessment.
Such membership shall also include rep-
resentatives of consumers and the elderly.

(C) MAJORITY PHYSICIANS AND OTHER
HEALTH PROFESSIONALS.—Individuals who are
physicians or other health professionals
shall constitute a majority of the member-
ship of the Commission.

(4) TERM; VACANCIES.—

(A) TERM.—A member shall be appointed
for the life of the Commission.

(B) VACANCIES.—A vacancy on the Commis-
sion—

(i) shall not affect the powers of the Com-
mission; and

(ii) shall be filled in the same manner as
the original appointment was made.

(56) MEETINGS.—The Commission shall meet
at the call of the Chairperson.

(6) QUORUM.—A majority of the members of
the Commission shall constitute a quorum,
but a lesser number of members may hold
hearings.

(7) CHAIRPERSON.—The Comptroller Gen-
eral shall designate a member of the Com-
mission, at the time of the appointment of
the member, as Chairperson.

(c) DUTIES.—

(1) STuDY.—The Commission shall conduct
a study of all matters relating to payment
rates under the Medicare physician fee
schedule under section 1848 of the Social Se-
curity Act (42 U.S.C. 1395w—4).

(2) RECOMMENDATIONS.—The Commission
shall develop recommendations on the estab-
lishment of a new physician payment system
under the Medicare program that would ap-
propriately reimburse physicians by keeping
pace with increases in medical practice costs
and providing stable, positive Medicare up-
dates.

(3) REPORT.—Not later than December 1,
2010, the Commission shall submit to the ap-
propriate Committees of Congress and the
Medicare Payment Advisory Commission—

(A) a detailed statement of the findings
and conclusions of the Commission;

(B) the recommendations of the Commis-
sion for such legislation and administrative
actions as the Commission considers appro-
priate (including proposed legislative lan-
guage to carry out such recommendations);
and

(C) a long-term CBO cost estimate regard-
ing such recommendations (as described
under subsection (i)).

(d) POWERS.—

(1) HEARINGS.—The Commission may hold
such hearings, meet and act at such times
and places, take such testimony, and receive
such evidence as the Commission considers
advisable to carry out this section.

(2) INFORMATION FROM FEDERAL AGENCIES.—

(A) IN GENERAL.—The Commission may se-
cure directly from a Federal agency such in-
formation as the Commission considers nec-
essary to carry out this section.
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(B) PROVISION OF INFORMATION.—On request
of the Chairperson of the Commission, the
head of the agency shall provide the informa-
tion to the Commission.

(3) POSTAL SERVICES.—The Commission
may use the United States mails in the same
manner and under the same conditions as
other agencies of the Federal Government.

(e) COMMISSION PERSONNEL MATTERS.—

(1) COMPENSATION OF MEMBERS.—

(A) IN GENERAL.—Members of the Commis-
sion shall serve without compensation in ad-
dition to the compensation received for the
services of the member as an officer or em-
ployee of the Federal Government.

(B) TRAVEL EXPENSES.—A member of the
Commission shall be allowed travel expenses,
including per diem in lieu of subsistence, at
rates authorized for an employee of an agen-
cy under subchapter I of chapter 57 of title 5,
United States Code, while away from the
home or regular place of business of the
member in the performance of the duties of
the Commission.

(2) STAFF AND SUPPORT SERVICES.—

(A) EXECUTIVE DIRECTOR.—The Chairperson
shall appoint an executive director of the
Commission.

(B) STAFF.—With the approval of the Com-
mission, the executive director may appoint
such personnel as the executive director con-
siders appropriate.

(C) APPLICABILITY OF CIVIL SERVICE LAWS.—
The staff of the Commission shall be ap-
pointed without regard to the provisions of
title 5, United States Code, governing ap-
pointments in the competitive service, and
shall be paid without regard to the provi-
sions of chapter 51 and subchapter III of
chapter 53 of such title (relating to classi-
fication and General Schedule pay rates).

(D) EXPERTS AND CONSULTANTS.—With the
approval of the Commission, the executive
director may procure temporary and inter-
mittent services under section 3109(b) of title
5, United States Code.

(f) TERMINATION OF COMMISSION.—The Com-
mission shall terminate 30 days after the
date on which the Commission submits its
report under subsection (c)(3).

(g) REVIEW AND RESPONSE TO RECOMMENDA-
TIONS BY THE MEDICARE PAYMENT ADVISORY
COMMISSION.—

(1) IN GENERAL.—Not later than February 1,
2011, the Medicare Payment Advisory Com-
mission shall—

(A) review the recommendations included
in the report submitted under subsection
(©)(3);

(B) examine the budget consequences of
such recommendations, directly or through
consultation with appropriate expert enti-
ties; and

(C) submit to the appropriate Committees
of Congress a report on such review.

(2) CONTENTS OF REPORT ON REVIEW OF COM-
MISSION RECOMMENDATIONS.—The report sub-
mitted under paragraph (1)(C) shall include—

(A) if the Medicare Payment Advisory
Commission supports the recommendations
of the Commission, the reasons for such sup-
port; or

(B) if the Medicare Payment Advisory
Commission does not support such rec-
ommendations, the recommendations of the
Medicare Payment Advisory Commission, to-
gether with an explanation as to why the
Medicare Payment Advisory Commission
does not support the recommendations of the
Commission.

(h) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated such
sums as may be necessary for the Commis-
sion to carry out this section. Such appro-
priation shall be payable from the Federal
Supplementary Medical Insurance Trust
Fund under section 1841 of the Social Secu-
rity Act (42 U.S.C. 1395t).
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(i) LONG-TERM CBO COST ESTIMATE.—

(1) PREPARATION AND SUBMISSION.—When
the Commission submits a written request to
the Director of the Congressional Budget Of-
fice for a long-term CBO cost estimate of
recommended legislation or administrative
actions (as described under subsection (c)(3)),
the Director shall prepare the estimate and
have it published in the Congressional
Record as expeditiously as possible.

(2) CONTENT.—A long-term CBO cost esti-
mate shall include—

(A) an estimate of the cost of each provi-
sion (if practicable) or group of provisions of
the recommended legislation or administra-
tive actions for first fiscal year it would take
effect and for each of the 49 fiscal years
thereafter; and

(B) a statement of any estimated future
costs not reflected by the estimate described
in subparagraph (A).

(3) FOrRM.—To the extent that a long-term
CBO cost estimate presented in dollars is im-
practicable, the Director of the Congres-
sional Budget Office may instead present the
estimate in terms of percentages of gross do-
mestic product, with rounding to the nearest
Y40 of 1 percent of gross domestic product.

(4) LIMITATIONS ON DISCRETIONARY SPEND-
ING.—A long-term CBO cost estimate shall
only consider the effects of provisions affect-
ing revenues and direct spending (as defined
by the Balanced Budget and Emergency Def-
icit Control Act of 1985), and shall not as-
sume that any changes in outlays will result
from limitations on, or reductions in, annual
appropriations.

(j) EXPEDITED CONSIDERATION OF COMMIS-
SION RECOMMENDATIONS.—

(1) INTRODUCTION.—

(A) IN GENERAL.—The proposed legislative
language contained in the report submitted
pursuant to subsection (c)(3) (referred to in
this subsection as the ‘‘Commission bill”’)
shall be introduced within the first 10 cal-
endar days of the 112th Congress (or on the
first session day thereafter) in the House of
Representatives and in the Senate by the
majority leader of each House of Congress,
for himself, the minority leader of each
House of Congress, for himself, or any mem-
ber of the House designated by the majority
leader or minority leader. If the Commission
bill is not introduced in accordance with the
preceding sentence in either House of Con-
gress, then any Member of that House may
introduce the Commission bill on any day
thereafter. Upon introduction, the Commis-
sion bill shall be referred to the appropriate
committees under subparagraph (B).

(B) COMMITTEE CONSIDERATION.—A Commis-
sion bill introduced in either House of Con-
gress shall be jointly referred to the com-
mittee or committees of jurisdiction, which
shall report the bill without any revision and
with a favorable recommendation, an unfa-
vorable recommendation, or without rec-
ommendation, not later than 10 calendar
days after the date of introduction of the bill
in that House. If any committee fails to re-
port the bill within that period, that com-
mittee shall be automatically discharged
from consideration of the bill, and the bill
shall be placed on the appropriate calendar.

(2) EXPEDITED PROCEDURE.—

(A) IN THE HOUSE OF REPRESENTATIVES.—

(i) IN GENERAL.—Not later than 5 days of
session after the date on which a Commis-
sion bill is reported or discharged from all
committees to which it was referred, the ma-
jority leader of the House of Representatives
or the majority leader’s designee shall move
to proceed to the consideration of the Com-
mission bill. It shall also be in order for any
Member of the House of Representatives to
move to proceed to the consideration of the
Commission bill at any time after the con-
clusion of such 5-day period.
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(ii) MOTION TO PROCEED.—A motion to pro-
ceed to the consideration of the Commission
bill is highly privileged in the House of Rep-
resentatives and is not debatable. The mo-
tion is not subject to amendment or to a mo-
tion to postpone consideration of the Com-
mission bill. A motion to proceed to the con-
sideration of other business shall not be in
order. A motion to reconsider the vote by
which the motion to proceed is agreed to or
not agreed to shall not be in order. If the mo-
tion to proceed is agreed to, the House of
Representatives shall immediately proceed
to consideration of the Commission bill
without intervening motion, order, or other
business, and the Commission bill shall re-
main the unfinished business of the House of
Representatives until disposed of.

(iii) LIMITS ON DEBATE.—Debate in the
House of Representatives on a Commission
bill under this paragraph shall not exceed a
total of 100 hours, which shall be divided
equally between those favoring and those op-
posing the bill. A motion further to limit de-
bate is in order and shall not be debatable. It
shall not be in order to move to recommit a
Commission bill under this paragraph or to
move to reconsider the vote by which the bill
is agreed to or disagreed to.

(iv) APPEALS.—Appeals from decisions of
the chair relating to the application of the
Rules of the House of Representatives to the
procedure relating to a Commission bill shall
be decided without debate.

(V) APPLICATION OF HOUSE RULES.—Except
to the extent specifically provided in this
paragraph, consideration of a Commission
bill shall be governed by the Rules of the
House of Representatives. It shall not be in
order in the House of Representatives to con-
sider any Commission bill introduced pursu-
ant to the provisions of this subsection
under a suspension of the rules or under a
special rule.

(vi) NO AMENDMENTS.—No amendment to
the Commission bill shall be in order in the
House of Representatives.

(vii) VOTE ON FINAL PASSAGE.—In the House
of Representatives, immediately following
the conclusion of consideration of the Com-
mission bill, the vote on final passage of the
Commission bill shall occur without any in-
tervening action or motion, requiring an af-
firmative vote of 35 of the Members, duly
chosen and sworn. If the Commission bill is
passed, the Clerk of the House of Representa-
tives shall cause the bill to be transmitted to
the Senate before the close of the next day of
session of the House.

(B) IN THE SENATE.—

(i) IN GENERAL.—Not later than 5 days of
session after the date on which a Commis-
sion bill is reported or discharged from all
committees to which it was referred, the ma-
jority leader of the Senate or the majority
leader’s designee shall move to proceed to
the consideration of the Commission bill. It
shall also be in order for any Member of the
Senate to move to proceed to the consider-
ation of the Commission bill at any time
after the conclusion of such 5-day period.

(ii) MOTION TO PROCEED.—A motion to pro-
ceed to the consideration of the Commission
bill is privileged in the Senate and is not de-
batable. The motion is not subject to amend-
ment or to a motion to postpone consider-
ation of the Commission bill. A motion to
proceed to consideration of the Commission
bill may be made even though a previous mo-
tion to the same effect has been disagreed to.
A motion to proceed to the consideration of
other business shall not be in order. A mo-
tion to reconsider the vote by which the mo-
tion to proceed is agreed to or not agreed to
shall not be in order. If the motion to pro-
ceed is agreed to, the Senate shall imme-
diately proceed to consideration of the Com-
mission bill without intervening motion,
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order, or other business, and the Commission
bill shall remain the unfinished business of
the Senate until disposed of.

(iii) LIMITS ON DEBATE.—In the Senate, con-
sideration of the Commission bill and on all
debatable motions and appeals in connection
therewith shall not exceed a total of 100
hours, which shall be divided equally be-
tween those favoring and those opposing the
Commission bill. A motion further to limit
debate on the Commission bill is in order and
is not debatable. Any debatable motion or
appeal is debatable for not to exceed 1 hour,
to be divided equally between those favoring
and those opposing the motion or appeal. All
time used for consideration of the Commis-
sion bill, including time used for quorum
calls and voting, shall be counted against the
total 100 hours of consideration.

(iv) NO AMENDMENTS.—No amendment to
the Commission bill shall be in order in the
Senate.

(v) MOTION TO RECOMMIT.—A motion to re-
commit a Commission bill shall not be in
order under this paragraph.

(vi) VOTE ON FINAL PASSAGE.—In the Sen-
ate, immediately following the conclusion of
consideration of the Commission bill and a
request to establish the presence of a
quorum, the vote on final passage of the
Commission bill shall occur and shall require
an affirmative vote of 35 of the Members,
duly chosen and sworn.

(vii) OTHER MOTIONS NOT IN ORDER.—A mo-
tion to postpone or a motion to proceed to
the consideration of other business is not in
order in the Senate. A motion to reconsider
the vote by which the Commission bill is
agreed to or not agreed to is not in order in
the Senate.

(viii) CONSIDERATION OF THE HOUSE BILL.—

(I) IN GENERAL.—If the Senate has received
the House companion bill to the Commission
bill introduced in the Senate prior to the
vote required under clause (vi) and the House
companion bill is identical to the Commis-
sion bill introduced in the Senate, then the
Senate shall consider, and the vote under
clause (vi) shall occur on, the House com-
panion bill.

(II) PROCEDURE AFTER VOTE ON SENATE
BILL.—If the Senate votes, pursuant to
clause (vi), on the bill introduced in the Sen-
ate, the Senate bill shall be held pending re-
ceipt of the House message on the bill. Upon
receipt of the House companion bill, if the
House bill is identical to the Senate bill, the
House bill shall be deemed to be considered,
read for the third time, and the vote on pas-
sage of the Senate bill shall be considered to
be the vote on the bill received from the
House.

(C) NO SUSPENSION.—No motion to suspend
the application of this paragraph shall be in
order in the Senate or in the House of Rep-
resentatives.

Subtitle B—Medical Care Access Protection
SEC. 10101. SHORT TITLE.

This subtitle may be cited as the ‘‘Medical
Care Access Protection Act of 2009’ or the
“MCAP Act”.

SEC. 10102. FINDINGS AND PURPOSE.

(a) FINDINGS.—

(1) EFFECT ON HEALTH CARE ACCESS AND
cosTs.—Congress finds that our current civil
justice system is adversely affecting patient
access to health care services, better patient
care, and cost-efficient health care, in that
the health care liability system is a costly
and ineffective mechanism for resolving
claims of health care liability and compen-
sating injured patients, and is a deterrent to
the sharing of information among health
care professionals which impedes efforts to
improve patient safety and quality of care.

(2) EFFECT ON INTERSTATE COMMERCE.—Con-
gress finds that the health care and insur-
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ance industries are industries affecting
interstate commerce and the health care li-
ability litigation systems existing through-
out the United States are activities that af-
fect interstate commerce by contributing to
the high costs of health care and premiums
for health care liability insurance purchased
by health care system providers.

(3) EFFECT ON FEDERAL SPENDING.—Con-
gress finds that the health care liability liti-
gation systems existing throughout the
United States have a significant effect on
the amount, distribution, and use of Federal
funds because of—

(A) the large number of individuals who re-
ceive health care benefits under programs
operated or financed by the Federal Govern-
ment;

(B) the large number of individuals who
benefit because of the exclusion from Fed-
eral taxes of the amounts spent to provide
them with health insurance benefits; and

(C) the large number of health care pro-
viders who provide items or services for
which the Federal Government makes pay-
ments.

(b) PURPOSE.—It is the purpose of this sub-
title to implement reasonable, comprehen-
sive, and effective health care liability re-
forms designed to—

(1) improve the availability of health care
services in cases in which health care liabil-
ity actions have been shown to be a factor in
the decreased availability of services;

(2) reduce the incidence of ‘‘defensive medi-
cine” and lower the cost of health care li-
ability insurance, all of which contribute to
the escalation of health care costs;

(3) ensure that persons with meritorious
health care injury claims receive fair and
adequate compensation, including reason-
able noneconomic damages;

(4) improve the fairness and cost-effective-
ness of our current health care liability sys-
tem to resolve disputes over, and provide
compensation for, health care liability by re-
ducing uncertainty in the amount of com-
pensation provided to injured individuals;
and

(5) provide an increased sharing of informa-
tion in the health care system which will re-
duce unintended injury and improve patient
care.

SEC. 10103. DEFINITIONS.

In this subtitle:

(1) ALTERNATIVE DISPUTE RESOLUTION SYS-
TEM; ADR.—The term ‘‘alternative dispute
resolution system” or ‘““ADR’ means a sys-
tem that provides for the resolution of
health care lawsuits in a manner other than
through a civil action brought in a State or
Federal court.

(2) CLAIMANT.—The term ‘‘claimant’
means any person who brings a health care
lawsuit, including a person who asserts or
claims a right to legal or equitable contribu-
tion, indemnity or subrogation, arising out
of a health care liability claim or action, and
any person on whose behalf such a claim is
asserted or such an action is brought, wheth-
er deceased, incompetent, or a minor.

(3) COLLATERAL SOURCE BENEFITS.—The
term ‘‘collateral source benefits” means any
amount paid or reasonably likely to be paid
in the future to or on behalf of the claimant,
or any service, product or other benefit pro-
vided or reasonably likely to be provided in
the future to or on behalf of the claimant, as
a result of the injury or wrongful death, pur-
suant to—

(A) any State or Federal health, sickness,
income-disability, accident, or workers’
compensation law;

(B) any health, sickness, income-disability,
or accident insurance that provides health
benefits or income-disability coverage;

(C) any contract or agreement of any
group, organization, partnership, or corpora-
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tion to provide, pay for, or reimburse the
cost of medical, hospital, dental, or income
disability benefits; and

(D) any other publicly or privately funded
program.

(4) COMPENSATORY DAMAGES.—The term
‘“‘compensatory damages’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
for (or failure to provide, use, or pay for)
health care services or medical products,
such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities, damages for physical and
emotional pain, suffering, inconvenience,
physical impairment, mental anguish, dis-
figurement, loss of enjoyment of life, loss of
society and companionship, loss of consor-
tium (other than loss of domestic service),
hedonic damages, injury to reputation, and
all other nonpecuniary losses of any kind or
nature. Such term includes economic dam-

ages and noneconomic damages, as such
terms are defined in this section.
(6) CONTINGENT FEE.—The term ‘‘contin-

gent fee” includes all compensation to any
person or persons which is payable only if a
recovery is effected on behalf of one or more
claimants.

(6) ECONOMIC DAMAGES.—The term ‘‘eco-
nomic damages”’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
for (or failure to provide, use, or pay for)
health care services or medical products,
such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities.

(7) HEALTH CARE GOODS OR SERVICES.—The
term ‘‘health care goods or services’” means
any goods or services provided by a health
care institution, provider, or by any indi-
vidual working under the supervision of a
health care provider, that relates to the di-
agnosis, prevention, care, or treatment of
any human disease or impairment, or the as-
sessment of the health of human beings.

(8) HEALTH CARE INSTITUTION.—The term
‘“‘health care institution’ means any entity
licensed under Federal or State law to pro-
vide health care services (including but not
limited to ambulatory surgical centers, as-
sisted living facilities, emergency medical
services providers, hospices, hospitals and
hospital systems, nursing homes, or other
entities licensed to provide such services).

(9) HEALTH CARE LAWSUIT.—The term
‘““health care lawsuit’® means any health care
liability claim concerning the provision of
health care goods or services affecting inter-
state commerce, or any health care liability
action concerning the provision of (or the
failure to provide) health care goods or serv-
ices affecting interstate commerce, brought
in a State or Federal court or pursuant to an
alternative dispute resolution system,
against a health care provider or a health
care institution regardless of the theory of
liability on which the claim is based, or the
number of claimants, plaintiffs, defendants,
or other parties, or the number of claims or
causes of action, in which the claimant al-
leges a health care liability claim.

(10) HEALTH CARE LIABILITY ACTION.—The
term ‘‘health care liability action’ means a
civil action brought in a State or Federal
Court or pursuant to an alternative dispute
resolution system, against a health care pro-
vider or a health care institution regardless
of the theory of liability on which the claim
is based, or the number of plaintiffs, defend-
ants, or other parties, or the number of
causes of action, in which the claimant al-
leges a health care liability claim.



December 10, 2009

(11) HEALTH CARE LIABILITY CLAIM.—The
term ‘‘health care liability claim’ means a
demand by any person, whether or not pursu-
ant to ADR, against a health care provider
or health care institution, including third-
party claims, cross-claims, counter-claims,
or contribution claims, which are based upon
the provision of, use of, or payment for (or
the failure to provide, use, or pay for) health
care services, regardless of the theory of li-
ability on which the claim is based, or the
number of plaintiffs, defendants, or other
parties, or the number of causes of action.

(12) HEALTH CARE PROVIDER.—

(A) IN GENERAL.—The term ‘health care
provider” means any person (including but
not limited to a physician (as defined by sec-
tion 1861(r) of the Social Security Act (42
U.S.C. 1395x(r)), registered nurse, dentist, po-
diatrist, pharmacist, chiropractor, or optom-
etrist) required by State or Federal law to be
licensed, registered, or certified to provide
health care services, and being either so li-
censed, registered, or certified, or exempted
from such requirement by other statute or
regulation.

(B) TREATMENT OF CERTAIN PROFESSIONAL
ASSOCIATIONS.—For purposes of this subtitle,
a professional association that is organized
under State law by an individual physician
or group of physicians, a partnership or lim-
ited liability partnership formed by a group
of physicians, a nonprofit health corporation
certified under State law, or a company
formed by a group of physicians under State
law shall be treated as a health care provider
under subparagraph (A).

(13) MALICIOUS INTENT TO INJURE.—The
term ‘‘malicious intent to injure’” means in-
tentionally causing or attempting to cause
physical injury other than providing health
care goods or services.

(14) NONECONOMIC DAMAGES.—The term
‘“‘noneconomic damages’” means damages for
physical and emotional pain, suffering, in-
convenience, physical impairment, mental
anguish, disfigurement, loss of enjoyment of
life, loss of society and companionship, loss
of consortium (other than loss of domestic
service), hedonic damages, injury to reputa-
tion, and all other nonpecuniary losses of
any kind or nature.

(15) PUNITIVE DAMAGES.—The term ‘‘puni-
tive damages’” means damages awarded, for
the purpose of punishment or deterrence, and
not solely for compensatory purposes,
against a health care provider or health care
institution. Punitive damages are neither
economic nor noneconomic damages.

(16) RECOVERY.—The term ‘‘recovery’’
means the net sum recovered after deducting
any disbursements or costs incurred in con-
nection with prosecution or settlement of
the claim, including all costs paid or ad-
vanced by any person. Costs of health care
incurred by the plaintiff and the attorneys’
office overhead costs or charges for legal
services are not deductible disbursements or
costs for such purpose.

(17) STATE.—The term ‘‘State’” means each
of the several States, the District of Colum-
bia, the Commonwealth of Puerto Rico, the
Virgin Islands, Guam, American Samoa, the
Northern Mariana Islands, the Trust Terri-
tory of the Pacific Islands, and any other
territory or possession of the United States,
or any political subdivision thereof.

SEC. 10104. ENCOURAGING SPEEDY RESOLUTION
OF CLAIMS.

(a) IN GENERAL.—Except as otherwise pro-
vided for in this section, the time for the
commencement of a health care lawsuit
shall be 3 years after the date of manifesta-
tion of injury or 1 year after the claimant
discovers, or through the use of reasonable
diligence should have discovered, the injury,
whichever occurs first.
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(b) GENERAL EXCEPTION.—The time for the
commencement of a health care lawsuit
shall not exceed 3 years after the date of
manifestation of injury unless the tolling of
time was delayed as a result of—

(1) fraud;

(2) intentional concealment; or

(3) the presence of a foreign body, which
has no therapeutic or diagnostic purpose or
effect, in the person of the injured person.

(c) MINORS.—An action by a minor shall be
commenced within 3 years from the date of
the alleged manifestation of injury except
that if such minor is under the full age of 6
years, such action shall be commenced with-
in 3 years of the manifestation of injury, or
prior to the eighth birthday of the minor,
whichever provides a longer period. Such
time limitation shall be tolled for minors for
any period during which a parent or guard-
ian and a health care provider or health care
institution have committed fraud or collu-
sion in the failure to bring an action on be-
half of the injured minor.

(d) RULE 11 SANCTIONS.—Whenever a Fed-
eral or State court determines (whether by
motion of the parties or whether on the mo-
tion of the court) that there has been a vio-
lation of Rule 11 of the Federal Rules of Civil
Procedure (or a similar violation of applica-
ble State court rules) in a health care liabil-
ity action to which this subtitle applies, the
court shall impose upon the attorneys, law
firms, or pro se litigants that have violated
Rule 11 or are responsible for the violation,
an appropriate sanction, which shall include
an order to pay the other party or parties for
the reasonable expenses incurred as a direct
result of the filing of the pleading, motion,
or other paper that is the subject of the vio-
lation, including a reasonable attorneys’ fee.
Such sanction shall be sufficient to deter
repetition of such conduct or comparable
conduct by others similarly situated, and to
compensate the party or parties injured by
such conduct.

SEC. 10105. COMPENSATING PATIENT INJURY.

(a) UNLIMITED AMOUNT OF DAMAGES FOR AC-
TUAL ECONOMIC LOSSES IN HEALTH CARE LAW-
SUITS.—In any health care lawsuit, nothing
in this subtitle shall limit the recovery by a
claimant of the full amount of the available
economic damages, notwithstanding the lim-
itation contained in subsection (b).

(b) ADDITIONAL NONECONOMIC DAMAGES.—

(1) HEALTH CARE PROVIDERS.—In any health
care lawsuit where final judgment is ren-
dered against a health care provider, the
amount of noneconomic damages recovered
from the provider, if otherwise available
under applicable Federal or State law, may
be as much as $250,000, regardless of the num-
ber of parties other than a health care insti-
tution against whom the action is brought or
the number of separate claims or actions
brought with respect to the same occurrence.

(2) HEALTH CARE INSTITUTIONS.—

(A) SINGLE INSTITUTION.—In any health
care lawsuit where final judgment is ren-
dered against a single health care institu-
tion, the amount of noneconomic damages
recovered from the institution, if otherwise
available under applicable Federal or State
law, may be as much as $250,000, regardless of
the number of parties against whom the ac-
tion is brought or the number of separate
claims or actions brought with respect to the
same occurrence.

(B) MULTIPLE INSTITUTIONS.—In any health
care lawsuit where final judgment is ren-
dered against more than one health care in-
stitution, the amount of noneconomic dam-
ages recovered from each institution, if oth-
erwise available under applicable Federal or
State law, may be as much as $250,000, re-
gardless of the number of parties against
whom the action is brought or the number of

S12929

separate claims or actions brought with re-
spect to the same occurrence, except that
the total amount recovered from all such in-
stitutions in such lawsuit shall not exceed
$500,000.

(¢) NO DISCOUNT OF AWARD FOR NON-
ECONOMIC DAMAGES.—In any health care law-
suit—

(1) an award for future noneconomic dam-
ages shall not be discounted to present
value;

(2) the jury shall not be informed about the
maximum award for noneconomic damages
under subsection (b);

(3) an award for noneconomic damages in
excess of the limitations provided for in sub-
section (b) shall be reduced either before the
entry of judgment, or by amendment of the
judgment after entry of judgment, and such
reduction shall be made before accounting
for any other reduction in damages required
by law; and

(4) if separate awards are rendered for past
and future noneconomic damages and the
combined awards exceed the limitations de-
scribed in subsection (b), the future non-
economic damages shall be reduced first.

(d) FAIR SHARE RULE.—In any health care
lawsuit, each party shall be liable for that
party’s several share of any damages only
and not for the share of any other person.
Each party shall be liable only for the
amount of damages allocated to such party
in direct proportion to such party’s percent-
age of responsibility. A separate judgment
shall be rendered against each such party for
the amount allocated to such party. For pur-
poses of this section, the trier of fact shall
determine the proportion of responsibility of
each party for the claimant’s harm.

SEC. 10106. MAXIMIZING PATIENT RECOVERY.

(a) COURT SUPERVISION OF SHARE OF DAM-
AGES ACTUALLY PAID TO CLAIMANTS.—

(1) IN GENERAL.—In any health care law-
suit, the court shall supervise the arrange-
ments for payment of damages to protect
against conflicts of interest that may have
the effect of reducing the amount of damages
awarded that are actually paid to claimants.

(2) CONTINGENCY FEES.—

(A) IN GENERAL.—In any health care law-
suit in which the attorney for a party claims
a financial stake in the outcome by virtue of
a contingent fee, the court shall have the
power to restrict the payment of a claim-
ant’s damage recovery to such attorney, and
to redirect such damages to the claimant
based upon the interests of justice and prin-
ciples of equity.

(B) LIMITATION.—The total of all contin-
gent fees for representing all claimants in a
health care lawsuit shall not exceed the fol-
lowing limits:

(i) 40 percent of the first $50,000 recovered
by the claimant(s).

(ii) 33 percent of the next $50,000 recov-
ered by the claimant(s).

(iii) 256 percent of the next $500,000 recov-
ered by the claimant(s).

(iv) 15 percent of any amount by which the
recovery by the claimant(s) is in excess of
$600,000.

(b) APPLICABILITY.—

(1) IN GENERAL.—The limitations in sub-
section (a) shall apply whether the recovery
is by judgment, settlement, mediation, arbi-
tration, or any other form of alternative dis-
pute resolution.

(2) MINORS.—In a health care lawsuit in-
volving a minor or incompetent person, a
court retains the authority to authorize or
approve a fee that is less than the maximum
permitted under this section.

(¢) EXPERT WITNESSES.—

(1) REQUIREMENT.—No individual shall be
qualified to testify as an expert witness con-
cerning issues of negligence in any health
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care lawsuit against a defendant unless such
individual—

(A) except as required under paragraph (2),
is a health care professional who—

(i) is appropriately credentialed or licensed
in 1 or more States to deliver health care
services; and

(ii) typically treats the diagnosis or condi-
tion or provides the type of treatment under
review; and

(B) can demonstrate by competent evi-
dence that, as a result of training, education,
knowledge, and experience in the evaluation,
diagnosis, and treatment of the disease or in-
jury which is the subject matter of the law-
suit against the defendant, the individual
was substantially familiar with applicable
standards of care and practice as they relate
to the act or omission which is the subject of
the lawsuit on the date of the incident.

(2) PHYSICIAN REVIEW.—In a health care
lawsuit, if the claim of the plaintiff involved
treatment that is recommended or provided
by a physician (allopathic or osteopathic), an
individual shall not be qualified to be an ex-
pert witness under this subsection with re-
spect to issues of negligence concerning such
treatment unless such individual is a physi-
cian.

(3) SPECIALTIES AND SUBSPECIALTIES.—With
respect to a lawsuit described in paragraph
(1), a court shall not permit an expert in one
medical specialty or subspecialty to testify
against a defendant in another medical spe-
cialty or subspecialty unless, in addition to
a showing of substantial familiarity in ac-
cordance with paragraph (1)(B), there is a
showing that the standards of care and prac-
tice in the two specialty or subspecialty
fields are similar.

(4) LIMITATION.—The limitations in this
subsection shall not apply to expert wit-
nesses testifying as to the degree or perma-
nency of medical or physical impairment.
SEC. 10107. ADDITIONAL HEALTH BENEFITS.

(a) IN GENERAL.—The amount of any dam-
ages received by a claimant in any health
care lawsuit shall be reduced by the court by
the amount of any collateral source benefits
to which the claimant is entitled, less any
insurance premiums or other payments made
by the claimant (or by the spouse, parent,
child, or legal guardian of the claimant) to
obtain or secure such benefits.

(b) PRESERVATION OF CURRENT LAW.—
Where a payor of collateral source benefits
has a right of recovery by reimbursement or
subrogation and such right is permitted
under Federal or State law, subsection (a)
shall not apply.

(c) APPLICATION OF PROVISION.—This sec-
tion shall apply to any health care lawsuit
that is settled or resolved by a fact finder.
SEC. 10108. PUNITIVE DAMAGES.

(a) PUNITIVE DAMAGES PERMITTED.—

(1) IN GENERAL.—Punitive damages may, if
otherwise available under applicable State
or Federal law, be awarded against any per-
son in a health care lawsuit only if it is prov-
en by clear and convincing evidence that
such person acted with malicious intent to
injure the claimant, or that such person de-
liberately failed to avoid unnecessary injury
that such person knew the claimant was sub-
stantially certain to suffer.

(2) FILING OF LAWSUIT.—No demand for pu-
nitive damages shall be included in a health
care lawsuit as initially filed. A court may
allow a claimant to file an amended pleading
for punitive damages only upon a motion by
the claimant and after a finding by the
court, upon review of supporting and oppos-
ing affidavits or after a hearing, after weigh-
ing the evidence, that the claimant has es-
tablished by a substantial probability that
the claimant will prevail on the claim for
punitive damages.
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(3) SEPARATE PROCEEDING.—At the request
of any party in a health care lawsuit, the
trier of fact shall consider in a separate pro-
ceeding—

(A) whether punitive damages are to be
awarded and the amount of such award; and

(B) the amount of punitive damages fol-
lowing a determination of punitive liability.
If a separate proceeding is requested, evi-
dence relevant only to the claim for punitive
damages, as determined by applicable State
law, shall be inadmissible in any proceeding
to determine whether compensatory dam-
ages are to be awarded.

(4) LIMITATION WHERE NO COMPENSATORY
DAMAGES ARE AWARDED.—In any health care
lawsuit where no judgment for compensatory
damages is rendered against a person, no pu-
nitive damages may be awarded with respect
to the claim in such lawsuit against such
person.

(b) DETERMINING AMOUNT OF PUNITIVE DAM-
AGES.—

(1) FACTORS CONSIDERED.—In determining
the amount of punitive damages under this
section, the trier of fact shall consider only
the following:

(A) the severity of the harm caused by the
conduct of such party;

(B) the duration of the conduct or any con-
cealment of it by such party;

(C) the profitability of the conduct to such
party;

(D) the number of products sold or medical
procedures rendered for compensation, as the
case may be, by such party, of the kind caus-
ing the harm complained of by the claimant;

(E) any criminal penalties imposed on such
party, as a result of the conduct complained
of by the claimant; and

(F) the amount of any civil fines assessed
against such party as a result of the conduct
complained of by the claimant.

(2) MAXIMUM AWARD.—The amount of puni-
tive damages awarded in a health care law-
suit may not exceed an amount equal to two
times the amount of economic damages
awarded in the lawsuit or $250,000, whichever
is greater. The jury shall not be informed of
the limitation under the preceding sentence.

(c) LIABILITY OF HEALTH CARE PROVIDERS.—

(1) IN GENERAL.—A health care provider
who prescribes, or who dispenses pursuant to
a prescription, a drug, biological product, or
medical device approved by the Food and
Drug Administration, for an approved indica-
tion of the drug, biological product, or med-
ical device, shall not be named as a party to
a product liability lawsuit invoking such
drug, biological product, or medical device
and shall not be liable to a claimant in a
class action lawsuit against the manufac-
turer, distributor, or product seller of such
drug, biological product, or medical device.

(2) MEDICAL PRODUCT.—The term ‘‘medical
product’ means a drug or device intended for
humans. The terms ‘‘drug’” and ‘‘device”
have the meanings given such terms in sec-
tions 201(g)(1) and 201(h) of the Federal Food,
Drug and Cosmetic Act (21 U.S.C. 321), re-
spectively, including any component or raw
material used therein, but excluding health
care services.

SEC. 10109. AUTHORIZATION OF PAYMENT OF FU-
TURE DAMAGES TO CLAIMANTS IN
HEALTH CARE LAWSUITS.

(a) IN GENERAL.—In any health care law-
suit, if an award of future damages, without
reduction to present value, equaling or ex-
ceeding $50,000 is made against a party with
sufficient insurance or other assets to fund a
periodic payment of such a judgment, the
court shall, at the request of any party,
enter a judgment ordering that the future
damages be paid by periodic payments in ac-
cordance with the Uniform Periodic Pay-
ment of Judgments Act promulgated by the
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National Conference of Commissioners on
Uniform State Laws.

(b) APPLICABILITY.—This section applies to
all actions which have not been first set for
trial or retrial before the effective date of
this subtitle.

SEC. 10110. EFFECT ON OTHER LAWS.

(a) GENERAL VACCINE INJURY.—

(1) IN GENERAL.—To the extent that title
XXI of the Public Health Service Act estab-
lishes a Federal rule of law applicable to a
civil action brought for a vaccine-related in-
jury or death—

(A) this subtitle shall not affect the appli-
cation of the rule of law to such an action;
and

(B) any rule of law prescribed by this sub-
title in conflict with a rule of law of such
title XXI shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a vaccine-related in-
jury or death to which a Federal rule of law
under title XXI of the Public Health Service
Act does not apply, then this subtitle or oth-
erwise applicable law (as determined under
this subtitle) will apply to such aspect of
such action.

(b) SMALLPOX VACCINE INJURY.—

(1) IN GENERAL.—To the extent that part C
of title II of the Public Health Service Act
establishes a Federal rule of law applicable
to a civil action brought for a smallpox vac-
cine-related injury or death—

(A) this subtitle shall not affect the appli-
cation of the rule of law to such an action;
and

(B) any rule of law prescribed by this sub-
title in conflict with a rule of law of such
part C shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a smallpox vaccine-
related injury or death to which a Federal
rule of law under part C of title II of the
Public Health Service Act does not apply,
then this subtitle or otherwise applicable
law (as determined under this subtitle) will
apply to such aspect of such action.

(c) OTHER FEDERAL LAW.—Except as pro-
vided in this section, nothing in this subtitle
shall be deemed to affect any defense avail-
able, or any limitation on liability that ap-
plies to, a defendant in a health care lawsuit
or action under any other provision of Fed-
eral law.

SEC. 10111. STATE FLEXIBILITY AND PROTEC-
TION OF STATES’ RIGHTS.

(a) HEALTH CARE LAWSUITS.—The provi-
sions governing health care lawsuits set
forth in this subtitle shall preempt, subject
to subsections (b) and (c), State law to the
extent that State law prevents the applica-
tion of any provisions of law established by
or under this subtitle. The provisions gov-
erning health care lawsuits set forth in this
subtitle supersede chapter 171 of title 28,
United States Code, to the extent that such
chapter—

(1) provides for a greater amount of dam-
ages or contingent fees, a longer period in
which a health care lawsuit may be com-
menced, or a reduced applicability or scope
of periodic payment of future damages, than
provided in this subtitle; or

(2) prohibits the introduction of evidence
regarding collateral source benefits.

(b) PREEMPTION OF CERTAIN STATE LAWS.—
No provision of this subtitle shall be con-
strued to preempt any State law (whether ef-
fective before, on, or after the date of the en-
actment of this Act) that specifies a par-
ticular monetary amount of compensatory
or punitive damages (or the total amount of
damages) that may be awarded in a health
care lawsuit, regardless of whether such
monetary amount is greater or lesser than is
provided for under this subtitle, notwith-
standing section 10105(a).
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(c) PROTECTION OF STATE’S RIGHTS AND
OTHER LAWS.—

(1) IN GENERAL.—Any issue that is not gov-
erned by a provision of law established by or
under this subtitle (including the State
standards of negligence) shall be governed by
otherwise applicable Federal or State law.

(2) RULE OF CONSTRUCTION.—Nothing in this
subtitle shall be construed to—

(A) preempt or supersede any Federal or
State law that imposes greater procedural or
substantive protections (such as a shorter
statute of limitations) for a health care pro-
vider or health care institution from liabil-
ity, loss, or damages than those provided by
this subtitle;

(B) preempt or supercede any State law
that permits and provides for the enforce-
ment of any arbitration agreement related
to a health care liability claim whether en-
acted prior to or after the date of enactment
of this Act;

(C) create a cause of action that is not oth-
erwise available under Federal or State law;
or

(D) affect the scope of preemption of any
other Federal law.

SEC. 10112. APPLICABILITY; EFFECTIVE DATE.

This subtitle shall apply to any health care
lawsuit brought in a Federal or State court,
or subject to an alternative dispute resolu-
tion system, that is initiated on or after the
date of the enactment of this Act, except
that any health care lawsuit arising from an
injury occurring prior to the date of enact-
ment of this Act shall be governed by the ap-
plicable statute of limitations provisions in
effect at the time the injury occurred.

Subtitle C—Rescission of Unused Stimulus

Funds
SEC. 10201. RESCISSION IN ARRA.

Effective as of October 1, 2010, any unobli-
gated balances available on such date of
funds made available by division A of the
American Recovery and Reinvestment Act of
2009 (Public Law 111-5) are rescinded.

SA 3134. Mr. BURR (for himself, Mrs.
HUTCHISON, and Mr. WICKER) submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 2074, after line 25 insert the fol-
lowing:

TITLE X—ADDITIONAL PROVISIONS
Subtitle A—Medicare Physician Fee Schedule
Update for 2010, 2011, and 2012
SEC. 10001. MEDICARE PHYSICIAN FEE SCHED-

ULE UPDATE FOR 2010, 2011, AND
2012.

Section 1848(d)(10) of the Social Security
Act (42 U.S.C. 1395w—-4(d)), as added by sec-
tion 3101, is amended to read as follows:

‘“(10) UPDATE FOR 2010, 2011, AND 2012.—

‘““(A) IN GENERAL.—Subject to paragraphs
(MH(B), (8)(B), and (9)(B), in lieu of the update
to the single conversion factor established in
paragraph (1)(C) that would otherwise apply
for each of 2010, 2011, and 2012, the update to
the single conversion factor shall be 0.5 per-
cent.

‘“(B) NO EFFECT ON COMPUTATION OF CON-
VERSION FACTOR FOR 2013 AND SUBSEQUENT
YEARS.—The conversion factor under this
subsection shall be computed under para-
graph (1)(A) for 2013 and subsequent years as
if subparagraph (A) had never applied.”.
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Subtitle B—Medical Care Access Protection
SEC. 10101. FINDINGS AND PURPOSE.

(a) FINDINGS.—

(1) EFFECT ON HEALTH CARE ACCESS AND
cosTs.—Congress finds that our current civil
justice system is adversely affecting patient
access to health care services, better patient
care, and cost-efficient health care, in that
the health care liability system is a costly
and ineffective mechanism for resolving
claims of health care liability and compen-
sating injured patients, and is a deterrent to
the sharing of information among health
care professionals which impedes efforts to
improve patient safety and quality of care.

(2) EFFECT ON INTERSTATE COMMERCE.—Con-
gress finds that the health care and insur-
ance industries are industries affecting
interstate commerce and the health care li-
ability litigation systems existing through-
out the United States are activities that af-
fect interstate commerce by contributing to
the high costs of health care and premiums
for health care liability insurance purchased
by health care system providers.

(3) EFFECT ON FEDERAL SPENDING.—Con-
gress finds that the health care liability liti-
gation systems existing throughout the
United States have a significant effect on
the amount, distribution, and use of Federal
funds because of—

(A) the large number of individuals who re-
ceive health care benefits under programs
operated or financed by the Federal Govern-
ment;

(B) the large number of individuals who
benefit because of the exclusion from Fed-
eral taxes of the amounts spent to provide
them with health insurance benefits; and

(C) the large number of health care pro-
viders who provide items or services for
which the Federal Government makes pay-
ments.

(b) PURPOSE.—It is the purpose of this sub-
title to implement reasonable, comprehen-
sive, and effective health care liability re-
forms designed to—

(1) improve the availability of health care
services in cases in which health care liabil-
ity actions have been shown to be a factor in
the decreased availability of services;

(2) reduce the incidence of ‘‘defensive medi-
cine’” and lower the cost of health care li-
ability insurance, all of which contribute to
the escalation of health care costs;

(3) ensure that persons with meritorious
health care injury claims receive fair and
adequate compensation, including reason-
able noneconomic damages;

(4) improve the fairness and cost-effective-
ness of our current health care liability sys-
tem to resolve disputes over, and provide
compensation for, health care liability by re-
ducing uncertainty in the amount of com-
pensation provided to injured individuals;
and

() provide an increased sharing of informa-
tion in the health care system which will re-
duce unintended injury and improve patient
care.

SEC. 10102. DEFINITIONS.

In this subtitle:

(1) ALTERNATIVE DISPUTE RESOLUTION SYS-
TEM; ADR.—The term ‘‘alternative dispute
resolution system’ or ‘‘ADR’ means a Sys-
tem that provides for the resolution of
health care lawsuits in a manner other than
through a civil action brought in a State or
Federal court.

(2) CLAIMANT.—The term ‘‘claimant”
means any person who brings a health care
lawsuit, including a person who asserts or
claims a right to legal or equitable contribu-
tion, indemnity or subrogation, arising out
of a health care liability claim or action, and
any person on whose behalf such a claim is
asserted or such an action is brought, wheth-
er deceased, incompetent, or a minor.
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(3) COLLATERAL SOURCE BENEFITS.—The
term ‘‘collateral source benefits’’ means any
amount paid or reasonably likely to be paid
in the future to or on behalf of the claimant,
or any service, product or other benefit pro-
vided or reasonably likely to be provided in
the future to or on behalf of the claimant, as
a result of the injury or wrongful death, pur-
suant to—

(A) any State or Federal health, sickness,
income-disability, accident, or workers’
compensation law;

(B) any health, sickness, income-disability,
or accident insurance that provides health
benefits or income-disability coverage;

(C) any contract or agreement of any
group, organization, partnership, or corpora-
tion to provide, pay for, or reimburse the
cost of medical, hospital, dental, or income
disability benefits; and

(D) any other publicly or privately funded
program.

(4) COMPENSATORY DAMAGES.—The term
‘“‘compensatory damages’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
for (or failure to provide, use, or pay for)
health care services or medical products,
such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities, damages for physical and
emotional pain, suffering, inconvenience,
physical impairment, mental anguish, dis-
figurement, loss of enjoyment of life, loss of
society and companionship, loss of consor-
tium (other than loss of domestic service),
hedonic damages, injury to reputation, and
all other nonpecuniary losses of any kind or
nature. Such term includes economic dam-

ages and noneconomic damages, as such
terms are defined in this section.
(5) CONTINGENT FEE.—The term ‘‘contin-

gent fee’” includes all compensation to any
person or persons which is payable only if a
recovery is effected on behalf of one or more
claimants.

(6) ECONOMIC DAMAGES.—The term ‘‘eco-
nomic damages”’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
for (or failure to provide, use, or pay for)
health care services or medical products,
such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities.

(7) HEALTH CARE GOODS OR SERVICES.—The
term ‘‘health care goods or services’” means
any goods or services provided by a health
care institution, provider, or by any indi-
vidual working under the supervision of a
health care provider, that relates to the di-
agnosis, prevention, care, or treatment of
any human disease or impairment, or the as-
sessment of the health of human beings.

(8) HEALTH CARE INSTITUTION.—The term
‘“‘health care institution” means any entity
licensed under Federal or State law to pro-
vide health care services (including but not
limited to ambulatory surgical centers, as-
sisted living facilities, emergency medical
services providers, hospices, hospitals and
hospital systems, nursing homes, or other
entities licensed to provide such services).

(9) HEALTH CARE LAWSUIT.—The term
‘“‘health care lawsuit’’ means any health care
liability claim concerning the provision of
health care goods or services affecting inter-
state commerce, or any health care liability
action concerning the provision of (or the
failure to provide) health care goods or serv-
ices affecting interstate commerce, brought
in a State or Federal court or pursuant to an
alternative dispute resolution system,
against a health care provider or a health
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care institution regardless of the theory of
liability on which the claim is based, or the
number of claimants, plaintiffs, defendants,
or other parties, or the number of claims or
causes of action, in which the claimant al-
leges a health care liability claim.

(10) HEALTH CARE LIABILITY ACTION.—The
term ‘‘health care liability action’ means a
civil action brought in a State or Federal
Court or pursuant to an alternative dispute
resolution system, against a health care pro-
vider or a health care institution regardless
of the theory of liability on which the claim
is based, or the number of plaintiffs, defend-
ants, or other parties, or the number of
causes of action, in which the claimant al-
leges a health care liability claim.

(11) HEALTH CARE LIABILITY CLAIM.—The
term ‘‘health care liability claim’ means a
demand by any person, whether or not pursu-
ant to ADR, against a health care provider
or health care institution, including third-
party claims, cross-claims, counter-claims,
or contribution claims, which are based upon
the provision of, use of, or payment for (or
the failure to provide, use, or pay for) health
care services, regardless of the theory of li-
ability on which the claim is based, or the
number of plaintiffs, defendants, or other
parties, or the number of causes of action.

(12) HEALTH CARE PROVIDER.—

(A) IN GENERAL.—The term ‘health care
provider’” means any person (including but
not limited to a physician (as defined by sec-
tion 1861(r) of the Social Security Act (42
U.S.C. 1395x(r)), registered nurse, dentist, po-
diatrist, pharmacist, chiropractor, or optom-
etrist) required by State or Federal law to be
licensed, registered, or certified to provide
health care services, and being either so li-
censed, registered, or certified, or exempted
from such requirement by other statute or
regulation.

(B) TREATMENT OF CERTAIN PROFESSIONAL
ASSOCIATIONS.—For purposes of this subtitle,
a professional association that is organized
under State law by an individual physician
or group of physicians, a partnership or lim-
ited liability partnership formed by a group
of physicians, a nonprofit health corporation
certified under State law, or a company
formed by a group of physicians under State
law shall be treated as a health care provider
under subparagraph (A).

(13) MALICIOUS INTENT TO INJURE.—The
term ‘‘malicious intent to injure’ means in-
tentionally causing or attempting to cause
physical injury other than providing health
care goods or services.

(14) NONECONOMIC DAMAGES.—The term
‘“‘noneconomic damages’” means damages for
physical and emotional pain, suffering, in-
convenience, physical impairment, mental
anguish, disfigurement, loss of enjoyment of
life, loss of society and companionship, loss
of consortium (other than loss of domestic
service), hedonic damages, injury to reputa-
tion, and all other nonpecuniary losses of
any kind or nature.

(15) PUNITIVE DAMAGES.—The term ‘‘puni-
tive damages’” means damages awarded, for
the purpose of punishment or deterrence, and
not solely for compensatory purposes,
against a health care provider or health care
institution. Punitive damages are neither
economic nor noneconomic damages.

(16) RECOVERY.—The term ‘‘recovery’’
means the net sum recovered after deducting
any disbursements or costs incurred in con-
nection with prosecution or settlement of
the claim, including all costs paid or ad-
vanced by any person. Costs of health care
incurred by the plaintiff and the attorneys’
office overhead costs or charges for legal
services are not deductible disbursements or
costs for such purpose.

(17) STATE.—The term ‘‘State’ means each
of the several States, the District of Colum-
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bia, the Commonwealth of Puerto Rico, the
Virgin Islands, Guam, American Samoa, the
Northern Mariana Islands, the Trust Terri-
tory of the Pacific Islands, and any other
territory or possession of the United States,
or any political subdivision thereof.

SEC. 10103. ENCOURAGING SPEEDY RESOLUTION

OF CLAIMS.

(a) IN GENERAL.—Except as otherwise pro-
vided for in this section, the time for the
commencement of a health care lawsuit
shall be 3 years after the date of manifesta-
tion of injury or 1 year after the claimant
discovers, or through the use of reasonable
diligence should have discovered, the injury,
whichever occurs first.

(b) GENERAL EXCEPTION.—The time for the
commencement of a health care lawsuit
shall not exceed 3 years after the date of
manifestation of injury unless the tolling of
time was delayed as a result of—

(1) fraud;

(2) intentional concealment; or

(3) the presence of a foreign body, which
has no therapeutic or diagnostic purpose or
effect, in the person of the injured person.

(c) MINORS.—An action by a minor shall be
commenced within 3 years from the date of
the alleged manifestation of injury except
that if such minor is under the full age of 6
years, such action shall be commenced with-
in 3 years of the manifestation of injury, or
prior to the eighth birthday of the minor,
whichever provides a longer period. Such
time limitation shall be tolled for minors for
any period during which a parent or guard-
ian and a health care provider or health care
institution have committed fraud or collu-
sion in the failure to bring an action on be-
half of the injured minor.

(d) RULE 11 SANCTIONS.—Whenever a Fed-
eral or State court determines (whether by
motion of the parties or whether on the mo-
tion of the court) that there has been a vio-
lation of Rule 11 of the Federal Rules of Civil
Procedure (or a similar violation of applica-
ble State court rules) in a health care liabil-
ity action to which this subtitle applies, the
court shall impose upon the attorneys, law
firms, or pro se litigants that have violated
Rule 11 or are responsible for the violation,
an appropriate sanction, which shall include
an order to pay the other party or parties for
the reasonable expenses incurred as a direct
result of the filing of the pleading, motion,
or other paper that is the subject of the vio-
lation, including a reasonable attorneys’ fee.
Such sanction shall be sufficient to deter
repetition of such conduct or comparable
conduct by others similarly situated, and to
compensate the party or parties injured by
such conduct.

SEC. 10104. COMPENSATING PATIENT INJURY.

(a) UNLIMITED AMOUNT OF DAMAGES FOR AC-
TUAL ECONOMIC LOSSES IN HEALTH CARE LAW-
SUITS.—In any health care lawsuit, nothing
in this subtitle shall 1limit the recovery by a
claimant of the full amount of the available
economic damages, notwithstanding the lim-
itation contained in subsection (b).

(b) ADDITIONAL NONECONOMIC DAMAGES.—

(1) HEALTH CARE PROVIDERS.—In any health
care lawsuit where final judgment is ren-
dered against a health care provider, the
amount of noneconomic damages recovered
from the provider, if otherwise available
under applicable Federal or State law, may
be as much as $250,000, regardless of the num-
ber of parties other than a health care insti-
tution against whom the action is brought or
the number of separate claims or actions
brought with respect to the same occurrence.

(2) HEALTH CARE INSTITUTIONS.—

(A) SINGLE INSTITUTION.—In any health
care lawsuit where final judgment is ren-
dered against a single health care institu-
tion, the amount of noneconomic damages
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recovered from the institution, if otherwise
available under applicable Federal or State
law, may be as much as $250,000, regardless of
the number of parties against whom the ac-
tion is brought or the number of separate
claims or actions brought with respect to the
same occurrence.

(B) MULTIPLE INSTITUTIONS.—In any health
care lawsuit where final judgment is ren-
dered against more than one health care in-
stitution, the amount of noneconomic dam-
ages recovered from each institution, if oth-
erwise available under applicable Federal or
State law, may be as much as $250,000, re-
gardless of the number of parties against
whom the action is brought or the number of
separate claims or actions brought with re-
spect to the same occurrence, except that
the total amount recovered from all such in-
stitutions in such lawsuit shall not exceed
$500,000.

(¢) NO DISCOUNT OF AWARD FOR NON-
ECONOMIC DAMAGES.—In any health care law-
suit—

(1) an award for future noneconomic dam-
ages shall not be discounted to present
value;

(2) the jury shall not be informed about the
maximum award for noneconomic damages
under subsection (b);

(3) an award for noneconomic damages in
excess of the limitations provided for in sub-
section (b) shall be reduced either before the
entry of judgment, or by amendment of the
judgment after entry of judgment, and such
reduction shall be made before accounting
for any other reduction in damages required
by law; and

(4) if separate awards are rendered for past
and future noneconomic damages and the
combined awards exceed the limitations de-
scribed in subsection (b), the future non-
economic damages shall be reduced first.

(d) FAIR SHARE RULE.—In any health care
lawsuit, each party shall be liable for that
party’s several share of any damages only
and not for the share of any other person.
Each party shall be liable only for the
amount of damages allocated to such party
in direct proportion to such party’s percent-
age of responsibility. A separate judgment
shall be rendered against each such party for
the amount allocated to such party. For pur-
poses of this section, the trier of fact shall
determine the proportion of responsibility of
each party for the claimant’s harm.

SEC. 10105. MAXIMIZING PATIENT RECOVERY.

(a) COURT SUPERVISION OF SHARE OF DAM-
AGES ACTUALLY PAID TO CLAIMANTS.—

(1) IN GENERAL.—In any health care law-
suit, the court shall supervise the arrange-
ments for payment of damages to protect
against conflicts of interest that may have
the effect of reducing the amount of damages
awarded that are actually paid to claimants.

(2) CONTINGENCY FEES.—

(A) IN GENERAL.—In any health care law-
suit in which the attorney for a party claims
a financial stake in the outcome by virtue of
a contingent fee, the court shall have the
power to restrict the payment of a claim-
ant’s damage recovery to such attorney, and
to redirect such damages to the claimant
based upon the interests of justice and prin-
ciples of equity.

(B) LIMITATION.—The total of all contin-
gent fees for representing all claimants in a
health care lawsuit shall not exceed the fol-
lowing limits:

(i) 40 percent of the first $50,000 recovered
by the claimant(s).

(ii) 33% percent of the next $50,000 recov-
ered by the claimant(s).

(iii) 256 percent of the next $500,000 recov-
ered by the claimant(s).

(iv) 15 percent of any amount by which the
recovery by the claimant(s) is in excess of
$600,000.
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(b) APPLICABILITY.—

(1) IN GENERAL.—The limitations in sub-
section (a) shall apply whether the recovery
is by judgment, settlement, mediation, arbi-
tration, or any other form of alternative dis-
pute resolution.

(2) MINORS.—In a health care lawsuit in-
volving a minor or incompetent person, a
court retains the authority to authorize or
approve a fee that is less than the maximum
permitted under this section.

(¢) EXPERT WITNESSES.—

(1) REQUIREMENT.—No individual shall be
qualified to testify as an expert witness con-
cerning issues of negligence in any health
care lawsuit against a defendant unless such
individual—

(A) except as required under paragraph (2),
is a health care professional who—

(i) is appropriately credentialed or licensed
in 1 or more States to deliver health care
services; and

(ii) typically treats the diagnosis or condi-
tion or provides the type of treatment under
review; and

(B) can demonstrate by competent evi-
dence that, as a result of training, education,
knowledge, and experience in the evaluation,
diagnosis, and treatment of the disease or in-
jury which is the subject matter of the law-
suit against the defendant, the individual
was substantially familiar with applicable
standards of care and practice as they relate
to the act or omission which is the subject of
the lawsuit on the date of the incident.

(2) PHYSICIAN REVIEW.—In a health care
lawsuit, if the claim of the plaintiff involved
treatment that is recommended or provided
by a physician (allopathic or osteopathic), an
individual shall not be qualified to be an ex-
pert witness under this subsection with re-
spect to issues of negligence concerning such
treatment unless such individual is a physi-
cian.

(3) SPECIALTIES AND SUBSPECIALTIES.—With
respect to a lawsuit described in paragraph
(1), a court shall not permit an expert in one
medical specialty or subspecialty to testify
against a defendant in another medical spe-
cialty or subspecialty unless, in addition to
a showing of substantial familiarity in ac-
cordance with paragraph (1)(B), there is a
showing that the standards of care and prac-
tice in the two specialty or subspecialty
fields are similar.

(4) LIMITATION.—The limitations in this
subsection shall not apply to expert wit-
nesses testifying as to the degree or perma-
nency of medical or physical impairment.
SEC. 10106. ADDITIONAL HEALTH BENEFITS.

(a) IN GENERAL.—The amount of any dam-
ages received by a claimant in any health
care lawsuit shall be reduced by the court by
the amount of any collateral source benefits
to which the claimant is entitled, less any
insurance premiums or other payments made
by the claimant (or by the spouse, parent,
child, or legal guardian of the claimant) to
obtain or secure such benefits.

(b) PRESERVATION OF CURRENT LAW.—
Where a payor of collateral source benefits
has a right of recovery by reimbursement or
subrogation and such right is permitted
under Federal or State law, subsection (a)
shall not apply.

(c) APPLICATION OF PROVISION.—This sec-
tion shall apply to any health care lawsuit
that is settled or resolved by a fact finder.
SEC. 10107. PUNITIVE DAMAGES.

(a) PUNITIVE DAMAGES PERMITTED.—

(1) IN GENERAL.—Punitive damages may, if
otherwise available under applicable State
or Federal law, be awarded against any per-
son in a health care lawsuit only if it is prov-
en by clear and convincing evidence that
such person acted with malicious intent to
injure the claimant, or that such person de-
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liberately failed to avoid unnecessary injury
that such person knew the claimant was sub-
stantially certain to suffer.

(2) FILING OF LAWSUIT.—No demand for pu-
nitive damages shall be included in a health
care lawsuit as initially filed. A court may
allow a claimant to file an amended pleading
for punitive damages only upon a motion by
the claimant and after a finding by the
court, upon review of supporting and oppos-
ing affidavits or after a hearing, after weigh-
ing the evidence, that the claimant has es-
tablished by a substantial probability that
the claimant will prevail on the claim for
punitive damages.

(3) SEPARATE PROCEEDING.—At the request
of any party in a health care lawsuit, the
trier of fact shall consider in a separate pro-
ceeding—

(A) whether punitive damages are to be
awarded and the amount of such award; and

(B) the amount of punitive damages fol-
lowing a determination of punitive liability.
If a separate proceeding is requested, evi-
dence relevant only to the claim for punitive
damages, as determined by applicable State
law, shall be inadmissible in any proceeding
to determine whether compensatory dam-
ages are to be awarded.

(4) LIMITATION WHERE NO COMPENSATORY
DAMAGES ARE AWARDED.—In any health care
lawsuit where no judgment for compensatory
damages is rendered against a person, no pu-
nitive damages may be awarded with respect
to the claim in such lawsuit against such
person.

(b) DETERMINING AMOUNT OF PUNITIVE DAM-
AGES.—

(1) FACTORS CONSIDERED.—In determining
the amount of punitive damages under this
section, the trier of fact shall consider only
the following:

(A) the severity of the harm caused by the
conduct of such party;

(B) the duration of the conduct or any con-
cealment of it by such party;

(C) the profitability of the conduct to such
party;

(D) the number of products sold or medical
procedures rendered for compensation, as the
case may be, by such party, of the kind caus-
ing the harm complained of by the claimant;

(E) any criminal penalties imposed on such
party, as a result of the conduct complained
of by the claimant; and

(F) the amount of any civil fines assessed
against such party as a result of the conduct
complained of by the claimant.

(2) MAXIMUM AWARD.—The amount of puni-
tive damages awarded in a health care law-
suit may not exceed an amount equal to two
times the amount of economic damages
awarded in the lawsuit or $250,000, whichever
is greater. The jury shall not be informed of
the limitation under the preceding sentence.

(¢) LIABILITY OF HEALTH CARE PROVIDERS.—

(1) IN GENERAL.—A health care provider
who prescribes, or who dispenses pursuant to
a prescription, a drug, biological product, or
medical device approved by the Food and
Drug Administration, for an approved indica-
tion of the drug, biological product, or med-
ical device, shall not be named as a party to
a product liability lawsuit invoking such
drug, biological product, or medical device
and shall not be liable to a claimant in a
class action lawsuit against the manufac-
turer, distributor, or product seller of such
drug, biological product, or medical device.

(2) MEDICAL PRODUCT.—The term ‘‘medical
product’ means a drug or device intended for
humans. The terms ‘‘drug’” and ‘‘device”
have the meanings given such terms in sec-
tions 201(g)(1) and 201(h) of the Federal Food,
Drug and Cosmetic Act (21 U.S.C. 321), re-
spectively, including any component or raw
material used therein, but excluding health
care services.
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SEC. 10108. AUTHORIZATION OF PAYMENT OF FU-
TURE DAMAGES TO CLAIMANTS IN
HEALTH CARE LAWSUITS.

(a) IN GENERAL.—In any health care law-
suit, if an award of future damages, without
reduction to present value, equaling or ex-
ceeding $50,000 is made against a party with
sufficient insurance or other assets to fund a
periodic payment of such a judgment, the
court shall, at the request of any party,
enter a judgment ordering that the future
damages be paid by periodic payments in ac-
cordance with the Uniform Periodic Pay-
ment of Judgments Act promulgated by the
National Conference of Commissioners on
Uniform State Laws.

(b) APPLICABILITY.—This section applies to
all actions which have not been first set for
trial or retrial before the effective date of
this subtitle.

SEC. 10109. EFFECT ON OTHER LAWS.

(a) GENERAL VACCINE INJURY.—

(1) IN GENERAL.—To the extent that title
XXI of the Public Health Service Act estab-
lishes a Federal rule of law applicable to a
civil action brought for a vaccine-related in-
jury or death—

(A) this subtitle shall not affect the appli-
cation of the rule of law to such an action;
and

(B) any rule of law prescribed by this sub-
title in conflict with a rule of law of such
title XXI shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a vaccine-related in-
jury or death to which a Federal rule of law
under title XXI of the Public Health Service
Act does not apply, then this subtitle or oth-
erwise applicable law (as determined under
this subtitle) will apply to such aspect of
such action.

(b) SMALLPOX VACCINE INJURY.—

(1) IN GENERAL.—To the extent that part C
of title II of the Public Health Service Act
establishes a Federal rule of law applicable
to a civil action brought for a smallpox vac-
cine-related injury or death—

(A) this subtitle shall not affect the appli-
cation of the rule of law to such an action;
and

(B) any rule of law prescribed by this sub-
title in conflict with a rule of law of such
part C shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a smallpox vaccine-
related injury or death to which a Federal
rule of law under part C of title II of the
Public Health Service Act does not apply,
then this subtitle or otherwise applicable
law (as determined under this subtitle) will
apply to such aspect of such action.

(c) OTHER FEDERAL LAW.—Except as pro-
vided in this section, nothing in this subtitle
shall be deemed to affect any defense avail-
able, or any limitation on liability that ap-
plies to, a defendant in a health care lawsuit
or action under any other provision of Fed-
eral law.

SEC. 10110. STATE FLEXIBILITY AND PROTEC-
TION OF STATES’ RIGHTS.

(a) HEALTH CARE LAWSUITS.—The provi-
sions governing health care lawsuits set
forth in this subtitle shall preempt, subject
to subsections (b) and (c), State law to the
extent that State law prevents the applica-
tion of any provisions of law established by
or under this subtitle. The provisions gov-
erning health care lawsuits set forth in this
subtitle supersede chapter 171 of title 28,
United States Code, to the extent that such
chapter—

(1) provides for a greater amount of dam-
ages or contingent fees, a longer period in
which a health care lawsuit may be com-
menced, or a reduced applicability or scope
of periodic payment of future damages, than
provided in this subtitle; or

(2) prohibits the introduction of evidence
regarding collateral source benefits.
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(b) PREEMPTION OF CERTAIN STATE LAWS.—
No provision of this subtitle shall be con-
strued to preempt any State law (whether ef-
fective before, on, or after the date of the en-
actment of this Act) that specifies a par-
ticular monetary amount of compensatory
or punitive damages (or the total amount of
damages) that may be awarded in a health
care lawsuit, regardless of whether such
monetary amount is greater or lesser than is
provided for under this subtitle, notwith-
standing section 10104(a).

(c) PROTECTION OF STATE’S RIGHTS AND
OTHER LAWS.—

(1) IN GENERAL.—AnNYy issue that is not gov-
erned by a provision of law established by or
under this subtitle (including the State
standards of negligence) shall be governed by
otherwise applicable Federal or State law.

(2) RULE OF CONSTRUCTION.—Nothing in this
subtitle shall be construed to—

(A) preempt or supersede any Federal or
State law that imposes greater procedural or
substantive protections (such as a shorter
statute of limitations) for a health care pro-
vider or health care institution from liabil-
ity, loss, or damages than those provided by
this subtitle;

(B) preempt or supercede any State law
that permits and provides for the enforce-
ment of any arbitration agreement related
to a health care liability claim whether en-
acted prior to or after the date of enactment
of this Act;

(C) create a cause of action that is not oth-
erwise available under Federal or State law;
or

(D) affect the scope of preemption of any
other Federal law.

SEC. 10111. APPLICABILITY; EFFECTIVE DATE.

This subtitle shall apply to any health care
lawsuit brought in a Federal or State court,
or subject to an alternative dispute resolu-
tion system, that is initiated on or after the
date of the enactment of this Act, except
that any health care lawsuit arising from an
injury occurring prior to the date of enact-
ment of this Act shall be governed by the ap-
plicable statute of limitations provisions in
effect at the time the injury occurred.
Subtitle C—Rescission of Discretionary

Amounts Appropriated by the American

Recovery and Reinvestment Act of 2009

SEC. 10201. RESCISSION OF DISCRETIONARY
AMOUNTS APPROPRIATED BY THE
AMERICAN RECOVERY AND REIN-
VESTMENT ACT OF 2009.

(a) IN GENERAL.—AIll discretionary

amounts made available by the American
Recovery and Reinvestment Act of 2009 (123
Stat. 115; Public Law No: 111-5) that are un-
obligated on the date of the enactment of
this Act are hereby rescinded.

(b) ADMINISTRATION.—Not later than 30
days after the date of the enactment of this
Act, the Director of the Office of Manage-
ment and Budget shall—

(1) administer the reduction specified in
subsection (a); and

(2) submit to the Committee on Appropria-
tions of the Senate and the Committee on
Appropriations of the House of Representa-
tives a report specifying the account and the
amount of each reduction made pursuant to
subsection (a).

SA 3135. Mr. SANDERS (for himself,
Mr. BROWN, Mr. FRANKEN, and Mr.
BURRIS) submitted an amendment in-
tended to be proposed to amendment
SA 2786 proposed by Mr. REID (for him-
self, Mr. BAucus, Mr. DopD, and Mr.
HARKIN) to the bill H.R. 3590, to amend
the Internal Revenue Code of 1986 to
modify the first-time homebuyers cred-
it in the case of members of the Armed
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Forces and certain other Federal em-
ployees, and for other purposes; which
was ordered to lie on the table; as fol-
lows:

Beginning on page 1979, line 20, strike all
through page 1996, line 3, and insert the fol-
lowing:

SEC. 9001. SURCHARGE ON HIGH INCOME INDI-
VIDUALS.

(a) IN GENERAL.—Subchapter A of chapter 1
of the Internal Revenue Code of 1986 is
amended by adding at the end the following
new part:

“PART VIII—SURCHARGE ON HIGH
INCOME INDIVIDUALS
““Sec. 59B. Surcharge on high income indi-
viduals.
“SEC. 59B. SURCHARGE ON HIGH INCOME INDI-
VIDUALS.

‘‘(a) GENERAL RULE.—In the case of a tax-
payer other than a corporation, there is
hereby imposed (in addition to any other tax
imposed by this subtitle) a tax equal to 5.4
percent of so much of the modified adjusted
gross income of the taxpayer as exceeds
$4,800,000.

“(b) TAXPAYERS NOT MAKING A JOINT RE-
TURN.—In the case of any taxpayer other
than a taxpayer making a joint return under
section 6013 or a surviving spouse (as defined
in section 2(a)), subsection (a) shall be ap-
plied by substituting  ‘$2,400,000° for
‘$4,800,000°.

“(c) MODIFIED ADJUSTED GROSS INCOME.—
For purposes of this section, the term ‘modi-
fied adjusted gross income’ means adjusted
gross income reduced by any deduction (not
taken into account in determining adjusted
gross income) allowed for investment inter-
est (as defined in section 163(d)). In the case
of an estate or trust, adjusted gross income
shall be determined as provided in section
67(e).

‘‘(d) SPECIAL RULES.—

‘(1) NONRESIDENT ALIEN.—In the case of a
nonresident alien individual, only amounts
taken into account in connection with the
tax imposed under section 871(b) shall be
taken into account under this section.

‘(2) CITIZENS AND RESIDENTS LIVING
ABROAD.—The dollar amount in effect under
subsection (a) (after the application of sub-
section (b)) shall be decreased by the excess
of—

‘“(A) the amounts excluded from the tax-
payer’s gross income under section 911, over

‘(B) the amounts of any deductions or ex-
clusions disallowed under section 911(d)(6)
with respect to the amounts described in
subparagraph (A).

‘“(3) CHARITABLE TRUSTS.—Subsection (a)
shall not apply to a trust all the unexpired
interests in which are devoted to one or
more of the purposes described in section
170(c)(2)(B).

‘“(4) NOT TREATED AS TAX IMPOSED BY THIS
CHAPTER FOR CERTAIN PURPOSES.—The tax
imposed under this section shall not be
treated as tax imposed by this chapter for
purposes of determining the amount of any
credit under this chapter or for purposes of
section 55.”.

(b) CLERICAL AMENDMENT.—The table of
parts for subchapter A of chapter 1 of the In-
ternal Revenue Code of 1986 is amended by
adding at the end the following new item:

“PART VIII. SURCHARGE ON HIGH INCOME
INDIVIDUALS.”’.

(c) SECTION 15 NOT TO APPLY.—The amend-
ment made by subsection (a) shall not be
treated as a change in a rate of tax for pur-
poses of section 15 of the Internal Revenue
Code of 1986.

(d) EFFECTIVE DATE.—The amendments
made by this section shall apply to taxable
yvears beginning after December 31, 2010.
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SA 3136. Mr. UDALL of New Mexico
submitted an amendment intended to
be proposed to amendment SA 2786 pro-
posed by Mr. REID (for himself, Mr.
BAucus, Mr. DobD, AND MR. HARKIN) to
the bill H.R. 3590, to amend the Inter-
nal Revenue Code of 1986 to modify the
first-time homebuyers credit in the
case of members of the Armed Forces
and certain other Federal employees,
and for other purposes; which was or-
dered to lie on the table; as follows:

On page 796, between lines 5 and 6, insert
the following:

PART IV—TELEHEALTH AND REMOTE
PATIENT MONITORING
SEC. 3031. TELEHEALTH AND REMOTE PATIENT
MONITORING.

(a) IMPROVING CREDENTIALING AND PRIVI-
LEGING STANDARDS FOR TELEHEALTH SERV-
ICES.—Section 1834(m) of the Social Security
Act (42 U.S.C. 1395m(m)) is amended by add-
ing at the end the following new paragraph:

“(b) ESTABLISHMENT OoF REMOTE
CREDENTIALING AND PRIVILEGING STAND-
ARDS.—

‘“(A) IN GENERAL.—Not later than 2 years
after the date of the enactment of this para-
graph, the Secretary shall establish regula-
tions for considering the remote
credentialing and privileging standards ap-
plicable to telehealth services, including in-
terpretative services, for originating sites
under this subsection. Such regulations shall
allow an originating site to accept, and not
duplicate, the credentialing and privileging
processes and decisions made by another
site.

“(B) CLARIFICATION REGARDING ACCEPTANCE
OF PROCESSES AND DECISIONS PRIOR TO ENACT-
MENT OF REGULATIONS.—During the period be-
ginning on such date of enactment and end-
ing on the effective date of the regulations
under subparagraph (A), the Secretary shall
not take any punitive action under any rule
or regulation against an originating site on
the basis of that site’s acceptance, for pur-
poses of receiving telehealth services (in-
cluding interpretive services), the
credentialing and privileging processes and
decisions made by another site that is cer-
tified by a national body recognized by the
Secretary if the site accepting such
credentialing and privileging processes is
also so certified and complies with the appli-
cable requirements for such acceptance.”.

(b) EXPANDING ACCESS TO STROKE TELE-
HEALTH EVALUATION.—

(1) IN GENERAL.—Section 1834(m)(4) of the
Social Security Act (42 U.S.C. 1395m(m)(4)) is
amended by adding at the end the following
new subparagraph:

“(G) STROKE TELEHEALTH SERVICES.—The
term ‘stroke telehealth services’ means a
telehealth service used for the evaluation of
individuals with acute stroke.”.

(2) EFFECTIVE DATE.—The amendment
made by this subsection shall apply to tele-
health services furnished on or after the date
that is 6 months after the date of enactment
of this Act.

(¢c) IMPROVING ACCESS TO TELEHEALTH
SERVICES AT IHS FACILITIES.—

(1) COVERAGE OF METROPOLITAN SITES.—
Section 1834(m)(4)(C)(i) of such Act (42 U.S.C.
1395m(m)(4)(C)(i)) is amended—

(A) in subclause (II), by deleting ‘‘or” at
the end;

(B) in subclause (III), by deleting the pe-
riod at the end and inserting ‘; or’’; and

(C) by adding at the end the following sub-
clause:

“(IV) from a facility of the Indian Health
Service (whether operated by such Service or
by an Indian tribe or tribal organization (as
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those terms are defined in section 4 of the In-
dian Health Care Improvement Act)).”.

(2) INCLUSION OF IHS FACILITIES AS ORIGI-
NATING SITES.—Section 1834(m)(4)(C)(ii) of
the Social Security Act (42 TU.S.C.
1395m(m)(4)(C)(ii)) is amended by adding at
the end the following new subclause:

“(IX) A facility of the Indian Health Serv-
ice, whether operated by such Service or by
an Indian tribe or tribal organization (as
those terms are defined in section 4 of the In-
dian Health Care Improvement Act).”.

(3) EFFECTIVE DATE.—The amendments
made by this subsection apply to telehealth
services furnished on or after the date that is
6 months after the date of enactment of this
Act.

(d) COMMUNITY-BASED PATIENT MONI-
TORING.—Section 3026(B) of this Act is
amended by adding at the end the following
new clause:

‘(vi) Utilizing telehealth, remote patient
monitoring, and other technology when
medically appropriate to enhance care tran-
sition services provided across the con-
tinuum of care.”.

(e) TELEHEALTH ADVISORY COMMITTEE.—

(1) ESTABLISHMENT.—Section 1868 of the
Social Security Act (42 U.S.C. 139%ee) is
amended—

(A) in the heading, by adding at the end
the following: “TELEHEALTH ADVISORY COM-
MITTEE”’; and

(B) by adding at the end the following new
subsection:

“‘(c) TELEHEALTH ADVISORY COMMITTEE.—

‘(1 IN GENERAL.—A Telehealth Advisory
Committee (in this subsection referred to as
the ‘Advisory Committee’) shall be ap-
pointed by the Secretary to make annual
recommendations to the Secretary on poli-
cies of the Centers for Medicare & Medicaid
Services regarding telehealth services as es-
tablished under section 1834(m), including
the appropriate addition or deletion of serv-
ices (and HCPCS codes) to those specified in
paragraphs (4)(F)(i) and (4)(F)(ii) of such sec-
tion and for authorized payment under para-
graph (1) of such section, and to Congress on
areas in which originating sites are located
(as specified in paragraph (4)(C)(i) of such
section) and eligible telehealth sites (as de-
scribed in paragraph (4)(C)(ii) of such sec-
tion).

‘“(2) MEMBERSHIP; TERMS.—

‘“(A) MEMBERSHIP.—

‘(i) IN GENERAL.—The Advisory Committee
shall be composed of 10 members, to be ap-
pointed by the Secretary, of whom—

‘(D) 5 shall be practicing physicians;

“(II) 2 shall be practicing nonphysician
health care practitioners;

“(III) 2 shall be administrators of tele-
health programs; and

‘““(IV) 1 shall be an informatics or tech-
nology expert.

““(ii) REQUIREMENTS FOR APPOINTING MEM-
BERS.—In appointing members of the Advi-
sory Committee, the Secretary shall—

“(I) ensure that each member has prior ex-
perience with the practice of telemedicine or
telehealth;

“(IT) give preference to individuals who are
currently providing telemedicine or tele-
health services or who are involved in tele-
medicine or telehealth programs;

‘“(ITII) ensure that the membership of the
Advisory Committee represents a balance of
specialties and geographic regions; and

‘“(IV) take into account the recommenda-
tions of stakeholders.

‘(B) TERMS.—The members of the Advisory
Committee shall serve for a 3-year term.

¢(C) CONFLICTS OF INTEREST.—A member of
the Advisory Committee may not participate
with respect to a particular matter consid-
ered in a meeting of the Advisory Committee
if such member (or an immediate family
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member of such member) has a financial in-
terest that could be affected by the advice
given to the Secretary with respect to such
matter.

‘(D) PRIORITY AREAS FOR CONSIDERATION.—
In making recommendations under para-
graph (1), the committee shall consider rec-
ommendations to Congress on the following:

‘(i) Increasing coverage of telehealth serv-
ices to all geographic areas of the United
States. Such consideration shall take into
account the costs to the Federal Government
of such increased coverage and the total off-
setting savings accrued to the Federal Gov-
ernment as a result of investments in tele-
health.

‘“(ii) Including providing payments under
section 1834(m) for store and forward services
for all eligible areas. Such consideration
should take into account the experience in
Alaska and Hawaii in providing such services
under this title, including the impact on
costs, the effect on the quality and avail-
ability of health services, and ways in which
the Federal Government can minimize the
risk of fraud and abuse for such services.

‘‘(iii) Expanding coverage under this title
of remote monitoring services for—

‘“(I) individuals with chronic diseases;

‘“(IT) individuals recently discharged from
a facility that is an originating site under
such section; and

‘“(ITII) individuals assigned to an account-
able care organization under section 1899, in-
dividuals discharged from a hospital that re-
ceives disproportionate share payments
under section 1886(d)(5)(F) who are in need of
transitional care, and individuals who are
furnished services under the national pilot
program on payment bundling under section
1866D.

Each recommendation made under para-
graph (1) shall take into consideration the
costs to the Federal Government and the
total offsetting savings accrued to the Fed-
eral Government as a result of investments
in telehealth and ways in which the Federal
Government can minimize the risk of fraud
and abuse for telehealth services.

“(3) REQUIREMENT TO REVIEW AND PROVIDE
RECOMMENDATIONS.—The Advisory Com-
mittee shall review and provide rec-
ommendations to the Secretary on legisla-
tion that would allow other providers of
services and suppliers to provide telehealth
services to Medicare beneficiaries.

‘“(4) DEADLINE.—Not later than December
31, 2010, the Advisory Committee shall sub-
mit to Congress any recommendations to
Congress under paragraph (1), including the
recommendations considered under para-
graph (2)(D).”.

(2) FOLLOWING RECOMMENDATIONS.—Section
1834(m)(4)(F) of such Act (42 TU.S.C.
1395m(m)(4)(F')) is amended by adding at the
end the following new clause:

¢“(iii) RECOMMENDATIONS OF THE TELE-
HEALTH ADVISORY COMMITTEE.—In making de-
terminations under clauses (i) and (ii), the
Secretary shall take into account the rec-
ommendations of the Telehealth Advisory
Committee (established under section
1868(c)) when adding or deleting services (and
HCPCS codes) and in establishing policies of
the Centers for Medicare & Medicaid Serv-
ices regarding the delivery of telehealth
services. If the Secretary does not imple-
ment such a recommendation, the Secretary
shall publish in the Federal Register a state-
ment regarding the reason such rec-
ommendation was not implemented.”’.

(3) WAIVER OF ADMINISTRATIVE LIMITA-
TION.—The Secretary of Health and Human
Services shall establish the Telehealth Advi-
sory Committee under the amendment made
by paragraph (1) notwithstanding any limita-
tion that may apply to the number of advi-
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sory committees that may be established
(within the Department of Health and
Human Services or otherwise).

(f) LisT OF COVERED TELEHEALTH SERV-
ICES.—Section 1834(m)(4)(F) of such Act (42
U.S.C. 1395m(m)(4)(F)), as amended by sub-
section (e), is further amended—

(1) by redesignating clauses (ii) and (iii) as
clauses (iii) and (iv);

(2) by inserting after clause (i) the fol-
lowing new clause:

¢‘(ii) ORIGINATING SITE SERVICES.—

‘() IN GENERAL.—Subject to subclause (II),
the Secretary may make payments under
this subsection to an originating site de-
scribed in subparagraph (C)(ii) for services
originating at the site.

‘(II) LIMITATION.—The Secretary may not
make such payments with respect to a serv-
ice described in subclause (1) if the Secretary
finds, upon review of the available evidence,
that a service is not safe, effective, or medi-
cally beneficial when performed as a tele-
health service.”’; and

(3) by striking clause (iii), as redesignated
under paragraph (1), and inserting the fol-
lowing new clause:

‘‘(iii) YEARLY UPDATE.—The Secretary
shall establish a process that provides, on an
annual basis—

‘(I for the addition of telehealth services
(and HCPCS codes), to those specified in
clauses (i) and (ii) for authorized payment
under this subsection, unless the Secretary
finds, upon review of the available evidence,
that a service is not safe, effective, or medi-
cally beneficial when performed as a tele-
health service; and

““(IT) for the deletion of such services (and
HCPCS codes), from those specified in
clauses (i) and (ii) for authorized payment
under this subsection, that the Secretary
finds, upon review of additional evidence, are
not safe, effective, or medically beneficial
when performed as a telehealth service.”.

(g) TELEHEALTH ACCESS TO SMALL POPU-
LATION METROPOLITAN COUNTIES.—Section
1834(m)(4)(C)(A)(II) of such Act (42 U.S.C.
1395m(4)(C)(1)(II)) is amended to read as fol-
lows:

““(IT) in a county with a population of less
than 35,000, according to the most recent de-
cennial census, or that is not included in a
Metropolitan Statistical Area; or’’.

(h) TELEHEALTH ACCESS FOR ‘‘STORE AND
FORWARD”’ DIAGNOSTIC CONSULTATIONS.—Sec-
tion 1834(m)(1) of such Act (42 U.S.C.
1395(m)(1)) is amended by adding at the end
the following sentence: ‘‘For purposes of the
first sentence, in the case of telehealth serv-
ices that are furnished by a facility of the In-
dian Health Service, a rural health clinic, a
Federally qualified health center, or a crit-
ical access hospital (as described in para-
graph (4)(C)(ii)) , or a sole community hos-
pital (as defined in section 1886(d)(5)(D)(iii)),
the term ‘telecommunications system’ in-
cludes store-and-forward technologies de-
scribed in the preceding sentence.”.

SA 3137. Mr. BEGICH submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 1339, between lines 18 and 19, insert
the following:
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SEC. 5211. INCREASING ACCESS TO PRIMARY
CARE SERVICES.

(a) STATE GRANTS TO HEALTH CARE PRO-
VIDERS WHO PROVIDE SERVICES TO A HIGH
PERCENTAGE OF MEDICALLY UNDERSERVED
POPULATIONS OR OTHER SPECIAL POPU-
LATIONS.—

(1) IN GENERAL.—A State may award grants
to health care providers who treat a high
percentage, as determined by such State, of
medically underserved populations or other
special populations in such State.

(2) SOURCE OF FUNDS.—A grant program es-
tablished by a State under paragraph (1) may
not be established within a department,
agency, or other entity of such State that
administers the Medicaid program under
title XIX of the Social Security Act (42
U.S.C. 1396 et seq.), and no Federal or State
funds allocated to such Medicaid program,
the Medicare program under title XVIII of
the Social Security Act (42 U.S.C. 1395 et
seq.), or the TRICARE program under chap-
ter 55 of title 10, United States Code, may be
used to award grants or to pay administra-
tive costs associated with a grant program
established under paragraph (1).

(b) PROVIDING FOR UNDERSERVED MEDICARE
POPULATIONS DEMONSTRATION PROJECT.—
Subpart III of part D of title III of the Public
Health Service Act (42 U.S.C. 25641 et seq.) is
amended by adding at the end the following:
“SEC. 338N. PROVIDING FOR UNDERSERVED

MEDICARE POPULATIONS DEM-
ONSTRATION PROJECT.

‘“(a) IN GENERAL.—The Secretary shall es-
tablish, in not more than 5 States, a dem-
onstration project, to be known as the Pro-
viding for Underserved Medicare Populations
Demonstration Project, for the purpose of
encouraging health care providers who are
recent graduates of a health care program to
enter into primary care practice, by pro-
viding incentive payments to eligible pri-
mary health services providers.

““(b) DEMONSTRATION PROJECT.—

‘(1) IN GENERAL.—The Secretary shall
grant awards, on a competitive basis, to eli-
gible primary health services providers, as
described in paragraph (2). Each recipient of
such an award shall receive such award for a
period of 3 years, provided such recipient
continues to meet the eligibility criteria de-
scribed in subsection (c).

‘“(2) AWARD AMOUNTS.—Each award de-
scribed in paragraph (1) shall be in an
amount not to exceed—

““(A) $50,000 per year for the repayment of
student loans associated with the health
care educational expenses of such recipient;
or

‘“(B) $37,600 per year in cash incentive pay-
ments.

‘‘(c) ELIGIBLE PRIMARY HEALTH SERVICES
PROVIDERS.—The Secretary shall establish
criteria for individuals to be eligible to re-
ceive an award under this section, which
shall include requirements that such indi-
vidual—

‘(1) be actively employed as a primary
health services provider, or have arrange-
ments to commence active employment as a
primary health services provider, in one of
the 5 States that the Secretary has selected
for participation in this demonstration
project and in a community with a popu-
lation of not less than 35,000 and not more
than 350,000 and not designated as a health
professional shortage area;

‘(2) have graduated, not more than 2 years
after the date on which such individual
would begin receiving incentive payments
under this project, from an accredited pro-
gram that qualifies such individual to main-
tain employment as a primary health serv-
ices provider;

‘“(3) agree that, of the patients receiving
care from such primary health services pro-
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vider in the period during which such indi-
vidual participates in the project, not less
than 60 percent of such patients shall be en-
rolled in the Medicare program under title
XVIII of the Social Security Act;

‘“(4) be employed, as described in paragraph
(1), in a State in which the 65-and-over popu-
lation is expected to grow at least 50 percent
between 2010 and 2020, according to United
States Census Bureau projections; and

‘“(5) meet such other eligibility criteria es-
tablished by the Secretary.

‘(d) DURATION OF PROGRAM.—The Sec-
retary shall make initial awards to individ-
uals under this section for each of fiscal
years 2011 through 2013.

‘‘(e) REPORT.—Not later than December 31,
2015, the Secretary shall submit to Congress
a report concerning the results of the dem-
onstration project.

“(f) AUTHORIZATION OF APPROPRIATIONS.—
To carry out this section, there are author-
ized to be appropriated $25,000,000 for fiscal
years 2011 through 2015.”".

(c) FACULTY LOAN REPAYMENT FOR PHYSI-
CIAN ASSISTANTS.—Section 738(a)(3) of the
Public Health Service Act (42
U.S.C.293b(a)(3)) is amended by inserting
‘‘schools offering physician assistant edu-
cation programs,’ after ‘‘public health,”.

(d) NATIONAL HEALTH SERVICE CORPS.—

(1) FULFILLMENT OF OBLIGATED SERVICE RE-
QUIREMENT THROUGH HALF-TIME SERVICE.—

(A) WAIVERS.—Subsection (i) of section 331
(42 U.S.C. 2564d) is amended—

(i) in paragraph (1), by striking ‘“In car-
rying out subpart III"’ and all that follows
through the period and inserting ‘“In car-
rying out subpart III, the Secretary may, in
accordance with this subsection, issue waiv-
ers to individuals who have entered into a
contract for obligated service under the
Scholarship Program or the Loan Repay-
ment Program under which the individuals
are authorized to satisfy the requirement of
obligated service through providing clinical
practice that is half time.”’;

(ii) in paragraph (2)—

(I) in subparagraphs (A)(ii) and (B), by
striking ‘‘less than full time’” each place it
appears and inserting ‘‘half time”’;

(IT) in subparagraphs (C) and (F), by strik-
ing ‘“‘less than full-time service’’ each place
it appears and inserting ‘‘half-time service’’;
and

(III) by amending subparagraphs (D) and
(E) to read as follows:

‘(D) the entity and the Corps member
agree in writing that the Corps member will
perform half-time clinical practice;

‘“(E) the Corps member agrees in writing to
fulfill all of the service obligations under
section 338C through half-time clinical prac-
tice and either—

‘(i) double the period of obligated service
that would otherwise be required; or

“(ii) in the case of contracts entered into
under section 338B, accept a minimum serv-
ice obligation of 2 years with an award
amount equal to 50 percent of the amount
that would otherwise be payable for full-time
service; and’’; and

(iii) in paragraph (3), by striking “‘In evalu-
ating a demonstration project described in
paragraph (1)’ and inserting ‘“‘In evaluating
waivers issued under paragraph (1).

(B) DEFINITIONS.—Subsection (j) of section
331 (42 U.S.C. 254d) is amended by adding at
the end the following:

‘“(6) The terms ‘full time’ and ‘full-time’
mean a minimum of 40 hours per week in a
clinical practice, for a minimum of 45 weeks
per year.

‘“(6) The terms ‘half time’ and ‘half-time’
mean a minimum of 20 hours per week (not
to exceed 39 hours per week) in a clinical
practice, for a minimum of 45 weeks per
year.”.
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(2) REAPPOINTMENT TO NATIONAL ADVISORY
COUNCIL.—Section 337(b)(1) (42 U.s.C.
254j(b)(1)) is amended by striking ‘‘Members
may not be reappointed to the Council.”.

(3) LOAN REPAYMENT AMOUNT.—Section
338B(2)(2)(A) (42 U.S.C. 2541-1(2)(2)(A)) is
amended by striking ‘$35,000’ and inserting
¢$50,000, plus, beginning with fiscal year 2012,
an amount determined by the Secretary on
an annual basis to reflect inflation,”.

(4) TREATMENT OF TEACHING AS OBLIGATED
SERVICE.—Subsection (a) of section 338C (42
U.S.C. 254m) is amended by adding at the end
the following: ‘“‘The Secretary may treat
teaching as clinical practice for up to 20 per-
cent of such period of obligated service.”’.

SA 3138. Mrs. HUTCHISON (for her-
self and Mr. HATCH) submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

Strike sections 2551 and 3133.

SA 3139. Mrs. HUTCHISON submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 354, between lines 2 and 3, insert
the following:

(D) EXEMPTION FOR EMPLOYERS IN STATES
WITH HIGH PREMIUM INCREASES.—

(i) IN GENERAL.—If a State is described in
clause (ii), then, on and after the certifi-
cation date, no employer in such State shall
be treated as an applicable large employer
for purposes of this section.

(ii) STATE DESCRIBED.—For purposes of this
subparagraph—

(I) IN GENERAL.—A State is described in
this clause if the applicable State authority
determines for any calendar year after 2013
that the percentage increase in average an-
nual premiums for health insurance coverage
in such State for the calendar year over the
preceding calendar year exceeds the percent-
age increase for such period in the Consumer
Price Index for all urban consumers pub-
lished by the Department of Labor.

(IT) CERTIFICATION DATE.—The term ‘‘cer-
tification date’” means the first date on
which the applicable State authority cer-
tifies a determination described in subclause
D.

(III) APPLICABLE STATE AUTHORITY.—The
term ‘‘applicable State authority’ has the
meaning given such term by section
2791(d)(1) of the Public Health Service Act.

SA 3140. Mrs. HUTCHISON submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
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other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 339, between lines 16 and 17, insert
the following:

*(g) LIMITATION.—

‘(1) IN GENERAL.—This section shall not
apply to any individual residing in a State
where the Secretary makes the determina-
tion described in paragraph (2) for a taxable
year.

‘‘(2) DETERMINATION.—A determination de-
scribed in this paragraph is a determination
that the average cost of premiums for health
insurance coverage within the State for the
year involved has increase by a percentage
that is greater than the percentage increase
in the Consumer Price Index for the year.”’.

SA 3141. Mrs. HUTCHISON submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

At the appropriate place, insert the fol-
lowing:

TITLE MEDICAL CARE ACCESS
PROTECTION
SEC. 1. SHORT TITLE.

This title may be cited as the ‘‘Medical
Care Access Protection Act of 2009 or the
“MCAP Act”.

SEC. 2. DEFINITIONS.

In this title:

(1) ALTERNATIVE DISPUTE RESOLUTION SYS-
TEM; ADR.—The term ‘‘alternative dispute
resolution system’ or ‘““‘ADR’ means a sys-
tem that provides for the resolution of
health care lawsuits in a manner other than
through a civil action brought in a State or
Federal court.

(2) CLAIMANT.—The term ‘‘claimant”
means any person who brings a health care
lawsuit, including a person who asserts or
claims a right to legal or equitable contribu-
tion, indemnity or subrogation, arising out
of a health care liability claim or action, and
any person on whose behalf such a claim is
asserted or such an action is brought, wheth-
er deceased, incompetent, or a minor.

(3) COLLATERAL SOURCE BENEFITS.—The
term ‘‘collateral source benefits’’ means any
amount paid or reasonably likely to be paid
in the future to or on behalf of the claimant,
or any service, product or other benefit pro-
vided or reasonably likely to be provided in
the future to or on behalf of the claimant, as
a result of the injury or wrongful death, pur-
suant to—

(A) any State or Federal health, sickness,
income-disability, accident, or workers’
compensation law;

(B) any health, sickness, income-disability,
or accident insurance that provides health
benefits or income-disability coverage;

(C) any contract or agreement of any
group, organization, partnership, or corpora-
tion to provide, pay for, or reimburse the
cost of medical, hospital, dental, or income
disability benefits; and

(D) any other publicly or privately funded
program.

(4) COMPENSATORY DAMAGES.—The term
‘“‘compensatory damages’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
for (or failure to provide, use, or pay for)
health care services or medical products,
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such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities, damages for physical and
emotional pain, suffering, inconvenience,
physical impairment, mental anguish, dis-
figurement, loss of enjoyment of life, loss of
society and companionship, loss of consor-
tium (other than loss of domestic service),
hedonic damages, injury to reputation, and
all other nonpecuniary losses of any kind or
nature. Such term includes economic dam-

ages and noneconomic damages, as such
terms are defined in this section.
(5) CONTINGENT FEE.—The term ‘‘contin-

gent fee” includes all compensation to any
person or persons which is payable only if a
recovery is effected on behalf of one or more
claimants.

(6) ECONOMIC DAMAGES.—The term ‘‘eco-
nomic damages’’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
for (or failure to provide, use, or pay for)
health care services or medical products,
such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities.

(7) HEALTH CARE GOODS OR SERVICES.—The
term ‘‘health care goods or services’’ means
any goods or services provided by a health
care institution, provider, or by any indi-
vidual working under the supervision of a
health care provider in a medically under-
served community, that relates to the diag-
nosis, prevention, care, or treatment of any
human disease or impairment, or the assess-
ment of the health of human beings.

(8) HEALTH CARE INSTITUTION.—The term
‘“‘health care institution’ means any entity
licensed under Federal or State law to pro-
vide health care services (including but not
limited to ambulatory surgical centers, as-
sisted living facilities, emergency medical
services providers, hospices, hospitals and
hospital systems, nursing homes, or other
entities licensed to provide such services) in
a medically underserved community.

(99 HEALTH CARE LAWSUIT.—The term
‘“‘health care lawsuit’’ means any health care
liability claim concerning the provision of
health care goods or services in a medically
underserved community, affecting interstate
commerce, or any health care liability ac-
tion concerning the provision of (or the fail-
ure to provide) health care goods or services
affecting interstate commerce, brought in a
State or Federal court or pursuant to an al-
ternative dispute resolution system, against
a health care provider who delivers services
in a medically underserved community or a
health care institution located in a medi-
cally underserved community regardless of
the theory of liability on which the claim is
based, or the number of claimants, plaintiffs,
defendants, or other parties, or the number
of claims or causes of action, in which the
claimant alleges a health care liability
claim.

(10) HEALTH CARE LIABILITY ACTION.—The
term ‘‘health care liability action’ means a
civil action brought in a State or Federal
Court or pursuant to an alternative dispute
resolution system, against a health care pro-
vider who delivers services in a medically
underserved community or a health care in-
stitution located in a medically underserved
community regardless of the theory of liabil-
ity on which the claim is based, or the num-
ber of plaintiffs, defendants, or other parties,
or the number of causes of action, in which
the claimant alleges a health care liability
claim.

(11) HEALTH CARE LIABILITY CLAIM.—The
term ‘‘health care liability claim’ means a
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demand by any person, whether or not pursu-
ant to ADR, against a health care provider
who delivers services in a medically under-
served community or a health care institu-
tion located in a medically underserved com-
munity, including third-party claims, cross-
claims, counter-claims, or contribution
claims, which are based upon the provision
of, use of, or payment for (or the failure to
provide, use, or pay for) health care services,
regardless of the theory of liability on which
the claim is based, or the number of plain-
tiffs, defendants, or other parties, or the
number of causes of action.

(12) HEALTH CARE PROVIDER.—

(A) IN GENERAL.—The term ‘health care
provider’” means any person (including but
not limited to a physician (as defined by sec-
tion 1861(r) of the Social Security Act (42
U.S.C. 1395x(r)), registered nurse, dentist, po-
diatrist, pharmacist, chiropractor, or optom-
etrist) required by State or Federal law to be
licensed, registered, or certified to provide
health care services, and being either so li-
censed, registered, or certified, or exempted
from such requirement by other statute or
regulation.

(B) TREATMENT OF CERTAIN PROFESSIONAL
ASSOCIATIONS.—For purposes of this title, a
professional association that is organized
under State law by an individual physician
or group of physicians, a partnership or lim-
ited liability partnership formed by a group
of physicians, a nonprofit health corporation
certified under State law, or a company
formed by a group of physicians under State
law shall be treated as a health care provider
under subparagraph (A).

(13) MALICIOUS INTENT TO INJURE.—The
term ‘‘malicious intent to injure’ means in-
tentionally causing or attempting to cause
physical injury other than providing health
care goods or services.

(14) MEDICALLY UNDERSERVED COMMUNITY.—
The term ‘‘medically underserved commu-
nity’’ means a health manpower shortage
area as designated under section 332 of the
Public Health Service Act.

(15) NONECONOMIC DAMAGES.—The term
‘“‘noneconomic damages’” means damages for
physical and emotional pain, suffering, in-
convenience, physical impairment, mental
anguish, disfigurement, loss of enjoyment of
life, loss of society and companionship, loss
of consortium (other than loss of domestic
service), hedonic damages, injury to reputa-
tion, and all other nonpecuniary losses of
any kind or nature.

(16) PUNITIVE DAMAGES.—The term ‘‘puni-
tive damages’” means damages awarded, for
the purpose of punishment or deterrence, and
not solely for compensatory purposes,
against a health care provider who delivers
services in a medically underserved commu-
nity or a health care institution located in a
medically underserved community. Punitive
damages are neither economic nor non-
economic damages.

(17 RECOVERY.—The term ‘‘recovery’’
means the net sum recovered after deducting
any disbursements or costs incurred in con-
nection with prosecution or settlement of
the claim, including all costs paid or ad-
vanced by any person. Costs of health care
incurred by the plaintiff and the attorneys’
office overhead costs or charges for legal
services are not deductible disbursements or
costs for such purpose.

(18) STATE.—The term ‘‘State’” means each
of the several States, the District of Colum-
bia, the Commonwealth of Puerto Rico, the
Virgin Islands, Guam, American Samoa, the
Northern Mariana Islands, the Trust Terri-
tory of the Pacific Islands, and any other
territory or possession of the United States,
or any political subdivision thereof.
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SEC. 3. ENCOURAGING SPEEDY RESOLUTION
OF CLAIMS.

(a) IN GENERAL.—Except as otherwise pro-
vided for in this section, the time for the
commencement of a health care lawsuit
shall be 3 years after the date of manifesta-
tion of injury or 1 year after the claimant
discovers, or through the use of reasonable
diligence should have discovered, the injury,
whichever occurs first.

(b) GENERAL EXCEPTION.—The time for the
commencement of a health care lawsuit
shall not exceed 3 years after the date of
manifestation of injury unless the tolling of
time was delayed as a result of—

(1) fraud;

(2) intentional concealment; or

(3) the presence of a foreign body, which
has no therapeutic or diagnostic purpose or
effect, in the person of the injured person.

(c) MINORS.—An action by a minor shall be
commenced within 3 years from the date of
the alleged manifestation of injury except
that if such minor is under the full age of 6
years, such action shall be commenced with-
in 3 years of the manifestation of injury, or
prior to the eighth birthday of the minor,
whichever provides a longer period. Such
time limitation shall be tolled for minors for
any period during which a parent or guard-
ian and a health care provider or health care
institution have committed fraud or collu-
sion in the failure to bring an action on be-
half of the injured minor.

(d) RULE 11 SANCTIONS.—Whenever a Fed-
eral or State court determines (whether by
motion of the parties or whether on the mo-
tion of the court) that there has been a vio-
lation of Rule 11 of the Federal Rules of Civil
Procedure (or a similar violation of applica-
ble State court rules) in a health care liabil-
ity action to which this title applies, the
court shall impose upon the attorneys, law
firms, or pro se litigants that have violated
Rule 11 or are responsible for the violation,
an appropriate sanction, which shall include
an order to pay the other party or parties for
the reasonable expenses incurred as a direct
result of the filing of the pleading, motion,
or other paper that is the subject of the vio-
lation, including a reasonable attorneys’ fee.
Such sanction shall be sufficient to deter
repetition of such conduct or comparable
conduct by others similarly situated, and to
compensate the party or parties injured by
such conduct.

SEC. 4. COMPENSATING PATIENT INJURY.

(a) UNLIMITED AMOUNT OF DAMAGES FOR AC-
TUAL ECONOMIC LOSSES IN HEALTH CARE LAW-
SUITS.—In any health care lawsuit, nothing
in this title shall limit the recovery by a
claimant of the full amount of the available
economic damages, notwithstanding the lim-
itation contained in subsection (b).

(b) ADDITIONAL NONECONOMIC DAMAGES.—

(1) HEALTH CARE PROVIDERS.—In any health
care lawsuit where final judgment is ren-
dered against a health care provider, the
amount of noneconomic damages recovered
from the provider, if otherwise available
under applicable Federal or State law, may
be as much as $250,000, regardless of the num-
ber of parties other than a health care insti-
tution against whom the action is brought or
the number of separate claims or actions
brought with respect to the same occurrence.

(2) HEALTH CARE INSTITUTIONS.—

(A) SINGLE INSTITUTION.—In any health
care lawsuit where final judgment is ren-
dered against a single health care institu-
tion, the amount of noneconomic damages
recovered from the institution, if otherwise
available under applicable Federal or State
law, may be as much as $250,000, regardless of
the number of parties against whom the ac-
tion is brought or the number of separate
claims or actions brought with respect to the
same occurrence.
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(B) MULTIPLE INSTITUTIONS.—In any health
care lawsuit where final judgment is ren-
dered against more than one health care in-
stitution, the amount of noneconomic dam-
ages recovered from each institution, if oth-
erwise available under applicable Federal or
State law, may be as much as $250,000, re-
gardless of the number of parties against
whom the action is brought or the number of
separate claims or actions brought with re-
spect to the same occurrence, except that
the total amount recovered from all such in-
stitutions in such lawsuit shall not exceed
$500,000.

(¢) NO DISCOUNT OF AWARD FOR NON-
ECONOMIC DAMAGES.—In any health care law-
suit—

(1) an award for future noneconomic dam-
ages shall not be discounted to present
value;

(2) the jury shall not be informed about the
maximum award for noneconomic damages
under subsection (b);

(3) an award for noneconomic damages in
excess of the limitations provided for in sub-
section (b) shall be reduced either before the
entry of judgment, or by amendment of the
judgment after entry of judgment, and such
reduction shall be made before accounting
for any other reduction in damages required
by law; and

(4) if separate awards are rendered for past
and future noneconomic damages and the
combined awards exceed the limitations de-
scribed in subsection (b), the future non-
economic damages shall be reduced first.

(d) FAIR SHARE RULE.—In any health care
lawsuit, each party shall be liable for that
party’s several share of any damages only
and not for the share of any other person.
Each party shall be liable only for the
amount of damages allocated to such party
in direct proportion to such party’s percent-
age of responsibility. A separate judgment
shall be rendered against each such party for
the amount allocated to such party. For pur-
poses of this section, the trier of fact shall
determine the proportion of responsibility of
each party for the claimant’s harm.

SEC. 5. MAXIMIZING PATIENT RECOVERY.

(a) COURT SUPERVISION OF SHARE OF DAM-
AGES ACTUALLY PAID TO CLAIMANTS.—

(1) IN GENERAL.—In any health care law-
suit, the court shall supervise the arrange-
ments for payment of damages to protect
against conflicts of interest that may have
the effect of reducing the amount of damages
awarded that are actually paid to claimants.

(2) CONTINGENCY FEES.—

(A) IN GENERAL.—In any health care law-
suit in which the attorney for a party claims
a financial stake in the outcome by virtue of
a contingent fee, the court shall have the
power to restrict the payment of a claim-
ant’s damage recovery to such attorney, and
to redirect such damages to the claimant
based upon the interests of justice and prin-
ciples of equity.

(B) LIMITATION.—The total of all contin-
gent fees for representing all claimants in a
health care lawsuit shall not exceed the fol-
lowing limits:

(i) 40 percent of the first $50,000 recovered
by the claimant(s).

(ii) 33%s percent of the next $50,000 recov-
ered by the claimant(s).

(iii) 25 percent of the next $500,000 recov-
ered by the claimant(s).

(iv) 15 percent of any amount by which the
recovery by the claimant(s) is in excess of
$600,000.

(b) APPLICABILITY.—

(1) IN GENERAL.—The limitations in sub-
section (a) shall apply whether the recovery
is by judgment, settlement, mediation, arbi-
tration, or any other form of alternative dis-
pute resolution.
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(2) MINORS.—In a health care lawsuit in-
volving a minor or incompetent person, a
court retains the authority to authorize or
approve a fee that is less than the maximum
permitted under this section.

(¢) EXPERT WITNESSES.—

(1) REQUIREMENT.—No individual shall be
qualified to testify as an expert witness con-
cerning issues of negligence in any health
care lawsuit against a defendant unless such
individual—

(A) except as required under paragraph (2),
is a health care professional who—

(i) is appropriately credentialed or licensed
in 1 or more States to deliver health care
services; and

(ii) typically treats the diagnosis or condi-
tion or provides the type of treatment under
review; and

(B) can demonstrate by competent evi-
dence that, as a result of training, education,
knowledge, and experience in the evaluation,
diagnosis, and treatment of the disease or in-
jury which is the subject matter of the law-
suit against the defendant, the individual
was substantially familiar with applicable
standards of care and practice as they relate
to the act or omission which is the subject of
the lawsuit on the date of the incident.

(2) PHYSICIAN REVIEW.—In a health care
lawsuit, if the claim of the plaintiff involved
treatment that is recommended or provided
by a physician (allopathic or osteopathic), an
individual shall not be qualified to be an ex-
pert witness under this subsection with re-
spect to issues of negligence concerning such
treatment unless such individual is a physi-
cian.

(3) SPECIALTIES AND SUBSPECIALTIES.—With
respect to a lawsuit described in paragraph
(1), a court shall not permit an expert in one
medical specialty or subspecialty to testify
against a defendant in another medical spe-
cialty or subspecialty unless, in addition to
a showing of substantial familiarity in ac-
cordance with paragraph (1)(B), there is a
showing that the standards of care and prac-
tice in the two specialty or subspecialty
fields are similar.

(4) LIMITATION.—The limitations in this
subsection shall not apply to expert wit-
nesses testifying as to the degree or perma-
nency of medical or physical impairment.
SEC. 6. ADDITIONAL HEALTH BENEFITS.

(a) IN GENERAL.—The amount of any dam-
ages received by a claimant in any health
care lawsuit shall be reduced by the court by
the amount of any collateral source benefits
to which the claimant is entitled, less any
insurance premiums or other payments made
by the claimant (or by the spouse, parent,
child, or legal guardian of the claimant) to
obtain or secure such benefits.

(b) PRESERVATION OF CURRENT LAW.—
Where a payor of collateral source benefits
has a right of recovery by reimbursement or
subrogation and such right is permitted
under Federal or State law, subsection (a)
shall not apply.

(c) APPLICATION OF PROVISION.—This sec-
tion shall apply to any health care lawsuit
that is settled or resolved by a fact finder.
SEC. 7. PUNITIVE DAMAGES.

(a) PUNITIVE DAMAGES PERMITTED.—

(1) IN GENERAL.—Punitive damages may, if
otherwise available under applicable State
or Federal law, be awarded against any per-
son in a health care lawsuit only if it is prov-
en by clear and convincing evidence that
such person acted with malicious intent to
injure the claimant, or that such person de-
liberately failed to avoid unnecessary injury
that such person knew the claimant was sub-
stantially certain to suffer.

(2) FILING OF LAWSUIT.—No demand for pu-
nitive damages shall be included in a health
care lawsuit as initially filed. A court may
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allow a claimant to file an amended pleading
for punitive damages only upon a motion by
the claimant and after a finding by the
court, upon review of supporting and oppos-
ing affidavits or after a hearing, after weigh-
ing the evidence, that the claimant has es-
tablished by a substantial probability that
the claimant will prevail on the claim for
punitive damages.

(3) SEPARATE PROCEEDING.—At the request
of any party in a health care lawsuit, the
trier of fact shall consider in a separate pro-
ceeding—

(A) whether punitive damages are to be
awarded and the amount of such award; and

(B) the amount of punitive damages fol-
lowing a determination of punitive liability.
If a separate proceeding is requested, evi-
dence relevant only to the claim for punitive
damages, as determined by applicable State
law, shall be inadmissible in any proceeding
to determine whether compensatory dam-
ages are to be awarded.

(4) LIMITATION WHERE NO COMPENSATORY
DAMAGES ARE AWARDED.—In any health care
lawsuit where no judgment for compensatory
damages is rendered against a person, no pu-
nitive damages may be awarded with respect
to the claim in such lawsuit against such
person.

(b) DETERMINING AMOUNT OF PUNITIVE DAM-
AGES.—

(1) FACTORS CONSIDERED.—In determining
the amount of punitive damages under this
section, the trier of fact shall consider only
the following:

(A) the severity of the harm caused by the
conduct of such party;

(B) the duration of the conduct or any con-
cealment of it by such party;

(C) the profitability of the conduct to such
party;

(D) the number of products sold or medical
procedures rendered for compensation, as the
case may be, by such party, of the kind caus-
ing the harm complained of by the claimant;

(E) any criminal penalties imposed on such
party, as a result of the conduct complained
of by the claimant; and

(F) the amount of any civil fines assessed
against such party as a result of the conduct
complained of by the claimant.

(2) MAXIMUM AWARD.—The amount of puni-
tive damages awarded in a health care law-
suit may not exceed an amount equal to two
times the amount of economic damages
awarded in the lawsuit or $250,000, whichever
is greater. The jury shall not be informed of
the limitation under the preceding sentence.

(¢) LIABILITY OF HEALTH CARE PROVIDERS.—

(1) IN GENERAL.—A health care provider
who prescribes, or who dispenses pursuant to
a prescription, a drug, biological product, or
medical device approved by the Food and
Drug Administration, for an approved indica-
tion of the drug, biological product, or med-
ical device, shall not be named as a party to
a product liability lawsuit invoking such
drug, biological product, or medical device
and shall not be liable to a claimant in a
class action lawsuit against the manufac-
turer, distributor, or product seller of such
drug, biological product, or medical device.

(2) MEDICAL PRODUCT.—The term ‘‘medical
product’ means a drug or device intended for
humans. The terms ‘‘drug’” and ‘‘device”
have the meanings given such terms in sec-
tions 201(g)(1) and 201(h) of the Federal Food,
Drug and Cosmetic Act (21 U.S.C. 321), re-
spectively, including any component or raw
material used therein, but excluding health
care services.

SEC. 8. AUTHORIZATION OF PAYMENT OF FU-
TURE DAMAGES TO CLAIMANTS IN
HEALTH CARE LAWSUITS.

(a) IN GENERAL.—In any health care law-
suit, if an award of future damages, without
reduction to present value, equaling or ex-
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ceeding $50,000 is made against a party with
sufficient insurance or other assets to fund a
periodic payment of such a judgment, the
court shall, at the request of any party,
enter a judgment ordering that the future
damages be paid by periodic payments in ac-
cordance with the Uniform Periodic Pay-
ment of Judgments Act promulgated by the
National Conference of Commissioners on
Uniform State Laws.

(b) APPLICABILITY.—This section applies to
all actions which have not been first set for
trial or retrial before the effective date of
this title.

SEC. 9. EFFECT ON OTHER LAWS.

(a) GENERAL VACCINE INJURY.—

(1) IN GENERAL.—To the extent that title
XXI of the Public Health Service Act estab-
lishes a Federal rule of law applicable to a
civil action brought for a vaccine-related in-
jury or death—

(A) this title shall not affect the applica-
tion of the rule of law to such an action; and

(B) any rule of law prescribed by this title
in conflict with a rule of law of such title
XXI shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a vaccine-related in-
jury or death to which a Federal rule of law
under title XXI of the Public Health Service
Act does not apply, then this title or other-
wise applicable law (as determined under
this title) will apply to such aspect of such
action.

(b) SMALLPOX VACCINE INJURY.—

(1) IN GENERAL.—To the extent that part C
of title II of the Public Health Service Act
establishes a Federal rule of law applicable
to a civil action brought for a smallpox vac-
cine-related injury or death—

(A) this title shall not affect the applica-
tion of the rule of law to such an action; and

(B) any rule of law prescribed by this title
in conflict with a rule of law of such part C
shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a smallpox vaccine-
related injury or death to which a Federal
rule of law under part C of title II of the
Public Health Service Act does not apply,
then this title or otherwise applicable law
(as determined under this title) will apply to
such aspect of such action.

(c) OTHER FEDERAL LAW.—Except as pro-
vided in this section, nothing in this title
shall be deemed to affect any defense avail-
able, or any limitation on liability that ap-
plies to, a defendant in a health care lawsuit
or action under any other provision of Fed-
eral law.

SEC. 10. STATE FLEXIBILITY AND PROTECTION
OF STATES’ RIGHTS.

(a) HEALTH CARE LAWSUITS.—The provi-
sions governing health care lawsuits set
forth in this title shall preempt, subject to
subsections (b) and (c), State law to the ex-
tent that State law prevents the application
of any provisions of law established by or
under this title. The provisions governing
health care lawsuits set forth in this title su-
persede chapter 171 of title 28, United States
Code, to the extent that such chapter—

(1) provides for a greater amount of dam-
ages or contingent fees, a longer period in
which a health care lawsuit may be com-
menced, or a reduced applicability or scope
of periodic payment of future damages, than
provided in this title; or

(2) prohibits the introduction of evidence
regarding collateral source benefits.

(b) PREEMPTION OF CERTAIN STATE LAWS.—
No provision of this title shall be construed
to preempt any State law (whether effective
before, on, or after the date of the enactment
of this title) that specifies a particular mon-
etary amount of compensatory or punitive
damages (or the total amount of damages)

S12939

that may be awarded in a health care law-

suit, regardless of whether such monetary

amount is greater or lesser than is provided

for under this title, notwithstanding section
4(a).

(c) PROTECTION OF STATE’S RIGHTS AND
OTHER LAWS.—

(1) IN GENERAL.—AnNYy issue that is not gov-
erned by a provision of law established by or
under this title (including the State stand-
ards of negligence) shall be governed by oth-
erwise applicable Federal or State law.

(2) RULE OF CONSTRUCTION.—Nothing in this
title shall be construed to—

(A) preempt or supersede any Federal or
State law that imposes greater procedural or
substantive protections (such as a shorter
statute of limitations) for a health care pro-
vider or health care institution from liabil-
ity, loss, or damages than those provided by
this title;

(B) preempt or supercede any State law
that permits and provides for the enforce-
ment of any arbitration agreement related
to a health care liability claim whether en-
acted prior to or after the date of enactment
of this title;

(C) create a cause of action that is not oth-
erwise available under Federal or State law;
or

(D) affect the scope of preemption of any
other Federal law.

SEC. 11. APPLICABILITY; EFFECTIVE DATE.

This title shall apply to any health care
lawsuit brought in a Federal or State court,
or subject to an alternative dispute resolu-
tion system, that is initiated on or after the
date of the enactment of this title, except
that any health care lawsuit arising from an
injury occurring prior to the date of enact-
ment of this title shall be governed by the
applicable statute of limitations provisions
in effect at the time the injury occurred.

SA 3142. Mrs. HUTCHISON submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 2026, strike line 3 and insert the
following:

(i) EXCLUSION OF DEVICES FOR CANCER DIAG-
NOSIS AND TREATMENT.—

(1) IN GENERAL.—The term ‘‘medical device
sales’ shall not include sales of any device
which is primarily designed to diagnose or
treat any form of cancer.

(2) REDUCTION OF AGGREGATE FEE AMOUNT.—
The $2,000,000,000 amount in subsection (b)(1)
shall be reduced by the amount which bears
the same ratio to such $2,000,000,000 amount
as the amount of the sales of devices de-
scribed in paragraph (1) for calendar year
2010 bears to the amount of total medical de-
vice sales (without regard to this subsection)
for such calendar year, as determined by the
Secretary.

(j) APPLICATION OF SECTION.—This section
shall

SA 3143. Mrs. HUTCHISON submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
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other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

At the appropriate place in title I, insert
the following:

SEC. . STATE OPT OUT.

(a) IN GENERAL.—The provisions described
in subsection (b) shall not apply to

(1) individuals residing within a State;

(2) employers located within a State; and

(3) health coverage offered within a State;
if the State enacts a law rejecting such pro-
visions as described in subsection (b) and at-
tests to the Secretary that the State will im-
plement reforms appropriate for application
within the State to reduce the uninsured
population of the State and increase access
to affordable health insurance options.

(b) EFFECT OF STATE LAW.—The provisions
described in this subsection are the fol-
lowing:

(1) The insurance market reform provisions
of title I (and the amendments made by such
title), except for section 2704 of the Public
Health Service Act (as added by section 1201
(relating to preexisting condition exclu-
sions).

(2) The requirements relating to obtaining
or providing individual and employer health
insurance coverage under title I (and the
amendments made by such title).

(3) The provisions relating to Medicaid ex-
pansion under the amendments made by title
I

(4) The provisions relating to the Medicare
program (and the amendments to such pro-
gram) under title IIT and (IV).

(6) The provisions relating to the imposi-
tion of, or increases in, fees paid by insur-
ance issuers and drug and medical device
manufacturers under the amendments made
by this Act.

(6) Any other provision of this Act (or an
amendment made by this Act), except for
this section.

(¢) ABOVE-THE-LINE DEDUCTION FOR HEALTH
INSURANCE PREMIUMS.—

(1) IN GENERAL.—Section 62(a) of the Inter-
nal Revenue Code of 1986 (defining adjusted
gross income) is amended by inserting after
paragraph (21) the following new paragraph:

¢“(22) HEALTH INSURANCE PAYMENTS.—

““(A) IN GENERAL.—Any amount allowable
as a deduction under section 213 (determined
without regard to any income limitation
under subsection (a) thereof) by reason of
subsection (d)(1)(D) thereof for qualified
health insurance.

‘“(B) QUALIFIED HEALTH INSURANCE.—For
purposes of this paragraph—

‘(i) IN GENERAL.—The term ‘qualified
health insurance’ means insurance offered to
individuals located in a State that enacts a
law described in section  (a) of the Pa-
tient Protection and Affordable Care Act
which constitutes medical care as defined in
section 213(d) without regard to—

“(I) paragraph (1)(C) thereof, and

‘“(IT) so much of paragraph (1)(D) thereof as
relates to qualified long-term care insurance
contracts.

‘(i) EXCLUSION OF CERTAIN OTHER CON-
TRACTS.—Such term shall not include insur-
ance if a substantial portion of its benefits
are excepted benefits (as defined in section
9832(c)).”".

(2) EFFECTIVE DATE.—The amendment
made by this subsection shall apply to tax-
able years beginning after December 31, 2009.

SA 3144. Mr. FRANKEN submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
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Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

At the appropriate place in title VI, insert
the following:

SEC. . ANTI-FRAUD CONSULTATION GROUP.

(a) ESTABLISHMENT.—The Secretary of
Health and Human Services jointly with the
Attorney General shall establish an anti-
fraud consultation group for the purpose of
coordinating expertise and best practices re-
lating to the analysis, detection, and preven-
tion of fraud, waste, and abuse arising from,
or related to, health care.

(b) COMPOSITION.—The anti-fraud consulta-
tion group under subsection (a) shall be com-
posed of individuals, to be appointed jointly
by the Secretary of Health and Human Serv-
ices and the Attorney General, with exper-
tise from both the public and private sectors
in fraud arising from, or related to, health
care, including law enforcement personnel,
health insurance issuers, physicians and
other health care providers, insurance anti-
fraud organizations, academic experts, con-
sumer groups, and insurance regulators.

(c) DUTIES.—At the request of the Sec-
retary of Health and Human Services and the
Attorney General, the anti-fraud consulta-
tion group under subsection (a) shall provide
advice concerning—

(1) methods of preventing fraud against
Federal and State health care programs, con-
sumers, providers, employers, and health in-
surance issuers;

(2) the evaluation of information and data
to improve the ability to detect and prevent
fraud;

(3) the enhancement of anti-fraud informa-
tion data systems, consistent with the pro-
tection of personal privacy; and

(4) the coordination of public and private
resources in the analysis, detection, and pre-
vention of fraud arising from, or related to,
health care.

(d) ANNUAL REPORT.—The anti-fraud con-
sultation group under subsection (a) shall,
not later than 1 year after the date of enact-
ment of this Act, and annually thereafter,
submit to the Secretary of Health and
Human Services and the Attorney General a
report concerning the group’s—

(1) accomplishments to improve the coordi-
nation of public and private health care anti-
fraud actions;

(2) development of enhanced techniques for
the analysis, detection, and prevention of
fraud; and

(3) recommendations for the improvement
of anti-fraud programs.

(e) FUNDING.—The Secretary and the Attor-
ney General shall use funds appropriated to
the Secretary or Attorney General prior to
the date of enactment of this Act, and other-
wise available, to carry out this section.

SA 3145. Mr. MCCONNELL (for him-
self, Mr. ENSIGN, and Mr. MCCAIN) sub-
mitted an amendment intended to be
proposed to amendment SA 2786 pro-
posed by Mr. REID (for himself, Mr.
BAaucus, Mr. Dopp, and Mr. HARKIN) to
the bill H.R. 3590, to amend the Inter-
nal Revenue Code of 1986 to modify the
first-time homebuyers credit in the
case of members of the Armed Forces
and certain other Federal employees,
and for other purposes; which was or-
dered to lie on the table; as follows:

In lieu of the matter proposed to be in-
serted, insert the following:
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SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘Medical
Care Access Protection Act of 2009 or the
“MCAP Act”.

SEC. 2. FINDINGS AND PURPOSE.

(a) FINDINGS.—

(1) EFFECT ON HEALTH CARE ACCESS AND
cosTs.—Congress finds that our current civil
justice system is adversely affecting patient
access to health care services, better patient
care, and cost-efficient health care, in that
the health care liability system is a costly
and ineffective mechanism for resolving
claims of health care liability and compen-
sating injured patients, and is a deterrent to
the sharing of information among health
care professionals which impedes efforts to
improve patient safety and quality of care.

(2) EFFECT ON INTERSTATE COMMERCE.—Con-
gress finds that the health care and insur-
ance industries are industries affecting
interstate commerce and the health care li-
ability litigation systems existing through-
out the United States are activities that af-
fect interstate commerce by contributing to
the high costs of health care and premiums
for health care liability insurance purchased
by health care system providers.

(3) EFFECT ON FEDERAL SPENDING.—Con-
gress finds that the health care liability liti-
gation systems existing throughout the
United States have a significant effect on
the amount, distribution, and use of Federal
funds because of—

(A) the large number of individuals who re-
ceive health care benefits under programs
operated or financed by the Federal Govern-
ment;

(B) the large number of individuals who
benefit because of the exclusion from Fed-
eral taxes of the amounts spent to provide
them with health insurance benefits; and

(C) the large number of health care pro-
viders who provide items or services for
which the Federal Government makes pay-
ments.

(b) PURPOSE.—It is the purpose of this Act
to implement reasonable, comprehensive,
and effective health care liability reforms
designed to—

(1) improve the availability of health care
services in cases in which health care liabil-
ity actions have been shown to be a factor in
the decreased availability of services;

(2) reduce the incidence of ‘‘defensive medi-
cine” and lower the cost of health care li-
ability insurance, all of which contribute to
the escalation of health care costs;

(3) ensure that persons with meritorious
health care injury claims receive fair and
adequate compensation, including reason-
able noneconomic damages;

(4) improve the fairness and cost-effective-
ness of our current health care liability sys-
tem to resolve disputes over, and provide
compensation for, health care liability by re-
ducing uncertainty in the amount of com-
pensation provided to injured individuals;
and

(5) provide an increased sharing of informa-
tion in the health care system which will re-
duce unintended injury and improve patient
care.

SEC. 3. DEFINITIONS.

In this Act:

(1) ALTERNATIVE DISPUTE RESOLUTION SYS-
TEM; ADR.—The term ‘‘alternative dispute
resolution system’” or ‘““‘ADR’ means a sys-
tem that provides for the resolution of
health care lawsuits in a manner other than
through a civil action brought in a State or
Federal court.

(2) CLAIMANT.—The term ‘‘claimant”
means any person who brings a health care
lawsuit, including a person who asserts or
claims a right to legal or equitable contribu-
tion, indemnity or subrogation, arising out
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of a health care liability claim or action, and
any person on whose behalf such a claim is
asserted or such an action is brought, wheth-
er deceased, incompetent, or a minor.

(3) COLLATERAL SOURCE BENEFITS.—The
term ‘‘collateral source benefits’’ means any
amount paid or reasonably likely to be paid
in the future to or on behalf of the claimant,
or any service, product or other benefit pro-
vided or reasonably likely to be provided in
the future to or on behalf of the claimant, as
a result of the injury or wrongful death, pur-
suant to—

(A) any State or Federal health, sickness,
income-disability, accident, or workers’
compensation law;

(B) any health, sickness, income-disability,
or accident insurance that provides health
benefits or income-disability coverage;

(C) any contract or agreement of any
group, organization, partnership, or corpora-
tion to provide, pay for, or reimburse the
cost of medical, hospital, dental, or income
disability benefits; and

(D) any other publicly or privately funded
program.

(4) COMPENSATORY DAMAGES.—The term
‘“‘compensatory damages’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
for (or failure to provide, use, or pay for)
health care services or medical products,
such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities, damages for physical and
emotional pain, suffering, inconvenience,
physical impairment, mental anguish, dis-
figurement, loss of enjoyment of life, loss of
society and companionship, loss of consor-
tium (other than loss of domestic service),
hedonic damages, injury to reputation, and
all other nonpecuniary losses of any kind or
nature. Such term includes economic dam-

ages and noneconomic damages, as such
terms are defined in this section.
(5) CONTINGENT FEE.—The term ‘‘contin-

gent fee” includes all compensation to any
person or persons which is payable only if a
recovery is effected on behalf of one or more
claimants.

(6) ECONOMIC DAMAGES.—The term ‘‘eco-
nomic damages”’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
for (or failure to provide, use, or pay for)
health care services or medical products,
such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities.

(7) HEALTH CARE GOODS OR SERVICES.—The
term ‘‘health care goods or services’” means
any goods or services provided by a health
care institution, provider, or by any indi-
vidual working under the supervision of a
health care provider, that relates to the di-
agnosis, prevention, care, or treatment of
any human disease or impairment, or the as-
sessment of the health of human beings.

(8) HEALTH CARE INSTITUTION.—The term
‘“‘health care institution’ means any entity
licensed under Federal or State law to pro-
vide health care services (including but not
limited to ambulatory surgical centers, as-
sisted living facilities, emergency medical
services providers, hospices, hospitals and
hospital systems, nursing homes, or other
entities licensed to provide such services).

(9) HEALTH CARE LAWSUIT.—The term
““health care lawsuit’® means any health care
liability claim concerning the provision of
health care goods or services affecting inter-
state commerce, or any health care liability
action concerning the provision of (or the
failure to provide) health care goods or serv-
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ices affecting interstate commerce, brought
in a State or Federal court or pursuant to an
alternative dispute resolution system,
against a health care provider or a health
care institution regardless of the theory of
liability on which the claim is based, or the
number of claimants, plaintiffs, defendants,
or other parties, or the number of claims or
causes of action, in which the claimant al-
leges a health care liability claim.

(10) HEALTH CARE LIABILITY ACTION.—The
term ‘‘health care liability action’ means a
civil action brought in a State or Federal
Court or pursuant to an alternative dispute
resolution system, against a health care pro-
vider or a health care institution regardless
of the theory of liability on which the claim
is based, or the number of plaintiffs, defend-
ants, or other parties, or the number of
causes of action, in which the claimant al-
leges a health care liability claim.

(11) HEALTH CARE LIABILITY CLAIM.—The
term ‘‘health care liability claim’ means a
demand by any person, whether or not pursu-
ant to ADR, against a health care provider
or health care institution, including third-
party claims, cross-claims, counter-claims,
or contribution claims, which are based upon
the provision of, use of, or payment for (or
the failure to provide, use, or pay for) health
care services, regardless of the theory of li-
ability on which the claim is based, or the
number of plaintiffs, defendants, or other
parties, or the number of causes of action.

(12) HEALTH CARE PROVIDER.—

(A) IN GENERAL.—The term ‘‘health care
provider” means any person (including but
not limited to a physician (as defined by sec-
tion 1861(r) of the Social Security Act (42
U.S.C. 1395x(r)), registered nurse, dentist, po-
diatrist, pharmacist, chiropractor, or optom-
etrist) required by State or Federal law to be
licensed, registered, or certified to provide
health care services, and being either so li-
censed, registered, or certified, or exempted
from such requirement by other statute or
regulation.

(B) TREATMENT OF CERTAIN PROFESSIONAL
ASSOCIATIONS.—For purposes of this Act, a
professional association that is organized
under State law by an individual physician
or group of physicians, a partnership or lim-
ited liability partnership formed by a group
of physicians, a nonprofit health corporation
certified under State law, or a company
formed by a group of physicians under State
law shall be treated as a health care provider
under subparagraph (A).

(13) MALICIOUS INTENT TO INJURE.—The
term ‘‘malicious intent to injure’” means in-
tentionally causing or attempting to cause
physical injury other than providing health
care goods or services.

(14) NONECONOMIC DAMAGES.—The term
‘‘noneconomic damages’ means damages for
physical and emotional pain, suffering, in-
convenience, physical impairment, mental
anguish, disfigurement, loss of enjoyment of
life, loss of society and companionship, loss
of consortium (other than loss of domestic
service), hedonic damages, injury to reputa-
tion, and all other nonpecuniary losses of
any kind or nature.

(15) PUNITIVE DAMAGES.—The term ‘‘puni-
tive damages’” means damages awarded, for
the purpose of punishment or deterrence, and
not solely for compensatory purposes,
against a health care provider or health care
institution. Punitive damages are neither
economic nor noneconomic damages.

(16) RECOVERY.—The term ‘‘recovery’’
means the net sum recovered after deducting
any disbursements or costs incurred in con-
nection with prosecution or settlement of
the claim, including all costs paid or ad-
vanced by any person. Costs of health care
incurred by the plaintiff and the attorneys’
office overhead costs or charges for legal
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services are not deductible disbursements or
costs for such purpose.

(17) STATE.—The term ‘‘State’” means each
of the several States, the District of Colum-
bia, the Commonwealth of Puerto Rico, the
Virgin Islands, Guam, American Samoa, the
Northern Mariana Islands, the Trust Terri-
tory of the Pacific Islands, and any other
territory or possession of the United States,
or any political subdivision thereof.

SEC. 4. ENCOURAGING SPEEDY RESOLUTION OF
CLAIMS.

(a) IN GENERAL.—Except as otherwise pro-
vided for in this section, the time for the
commencement of a health care lawsuit
shall be 3 years after the date of manifesta-
tion of injury or 1 year after the claimant
discovers, or through the use of reasonable
diligence should have discovered, the injury,
whichever occurs first.

(b) GENERAL EXCEPTION.—The time for the
commencement of a health care lawsuit
shall not exceed 3 years after the date of
manifestation of injury unless the tolling of
time was delayed as a result of—

(1) fraud;

(2) intentional concealment; or

(3) the presence of a foreign body, which
has no therapeutic or diagnostic purpose or
effect, in the person of the injured person.

(c) MINORS.—An action by a minor shall be
commenced within 3 years from the date of
the alleged manifestation of injury except
that if such minor is under the full age of 6
years, such action shall be commenced with-
in 3 years of the manifestation of injury, or
prior to the eighth birthday of the minor,
whichever provides a longer period. Such
time limitation shall be tolled for minors for
any period during which a parent or guard-
ian and a health care provider or health care
institution have committed fraud or collu-
sion in the failure to bring an action on be-
half of the injured minor.

(d) RULE 11 SANCTIONS.—Whenever a Fed-
eral or State court determines (whether by
motion of the parties or whether on the mo-
tion of the court) that there has been a vio-
lation of Rule 11 of the Federal Rules of Civil
Procedure (or a similar violation of applica-
ble State court rules) in a health care liabil-
ity action to which this Act applies, the
court shall impose upon the attorneys, law
firms, or pro se litigants that have violated
Rule 11 or are responsible for the violation,
an appropriate sanction, which shall include
an order to pay the other party or parties for
the reasonable expenses incurred as a direct
result of the filing of the pleading, motion,
or other paper that is the subject of the vio-
lation, including a reasonable attorneys’ fee.
Such sanction shall be sufficient to deter
repetition of such conduct or comparable
conduct by others similarly situated, and to
compensate the party or parties injured by
such conduct.

SEC. 5. COMPENSATING PATIENT INJURY.

(a) UNLIMITED AMOUNT OF DAMAGES FOR AC-
TUAL ECONOMIC LOSSES IN HEALTH CARE LAW-
SUITS.—In any health care lawsuit, nothing
in this Act shall limit the recovery by a
claimant of the full amount of the available
economic damages, notwithstanding the lim-
itation contained in subsection (b).

(b) ADDITIONAL NONECONOMIC DAMAGES.—

(1) HEALTH CARE PROVIDERS.—In any health
care lawsuit where final judgment is ren-
dered against a health care provider, the
amount of noneconomic damages recovered
from the provider, if otherwise available
under applicable Federal or State law, may
be as much as $250,000, regardless of the num-
ber of parties other than a health care insti-
tution against whom the action is brought or
the number of separate claims or actions
brought with respect to the same occurrence.

(2) HEALTH CARE INSTITUTIONS.—
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(A) SINGLE INSTITUTION.—In any health
care lawsuit where final judgment is ren-
dered against a single health care institu-
tion, the amount of noneconomic damages
recovered from the institution, if otherwise
available under applicable Federal or State
law, may be as much as $250,000, regardless of
the number of parties against whom the ac-
tion is brought or the number of separate
claims or actions brought with respect to the
same occurrence.

(B) MULTIPLE INSTITUTIONS.—In any health
care lawsuit where final judgment is ren-
dered against more than one health care in-
stitution, the amount of noneconomic dam-
ages recovered from each institution, if oth-
erwise available under applicable Federal or
State law, may be as much as $250,000, re-
gardless of the number of parties against
whom the action is brought or the number of
separate claims or actions brought with re-
spect to the same occurrence, except that
the total amount recovered from all such in-
stitutions in such lawsuit shall not exceed
$500,000.

(¢) NO DISCOUNT OF AWARD FOR NON-
ECONOMIC DAMAGES.—In any health care law-
suit—

(1) an award for future noneconomic dam-
ages shall not be discounted to present
value;

(2) the jury shall not be informed about the
maximum award for noneconomic damages
under subsection (b);

(3) an award for noneconomic damages in
excess of the limitations provided for in sub-
section (b) shall be reduced either before the
entry of judgment, or by amendment of the
judgment after entry of judgment, and such
reduction shall be made before accounting
for any other reduction in damages required
by law; and

(4) if separate awards are rendered for past
and future noneconomic damages and the
combined awards exceed the limitations de-
scribed in subsection (b), the future non-
economic damages shall be reduced first.

(d) FAIR SHARE RULE.—In any health care
lawsuit, each party shall be liable for that
party’s several share of any damages only
and not for the share of any other person.
Each party shall be liable only for the
amount of damages allocated to such party
in direct proportion to such party’s percent-
age of responsibility. A separate judgment
shall be rendered against each such party for
the amount allocated to such party. For pur-
poses of this section, the trier of fact shall
determine the proportion of responsibility of
each party for the claimant’s harm.

SEC. 6. MAXIMIZING PATIENT RECOVERY.

(a) COURT SUPERVISION OF SHARE OF DAM-
AGES ACTUALLY PAID TO CLAIMANTS.—

(1) IN GENERAL.—In any health care law-
suit, the court shall supervise the arrange-
ments for payment of damages to protect
against conflicts of interest that may have
the effect of reducing the amount of damages
awarded that are actually paid to claimants.

(2) CONTINGENCY FEES.—

(A) IN GENERAL.—In any health care law-
suit in which the attorney for a party claims
a financial stake in the outcome by virtue of
a contingent fee, the court shall have the
power to restrict the payment of a claim-
ant’s damage recovery to such attorney, and
to redirect such damages to the claimant
based upon the interests of justice and prin-
ciples of equity.

(B) LIMITATION.—The total of all contin-
gent fees for representing all claimants in a
health care lawsuit shall not exceed the fol-
lowing limits:

(i) 40 percent of the first $50,000 recovered
by the claimant(s).

(ii) 33 percent of the next $50,000 recov-
ered by the claimant(s).
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(iii) 25 percent of the next $500,000 recov-
ered by the claimant(s).

(iv) 15 percent of any amount by which the
recovery by the claimant(s) is in excess of
$600,000.

(b) APPLICABILITY.—

(1) IN GENERAL.—The limitations in sub-
section (a) shall apply whether the recovery
is by judgment, settlement, mediation, arbi-
tration, or any other form of alternative dis-
pute resolution.

(2) MINORS.—In a health care lawsuit in-
volving a minor or incompetent person, a
court retains the authority to authorize or
approve a fee that is less than the maximum
permitted under this section.

(c) EXPERT WITNESSES.—

(1) REQUIREMENT.—No individual shall be
qualified to testify as an expert witness con-
cerning issues of negligence in any health
care lawsuit against a defendant unless such
individual—

(A) except as required under paragraph (2),
is a health care professional who—

(i) is appropriately credentialed or licensed
in 1 or more States to deliver health care
services; and

(ii) typically treats the diagnosis or condi-
tion or provides the type of treatment under
review; and

(B) can demonstrate by competent evi-
dence that, as a result of training, education,
knowledge, and experience in the evaluation,
diagnosis, and treatment of the disease or in-
jury which is the subject matter of the law-
suit against the defendant, the individual
was substantially familiar with applicable
standards of care and practice as they relate
to the act or omission which is the subject of
the lawsuit on the date of the incident.

(2) PHYSICIAN REVIEW.—In a health care
lawsuit, if the claim of the plaintiff involved
treatment that is recommended or provided
by a physician (allopathic or osteopathic), an
individual shall not be qualified to be an ex-
pert witness under this subsection with re-
spect to issues of negligence concerning such
treatment unless such individual is a physi-
cian.

(3) SPECIALTIES AND SUBSPECIALTIES.—With
respect to a lawsuit described in paragraph
(1), a court shall not permit an expert in one
medical specialty or subspecialty to testify
against a defendant in another medical spe-
cialty or subspecialty unless, in addition to
a showing of substantial familiarity in ac-
cordance with paragraph (1)(B), there is a
showing that the standards of care and prac-
tice in the two specialty or subspecialty
fields are similar.

(4) LIMITATION.—The limitations in this
subsection shall not apply to expert wit-
nesses testifying as to the degree or perma-
nency of medical or physical impairment.
SEC. 7. ADDITIONAL HEALTH BENEFITS.

(a) IN GENERAL.—The amount of any dam-
ages received by a claimant in any health
care lawsuit shall be reduced by the court by
the amount of any collateral source benefits
to which the claimant is entitled, less any
insurance premiums or other payments made
by the claimant (or by the spouse, parent,
child, or legal guardian of the claimant) to
obtain or secure such benefits.

(b) PRESERVATION OF CURRENT LAW.—
Where a payor of collateral source benefits
has a right of recovery by reimbursement or
subrogation and such right is permitted
under Federal or State law, subsection (a)
shall not apply.

(c) APPLICATION OF PROVISION.—This sec-
tion shall apply to any health care lawsuit
that is settled or resolved by a fact finder.
SEC. 8. PUNITIVE DAMAGES.

(a) PUNITIVE DAMAGES PERMITTED.—

(1) IN GENERAL.—Punitive damages may, if
otherwise available under applicable State
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or Federal law, be awarded against any per-
son in a health care lawsuit only if it is prov-
en by clear and convincing evidence that
such person acted with malicious intent to
injure the claimant, or that such person de-
liberately failed to avoid unnecessary injury
that such person knew the claimant was sub-
stantially certain to suffer.

(2) FILING OF LAWSUIT.—No demand for pu-
nitive damages shall be included in a health
care lawsuit as initially filed. A court may
allow a claimant to file an amended pleading
for punitive damages only upon a motion by
the claimant and after a finding by the
court, upon review of supporting and oppos-
ing affidavits or after a hearing, after weigh-
ing the evidence, that the claimant has es-
tablished by a substantial probability that
the claimant will prevail on the claim for
punitive damages.

(3) SEPARATE PROCEEDING.—At the request
of any party in a health care lawsuit, the
trier of fact shall consider in a separate pro-
ceeding—

(A) whether punitive damages are to be
awarded and the amount of such award; and

(B) the amount of punitive damages fol-
lowing a determination of punitive liability.
If a separate proceeding is requested, evi-
dence relevant only to the claim for punitive
damages, as determined by applicable State
law, shall be inadmissible in any proceeding
to determine whether compensatory dam-
ages are to be awarded.

(4) LIMITATION WHERE NO COMPENSATORY
DAMAGES ARE AWARDED.—In any health care
lawsuit where no judgment for compensatory
damages is rendered against a person, no pu-
nitive damages may be awarded with respect
to the claim in such lawsuit against such
person.

(b) DETERMINING AMOUNT OF PUNITIVE DAM-
AGES.—

(1) FACTORS CONSIDERED.—In determining
the amount of punitive damages under this
section, the trier of fact shall consider only
the following:

(A) the severity of the harm caused by the
conduct of such party;

(B) the duration of the conduct or any con-
cealment of it by such party;

(C) the profitability of the conduct to such
party;

(D) the number of products sold or medical
procedures rendered for compensation, as the
case may be, by such party, of the kind caus-
ing the harm complained of by the claimant;

(E) any criminal penalties imposed on such
party, as a result of the conduct complained
of by the claimant; and

(F) the amount of any civil fines assessed
against such party as a result of the conduct
complained of by the claimant.

(2) MAXIMUM AWARD.—The amount of puni-
tive damages awarded in a health care law-
suit may not exceed an amount equal to two
times the amount of economic damages
awarded in the lawsuit or $250,000, whichever
is greater. The jury shall not be informed of
the limitation under the preceding sentence.

(¢) LIABILITY OF HEALTH CARE PROVIDERS.—

(1) IN GENERAL.—A health care provider
who prescribes, or who dispenses pursuant to
a prescription, a drug, biological product, or
medical device approved by the Food and
Drug Administration, for an approved indica-
tion of the drug, biological product, or med-
ical device, shall not be named as a party to
a product liability lawsuit invoking such
drug, biological product, or medical device
and shall not be liable to a claimant in a
class action lawsuit against the manufac-
turer, distributor, or product seller of such
drug, biological product, or medical device.

(2) MEDICAL PRODUCT.—The term ‘‘medical
product’ means a drug or device intended for
humans. The terms ‘‘drug” and ‘‘device”
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have the meanings given such terms in sec-
tions 201(g)(1) and 201(h) of the Federal Food,
Drug and Cosmetic Act (21 U.S.C. 321), re-
spectively, including any component or raw
material used therein, but excluding health
care services.
SEC. 9. AUTHORIZATION OF PAYMENT OF FU-
TURE DAMAGES TO CLAIMANTS IN
HEALTH CARE LAWSUITS.

(a) IN GENERAL.—In any health care law-
suit, if an award of future damages, without
reduction to present value, equaling or ex-
ceeding $50,000 is made against a party with
sufficient insurance or other assets to fund a
periodic payment of such a judgment, the
court shall, at the request of any party,
enter a judgment ordering that the future
damages be paid by periodic payments in ac-
cordance with the Uniform Periodic Pay-
ment of Judgments Act promulgated by the
National Conference of Commissioners on
Uniform State Laws.

(b) APPLICABILITY.—This section applies to
all actions which have not been first set for
trial or retrial before the effective date of
this Act.

SEC. 10. EFFECT ON OTHER LAWS.

(a) GENERAL VACCINE INJURY.—

(1) IN GENERAL.—To the extent that title
XXI of the Public Health Service Act estab-
lishes a Federal rule of law applicable to a
civil action brought for a vaccine-related in-
jury or death—

(A) this Act shall not affect the application
of the rule of law to such an action; and

(B) any rule of law prescribed by this Act
in conflict with a rule of law of such title
XXI shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a vaccine-related in-
jury or death to which a Federal rule of law
under title XXI of the Public Health Service
Act does not apply, then this Act or other-
wise applicable law (as determined under
this Act) will apply to such aspect of such
action.

(b) SMALLPOX VACCINE INJURY.—

(1) IN GENERAL.—To the extent that part C
of title II of the Public Health Service Act
establishes a Federal rule of law applicable
to a civil action brought for a smallpox vac-
cine-related injury or death—

(A) this Act shall not affect the application
of the rule of law to such an action; and

(B) any rule of law prescribed by this Act
in conflict with a rule of law of such part C
shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a smallpox vaccine-
related injury or death to which a Federal
rule of law under part C of title II of the
Public Health Service Act does not apply,
then this Act or otherwise applicable law (as
determined under this Act) will apply to
such aspect of such action.

(c) OTHER FEDERAL LAW.—Except as pro-
vided in this section, nothing in this Act
shall be deemed to affect any defense avail-
able, or any limitation on liability that ap-
plies to, a defendant in a health care lawsuit
or action under any other provision of Fed-
eral law.

SEC. 11. STATE FLEXIBILITY AND PROTECTION
OF STATES’ RIGHTS.

(a) HEALTH CARE LAWSUITS.—The provi-
sions governing health care lawsuits set
forth in this Act shall preempt, subject to
subsections (b) and (c), State law to the ex-
tent that State law prevents the application
of any provisions of law established by or
under this Act. The provisions governing
health care lawsuits set forth in this Act su-
persede chapter 171 of title 28, United States
Code, to the extent that such chapter—

(1) provides for a greater amount of dam-
ages or contingent fees, a longer period in
which a health care lawsuit may be com-
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menced, or a reduced applicability or scope
of periodic payment of future damages, than
provided in this Act; or

(2) prohibits the introduction of evidence
regarding collateral source benefits.

(b) PREEMPTION OF CERTAIN STATE LAWS.—
No provision of this Act shall be construed
to preempt any State law (whether effective
before, on, or after the date of the enactment
of this Act) that specifies a particular mone-
tary amount of compensatory or punitive
damages (or the total amount of damages)
that may be awarded in a health care law-
suit, regardless of whether such monetary
amount is greater or lesser than is provided
for under this Act, notwithstanding section
5(a).

(c) PROTECTION OF STATE’S RIGHTS AND
OTHER LAWS.—

(1) IN GENERAL.—Any issue that is not gov-
erned by a provision of law established by or
under this Act (including the State stand-
ards of negligence) shall be governed by oth-
erwise applicable Federal or State law.

(2) RULE OF CONSTRUCTION.—Nothing in this
Act shall be construed to—

(A) preempt or supersede any Federal or
State law that imposes greater procedural or
substantive protections (such as a shorter
statute of limitations) for a health care pro-
vider or health care institution from liabil-
ity, loss, or damages than those provided by
this Act;

(B) preempt or supercede any State law
that permits and provides for the enforce-
ment of any arbitration agreement related
to a health care liability claim whether en-
acted prior to or after the date of enactment
of this Act;

(C) create a cause of action that is not oth-
erwise available under Federal or State law;
or

(D) affect the scope of preemption of any
other Federal law.

SEC. 12. APPLICABILITY; EFFECTIVE DATE.

This Act shall apply to any health care
lawsuit brought in a Federal or State court,
or subject to an alternative dispute resolu-
tion system, that is initiated on or after the
date of the enactment of this Act, except
that any health care lawsuit arising from an
injury occurring prior to the date of enact-
ment of this Act shall be governed by the ap-
plicable statute of limitations provisions in
effect at the time the injury occurred.

SA 3146. Mr. BARRASSO submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 340, between lines 14 and 15, insert
the following:

‘(g) PENALTIES CREDITED TO INDIVIDUAL
ACCOUNTS AND USED FOR PREMIUMS.—

‘(1) IN GENERAL.—The Secretary shall not
later than January 1, 2014, establish and im-
plement a program under which—

““(A) if a penalty has been imposed under
this section with respect to an applicable in-
dividual for months during any calendar
year, the Secretary—

‘‘(1) establishes an account on behalf of the
applicable individual, and

‘“(ii) credits such account with an amount
equal to the amount of the penalty, and

‘(B) if the applicable individual subse-
quently becomes covered under minimum es-
sential coverage for 1 or more months, the
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Secretary pays to or on behalf of the applica-
ble individual an amount equal to the pre-
miums paid by the individual for such cov-
erage (or, if lesser, the balance in the ac-
count established under subparagraph (A)).

“(2) AMOUNTS AVAILABLE ONLY FOR 3
YEARS.—

‘“(A) IN GENERAL.—If an account is credited
under paragraph (1)(A) with an amount for
any calendar year, such amount shall be
available for payment under paragraph (1)(B)
only for premiums for minimum essential
coverage for months occurring during the 3
calendar years immediately following such
calendar year.

‘‘(B) SPECIAL RULES.—For purposes of this
subsection—

‘(i) the Secretary need only establish 1 ac-
count for an individual, and

‘“(ii) amounts shall be treated as paid out
of an account on a first-in, first-out basis.”.

SA 3147. Mr. BARRASSO submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 339, between lines 12 and 13, insert
the following:

*“(5) HIGH DEDUCTIBLE HEALTH PLAN.—

““(A) IN GENERAL.—If an applicable indi-
vidual—

‘(i) is an employee of an employer who
ceases to offer the employee the opportunity
to enroll in an eligible employer-sponsored
plan, or

‘“(ii) ceases employment with an employer
and is not otherwise eligible to enroll in an
eligible employer-sponsored plan,
the applicable individual may enroll in a
high deductible health plan described in sub-
paragraph (C) and such plan shall be treated
as minimum essential coverage.

‘(B) CONTINUED ENROLLMENT.—If an indi-
vidual described in subparagraph (A) enrolls
in a high deductible health plan described in
subparagraph (C), such plan shall continue to
be treated as minimum essential coverage
with respect to that individual during any
continuous period of enrollment even if the
individual is otherwise eligible to enroll in
an eligible employer-sponsored plan.

¢(C) PLAN DESCRIBED.—A health plan is de-
scribed in this subparagraph if it is a high
deductible health plan (as defined in section
223(c)(2)) that meets all requirements under
such section to be offered in connection with
a health savings account. No requirement
imposed by any provision of, or any amend-
ment made by, the Patient Protection and
Affordable Care Act shall apply with respect
to the plan or issuer thereof.

SA 3148. Mr. BARRASSO submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 396, between lines 8 and 9, insert
the following:
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Subtitle H—Sunset if Premiums Increase Too
Rapidly
SEC. 1601. SUNSET.

(a) IN GENERAL.—The following require-
ments shall not apply to health insurance
coverage and group health plans offered in
the individual or group market within a
State during plan years beginning after the
sunset date with respect to that market:

(1) Any requirement under section 1301 of
this title, section 2707 of the Public Health
Service Act, or any other provision of, or
amendment made by, this title that a health
plan provide an essential health benefits
package described in section 1302(a) of this
title, including any requirement that the
plan provide—

(A) for essential health benefits described
in section 1302(b);

(B) in the case of a plan offered in the
group market, an annual limitation on the
plan’s deductible described in section
1302(c)(2); and

(C) a level of coverage described in section
1302(d).

(2) The requirements of section 2701 of the
Public Health Service Act (relating to limits
on premiums).

(b) COORDINATION WITH QUALIFIED HEALTH
PLANS AND PREMIUM TAX CREDITS AND COST-
SHARING REDUCTIONS.—In the case of a State
to which subsection (a) applies, the Sec-
retary shall establish procedures for estab-
lishing which health plans shall be treated as
qualified health plans for purposes of the Ex-
changes established within such State. Such
procedures shall ensure that the aggregate
amount of premium tax credits under section
36B of the Internal Revenue Code of 1986 and
cost-sharing reductions under section 1402
with respect to qualified health plans in the
individual market within such State does
not exceed the aggregate amount of such
credits and reductions that would have been
allowed if subsection (a) did not apply to
such State.

(¢) SUNSET DATE.—For purposes of this sec-
tion—

(1) IN GENERAL.—The term ‘‘sunset date”
means, with respect to the individual or
group market within a State, the first date
on which the applicable State authority de-
termines under paragraph (2) that the per-
centage increase in average annual pre-
miums within such market for a calendar
year over the preceding calendar year ex-
ceeds the percentage increase for such period
in the Consumer Price Index for all urban
consumers published by the Department of
Labor.

(2) DETERMINATION.—The applicable State
authority shall for each calendar year after
2013 make the determination described in
paragraph (1).

(3) APPLICABLE STATE AUTHORITY.—The
term ‘‘applicable State authority’ has the
meaning given such term by section
2791(d)(1) of the Public Health Service Act.

SA 3149. Mr. BARRASSO submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 999, between lines 16 and 17, insert
the following:

(q) BUDGET-NEUTRAL EXEMPTION OF CER-
TAIN PROVIDERS.—Notwithstanding the pro-
visions of, and amendments made by, the
preceding subsections of this section—

CONGRESSIONAL RECORD — SENATE

(1) such provisions and amendments shall
not apply to a health care provider that—

(A) is described in section 340B(a)(4) of the
Public Health Service Act or
1927(c)(1)(D)(1)(IV) of the Social Security Act
(42 U.S.C. 1396r-8(c)(1)(D)(1)(IV)); and

(B) is located in an area that is not a met-
ropolitan statistical area (as determined by
the Bureau of the Census); and

(2) the Secretary of Health and Human
Services shall make appropriate adjustments
in the application of such provisions and
amendments to ensure that the amount of
expenditures under title XVIII of the Social
Security Act is equal to the amount of ex-
penditures that would have been made under
such title if this subsection had not been en-
acted, as estimated by the Secretary.

SA 3150. Mr. BARRASSO submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 186, strike line 23 and insert the
following: ‘‘plan. When establishing geo-
graphically adjusted premium rates under
the preceding sentence, the Secretary shall
not take into account direct graduate med-
ical education payments, Medicare dis-
proportionate share payments, and health
information technology funding under the
American Recovery and Reinvestment Act of
2009.”.

SA 3151. Mr. BARRASSO submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 201, between lines 6 and 7, insert
the following:

SEC. 1325. PROHIBITION ON FEDERAL BAILOUT
OF A CO-OP PLAN OR A COMMUNITY
HEALTH INSURANCE OPTION.

(a) PROHIBITION.—Notwithstanding any
provision of (or amendment made by) this
Act, no Federal funds shall paid to, or used
to support the operation of (including ensur-
ing the solvency of), a qualified health plan
offered under the Consumer Operated and
Oriented Plan (CO-OP) program under sec-
tion 1322 or a community health insurance
option under section 1323.

(b) EXCEPTIONS.—Subsection (a) shall not
apply to—

(1) loans and grants under section 1322(b)
or loans or payments under section 1323(c);
or

(2) any premium tax credit under section
36B of the Internal Revenue Code of 1986 or
any cost-sharing reduction under section
1402, or any advance payment of either, with
respect to an individual enrolled in a plan or
option described in subsection (a).

SA 3152. Mr. ENSIGN submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
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DobD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

At the appropriate place, insert the fol-
lowing:

TITLE —MEDICAL CARE ACCESS

PROTECTION
SEC. 1. SHORT TITLE.

This title may be cited as the ‘‘Medical
Care Access Protection Act of 2009 or the
“MCAP Act”.

SEC. 2. DEFINITIONS.

In this title:

(1) ALTERNATIVE DISPUTE RESOLUTION SYS-
TEM; ADR.—The term ‘‘alternative dispute
resolution system’ or ‘“‘ADR’ means a sys-
tem that provides for the resolution of
health care lawsuits in a manner other than
through a civil action brought in a State or
Federal court.

(2) CLAIMANT.—The term ‘‘claimant”
means any person who brings a health care
lawsuit, including a person who asserts or
claims a right to legal or equitable contribu-
tion, indemnity or subrogation, arising out
of a health care liability claim or action, and
any person on whose behalf such a claim is
asserted or such an action is brought, wheth-
er deceased, incompetent, or a minor.

(3) COLLATERAL SOURCE BENEFITS.—The
term ‘‘collateral source benefits’’ means any
amount paid or reasonably likely to be paid
in the future to or on behalf of the claimant,
or any service, product or other benefit pro-
vided or reasonably likely to be provided in
the future to or on behalf of the claimant, as
a result of the injury or wrongful death, pur-
suant to—

(A) any State or Federal health, sickness,
income-disability, accident, or workers’
compensation law;

(B) any health, sickness, income-disability,
or accident insurance that provides health
benefits or income-disability coverage;

(C) any contract or agreement of any
group, organization, partnership, or corpora-
tion to provide, pay for, or reimburse the
cost of medical, hospital, dental, or income
disability benefits; and

(D) any other publicly or privately funded
program.

(4) COMPENSATORY DAMAGES.—The term
‘“‘compensatory damages’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
for (or failure to provide, use, or pay for)
health care services or medical products,
such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities, damages for physical and
emotional pain, suffering, inconvenience,
physical impairment, mental anguish, dis-
figurement, loss of enjoyment of life, loss of
society and companionship, loss of consor-
tium (other than loss of domestic service),
hedonic damages, injury to reputation, and
all other nonpecuniary losses of any kind or
nature. Such term includes economic dam-

ages and noneconomic damages, as such
terms are defined in this section.
(5) CONTINGENT FEE.—The term ‘‘contin-

gent fee’’ includes all compensation to any
person or persons which is payable only if a
recovery is effected on behalf of one or more
claimants.

(6) ECONOMIC DAMAGES.—The term ‘‘eco-
nomic damages’’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
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for (or failure to provide, use, or pay for)
health care services or medical products,
such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities.

(7T) HEALTH CARE GOODS OR SERVICES.—The
term ‘‘health care goods or services’” means
any goods or services provided by a health
care institution, provider, or by any indi-
vidual working under the supervision of a
health care provider, that relates to the di-
agnosis, prevention, care, or treatment of
any human disease or impairment, or the as-
sessment of the health of human beings.

(8) HEALTH CARE INSTITUTION.—The term
‘“‘health care institution’” means any entity
licensed under Federal or State law to pro-
vide health care services (including but not
limited to ambulatory surgical centers, as-
sisted living facilities, emergency medical
services providers, hospices, hospitals and
hospital systems, nursing homes, or other
entities licensed to provide such services).

(9) HEALTH CARE LAWSUIT.—The term
‘“‘health care lawsuit’”’ means any health care
liability claim concerning the provision of
health care goods or services affecting inter-
state commerce, or any health care liability
action concerning the provision of (or the
failure to provide) health care goods or serv-
ices affecting interstate commerce, brought
in a State or Federal court or pursuant to an
alternative dispute resolution system,
against a health care provider or a health
care institution regardless of the theory of
liability on which the claim is based, or the
number of claimants, plaintiffs, defendants,
or other parties, or the number of claims or
causes of action, in which the claimant al-
leges a health care liability claim.

(10) HEALTH CARE LIABILITY ACTION.—The
term ‘‘health care liability action’ means a
civil action brought in a State or Federal
Court or pursuant to an alternative dispute
resolution system, against a health care pro-
vider or a health care institution regardless
of the theory of liability on which the claim
is based, or the number of plaintiffs, defend-
ants, or other parties, or the number of
causes of action, in which the claimant al-
leges a health care liability claim.

(11) HEALTH CARE LIABILITY CLAIM.—The
term ‘‘health care liability claim’ means a
demand by any person, whether or not pursu-
ant to ADR, against a health care provider
or health care institution, including third-
party claims, cross-claims, counter-claims,
or contribution claims, which are based upon
the provision of, use of, or payment for (or
the failure to provide, use, or pay for) health
care services, regardless of the theory of li-
ability on which the claim is based, or the
number of plaintiffs, defendants, or other
parties, or the number of causes of action.

(12) HEALTH CARE PROVIDER.—

(A) IN GENERAL.—The term ‘health care
provider’” means any person (including but
not limited to a physician (as defined by sec-
tion 1861(r) of the Social Security Act (42
U.S.C. 1395x(r)), registered nurse, dentist, po-
diatrist, pharmacist, chiropractor, or optom-
etrist) required by State or Federal law to be
licensed, registered, or certified to provide
health care services, and being either so li-
censed, registered, or certified, or exempted
from such requirement by other statute or
regulation.

(B) TREATMENT OF CERTAIN PROFESSIONAL
ASSOCIATIONS.—For purposes of this title, a
professional association that is organized
under State law by an individual physician
or group of physicians, a partnership or lim-
ited liability partnership formed by a group
of physicians, a nonprofit health corporation
certified under State law, or a company
formed by a group of physicians under State
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law shall be treated as a health care provider
under subparagraph (A).

(13) MALICIOUS INTENT TO INJURE.—The
term ‘‘malicious intent to injure’” means in-
tentionally causing or attempting to cause
physical injury other than providing health
care goods or services.

(14) NONECONOMIC DAMAGES.—The term
‘‘noneconomic damages’ means damages for
physical and emotional pain, suffering, in-
convenience, physical impairment, mental
anguish, disfigurement, loss of enjoyment of
life, loss of society and companionship, loss
of consortium (other than loss of domestic
service), hedonic damages, injury to reputa-
tion, and all other nonpecuniary losses of
any kind or nature.

(15) PUNITIVE DAMAGES.—The term ‘‘puni-
tive damages’ means damages awarded, for
the purpose of punishment or deterrence, and
not solely for compensatory purposes,
against a health care provider or health care
institution. Punitive damages are neither
economic nor noneconomic damages.

(16) RECOVERY.—The term ‘‘recovery’”’
means the net sum recovered after deducting
any disbursements or costs incurred in con-
nection with prosecution or settlement of
the claim, including all costs paid or ad-
vanced by any person. Costs of health care
incurred by the plaintiff and the attorneys’
office overhead costs or charges for legal
services are not deductible disbursements or
costs for such purpose.

(17) STATE.—The term ‘‘State’ means each
of the several States, the District of Colum-
bia, the Commonwealth of Puerto Rico, the
Virgin Islands, Guam, American Samoa, the
Northern Mariana Islands, the Trust Terri-
tory of the Pacific Islands, and any other
territory or possession of the United States,
or any political subdivision thereof.

SEC. 3. INCREASED FMAP FOR MEDICAL LI-
ABILITY REFORM.

With respect to fiscal years 2011 and 2012,
the Secretary of Health and Human Services
shall increase by an amount equal to 2 per-
cent of the total amount of Federal pay-
ments estimated to be made to a State under
section 1903(a)(1) of the Social Security Act
(42 U.S.C. 1396b(a)(1)) for providing medical
assistance for children under the State Med-
icaid program during the fiscal year if the
Secretary determines that the State has en-
acted a law that substantially complies with
this title.

SEC. 4. ENCOURAGING SPEEDY RESOLUTION
OF CLAIMS.

(a) IN GENERAL.—Except as otherwise pro-
vided for in this section, the time for the
commencement of a health care lawsuit
shall be 3 years after the date of manifesta-
tion of injury or 1 year after the claimant
discovers, or through the use of reasonable
diligence should have discovered, the injury,
whichever occurs first.

(b) GENERAL EXCEPTION.—The time for the
commencement of a health care lawsuit
shall not exceed 3 years after the date of
manifestation of injury unless the tolling of
time was delayed as a result of—

(1) fraud;

(2) intentional concealment; or

(3) the presence of a foreign body, which
has no therapeutic or diagnostic purpose or
effect, in the person of the injured person.

(c) MINORS.—An action by a minor shall be
commenced within 3 years from the date of
the alleged manifestation of injury except
that if such minor is under the full age of 6
years, such action shall be commenced with-
in 3 years of the manifestation of injury, or
prior to the eighth birthday of the minor,
whichever provides a longer period. Such
time limitation shall be tolled for minors for
any period during which a parent or guard-
ian and a health care provider or health care
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institution have committed fraud or collu-
sion in the failure to bring an action on be-
half of the injured minor.

(d) RULE 11 SANCTIONS.—Whenever a Fed-
eral or State court determines (whether by
motion of the parties or whether on the mo-
tion of the court) that there has been a vio-
lation of Rule 11 of the Federal Rules of Civil
Procedure (or a similar violation of applica-
ble State court rules) in a health care liabil-
ity action to which this title applies, the
court shall impose upon the attorneys, law
firms, or pro se litigants that have violated
Rule 11 or are responsible for the violation,
an appropriate sanction, which shall include
an order to pay the other party or parties for
the reasonable expenses incurred as a direct
result of the filing of the pleading, motion,
or other paper that is the subject of the vio-
lation, including a reasonable attorneys’ fee.
Such sanction shall be sufficient to deter
repetition of such conduct or comparable
conduct by others similarly situated, and to
compensate the party or parties injured by
such conduct.

SEC. 5. COMPENSATING PATIENT INJURY.

(a) UNLIMITED AMOUNT OF DAMAGES FOR AC-
TUAL ECONOMIC LOSSES IN HEALTH CARE LAW-
SUITS.—In any health care lawsuit, nothing
in this title shall limit the recovery by a
claimant of the full amount of the available
economic damages, notwithstanding the lim-
itation contained in subsection (b).

(b) ADDITIONAL NONECONOMIC DAMAGES.—

(1) HEALTH CARE PROVIDERS.—In any health
care lawsuit where final judgment is ren-
dered against a health care provider, the
amount of noneconomic damages recovered
from the provider, if otherwise available
under applicable Federal or State law, may
be as much as $250,000, regardless of the num-
ber of parties other than a health care insti-
tution against whom the action is brought or
the number of separate claims or actions
brought with respect to the same occurrence.

(2) HEALTH CARE INSTITUTIONS.—

(A) SINGLE INSTITUTION.—In any health
care lawsuit where final judgment is ren-
dered against a single health care institu-
tion, the amount of noneconomic damages
recovered from the institution, if otherwise
available under applicable Federal or State
law, may be as much as $250,000, regardless of
the number of parties against whom the ac-
tion is brought or the number of separate
claims or actions brought with respect to the
same occurrence.

(B) MULTIPLE INSTITUTIONS.—In any health
care lawsuit where final judgment is ren-
dered against more than one health care in-
stitution, the amount of noneconomic dam-
ages recovered from each institution, if oth-
erwise available under applicable Federal or
State law, may be as much as $250,000, re-
gardless of the number of parties against
whom the action is brought or the number of
separate claims or actions brought with re-
spect to the same occurrence, except that
the total amount recovered from all such in-
stitutions in such lawsuit shall not exceed
$500,000.

(¢) NO DISCOUNT OF AWARD FOR NON-
ECONOMIC DAMAGES.—In any health care law-
suit—

(1) an award for future noneconomic dam-
ages shall not be discounted to present
value;

(2) the jury shall not be informed about the
maximum award for noneconomic damages
under subsection (b);

(3) an award for noneconomic damages in
excess of the limitations provided for in sub-
section (b) shall be reduced either before the
entry of judgment, or by amendment of the
judgment after entry of judgment, and such
reduction shall be made before accounting
for any other reduction in damages required
by law; and
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(4) if separate awards are rendered for past
and future noneconomic damages and the
combined awards exceed the limitations de-
scribed in subsection (b), the future non-
economic damages shall be reduced first.

(d) FAIR SHARE RULE.—In any health care
lawsuit, each party shall be liable for that
party’s several share of any damages only
and not for the share of any other person.
Each party shall be liable only for the
amount of damages allocated to such party
in direct proportion to such party’s percent-
age of responsibility. A separate judgment
shall be rendered against each such party for
the amount allocated to such party. For pur-
poses of this section, the trier of fact shall
determine the proportion of responsibility of
each party for the claimant’s harm.

SEC. 6. MAXIMIZING PATIENT RECOVERY.

(a) COURT SUPERVISION OF SHARE OF DAM-
AGES ACTUALLY PAID TO CLAIMANTS.—

(1) IN GENERAL.—In any health care law-
suit, the court shall supervise the arrange-
ments for payment of damages to protect
against conflicts of interest that may have
the effect of reducing the amount of damages
awarded that are actually paid to claimants.

(2) CONTINGENCY FEES.—

(A) IN GENERAL.—In any health care law-
suit in which the attorney for a party claims
a financial stake in the outcome by virtue of
a contingent fee, the court shall have the
power to restrict the payment of a claim-
ant’s damage recovery to such attorney, and
to redirect such damages to the claimant
based upon the interests of justice and prin-
ciples of equity.

(B) LIMITATION.—The total of all contin-
gent fees for representing all claimants in a
health care lawsuit shall not exceed the fol-
lowing limits:

(i) 40 percent of the first $50,000 recovered
by the claimant(s).

(ii) 33% percent of the next $50,000 recov-
ered by the claimant(s).

(iii) 256 percent of the next $500,000 recov-
ered by the claimant(s).

(iv) 15 percent of any amount by which the
recovery by the claimant(s) is in excess of
$600,000.

(b) APPLICABILITY.—

(1) IN GENERAL.—The limitations in sub-
section (a) shall apply whether the recovery
is by judgment, settlement, mediation, arbi-
tration, or any other form of alternative dis-
pute resolution.

(2) MINORS.—In a health care lawsuit in-
volving a minor or incompetent person, a
court retains the authority to authorize or
approve a fee that is less than the maximum
permitted under this section.

(¢) EXPERT WITNESSES.—

(1) REQUIREMENT.—No individual shall be
qualified to testify as an expert witness con-
cerning issues of negligence in any health
care lawsuit against a defendant unless such
individual—

(A) except as required under paragraph (2),
is a health care professional who—

(i) is appropriately credentialed or licensed
in 1 or more States to deliver health care
services; and

(ii) typically treats the diagnosis or condi-
tion or provides the type of treatment under
review; and

(B) can demonstrate by competent evi-
dence that, as a result of training, education,
knowledge, and experience in the evaluation,
diagnosis, and treatment of the disease or in-
jury which is the subject matter of the law-
suit against the defendant, the individual
was substantially familiar with applicable
standards of care and practice as they relate
to the act or omission which is the subject of
the lawsuit on the date of the incident.

(2) PHYSICIAN REVIEW.—In a health care
lawsuit, if the claim of the plaintiff involved
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treatment that is recommended or provided
by a physician (allopathic or osteopathic), an
individual shall not be qualified to be an ex-
pert witness under this subsection with re-
spect to issues of negligence concerning such
treatment unless such individual is a physi-
cian.

(3) SPECIALTIES AND SUBSPECIALTIES.—With
respect to a lawsuit described in paragraph
(1), a court shall not permit an expert in one
medical specialty or subspecialty to testify
against a defendant in another medical spe-
cialty or subspecialty unless, in addition to
a showing of substantial familiarity in ac-
cordance with paragraph (1)(B), there is a
showing that the standards of care and prac-
tice in the two specialty or subspecialty
fields are similar.

(4) LIMITATION.—The limitations in this
subsection shall not apply to expert wit-
nesses testifying as to the degree or perma-
nency of medical or physical impairment.
SEC. 7. ADDITIONAL HEALTH BENEFITS.

(a) IN GENERAL.—The amount of any dam-
ages received by a claimant in any health
care lawsuit shall be reduced by the court by
the amount of any collateral source benefits
to which the claimant is entitled, less any
insurance premiums or other payments made
by the claimant (or by the spouse, parent,
child, or legal guardian of the claimant) to
obtain or secure such benefits.

(b) PRESERVATION OF CURRENT LAW.—
Where a payor of collateral source benefits
has a right of recovery by reimbursement or
subrogation and such right is permitted
under Federal or State law, subsection (a)
shall not apply.

(c) APPLICATION OF PROVISION.—This sec-
tion shall apply to any health care lawsuit
that is settled or resolved by a fact finder.
SEC. 8. PUNITIVE DAMAGES.

(a) PUNITIVE DAMAGES PERMITTED.—

(1) IN GENERAL.—Punitive damages may, if
otherwise available under applicable State
or Federal law, be awarded against any per-
son in a health care lawsuit only if it is prov-
en by clear and convincing evidence that
such person acted with malicious intent to
injure the claimant, or that such person de-
liberately failed to avoid unnecessary injury
that such person knew the claimant was sub-
stantially certain to suffer.

(2) FILING OF LAWSUIT.—No demand for pu-
nitive damages shall be included in a health
care lawsuit as initially filed. A court may
allow a claimant to file an amended pleading
for punitive damages only upon a motion by
the claimant and after a finding by the
court, upon review of supporting and oppos-
ing affidavits or after a hearing, after weigh-
ing the evidence, that the claimant has es-
tablished by a substantial probability that
the claimant will prevail on the claim for
punitive damages.

(3) SEPARATE PROCEEDING.—At the request
of any party in a health care lawsuit, the
trier of fact shall consider in a separate pro-
ceeding—

(A) whether punitive damages are to be
awarded and the amount of such award; and

(B) the amount of punitive damages fol-
lowing a determination of punitive liability.

If a separate proceeding is requested, evi-
dence relevant only to the claim for punitive
damages, as determined by applicable State
law, shall be inadmissible in any proceeding
to determine whether compensatory dam-
ages are to be awarded.

(4) LIMITATION WHERE NO COMPENSATORY
DAMAGES ARE AWARDED.—In any health care
lawsuit where no judgment for compensatory
damages is rendered against a person, no pu-
nitive damages may be awarded with respect
to the claim in such lawsuit against such
person.

(b) DETERMINING AMOUNT OF PUNITIVE DAM-
AGES.—
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(1) FACTORS CONSIDERED.—In determining
the amount of punitive damages under this
section, the trier of fact shall consider only
the following:

(A) the severity of the harm caused by the
conduct of such party;

(B) the duration of the conduct or any con-
cealment of it by such party;

(C) the profitability of the conduct to such
party;

(D) the number of products sold or medical
procedures rendered for compensation, as the
case may be, by such party, of the kind caus-
ing the harm complained of by the claimant;

(E) any criminal penalties imposed on such
party, as a result of the conduct complained
of by the claimant; and

(F') the amount of any civil fines assessed
against such party as a result of the conduct
complained of by the claimant.

(2) MAXIMUM AWARD.—The amount of puni-
tive damages awarded in a health care law-
suit may not exceed an amount equal to two
times the amount of economic damages
awarded in the lawsuit or $250,000, whichever
is greater. The jury shall not be informed of
the limitation under the preceding sentence.

(¢) LIABILITY OF HEALTH CARE PROVIDERS.—

(1) IN GENERAL.—A health care provider
who prescribes, or who dispenses pursuant to
a prescription, a drug, biological product, or
medical device approved by the Food and
Drug Administration, for an approved indica-
tion of the drug, biological product, or med-
ical device, shall not be named as a party to
a product liability lawsuit invoking such
drug, biological product, or medical device
and shall not be liable to a claimant in a
class action lawsuit against the manufac-
turer, distributor, or product seller of such
drug, biological product, or medical device.

(2) MEDICAL PRODUCT.—The term ‘‘medical
product’ means a drug or device intended for
humans. The terms ‘‘drug” and ‘‘device”
have the meanings given such terms in sec-
tions 201(g)(1) and 201(h) of the Federal Food,
Drug and Cosmetic Act (21 U.S.C. 321), re-
spectively, including any component or raw
material used therein, but excluding health
care services.

SEC. 9. AUTHORIZATION OF PAYMENT OF FU-
TURE DAMAGES TO CLAIMANTS IN
HEALTH CARE LAWSUITS.

(a) IN GENERAL.—In any health care law-
suit, if an award of future damages, without
reduction to present value, equaling or ex-
ceeding $50,000 is made against a party with
sufficient insurance or other assets to fund a
periodic payment of such a judgment, the
court shall, at the request of any party,
enter a judgment ordering that the future
damages be paid by periodic payments in ac-
cordance with the Uniform Periodic Pay-
ment of Judgments Act promulgated by the
National Conference of Commissioners on
Uniform State Laws.

(b) APPLICABILITY.—This section applies to
all actions which have not been first set for
trial or retrial before the effective date of
this title.

SEC. 10. EFFECT ON OTHER LAWS.

(a) GENERAL VACCINE INJURY.—

(1) IN GENERAL.—To the extent that title
XXI of the Public Health Service Act estab-
lishes a Federal rule of law applicable to a
civil action brought for a vaccine-related in-
jury or death—

(A) this title shall not affect the applica-
tion of the rule of law to such an action; and

(B) any rule of law prescribed by this title
in conflict with a rule of law of such title
XXI shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a vaccine-related in-
jury or death to which a Federal rule of law
under title XXI of the Public Health Service
Act does not apply, then this title or other-
wise applicable law (as determined under
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this title) will apply to such aspect of such
action.

(b) SMALLPOX VACCINE INJURY.—

(1) IN GENERAL.—To the extent that part C
of title II of the Public Health Service Act
establishes a Federal rule of law applicable
to a civil action brought for a smallpox vac-
cine-related injury or death—

(A) this title shall not affect the applica-
tion of the rule of law to such an action; and

(B) any rule of law prescribed by this title
in conflict with a rule of law of such part C
shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a smallpox vaccine-
related injury or death to which a Federal
rule of law under part C of title II of the
Public Health Service Act does not apply,
then this title or otherwise applicable law
(as determined under this title) will apply to
such aspect of such action.

(c) OTHER FEDERAL LAW.—Except as pro-
vided in this section, nothing in this title
shall be deemed to affect any defense avail-
able, or any limitation on liability that ap-
plies to, a defendant in a health care lawsuit
or action under any other provision of Fed-
eral law.

SEC. 11. STATE FLEXIBILITY AND PROTECTION
o OF STATES’ RIGHTS.

(a) HEALTH CARE LAWSUITS.—The provi-
sions governing health care lawsuits set
forth in this title shall preempt, subject to
subsections (b) and (c), State law to the ex-
tent that State law prevents the application
of any provisions of law established by or
under this title. The provisions governing
health care lawsuits set forth in this title su-
persede chapter 171 of title 28, United States
Code, to the extent that such chapter—

(1) provides for a greater amount of dam-
ages or contingent fees, a longer period in
which a health care lawsuit may be com-
menced, or a reduced applicability or scope
of periodic payment of future damages, than
provided in this title; or

(2) prohibits the introduction of evidence
regarding collateral source benefits.

(b) PREEMPTION OF CERTAIN STATE LAWS.—
No provision of this title shall be construed
to preempt any State law (whether effective
before, on, or after the date of the enactment
of this title) that specifies a particular mon-
etary amount of compensatory or punitive
damages (or the total amount of damages)
that may be awarded in a health care law-
suit, regardless of whether such monetary
amount is greater or lesser than is provided
for under this title, notwithstanding section

5(a).

(c) PROTECTION OF STATE’S RIGHTS AND
OTHER LAWS.—

(1) IN GENERAL.—Any issue that is not gov-
erned by a provision of law established by or
under this title (including the State stand-
ards of negligence) shall be governed by oth-
erwise applicable Federal or State law.

(2) RULE OF CONSTRUCTION.—Nothing in this
title shall be construed to—

(A) preempt or supersede any Federal or
State law that imposes greater procedural or
substantive protections (such as a shorter
statute of limitations) for a health care pro-
vider or health care institution from liabil-
ity, loss, or damages than those provided by
this title;

(B) preempt or supercede any State law
that permits and provides for the enforce-
ment of any arbitration agreement related
to a health care liability claim whether en-
acted prior to or after the date of enactment
of this title;

(C) create a cause of action that is not oth-
erwise available under Federal or State law;
or

(D) affect the scope of preemption of any
other Federal law.
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SEC. 12. APPLICABILITY; EFFECTIVE DATE.

This title shall apply to any health care
lawsuit brought in a Federal or State court,
or subject to an alternative dispute resolu-
tion system, that is initiated on or after the
date of the enactment of this title, except
that any health care lawsuit arising from an
injury occurring prior to the date of enact-
ment of this title shall be governed by the
applicable statute of limitations provisions
in effect at the time the injury occurred.

SA 3153. Mr. BARRASSO submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 339, between lines 16 and 17, insert
the following:

‘‘(g) LIMITATION.—This section shall not
apply to an individual for a taxable year if
such individual—

‘(1) in under 30 years of age when such
year begins; or

‘(2) has a modified gross income that does
not exceed $30,000 for such year.”.

SA 3154. Mr. BARRASSO submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 2034, strike lines 8 through 15.

SA 3155. Mr. BARRASSO submitted
an amendment intended to be proposed
to amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 201, between lines 6 and 7, insert
the following:

SEC. 1325. ANNUAL AUDITS.

(a) IN GENERAL.—The Secretary shall enter
into contracts with one or more private ac-
counting firms for the conduct of annual au-
dits of the CO-OP program under section 1322
and the community health insurance option
program under section 1323. SUch contracts
shall require that such firms submit annual
reports to the Secretary concerning the re-
sults of such audits.

(b) INCLUSION IN MEDICARE TRUSTEES RE-
PORT.—Sections 1817(b) and 1841(b) of the So-
cial Security Act (42 U.S.C. 1395i(b); 1395t(b))
are each amended by inserting at the end the
following new sentence: ‘“‘Each report sub-
mitted under paragraph (2) (beginning with
the report for 2014) shall include a descrip-
tion of the results of the audits conducted
under section 1325(a) of the Patient Protec-
tion and Affordable Care Act for the year in-
volved.”.
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SA 3156. Mr. LAUTENBERG (for him-
self, Mr. CARPER, and Mr. MENENDEZ)
submitted an amendment intended to
be proposed to amendment SA 2786 pro-
posed by Mr. REID (for himself, Mr.
BAucus, Mr. DobD, and Mr. HARKIN) to
the bill H.R. 3590, to amend the Inter-
nal Revenue Code of 1986 to modify the
first-time homebuyers credit in the
case of members of the Armed Forces
and certain other Federal employees,
and for other purposes; which was or-
dered to lie on the table; as follows:

At the end, add the following:

TITLE X—IMPORTATION OF
PRESCRIPTION DRUGS
SEC. 10001. SHORT TITLE.

This title may be cited as the ‘‘Pharma-
ceutical Market Access and Drug Safety Act
of 2009°.

SEC. 10002. FINDINGS.

Congress finds that—

(1) Americans unjustly pay up to 5 times
more to fill their prescriptions than con-
sumers in other countries;

(2) the United States is the largest market
for pharmaceuticals in the world, yet Amer-
ican consumers pay the highest prices for
brand pharmaceuticals in the world;

(3) a prescription drug is neither safe nor
effective to an individual who cannot afford
it;

(4) allowing and structuring the importa-
tion of prescription drugs to ensure access to
safe and affordable drugs approved by the
Food and Drug Administration will provide a
level of safety to American consumers that
they do not currently enjoy;

(5) American spend more than
$200,000,000,000 on prescription drugs every
year;

(6) the Congressional Budget Office has
found that the cost of prescription drugs are
between 35 to 55 percent less in other highly-
developed countries than in the United
States; and

(7) promoting competitive market pricing
would both contribute to health care savings
and allow greater access to therapy, improv-
ing health and saving lives.

SEC. 10003. REPEAL OF CERTAIN SECTION RE-
GARDING IMPORTATION OF PRE-
SCRIPTION DRUGS.

Chapter VIII of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 381 et seq.) is
amended by striking section 804.

SEC. 10004. IMPORTATION OF PRESCRIPTION
DRUGS; WAIVER OF CERTAIN IM-
PORT RESTRICTIONS.

(a) IN GENERAL.—Chapter VIII of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
381 et seq.), as amended by section 10003, is
further amended by inserting after section
803 the following:

“SEC. 804. COMMERCIAL AND PERSONAL IMPOR-
TATION OF PRESCRIPTION DRUGS.

“(a) IMPORTATION OF PRESCRIPTION
DRUGS.—

‘(1) IN GENERAL.—In the case of qualifying
drugs imported or offered for import into the
United States from registered exporters or
by registered importers—

‘“‘(A) the limitation on importation that is
established in section 801(d)(1) is waived; and

‘“(B) the standards referred to in section
801(a) regarding admission of the drugs are
subject to subsection (g) of this section (in-
cluding with respect to qualifying drugs to
which section 801(d)(1) does not apply).

‘(2) IMPORTERS.—A qualifying drug may
not be imported under paragraph (1) unless—

““(A) the drug is imported by a pharmacy,
group of pharmacies, or a wholesaler that is
a registered importer; or

‘(B) the drug is imported by an individual
for personal use or for the use of a family
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member of the individual (not for resale)
from a registered exporter.

“(3) RULE OF CONSTRUCTION.—This section
shall apply only with respect to a drug that
is imported or offered for import into the
United States—

““(A) by a registered importer; or

‘(B) from a registered exporter to an indi-
vidual.

‘‘(4) DEFINITIONS.—

““(A) REGISTERED EXPORTER; REGISTERED IM-
PORTER.—For purposes of this section:

‘(i) The term ‘registered exporter’ means
an exporter for which a registration under
subsection (b) has been approved and is in ef-
fect.

‘‘(ii) The term ‘registered importer’ means
a pharmacy, group of pharmacies, or a
wholesaler for which a registration under
subsection (b) has been approved and is in ef-
fect.

‘“(iii) The term ‘registration condition’
means a condition that must exist for a reg-
istration under subsection (b) to be ap-
proved.

‘(B) QUALIFYING DRUG.—For purposes of
this section, the term ‘qualifying drug’
means a drug for which there is a cor-
responding U.S. label drug.

“(C) U.S. LABEL DRUG.—For purposes of
this section, the term ‘U.S. label drug’
means a prescription drug that—

‘(i) with respect to a qualifying drug, has
the same active ingredient or ingredients,
route of administration, dosage form, and
strength as the qualifying drug;

‘“(ii) with respect to the qualifying drug, is
manufactured by or for the person that man-
ufactures the qualifying drug;

‘“(iii) is approved under section 505(c); and

‘“(iv) is not—

“(I) a controlled substance, as defined in
section 102 of the Controlled Substances Act
(21 U.S.C. 802);

“‘(II) a biological product, as defined in sec-
tion 351 of the Public Health Service Act (42
U.S.C. 262), including—

‘‘(aa) a therapeutic DNA plasmid product;

““(bb) a therapeutic synthetic peptide prod-
uct;

‘‘(cc) a monoclonal antibody product for in
vivo use; and

‘(dd) a therapeutic recombinant DNA-de-
rived product;

“(ITII) an infused drug, including a peri-
toneal dialysis solution;

“(IV) an injected drug;

(V) a drug that is inhaled during surgery;

‘(VI) a drug that is the listed drug referred
to in 2 or more abbreviated new drug applica-
tions under which the drug is commercially
marketed; or

“(VII) a sterile opthlamic drug intended
for topical use on or in the eye.

‘(D) OTHER DEFINITIONS.—For purposes of
this section:

“(i)(I) The term ‘exporter’ means a person
that is in the business of exporting a drug to
individuals in the United States from Canada
or from a permitted country designated by
the Secretary under subclause (II), or that,
pursuant to submitting a registration under
subsection (b), seeks to be in such business.

‘“(ITI) The Secretary shall designate a per-
mitted country under subparagraph (E)
(other than Canada) as a country from which
an exporter may export a drug to individuals
in the United States if the Secretary deter-
mines that—

‘‘(aa) the country has statutory or regu-
latory standards that are equivalent to the
standards in the United States and Canada
with respect to—

““(AA) the training of pharmacists;

‘(BB) the practice of pharmacy; and

‘“(CC) the protection of the privacy of per-
sonal medical information; and
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‘“(bb) the importation of drugs to individ-
uals in the United States from the country
will not adversely affect public health.

‘(i) The term ‘importer’ means a phar-
macy, a group of pharmacies, or a wholesaler
that is in the business of importing a drug
into the United States or that, pursuant to
submitting a registration under subsection
(b), seeks to be in such business.

‘(iii) The term ‘pharmacist’ means a per-
son licensed by a State to practice phar-
macy, including the dispensing and selling of
prescription drugs.

‘“(iv) The term ‘pharmacy’ means a person
that—

‘(D) is licensed by a State to engage in the
business of selling prescription drugs at re-
tail; and

‘“(IT1) employs 1 or more pharmacists.

‘“(v) The term ‘prescription drug’ means a
drug that is described in section 503(b)(1).

‘“(vi) The term ‘wholesaler’—

‘(I) means a person licensed as a whole-
saler or distributor of prescription drugs in
the United States under section 503(e)(2)(A);
and

‘(IT) does not include a person authorized
to import drugs under section 801(d)(1).

‘“(E) PERMITTED COUNTRY.—The term ‘per-
mitted country’ means—

‘(i) Australia;

‘“(ii) Canada;

‘“(iii) a member country of the European
Union, but does not include a member coun-
try with respect to which—

“(I) the country’s Annex to the Treaty of
Accession to the European Union 2003 in-
cludes a transitional measure for the regula-
tion of human pharmaceutical products that
has not expired; or

‘“(IT1) the Secretary determines that the re-
quirements described in subclauses (I) and
(IT) of clause (vii) will not be met by the date
on which such transitional measure for the
regulation of human pharmaceutical prod-
ucts expires;

‘“(iv) Japan;

“(v) New Zealand;

‘“(vi) Switzerland; and

‘“(vii) a country in which the Secretary de-
termines the following requirements are
met:

‘(I) The country has statutory or regu-
latory requirements—

‘‘(aa) that require the review of drugs for
safety and effectiveness by an entity of the
government of the country;

‘“(bb) that authorize the approval of only
those drugs that have been determined to be
safe and effective by experts employed by or
acting on behalf of such entity and qualified
by scientific training and experience to
evaluate the safety and effectiveness of
drugs on the basis of adequate and well-con-
trolled investigations, including clinical in-
vestigations, conducted by experts qualified
by scientific training and experience to
evaluate the safety and effectiveness of
drugs;

‘‘(cc) that require the methods used in, and
the facilities and controls used for the manu-
facture, processing, and packing of drugs in
the country to be adequate to preserve their
identity, quality, purity, and strength;

‘(dd) for the reporting of adverse reactions
to drugs and procedures to withdraw ap-
proval and remove drugs found not to be safe
or effective; and

‘‘(ee) that require the labeling and pro-
motion of drugs to be in accordance with the
approval of the drug.

‘“(II) The valid marketing authorization
system in the country is equivalent to the
systems in the countries described in clauses
(i) through (vi).

‘“(IIT) The importation of drugs to the
United States from the country will not ad-
versely affect public health.
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‘““(b) REGISTRATION OF IMPORTERS AND EX-
PORTERS.—

‘(1) REGISTRATION OF IMPORTERS AND EX-
PORTERS.—A registration condition is that
the importer or exporter involved (referred
to in this subsection as a ‘registrant’) sub-
mits to the Secretary a registration con-
taining the following:

““(A)(1) In the case of an exporter, the name
of the exporter and an identification of all
places of business of the exporter that relate
to qualifying drugs, including each ware-
house or other facility owned or controlled
by, or operated for, the exporter.

‘(i) In the case of an importer, the name
of the importer and an identification of the
places of business of the importer at which
the importer initially receives a qualifying
drug after importation (which shall not ex-
ceed 3 places of business except by permis-
sion of the Secretary).

‘(B) Such information as the Secretary de-
termines to be necessary to demonstrate
that the registrant is in compliance with
registration conditions under—

‘(i) in the case of an importer, subsections
(c), (d), (e), (g), and (j) (relating to the
sources of imported qualifying drugs; the in-
spection of facilities of the importer; the
payment of fees; compliance with the stand-
ards referred to in section 801(a); and mainte-
nance of records and samples); or

‘‘(ii) in the case of an exporter, subsections
(c), (@), (), (g), (h), (i), and (j) (relating to the
sources of exported qualifying drugs; the in-
spection of facilities of the exporter and the
marking of compliant shipments; the pay-
ment of fees; and compliance with the stand-
ards referred to in section 801(a); being li-
censed as a pharmacist; conditions for indi-
vidual importation; and maintenance of
records and samples).

‘“(C) An agreement by the registrant that
the registrant will not under subsection (a)
import or export any drug that is not a
qualifying drug.

‘(D) An agreement by the registrant to—

‘(i) notify the Secretary of a recall or
withdrawal of a qualifying drug distributed
in a permitted country that the registrant
has exported or imported, or intends to ex-
port or import, to the United States under
subsection (a);

‘(ii) provide for the return to the reg-
istrant of such drug; and

‘‘(iii) cease, or not begin, the exportation
or importation of such drug unless the Sec-
retary has notified the registrant that expor-
tation or importation of such drug may pro-
ceed.

‘“(E) An agreement by the registrant to en-
sure and monitor compliance with each reg-
istration condition, to promptly correct any
noncompliance with such a condition, and to
promptly report to the Secretary any such
noncompliance.

“(F) A plan describing the manner in
which the registrant will comply with the
agreement under subparagraph (E).

“(G) An agreement by the registrant to en-
force a contract under subsection (c¢)(3)(B)
against a party in the chain of custody of a
qualifying drug with respect to the authority
of the Secretary under clauses (ii) and (iii) of
that subsection.

“‘(H) An agreement by the registrant to no-
tify the Secretary not more than 30 days be-
fore the registrant intends to make the
change, of—

‘(i) any change that the registrant intends
to make regarding information provided
under subparagraph (A) or (B); and

‘(ii) any change that the registrant in-
tends to make in the compliance plan under
subparagraph (F).

“(I) In the case of an exporter:

‘(i) An agreement by the exporter that a
qualifying drug will not under subsection (a)
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be exported to any individual not authorized
pursuant to subsection (a)(2)(B) to be an im-
porter of such drug.

‘“(ii) An agreement to post a bond, payable
to the Treasury of the United States that is
equal in value to the lesser of—

“(I) the value of drugs exported by the ex-
porter to the United States in a typical 4-
week period over the course of a year under
this section; or

“(IT) $1,000,000.

‘(iii) An agreement by the exporter to
comply with applicable provisions of Cana-
dian law, or the law of the permitted country
designated under subsection (a)(4)(D)(i)(II) in
which the exporter is located, that protect
the privacy of personal information with re-
spect to each individual importing a pre-
scription drug from the exporter under sub-
section (a)(2)(B).

‘“(iv) An agreement by the exporter to re-
port to the Secretary—

““(I) not later than August 1 of each fiscal
year, the total price and the total volume of
drugs exported to the United States by the
exporter during the 6-month period from
January 1 through June 30 of that year; and

‘(II) not later than January 1 of each fiscal
year, the total price and the total volume of
drugs exported to the United States by the
exporter during the previous fiscal year.

‘“(J) In the case of an importer, an agree-
ment by the importer to report to the Sec-
retary—

‘(i) not later than August 1 of each fiscal
year, the total price and the total volume of
drugs imported to the United States by the
importer during the 6-month period from
January 1 through June 30 of that fiscal
year; and

‘“(ii) not later than January 1 of each fiscal
year, the total price and the total volume of
drugs imported to the United States by the
importer during the previous fiscal year.

‘“(K) Such other provisions as the Sec-
retary may require by regulation to protect
the public health while permitting—

‘(i) the importation by pharmacies, groups
of pharmacies, and wholesalers as registered
importers of qualifying drugs under sub-
section (a); and

¢“(ii) importation by individuals of quali-
fying drugs under subsection (a).

‘(2) APPROVAL OR DISAPPROVAL OF REG-
ISTRATION.—

‘““(A) IN GENERAL.—Not later than 90 days
after the date on which a registrant submits
to the Secretary a registration under para-
graph (1), the Secretary shall notify the reg-
istrant whether the registration is approved
or is disapproved. The Secretary shall dis-
approve a registration if there is reason to
believe that the registrant is not in compli-
ance with one or more registration condi-
tions, and shall notify the registrant of such
reason. In the case of a disapproved registra-
tion, the Secretary shall subsequently notify
the registrant that the registration is ap-
proved if the Secretary determines that the
registrant is in compliance with such condi-
tions.

‘(B) CHANGES IN REGISTRATION INFORMA-
TION.—Not later than 30 days after receiving
a notice under paragraph (1)(H) from a reg-
istrant, the Secretary shall determine
whether the change involved affects the ap-
proval of the registration of the registrant
under paragraph (1), and shall inform the
registrant of the determination.

*“(3) PUBLICATION OF CONTACT INFORMATION
FOR REGISTERED EXPORTERS.—Through the
Internet website of the Food and Drug Ad-
ministration and a toll-free telephone num-
ber, the Secretary shall make readily avail-
able to the public a list of registered export-
ers, including contact information for the
exporters. Promptly after the approval of a
registration submitted under paragraph (1),
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the Secretary shall update the Internet

website and the information provided
through the toll-free telephone number ac-
cordingly.

¢‘(4) SUSPENSION AND TERMINATION.—

““(A) SUSPENSION.—With respect to the ef-
fectiveness of a registration submitted under
paragraph (1):

‘(i) Subject to clause (ii), the Secretary
may suspend the registration if the Sec-
retary determines, after notice and oppor-
tunity for a hearing, that the registrant has
failed to maintain substantial compliance
with a registration condition.

‘“(ii) If the Secretary determines that,
under color of the registration, the exporter
has exported a drug or the importer has im-
ported a drug that is not a qualifying drug,
or a drug that does not comply with sub-
section (g)(2)(A) or (g)(4), or has exported a
qualifying drug to an individual in violation
of subsection (i), the Secretary shall imme-
diately suspend the registration. A suspen-
sion under the preceding sentence is not sub-
ject to the provision by the Secretary of
prior notice, and the Secretary shall provide
to the registrant an opportunity for a hear-
ing not later than 10 days after the date on
which the registration is suspended.

‘(iii) The Secretary may reinstate the reg-
istration, whether suspended under clause (i)
or (ii), if the Secretary determines that the
registrant has demonstrated that further
violations of registration conditions will not
occur.

‘(B) TERMINATION.—The Secretary, after
notice and opportunity for a hearing, may
terminate the registration under paragraph
(1) of a registrant if the Secretary deter-
mines that the registrant has engaged in a
pattern or practice of violating 1 or more
registration conditions, or if on 1 or more oc-
casions the Secretary has under subpara-
graph (A)(ii) suspended the registration of
the registrant. The Secretary may make the
termination permanent, or for a fixed period
of not less than 1 year. During the period in
which the registration is terminated, any
registration submitted under paragraph (1)
by the registrant, or a person that is a part-
ner in the export or import enterprise, or a
principal officer in such enterprise, and any
registration prepared with the assistance of
the registrant or such a person, has no legal
effect under this section.

‘“(5) DEFAULT OF BOND.—A bond required to
be posted by an exporter under paragraph
(1)(ID)(ii) shall be defaulted and paid to the
Treasury of the United States if, after oppor-
tunity for an informal hearing, the Sec-
retary determines that the exporter has—

‘“(A) exported a drug to the United States
that is not a qualifying drug or that is not in
compliance with subsection (g)(2)(A), (g)(4),
or (i); or

‘(B) failed to permit the Secretary to con-
duct an inspection described under sub-
section (d).

‘“(c) SOURCES OF QUALIFYING DRUGS.—A
registration condition is that the exporter or
importer involved agrees that a qualifying
drug will under subsection (a) be exported or
imported into the United States only if there
is compliance with the following:

‘(1) The drug was manufactured in an es-
tablishment—

““(A) required to register under subsection
(h) or (i) of section 510; and

‘“(B)(1) inspected by the Secretary; or

‘“(ii) for which the Secretary has elected to
rely on a satisfactory report of a good manu-
facturing practice inspection of the estab-
lishment from a permitted country whose
regulatory system the Secretary recognizes
as equivalent under a mutual recognition
agreement, as provided for under section
510(i)(3), section 803, or part 26 of title 21,
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Code of Federal Regulations (or any cor-
responding successor rule or regulation).

‘“(2) The establishment is located in any
country, and the establishment manufac-
tured the drug for distribution in the United
States or for distribution in 1 or more of the
permitted countries (without regard to
whether in addition the drug is manufac-
tured for distribution in a foreign country
that is not a permitted country).

‘(3) The exporter or importer obtained the
drug—

“(A) directly from the establishment; or

‘(B) directly from an entity that, by con-
tract with the exporter or importer—

‘‘(i) provides to the exporter or importer a
statement (in such form and containing such
information as the Secretary may require)
that, for the chain of custody from the estab-
lishment, identifies each prior sale, pur-
chase, or trade of the drug (including the
date of the transaction and the names and
addresses of all parties to the transaction);

‘“(ii) agrees to permit the Secretary to in-
spect such statements and related records to
determine their accuracy;

‘‘(iii) agrees, with respect to the qualifying
drugs involved, to permit the Secretary to
inspect warehouses and other facilities, in-
cluding records, of the entity for purposes of
determining whether the facilities are in
compliance with any standards under this
Act that are applicable to facilities of that
type in the United States; and

‘“(iv) has ensured, through such contrac-
tual relationships as may be necessary, that
the Secretary has the same authority re-
garding other parties in the chain of custody
from the establishment that the Secretary
has under clauses (ii) and (iii) regarding such
entity.

‘“(4)(A) The foreign country from which the
importer will import the drug is a permitted
country; or

‘“(B) The foreign country from which the
exporter will export the drug is the per-
mitted country in which the exporter is lo-
cated.

‘(5) During any period in which the drug
was not in the control of the manufacturer
of the drug, the drug did not enter any coun-
try that is not a permitted country.

‘“(6) The exporter or importer retains a
sample of each lot of the drug for testing by
the Secretary.

““(d) INSPECTION OF FACILITIES; MARKING OF
SHIPMENTS.—

‘(1) INSPECTION OF FACILITIES.—A registra-
tion condition is that, for the purpose of as-
sisting the Secretary in determining whether
the exporter involved is in compliance with
all other registration conditions—

‘‘(A) the exporter agrees to permit the Sec-
retary—

‘(i) to conduct onsite inspections, includ-
ing monitoring on a day-to-day basis, of
places of business of the exporter that relate
to qualifying drugs, including each ware-
house or other facility owned or controlled
by, or operated for, the exporter;

‘“(ii) to have access, including on a day-to-
day basis, to—

“(I) records of the exporter that relate to
the export of such drugs, including financial
records; and

“(IT) samples of such drugs;

‘“(iii) to carry out the duties described in
paragraph (3); and

“‘(iv) to carry out any other functions de-
termined by the Secretary to be necessary
regarding the compliance of the exporter;
and

‘(B) the Secretary has assigned 1 or more
employees of the Secretary to carry out the
functions described in this subsection for the
Secretary randomly, but not less than 12
times annually, on the premises of places of
businesses referred to in subparagraph (A)@),
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and such an assignment remains in effect on
a continuous basis.

¢“(2) MARKING OF COMPLIANT SHIPMENTS.—A
registration condition is that the exporter
involved agrees to affix to each shipping con-
tainer of qualifying drugs exported under
subsection (a) such markings as the Sec-
retary determines to be necessary to identify
the shipment as being in compliance with all
registration conditions. Markings under the
preceding sentence shall—

““(A) be designed to prevent affixation of
the markings to any shipping container that
is not authorized to bear the markings; and

‘“(B) include anticounterfeiting or track-
and-trace technologies, taking into account
the economic and technical feasibility of
those technologies.

¢“(3) CERTAIN DUTIES RELATING TO EXPORT-
ERS.—Duties of the Secretary with respect to
an exporter include the following:

‘““(A) Inspecting, randomly, but not less
than 12 times annually, the places of busi-
ness of the exporter at which qualifying
drugs are stored and from which qualifying
drugs are shipped.

‘(B) During the inspections under subpara-
graph (A), verifying the chain of custody of
a statistically significant sample of quali-
fying drugs from the establishment in which
the drug was manufactured to the exporter,
which shall be accomplished or supple-
mented by the use of anticounterfeiting or
track-and-trace technologies, taking into ac-
count the economic and technical feasibility
of those technologies, except that a drug
that lacks such technologies from the point
of manufacture shall not for that reason be
excluded from importation by an exporter.

‘“(C) Randomly reviewing records of ex-
ports to individuals for the purpose of deter-
mining whether the drugs are being imported
by the individuals in accordance with the
conditions under subsection (i). Such reviews
shall be conducted in a manner that will re-
sult in a statistically significant determina-
tion of compliance with all such conditions.

‘(D) Monitoring the affixing of markings
under paragraph (2).

“(E) Inspecting as the Secretary deter-
mines is necessary the warehouses and other
facilities, including records, of other parties
in the chain of custody of qualifying drugs.

‘“(F) Determining whether the exporter is
in compliance with all other registration
conditions.

‘“(4) PRIOR NOTICE OF SHIPMENTS.—A reg-
istration condition is that, not less than 8
hours and not more than 5 days in advance of
the time of the importation of a shipment of
qualifying drugs, the importer involved
agrees to submit to the Secretary a notice
with respect to the shipment of drugs to be
imported or offered for import into the
United States under subsection (a). A notice
under the preceding sentence shall include—

‘“(A) the name and complete contact infor-
mation of the person submitting the notice;

‘‘(B) the name and complete contact infor-
mation of the importer involved;

‘(C) the identity of the drug, including the
established name of the drug, the quantity of
the drug, and the lot number assigned by the
manufacturer;

‘(D) the identity of the manufacturer of
the drug, including the identity of the estab-
lishment at which the drug was manufac-
tured;

‘“(BE) the country from which the drug is
shipped;

‘“(F) the name and complete contact infor-
mation for the shipper of the drug;

‘“(G) anticipated arrival information, in-
cluding the port of arrival and crossing loca-
tion within that port, and the date and time;

““(H) a summary of the chain of custody of
the drug from the establishment in which
the drug was manufactured to the importer;
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“(I) a declaration as to whether the Sec-
retary has ordered that importation of the
drug from the permitted country cease under
subsection (g)(2)(C) or (D); and

‘“(J) such other information as the Sec-
retary may require by regulation.

‘“(5) MARKING OF COMPLIANT SHIPMENTS.—A
registration condition is that the importer
involved agrees, before wholesale distribu-
tion (as defined in section 503(e)) of a quali-
fying drug that has been imported under sub-
section (a), to affix to each container of such
drug such markings or other technology as
the Secretary determines necessary to iden-
tify the shipment as being in compliance
with all registration conditions, except that
the markings or other technology shall not
be required on a drug that bears comparable,
compatible markings or technology from the
manufacturer of the drug. Markings or other
technology under the preceding sentence
shall—

‘““(A) be designed to prevent affixation of
the markings or other technology to any
container that is not authorized to bear the
markings; and

‘(B) shall include anticounterfeiting or
track-and-trace technologies, taking into ac-
count the economic and technical feasibility
of such technologies.

¢(6) CERTAIN DUTIES RELATING TO IMPORT-
ERS.—Duties of the Secretary with respect to
an importer include the following:

‘“(A) Inspecting, randomly, but not less
than 12 times annually, the places of busi-
ness of the importer at which a qualifying
drug is initially received after importation.

‘(B) During the inspections under subpara-
graph (A), verifying the chain of custody of
a statistically significant sample of quali-
fying drugs from the establishment in which
the drug was manufactured to the importer,
which shall be accomplished or supple-
mented by the use of anticounterfeiting or
track-and-trace technologies, taking into ac-
count the economic and technical feasibility
of those technologies, except that a drug
that lacks such technologies from the point
of manufacture shall not for that reason be
excluded from importation by an importer.

‘“(C) Reviewing notices under paragraph
4).

‘(D) Inspecting as the Secretary deter-
mines is necessary the warehouses and other
facilities, including records of other parties
in the chain of custody of qualifying drugs.

‘“(E) Determining whether the importer is
in compliance with all other registration
conditions.

‘‘(e) IMPORTER FEES.—

‘(1) REGISTRATION FEE.—A registration
condition is that the importer involved pays
to the Secretary a fee of $10,000 due on the
date on which the importer first submits the
registration to the Secretary under sub-
section (b).

‘“(2) INSPECTION FEE.—A registration condi-
tion is that the importer involved pays a fee
to the Secretary in accordance with this sub-
section. Such fee shall be paid not later than
October 1 and April 1 of each fiscal year in
the amount provided for under paragraph (3).

¢“(3) AMOUNT OF INSPECTION FEE.—

“(A) AGGREGATE TOTAL OF FEES.—Not later
than 30 days before the start of each fiscal
year, the Secretary, in consultation with the
Secretary of Homeland Security and the Sec-
retary of the Treasury, shall establish an ag-
gregate total of fees to be collected under
paragraph (2) for importers for that fiscal
year that is sufficient, and not more than
necessary, to pay the costs for that fiscal
year of administering this section with re-
spect to registered importers, including the
costs associated with—

‘(1) inspecting the facilities of registered
importers, and of other entities in the chain

December 10, 2009

of custody of a qualifying drug as necessary,
under subsection (d)(6);

‘‘(ii) developing, implementing, and oper-
ating under such subsection an electronic
system for submission and review of the no-
tices required under subsection (d)(4) with
respect to shipments of qualifying drugs
under subsection (a) to assess compliance
with all registration conditions when such
shipments are offered for import into the
United States; and

‘“(iii) inspecting such shipments as nec-
essary, when offered for import into the
United States to determine if such a ship-
ment should be refused admission under sub-
section (g)(5).

‘(B) LIMITATION.—Subject to subparagraph
(C), the aggregate total of fees collected
under paragraph (2) for a fiscal year shall not
exceed 2.5 percent of the total price of quali-
fying drugs imported during that fiscal year
into the United States by registered import-
ers under subsection (a).

¢“(C) TOTAL PRICE OF DRUGS.—

‘(i) ESTIMATE.—For the purposes of com-
plying with the limitation described in sub-
paragraph (B) when establishing under sub-
paragraph (A) the aggregate total of fees to
be collected under paragraph (2) for a fiscal
year, the Secretary shall estimate the total
price of qualifying drugs imported into the
United States by registered importers during
that fiscal year by adding the total price of
qualifying drugs imported by each registered
importer during the 6-month period from
January 1 through June 30 of the previous
fiscal year, as reported to the Secretary by
each registered importer under subsection
()(M)(J).

‘‘(ii) CALCULATION.—Not later than March 1
of the fiscal year that follows the fiscal year
for which the estimate under clause (i) is
made, the Secretary shall calculate the total
price of qualifying drugs imported into the
United States by registered importers during
that fiscal year by adding the total price of
qualifying drugs imported by each registered
importer during that fiscal year, as reported
to the Secretary by each registered importer
under subsection (b)(1)(J).

“‘(iii) ADJUSTMENT.—If the total price of
qualifying drugs imported into the United
States by registered importers during a fis-
cal year as calculated under clause (ii) is less
than the aggregate total of fees collected
under paragraph (2) for that fiscal year, the
Secretary shall provide for a pro-rata reduc-
tion in the fee due from each registered im-
porter on April 1 of the subsequent fiscal
year so that the limitation described in sub-
paragraph (B) is observed.

‘(D) INDIVIDUAL IMPORTER FEE.—Subject to
the limitation described in subparagraph (B),
the fee under paragraph (2) to be paid on Oc-
tober 1 and April 1 by an importer shall be an
amount that is proportional to a reasonable
estimate by the Secretary of the semiannual
share of the importer of the volume of quali-
fying drugs imported by importers under
subsection (a).

‘“(4) USE OF FEES.—

‘““(A) IN GENERAL.—Fees collected by the
Secretary under paragraphs (1) and (2) shall
be credited to the appropriation account for
salaries and expenses of the Food and Drug
Administration until expended (without fis-
cal year limitation), and the Secretary may,
in consultation with the Secretary of Home-
land Security and the Secretary of the
Treasury, transfer some proportion of such
fees to the appropriation account for salaries
and expenses of the Bureau of Customs and
Border Protection until expended (without
fiscal year limitation).

‘““(B) AVAILABILITY.—Fees collected by the
Secretary under paragraphs (1) and (2) shall
be made available to the Food and Drug Ad-
ministration.



December 10, 2009

“(C) SOLE PURPOSE.—Fees collected by the
Secretary under paragraphs (1) and (2) are
only available to the Secretary and, if trans-
ferred, to the Secretary of Homeland Secu-
rity, and are for the sole purpose of paying
the costs referred to in paragraph (3)(A).

‘(6) COLLECTION OF FEES.—In any case
where the Secretary does not receive pay-
ment of a fee assessed under paragraph (1) or
(2) within 30 days after it is due, such fee
shall be treated as a claim of the United
States Government subject to subchapter II
of chapter 37 of title 31, United States Code.

‘“(f) EXPORTER FEES.—

‘(1) REGISTRATION FEE.—A registration
condition is that the exporter involved pays
to the Secretary a fee of $10,000 due on the
date on which the exporter first submits that
registration to the Secretary under sub-
section (b).

‘‘(2) INSPECTION FEE.—A registration condi-
tion is that the exporter involved pays a fee
to the Secretary in accordance with this sub-
section. Such fee shall be paid not later than
October 1 and April 1 of each fiscal year in
the amount provided for under paragraph (3).

‘(3) AMOUNT OF INSPECTION FEE.—

‘“(A) AGGREGATE TOTAL OF FEES.—Not later
than 30 days before the start of each fiscal
year, the Secretary, in consultation with the
Secretary of Homeland Security and the Sec-
retary of the Treasury, shall establish an ag-
gregate total of fees to be collected under
paragraph (2) for exporters for that fiscal
year that is sufficient, and not more than
necessary, to pay the costs for that fiscal
year of administering this section with re-
spect to registered exporters, including the
costs associated with—

‘(i) inspecting the facilities of registered
exporters, and of other entities in the chain
of custody of a qualifying drug as necessary,
under subsection (d)(3);

‘‘(ii) developing, implementing, and oper-
ating under such subsection a system to
screen marks on shipments of qualifying
drugs under subsection (a) that indicate
compliance with all registration conditions,
when such shipments are offered for import
into the United States; and

‘‘(iii) screening such markings, and in-
specting such shipments as necessary, when
offered for import into the United States to
determine if such a shipment should be re-
fused admission under subsection (g)(5).

‘(B) LIMITATION.—Subject to subparagraph
(C), the aggregate total of fees collected
under paragraph (2) for a fiscal year shall not
exceed 2.5 percent of the total price of quali-
fying drugs imported during that fiscal year
into the United States by registered export-
ers under subsection (a).

¢“(C) TOTAL PRICE OF DRUGS.—

‘(i) ESTIMATE.—For the purposes of com-
plying with the limitation described in sub-
paragraph (B) when establishing under sub-
paragraph (A) the aggregate total of fees to
be collected under paragraph (2) for a fiscal
year, the Secretary shall estimate the total
price of qualifying drugs imported into the
United States by registered exporters during
that fiscal year by adding the total price of
qualifying drugs exported by each registered
exporter during the 6-month period from
January 1 through June 30 of the previous
fiscal year, as reported to the Secretary by
each registered exporter under subsection
O@ODEV).

‘“(ii) CALCULATION.—Not later than March 1
of the fiscal year that follows the fiscal year
for which the estimate under clause (i) is
made, the Secretary shall calculate the total
price of qualifying drugs imported into the
United States by registered exporters during
that fiscal year by adding the total price of
qualifying drugs exported by each registered
exporter during that fiscal year, as reported
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to the Secretary by each registered exporter
under subsection (b)(1)(D)({iv).

‘(iii) ADJUSTMENT.—If the total price of
qualifying drugs imported into the United
States by registered exporters during a fiscal
year as calculated under clause (ii) is less
than the aggregate total of fees collected
under paragraph (2) for that fiscal year, the
Secretary shall provide for a pro-rata reduc-
tion in the fee due from each registered ex-
porter on April 1 of the subsequent fiscal
year so that the limitation described in sub-
paragraph (B) is observed.

‘(D) INDIVIDUAL EXPORTER FEE.—Subject to
the limitation described in subparagraph (B),
the fee under paragraph (2) to be paid on Oc-
tober 1 and April 1 by an exporter shall be an
amount that is proportional to a reasonable
estimate by the Secretary of the semiannual
share of the exporter of the volume of quali-
fying drugs exported by exporters under sub-
section (a).

‘“(4) USE OF FEES.—

‘““(A) IN GENERAL.—Fees collected by the
Secretary under paragraphs (1) and (2) shall
be credited to the appropriation account for
salaries and expenses of the Food and Drug
Administration until expended (without fis-
cal year limitation), and the Secretary may,
in consultation with the Secretary of Home-
land Security and the Secretary of the
Treasury, transfer some proportion of such
fees to the appropriation account for salaries
and expenses of the Bureau of Customs and
Border Protection until expended (without
fiscal year limitation).

‘(B) AVAILABILITY.—Fees collected by the
Secretary under paragraphs (1) and (2) shall
be made available to the Food and Drug Ad-
ministration.

‘“(C) SOLE PURPOSE.—Fees collected by the
Secretary under paragraphs (1) and (2) are
only available to the Secretary and, if trans-
ferred, to the Secretary of Homeland Secu-
rity, and are for the sole purpose of paying
the costs referred to in paragraph (3)(A).

‘“(56) COLLECTION OF FEES.—In any case
where the Secretary does not receive pay-
ment of a fee assessed under paragraph (1) or
(2) within 30 days after it is due, such fee
shall be treated as a claim of the United
States Government subject to subchapter II
of chapter 37 of title 31, United States Code.

“‘(g) COMPLIANCE WITH SECTION 801(a).—

‘(1) IN GENERAL.—A registration condition
is that each qualifying drug exported under
subsection (a) by the registered exporter in-
volved or imported under subsection (a) by
the registered importer involved is in com-
pliance with the standards referred to in sec-
tion 801(a) regarding admission of the drug
into the United States, subject to paragraphs
(2), (3), and (4).

¢“(2) SECTION 505; APPROVAL STATUS.—

‘“(A) IN GENERAL.—A qualifying drug that
is imported or offered for import under sub-
section (a) shall comply with the conditions
established in the approved application
under section 505(b) for the U.S. label drug as
described under this subsection.

“(B) NOTICE BY MANUFACTURER; GENERAL
PROVISIONS.—

‘(i) IN GENERAL.—The person that manu-
factures a qualifying drug that is, or will be,
introduced for commercial distribution in a
permitted country shall in accordance with
this paragraph submit to the Secretary a no-
tice that—

‘() includes each difference in the quali-
fying drug from a condition established in
the approved application for the U.S. label
drug beyond—

‘‘(aa) the variations provided for in the ap-
plication; and

““(bb) any difference in labeling (except in-
gredient labeling); or

‘“(IT1) states that there is no difference in
the qualifying drug from a condition estab-
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lished in the approved application for the
U.S. label drug beyond—

‘‘(aa) the variations provided for in the ap-
plication; and

‘“‘(bb) any difference in labeling (except in-
gredient labeling).

“(ii) INFORMATION IN NOTICE.—A notice
under clause (i)(I) shall include the informa-
tion that the Secretary may require under
section 506A, any additional information the
Secretary may require (which may include
data on bioequivalence if such data are not
required under section 506A), and, with re-
spect to the permitted country that ap-
proved the qualifying drug for commercial
distribution, or with respect to which such
approval is sought, include the following:

‘“(I) The date on which the qualifying drug
with such difference was, or will be, intro-
duced for commercial distribution in the per-
mitted country.

““(IT) Information demonstrating that the
person submitting the notice has also noti-
fied the government of the permitted coun-
try in writing that the person is submitting
to the Secretary a notice under clause (i)(I),
which notice describes the difference in the
qualifying drug from a condition established
in the approved application for the U.S. label
drug.

‘(III) The information that the person sub-
mitted or will submit to the government of
the permitted country for purposes of ob-
taining approval for commercial distribution
of the drug in the country which, if in a lan-
guage other than English, shall be accom-
panied by an English translation verified to
be complete and accurate, with the name,
address, and a brief statement of the quali-
fications of the person that made the trans-
lation.

‘“(iii) CERTIFICATIONS.—The chief executive
officer and the chief medical officer of the
manufacturer involved shall each certify in
the notice under clause (i) that—

“(I) the information provided in the notice
is complete and true; and

“(IT1) a copy of the notice has been provided
to the Federal Trade Commission and to the
State attorneys general.

“(iv) FEE.—

“(ID) IN GENERAL.—If a notice submitted
under clause (i) includes a difference that
would, under section 506A, require the sub-
mission of a supplemental application if
made as a change to the U.S. label drug, the
person that submits the notice shall pay to
the Secretary a fee in the same amount as
would apply if the person were paying a fee
pursuant to section 736(a)(1)(A)(ii). Fees col-
lected by the Secretary under the preceding
sentence are available only to the Secretary
and are for the sole purpose of paying the
costs of reviewing notices submitted under
clause (i).

‘“(II) FEE AMOUNT FOR CERTAIN YEARS.—If
no fee amount is in effect under section
736(a)(1)(A)({i) for a fiscal year, then the
amount paid by a person under subclause (I)
shall—

‘‘(aa) for the first fiscal year in which no
fee amount under such section in effect, be
equal to the fee amount under section
736(a)(1)(A)(ii) for the most recent fiscal year
for which such section was in effect, adjusted
in accordance with section 736(c); and

‘““(bb) for each subsequent fiscal year in
which no fee amount under such section is
effect, be equal to the applicable fee amount
for the previous fiscal year, adjusted in ac-
cordance with section 736(c).

¢“(v) TIMING OF SUBMISSION OF NOTICES.—

‘“(I) PRIOR APPROVAL NOTICES.—A notice
under clause (i) to which subparagraph (C)
applies shall be submitted to the Secretary
not later than 120 days before the qualifying
drug with the difference is introduced for
commercial distribution in a permitted
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country, unless the country requires that
distribution of the qualifying drug with the
difference begin less than 120 days after the
country requires the difference.

“(II) OTHER APPROVAL NOTICES.—A notice
under clause (i) to which subparagraph (D)
applies shall be submitted to the Secretary
not later than the day on which the quali-
fying drug with the difference is introduced
for commercial distribution in a permitted
country.

‘“(IIT) OTHER NOTICES.—A notice under
clause (i) to which subparagraph (E) applies
shall be submitted to the Secretary on the
date that the qualifying drug is first intro-
duced for commercial distribution in a per-
mitted country and annually thereafter.

‘‘(vi) REVIEW BY SECRETARY.—

‘(D) IN GENERAL.—In this paragraph, the
difference in a qualifying drug that is sub-
mitted in a notice under clause (i) from the
U.S. label drug shall be treated by the Sec-
retary as if it were a manufacturing change
to the U.S. label drug under section 506A.

‘“(IT) STANDARD OF REVIEW.—Except as pro-
vided in subclause (III), the Secretary shall
review and approve or disapprove the dif-
ference in a notice submitted under clause
(i), if required under section 506A, using the
safe and effective standard for approving or
disapproving a manufacturing change under
section 506A.

‘(III) BIOEQUIVALENCE.—If the Secretary
would approve the difference in a notice sub-
mitted under clause (i) using the safe and ef-
fective standard under section 506A and if
the Secretary determines that the qualifying
drug is not bioequivalent to the U.S. label
drug, the Secretary shall—

‘“(aa) include in the labeling provided
under paragraph (3) a prominent advisory
that the qualifying drug is safe and effective
but is not bioequivalent to the U.S. label
drug if the Secretary determines that such
an advisory is necessary for health care prac-
titioners and patients to use the qualifying
drug safely and effectively; or

‘“(bb) decline to approve the difference if
the Secretary determines that the avail-
ability of both the qualifying drug and the
U.S. label drug would pose a threat to the
public health.

‘“(IV) REVIEW BY THE SECRETARY.—The Sec-
retary shall review and approve or dis-
approve the difference in a notice submitted
under clause (i), if required under section
506A, not later than 120 days after the date
on which the notice is submitted.

(V) ESTABLISHMENT INSPECTION.—If review
of such difference would require an inspec-
tion of the establishment in which the quali-
fying drug is manufactured—

‘‘(aa) such inspection by the Secretary
shall be authorized; and

‘“(bb) the Secretary may rely on a satisfac-
tory report of a good manufacturing practice
inspection of the establishment from a per-
mitted country whose regulatory system the
Secretary recognizes as equivalent under a
mutual recognition agreement, as provided
under section 510(i)(3), section 803, or part 26
of title 21, Code of Federal Regulations (or
any corresponding successor rule or regula-
tion).

¢(vii) PUBLICATION OF INFORMATION ON NO-
TICES.—

‘“(I) IN GENERAL.—Through the Internet
website of the Food and Drug Administra-
tion and a toll-free telephone number, the
Secretary shall readily make available to
the public a list of notices submitted under
clause (1).

“(ITI) CONTENTS.—The list under subclause
(I) shall include the date on which a notice is
submitted and whether—

‘‘(aa) a notice is under review;

CONGRESSIONAL RECORD — SENATE

‘““(bb) the Secretary has ordered that im-
portation of the qualifying drug from a per-
mitted country cease; or

‘“(cc) the importation of the drug is per-
mitted under subsection (a).

‘“(IIT)  UPDATE.—The Secretary  shall
promptly update the Internet website with
any changes to the list.

¢“(C) NOTICE; DRUG DIFFERENCE REQUIRING
PRIOR APPROVAL.—In the case of a notice
under subparagraph (B)(i) that includes a dif-
ference that would, under subsection (c) or
(A)(3)(B)(i) of section b06A, require the ap-
proval of a supplemental application before
the difference could be made to the U.S.
label drug the following shall occur:

‘(i) Promptly after the notice is sub-
mitted, the Secretary shall notify registered
exporters, registered importers, the Federal
Trade Commission, and the State attorneys
general that the notice has been submitted
with respect to the qualifying drug involved.

‘“(ii) If the Secretary has not made a deter-
mination whether such a supplemental appli-
cation regarding the U.S. label drug would be
approved or disapproved by the date on
which the qualifying drug involved is to be
introduced for commercial distribution in a
permitted country, the Secretary shall—

‘“(I) order that the importation of the
qualifying drug involved from the permitted
country not begin until the Secretary com-
pletes review of the notice; and

“(II) promptly notify registered exporters,
registered importers, the Federal Trade
Commission, and the State attorneys general
of the order.

¢‘(iii) If the Secretary determines that such
a supplemental application regarding the
U.S. label drug would not be approved, the
Secretary shall—

‘“(I) order that the importation of the
qualifying drug involved from the permitted
country cease, or provide that an order
under clause (ii), if any, remains in effect;

‘“(IT) notify the permitted country that ap-
proved the qualifying drug for commercial
distribution of the determination; and

‘“(I1IT) promptly notify registered exporters,
registered importers, the Federal Trade
Commission, and the State attorneys general
of the determination.

‘“(iv) If the Secretary determines that such
a supplemental application regarding the
U.S. label drug would be approved, the Sec-
retary shall—

‘“(I) vacate the order under clause (ii), if
any,

‘“(IT) consider the difference to be a vari-
ation provided for in the approved applica-
tion for the U.S. label drug;

“(IIT) permit importation of the qualifying
drug under subsection (a); and

‘“(IV) promptly notify registered exporters,
registered importers, the Federal Trade
Commission, and the State attorneys general
of the determination.

(D) NOTICE; DRUG DIFFERENCE NOT REQUIR-
ING PRIOR APPROVAL.—In the case of a notice
under subparagraph (B)(i) that includes a dif-
ference that would, under section
506A(d)(3)(B)(ii), not require the approval of
a supplemental application before the dif-
ference could be made to the U.S. label drug
the following shall occur:

‘(i) During the period in which the notice
is being reviewed by the Secretary, the au-
thority under this subsection to import the
qualifying drug involved continues in effect.

‘“(ii) If the Secretary determines that such
a supplemental application regarding the
U.S. label drug would not be approved, the
Secretary shall—

‘“(I) order that the importation of the
qualifying drug involved from the permitted
country cease;
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“(II) notify the permitted country that ap-
proved the qualifying drug for commercial
distribution of the determination; and

‘(ITII) promptly notify registered exporters,
registered importers, the Federal Trade
Commission, and the State attorneys general
of the determination.

‘“(iii) If the Secretary determines that such
a supplemental application regarding the
U.S. label drug would be approved, the dif-
ference shall be considered to be a variation
provided for in the approved application for
the U.S. label drug.

“(E) NOTICE; DRUG DIFFERENCE NOT REQUIR-
ING APPROVAL; NO DIFFERENCE.—In the case of
a notice under subparagraph (B)(i) that in-
cludes a difference for which, under section
506A(d)(1)(A), a supplemental application
would not be required for the difference to be
made to the U.S. label drug, or that states
that there is no difference, the Secretary—

‘(i) shall consider such difference to be a
variation provided for in the approved appli-
cation for the U.S. label drug;

‘“(ii) may not order that the importation of
the qualifying drug involved cease; and

‘‘(iii) shall promptly notify registered ex-
porters and registered importers.

‘“(F) DIFFERENCES IN ACTIVE INGREDIENT,
ROUTE OF ADMINISTRATION, DOSAGE FORM, OR
STRENGTH.—

‘(i) IN GENERAL.—A person who manufac-
tures a drug approved under section 505(b)
shall submit an application under section
505(b) for approval of another drug that is
manufactured for distribution in a permitted
country by or for the person that manufac-
tures the drug approved under section 505(b)
if—

““(I) there is no qualifying drug in commer-
cial distribution in permitted countries
whose combined population represents at
least 50 percent of the total population of all
permitted countries with the same active in-
gredient or ingredients, route of administra-
tion, dosage form, and strength as the drug
approved under section 505(b); and

“(IT) each active ingredient of the other
drug is related to an active ingredient of the
drug approved under section 505(b), as de-
fined in clause (V).

““(ii) APPLICATION UNDER SECTION 505(b).—
The application under section 505(b) required
under clause (i) shall—

““(I) request approval of the other drug for
the indication or indications for which the
drug approved under section 505(b) is labeled;

““(IT) include the information that the per-
son submitted to the government of the per-
mitted country for purposes of obtaining ap-
proval for commercial distribution of the
other drug in that country, which if in a lan-
guage other than English, shall be accom-
panied by an English translation verified to
be complete and accurate, with the name,
address, and a brief statement of the quali-
fications of the person that made the trans-
lation;

““(IIT) include a right of reference to the ap-
plication for the drug approved under section
505(b); and

“(IV) include such additional information
as the Secretary may require.

“(iii) TIMING OF SUBMISSION OF APPLICA-
TION.—An application under section 505(b) re-
quired under clause (i) shall be submitted to
the Secretary not later than the day on
which the information referred to in clause
(ii)(IT) is submitted to the government of the
permitted country.

‘‘(iv) NOTICE OF DECISION ON APPLICATION.—
The Secretary shall promptly notify reg-
istered exporters, registered importers, the
Federal Trade Commission, and the State at-
torneys general of a determination to ap-
prove or to disapprove an application under
section 505(b) required under clause (i).
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‘“(v) RELATED ACTIVE INGREDIENTS.—For
purposes of clause (i)(II), 2 active ingredients
are related if they are—

‘(D) the same; or

“(II) different salts, esters, or complexes of
the same moiety.

¢“(3) SECTION 502; LABELING.—

“(A) IMPORTATION BY REGISTERED
PORTER.—

‘(i) IN GENERAL.—In the case of a quali-
fying drug that is imported or offered for im-
port by a registered importer, such drug
shall be considered to be in compliance with
section 502 and the labeling requirements
under the approved application for the U.S.
label drug if the qualifying drug bears—

‘() a copy of the labeling approved for the
U.S. label drug under section 505, without re-
gard to whether the copy bears any trade-
mark involved;

‘(IT) the name of the manufacturer and lo-
cation of the manufacturer;

‘(III) the lot number assigned by the man-
ufacturer;

“(IV) the name, location, and registration
number of the importer; and

(V) the National Drug Code number as-
signed to the qualifying drug by the Sec-
retary.

¢(ii) REQUEST FOR COPY OF THE LABELING.—
The Secretary shall provide such copy to the
registered importer involved, upon request of
the importer.

‘“(iii) REQUESTED LABELING.—The labeling
provided by the Secretary under clause (ii)
shall—

“(I) include the established name, as de-
fined in section 502(e)(3), for each active in-
gredient in the qualifying drug;

“(IT) not include the proprietary name of
the U.S. label drug or any active ingredient
thereof;

“(I1I) if  required under  paragraph
(2)(B)(vi)(III), a prominent advisory that the
qualifying drug is safe and effective but not
bioequivalent to the U.S. label drug; and

“(IV) if the inactive ingredients of the
qualifying drug are different from the inac-
tive ingredients for the U.S. label drug, in-
clude—

‘‘(aa) a prominent notice that the ingredi-
ents of the qualifying drug differ from the in-
gredients of the U.S. label drug and that the
qualifying drug must be dispensed with an
advisory to people with allergies about this
difference and a list of ingredients; and

““(bb) a list of the ingredients of the quali-
fying drug as would be required under sec-
tion 502(e).

“(B) IMPORTATION BY INDIVIDUAL.—

‘(i) IN GENERAL.—In the case of a quali-
fying drug that is imported or offered for im-
port by a registered exporter to an indi-
vidual, such drug shall be considered to be in
compliance with section 502 and the labeling
requirements under the approved application
for the U.S. label drug if the packaging and
labeling of the qualifying drug complies with
all applicable regulations promulgated under
sections 3 and 4 of the Poison Prevention
Packaging Act of 1970 (15 U.S.C. 1471 et seq.)
and the labeling of the qualifying drug in-
cludes—

““(I) directions for use by the consumer;

‘(IT) the lot number assigned by the manu-
facturer;

‘(ITI) the name and registration number of
the exporter;

“(IV) if required under paragraph
(2)(B)(vi)(III), a prominent advisory that the
drug is safe and effective but not bioequiva-
lent to the U.S. label drug;

(V) if the inactive ingredients of the drug
are different from the inactive ingredients
for the U.S. label drug—

‘“(aa) a prominent advisory that persons
with an allergy should check the ingredient
list of the drug because the ingredients of
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the drug differ from the ingredients of the
U.S. label drug; and

‘““(bb) a list of the ingredients of the drug
as would be required under section 502(e);
and

“(VI) a copy of any special labeling that
would be required by the Secretary had the
U.S. label drug been dispensed by a phar-
macist in the United States, without regard
to whether the special labeling bears any
trademark involved.

‘(ii) PACKAGING.—A qualifying drug offered
for import to an individual by an exporter
under this section that is packaged in a unit-
of-use container (as those items are defined
in the United States Pharmacopeia and Na-
tional Formulary) shall not be repackaged,
provided that—

‘“(I) the packaging complies with all appli-
cable regulations under sections 3 and 4 of
the Poison Prevention Packaging Act of 1970
(156 U.S.C. 1471 et seq.); or

‘“(IT) the consumer consents to waive the
requirements of such Act, after being in-
formed that the packaging does not comply
with such Act and that the exporter will pro-
vide the drug in packaging that is compliant
at no additional cost.

¢‘(iii) REQUEST FOR COPY OF SPECIAL LABEL-
ING AND INGREDIENT LIST.—The Secretary
shall provide to the registered exporter in-
volved a copy of the special labeling, the ad-

visory, and the ingredient list described
under clause (i), upon request of the ex-
porter.

‘(iv) REQUESTED LABELING AND INGREDIENT
LIST.—The labeling and ingredient list pro-
vided by the Secretary under clause (iii)
shall—

‘“(I) include the established name, as de-
fined in section 502(e)(3), for each active in-
gredient in the drug; and

‘“(IT) not include the proprietary name of
the U.S. label drug or any active ingredient
thereof.

‘“(4) SECTION 501; ADULTERATION.—A quali-
fying drug that is imported or offered for im-
port under subsection (a) shall be considered
to be in compliance with section 501 if the
drug is in compliance with subsection (c).

¢“(5) STANDARDS FOR REFUSING ADMISSION.—
A drug exported under subsection (a) from a
registered exporter or imported by a reg-
istered importer may be refused admission
into the United States if 1 or more of the fol-
lowing applies:

““(A) The drug is not a qualifying drug.

‘(B) A notice for the drug required under
paragraph (2)(B) has not been submitted to
the Secretary.

‘“(C) The Secretary has ordered that impor-
tation of the drug from the permitted coun-
try cease under subparagraph (C) or (D) of
paragraph (2).

‘(D) The drug does not comply with para-
graph (3) or (4).

‘‘(E) The shipping container appears dam-
aged in a way that may affect the strength,
quality, or purity of the drug.

‘“(F) The Secretary becomes aware that—

‘(i) the drug may be counterfeit;

‘“(ii) the drug may have been prepared,
packed, or held under insanitary conditions;
or

‘(iii) the methods used in, or the facilities
or controls used for, the manufacturing,
processing, packing, or holding of the drug
do not conform to good manufacturing prac-
tice.

‘(@) The Secretary has obtained an injunc-
tion under section 302 that prohibits the dis-
tribution of the drug in interstate com-
merce.

‘“(H) The Secretary has under section 505(e)
withdrawn approval of the drug.

‘() The manufacturer of the drug has in-
stituted a recall of the drug.
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‘“(J) If the drug is imported or offered for
import by a registered importer without sub-
mission of a notice in accordance with sub-
section (d)(4).

“(K) If the drug is imported or offered for
import from a registered exporter to an indi-
vidual and 1 or more of the following applies:

‘(i) The shipping container for such drug
does not bear the markings required under
subsection (d)(2).

‘(ii) The markings on the shipping con-
tainer appear to be counterfeit.

‘‘(iii) The shipping container or markings
appear to have been tampered with.

“(h) EXPORTER LICENSURE IN PERMITTED
COUNTRY.—A registration condition is that
the exporter involved agrees that a quali-
fying drug will be exported to an individual
only if the Secretary has verified that—

‘(1) the exporter is authorized under the
law of the permitted country in which the
exporter is located to dispense prescription
drugs; and

‘“(2) the exporter employs persons that are
licensed under the law of the permitted
country in which the exporter is located to
dispense prescription drugs in sufficient
number to dispense safely the drugs exported
by the exporter to individuals, and the ex-
porter assigns to those persons responsibility
for dispensing such drugs to individuals.

‘(i) INDIVIDUALS; CONDITIONS FOR IMPORTA-
TION.—

‘(1) IN GENERAL.—For purposes of sub-
section (a)(2)(B), the importation of a quali-
fying drug by an individual is in accordance
with this subsection if the following condi-
tions are met:

““(A) The drug is accompanied by a copy of
a prescription for the drug, which prescrip-
tion—

‘(i) is valid under applicable Federal and
State laws; and

‘(ii) was issued by a practitioner who,
under the law of a State of which the indi-
vidual is a resident, or in which the indi-
vidual receives care from the practitioner
who issues the prescription, is authorized to
administer prescription drugs.

‘“(B) The drug is accompanied by a copy of
the documentation that was required under
the law or regulations of the permitted coun-
try in which the exporter is located, as a
condition of dispensing the drug to the indi-
vidual.

‘(C) The copies referred to in subpara-
graphs (A)(i) and (B) are marked in a manner
sufficient—

‘(i) to indicate that the prescription, and
the equivalent document in the permitted
country in which the exporter is located,
have been filled; and

‘‘(ii) to prevent a duplicative filling by an-
other pharmacist.

‘(D) The individual has provided to the
registered exporter a complete list of all
drugs used by the individual for review by
the individuals who dispense the drug.

‘“‘(E) The quantity of the drug does not ex-
ceed a 90-day supply.

‘“(F) The drug is not an ineligible subpart
H drug. For purposes of this section, a pre-
scription drug is an ‘ineligible subpart H
drug’ if the drug was approved by the Sec-
retary under subpart H of part 314 of title 21,
Code of Federal Regulations (relating to ac-
celerated approval), with restrictions under
section 520 of such part to assure safe use,
and the Secretary has published in the Fed-
eral Register a notice that the Secretary has
determined that good cause exists to pro-
hibit the drug from being imported pursuant
to this subsection.

¢(2) NOTICE REGARDING DRUG REFUSED AD-
MISSION.—If a registered exporter ships a
drug to an individual pursuant to subsection
(a)(2)(B) and the drug is refused admission to
the United States, a written notice shall be
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sent to the individual and to the exporter
that informs the individual and the exporter
of such refusal and the reason for the refusal.

“(j) MAINTENANCE OF RECORDS AND SAM-
PLES.—

‘(1) IN GENERAL.—A registration condition
is that the importer or exporter involved
shall—

“‘(A) maintain records required under this
section for not less than 2 years; and

‘“(B) maintain samples of each lot of a
qualifying drug required under this section
for not more than 2 years.

‘(2) PLACE OF RECORD MAINTENANCE.—The
records described under paragraph (1) shall
be maintained—

‘““(A) in the case of an importer, at the
place of business of the importer at which
the importer initially receives the qualifying
drug after importation; or

‘“(B) in the case of an exporter, at the facil-
ity from which the exporter ships the quali-
fying drug to the United States.

“(k) DRUG RECALLS.—

‘(1) MANUFACTURERS.—A person that man-
ufactures a qualifying drug imported from a
permitted country under this section shall
promptly inform the Secretary—

‘“(A) if the drug is recalled or withdrawn
from the market in a permitted country;

‘(B) how the drug may be identified, in-
cluding lot number; and

‘“(C) the reason for the recall or with-
drawal.

‘‘(2) SECRETARY.—With respect to each per-
mitted country, the Secretary shall—

‘“‘(A) enter into an agreement with the gov-
ernment of the country to receive informa-
tion about recalls and withdrawals of quali-
fying drugs in the country; or

‘(B) monitor recalls and withdrawals of
qualifying drugs in the country using any in-
formation that is available to the public in
any media.

¢“(3) NOTICE.—The Secretary may notify, as
appropriate, registered exporters, registered
importers, wholesalers, pharmacies, or the
public of a recall or withdrawal of a quali-
fying drug in a permitted country.

(1) DRUG LABELING AND PACKAGING.—

‘(1) IN GENERAL.—When a qualifying drug
that is imported into the United States by
an importer under subsection (a) is dispensed
by a pharmacist to an individual, the phar-
macist shall provide that the packaging and
labeling of the drug complies with all appli-
cable regulations promulgated under sec-
tions 3 and 4 of the Poison Prevention Pack-
aging Act of 1970 (156 U.S.C. 1471 et seq.) and
shall include with any other labeling pro-
vided to the individual the following:

‘“(A) The lot number assigned by the manu-
facturer.

‘(B) The name and registration number of
the importer.

(%)) If required under paragraph
(2)(B)(vi)(IIT) of subsection (g), a prominent
advisory that the drug is safe and effective
but not bioequivalent to the U.S. label drug.

‘(D) If the inactive ingredients of the drug
are different from the inactive ingredients
for the U.S. label drug—

‘(i) a prominent advisory that persons
with allergies should check the ingredient
list of the drug because the ingredients of
the drug differ from the ingredients of the
U.S. label drug; and

‘“(ii) a list of the ingredients of the drug as
would be required under section 502(e).

‘(2) PACKAGING.—A qualifying drug that is
packaged in a unit-of-use container (as those
terms are defined in the United States Phar-
macopeia and National Formulary) shall not
be repackaged, provided that—

“‘(A) the packaging complies with all appli-
cable regulations under sections 3 and 4 of
the Poison Prevention Packaging Act of 1970
(156 U.S.C. 1471 et seq.); or
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““(B) the consumer consents to waive the
requirements of such Act, after being in-
formed that the packaging does not comply
with such Act and that the pharmacist will
provide the drug in packaging that is compli-
ant at no additional cost.

“(m) CHARITABLE CONTRIBUTIONS.—Not-
withstanding any other provision of this sec-
tion, this section does not authorize the im-
portation into the United States of a quali-
fying drug donated or otherwise supplied for
free or at nominal cost by the manufacturer
of the drug to a charitable or humanitarian
organization, including the United Nations
and affiliates, or to a government of a for-
eign country.

‘‘(n) UNFAIR AND DISCRIMINATORY ACTS AND
PRACTICES.—

‘(1) IN GENERAL.—It is unlawful for a man-
ufacturer, directly or indirectly (including
by being a party to a licensing agreement or
other agreement), to—

‘“(A) discriminate by charging a higher
price for a prescription drug sold to a reg-
istered exporter or other person in a per-
mitted country that exports a qualifying
drug to the United States under this section
than the price that is charged, inclusive of
rebates or other incentives to the permitted
country or other person, to another person
that is in the same country and that does
not export a qualifying drug into the United
States under this section;

‘(B) discriminate by charging a higher
price for a prescription drug sold to a reg-
istered importer or other person that distrib-
utes, sells, or uses a qualifying drug im-
ported into the United States under this sec-
tion than the price that is charged to an-
other person in the United States that does
not import a qualifying drug under this sec-
tion, or that does not distribute, sell, or use
such a drug;

‘“(C) discriminate by denying, restricting,
or delaying supplies of a prescription drug to
a registered exporter or other person in a
permitted country that exports a qualifying
drug to the United States under this section
or to a registered importer or other person
that distributes, sells, or uses a qualifying
drug imported into the United States under
this section;

‘(D) discriminate by publicly, privately, or
otherwise refusing to do business with a reg-
istered exporter or other person in a per-
mitted country that exports a qualifying
drug to the United States under this section
or with a registered importer or other person
that distributes, sells, or uses a qualifying
drug imported into the United States under
this section;

‘“(E) knowingly fail to submit a notice
under subsection (g)(2)(B)(i), knowingly fail
to submit such a notice on or before the date
specified in subsection (g)(2)(B)(v) or as oth-
erwise required under paragraphs (3), (4), and
(5) of section 10004(e) of the Pharmaceutical
Market Access and Drug Safety Act of 2009,
knowingly submit such a notice that makes
a materially false, fictitious, or fraudulent
statement, or knowingly fail to provide
promptly any information requested by the
Secretary to review such a notice;

‘(F) knowingly fail to submit an applica-
tion required under subsection (g)(2)(F),
knowingly fail to submit such an application
on or before the date specified in subsection
(2)(2)(F)(iii), knowingly submit such an ap-
plication that makes a materially false, fic-
titious, or fraudulent statement, or know-
ingly fail to provide promptly any informa-
tion requested by the Secretary to review
such an application;

“(G) cause there to be a difference (includ-
ing a difference in active ingredient, route of
administration, dosage form, strength, for-
mulation, manufacturing establishment,
manufacturing process, or person that manu-
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factures the drug) between a prescription
drug for distribution in the United States
and the drug for distribution in a permitted
country;

‘“‘(H) refuse to allow an inspection author-
ized under this section of an establishment
that manufactures a qualifying drug that is,
or will be, introduced for commercial dis-
tribution in a permitted country;

‘(1) fail to conform to the methods used in,
or the facilities used for, the manufacturing,
processing, packing, or holding of a quali-
fying drug that is, or will be, introduced for
commercial distribution in a permitted
country to good manufacturing practice
under this Act;

‘“(J) become a party to a licensing agree-
ment or other agreement related to a quali-
fying drug that fails to provide for compli-
ance with all requirements of this section
with respect to such drug;

‘“(K) enter into a contract that restricts,
prohibits, or delays the importation of a
qualifying drug under this section;

‘(L) engage in any other action to restrict,
prohibit, or delay the importation of a quali-
fying drug under this section; or

“(M) engage in any other action that the
Federal Trade Commission determines to
discriminate against a person that engages
or attempts to engage in the importation of
a qualifying drug under this section.

‘(2) REFERRAL OF POTENTIAL VIOLATIONS.—
The Secretary shall promptly refer to the
Federal Trade Commission each potential
violation of subparagraph (E), (F), (G), (H),
or (I) of paragraph (1) that becomes known to
the Secretary.

‘“(3) AFFIRMATIVE DEFENSE.—

‘‘(A) DISCRIMINATION.—It shall be an af-
firmative defense to a charge that a manu-
facturer has discriminated under subpara-
graph (A), (B), (C), (D), or (M) of paragraph
(1) that the higher price charged for a pre-
scription drug sold to a person, the denial,
restriction, or delay of supplies of a prescrip-
tion drug to a person, the refusal to do busi-
ness with a person, or other discriminatory
activity against a person, is not based, in
whole or in part, on—

‘(i) the person exporting or importing a
qualifying drug into the United States under
this section; or

‘“(ii) the person distributing, selling, or
using a qualifying drug imported into the
United States under this section.

‘(B) DRUG DIFFERENCES.—It shall be an af-
firmative defense to a charge that a manu-
facturer has caused there to be a difference
described in subparagraph (G) of paragraph
(1) that—

‘(i) the difference was required by the
country in which the drug is distributed;

¢“(ii) the Secretary has determined that the
difference was necessary to improve the safe-
ty or effectiveness of the drug;

‘‘(iii) the person manufacturing the drug
for distribution in the United States has
given notice to the Secretary under sub-
section (g)(2)(B)(i) that the drug for distribu-
tion in the United States is not different
from a drug for distribution in permitted
countries whose combined population rep-
resents at least 50 percent of the total popu-
lation of all permitted countries; or

‘‘(iv) the difference was not caused, in
whole or in part, for the purpose of restrict-
ing importation of the drug into the United
States under this section.

‘“(4) EFFECT OF SUBSECTION.—

““(A) SALES IN OTHER COUNTRIES.—This sub-
section applies only to the sale or distribu-
tion of a prescription drug in a country if the
manufacturer of the drug chooses to sell or
distribute the drug in the country. Nothing
in this subsection shall be construed to com-
pel the manufacturer of a drug to distribute
or sell the drug in a country.
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‘(B) DISCOUNTS TO INSURERS, HEALTH
PLANS, PHARMACY BENEFIT MANAGERS, AND
COVERED ENTITIES.—Nothing in this sub-
section shall be construed to—

‘‘(i) prevent or restrict a manufacturer of a
prescription drug from providing discounts
to an insurer, health plan, pharmacy benefit
manager in the United States, or covered en-
tity in the drug discount program under sec-
tion 340B of the Public Health Service Act
(42 U.S.C. 256b) in return for inclusion of the
drug on a formulary;

‘‘(ii) require that such discounts be made
available to other purchasers of the prescrip-
tion drug; or

‘‘(iii) prevent or restrict any other meas-
ures taken by an insurer, health plan, or
pharmacy benefit manager to encourage con-
sumption of such prescription drug.

¢(C) CHARITABLE CONTRIBUTIONS.—Nothing
in this subsection shall be construed to—

‘(i) prevent a manufacturer from donating
a prescription drug, or supplying a prescrip-
tion drug at nominal cost, to a charitable or
humanitarian organization, including the
United Nations and affiliates, or to a govern-
ment of a foreign country; or

¢“(ii) apply to such donations or supplying
of a prescription drug.

‘() ENFORCEMENT.—

““(A) UNFAIR OR DECEPTIVE ACT OR PRAC-
TICE.—A violation of this subsection shall be
treated as a violation of a rule defining an
unfair or deceptive act or practice prescribed
under section 18(a)(1)(B) of the Federal Trade
Commission Act (15 U.S.C. 57a(a)(1)(B)).

‘(B) ACTIONS BY THE COMMISSION.—The
Federal Trade Commission—

(i) shall enforce this subsection in the
same manner, by the same means, and with
the same jurisdiction, powers, and duties as
though all applicable terms and provisions of
the Federal Trade Commission Act (15 U.S.C.
41 et seq.) were incorporated into and made
a part of this section; and

‘(ii) may seek monetary relief threefold
the damages sustained, in addition to any
other remedy available to the Federal Trade
Commission under the Federal Trade Com-
mission Act (15 U.S.C. 41 et seq.).

¢‘(6) ACTIONS BY STATES.—

‘“(A) IN GENERAL.—

‘(i) CIVIL ACTIONS.—In any case in which
the attorney general of a State has reason to
believe that an interest of the residents of
that State have been adversely affected by
any manufacturer that violates paragraph
(1), the attorney general of a State may
bring a civil action on behalf of the residents
of the State, and persons doing business in
the State, in a district court of the United
States of appropriate jurisdiction to—

‘(D enjoin that practice;

“(II) enforce compliance with this sub-
section;

‘(III) obtain damages, restitution, or other
compensation on behalf of residents of the
State and persons doing business in the
State, including threefold the damages; or

“(IV) obtain such other relief as the court
may consider to be appropriate.

¢(ii) NOTICE.—

“(I) IN GENERAL.—Before filing an action
under clause (i), the attorney general of the
State involved shall provide to the Federal
Trade Commission—

‘‘(aa) written notice of that action; and

‘“‘(bb) a copy of the complaint for that ac-
tion.

‘“(I1) EXEMPTION.—Subclause (I) shall not
apply with respect to the filing of an action
by an attorney general of a State under this
paragraph, if the attorney general deter-
mines that it is not feasible to provide the
notice described in that subclause before fil-
ing of the action. In such case, the attorney
general of a State shall provide notice and a
copy of the complaint to the Federal Trade
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Commission at the same time as the attor-
ney general files the action.

“(B) INTERVENTION.—

‘(i) IN GENERAL.—On receiving notice
under subparagraph (A)(ii), the Federal
Trade Commission shall have the right to in-
tervene in the action that is the subject of
the notice.

‘(i) EFFECT OF INTERVENTION.—If the Fed-
eral Trade Commission intervenes in an ac-
tion under subparagraph (A), it shall have
the right—

‘“(I) to be heard with respect to any matter
that arises in that action; and

“(II) to file a petition for appeal.

““(C) CONSTRUCTION.—For purposes of bring-
ing any civil action under subparagraph (A),
nothing in this subsection shall be construed
to prevent an attorney general of a State
from exercising the powers conferred on the
attorney general by the laws of that State
to—

‘(i) conduct investigations;

‘‘(i1) administer oaths or affirmations; or

‘‘(iii) compel the attendance of witnesses
or the production of documentary and other
evidence.

‘(D) ACTIONS BY THE COMMISSION.—In any
case in which an action is instituted by or on
behalf of the Federal Trade Commission for
a violation of paragraph (1), a State may not,
during the pendency of that action, institute
an action under subparagraph (A) for the
same violation against any defendant named
in the complaint in that action.

‘(E) VENUE.—Any action brought under
subparagraph (A) may be brought in the dis-
trict court of the United States that meets
applicable requirements relating to venue
under section 1391 of title 28, United States
Code.

‘(F) SERVICE OF PROCESS.—In an action
brought under subparagraph (A), process
may be served in any district in which the
defendant—

‘(i) is an inhabitant; or

‘(ii) may be found.

‘“(G) MEASUREMENT OF DAMAGES.—In any
action under this paragraph to enforce a
cause of action under this subsection in
which there has been a determination that a
defendant has violated a provision of this
subsection, damages may be proved and as-
sessed in the aggregate by statistical or sam-
pling methods, by the computation of illegal
overcharges or by such other reasonable sys-
tem of estimating aggregate damages as the
court in its discretion may permit without
the necessity of separately proving the indi-
vidual claim of, or amount of damage to, per-
sons on whose behalf the suit was brought.

“(H) EXCLUSION ON DUPLICATIVE RELIEF.—
The district court shall exclude from the
amount of monetary relief awarded in an ac-
tion under this paragraph brought by the at-
torney general of a State any amount of
monetary relief which duplicates amounts
which have been awarded for the same in-
jury.

‘(7T) EFFECT ON ANTITRUST LAWS.—Nothing
in this subsection shall be construed to mod-
ify, impair, or supersede the operation of the
antitrust laws. For the purpose of this sub-
section, the term ‘antitrust laws’ has the
meaning given it in the first section of the
Clayton Act, except that it includes section
5 of the Federal Trade Commission Act to
the extent that such section 5 applies to un-
fair methods of competition.

‘“(8) MANUFACTURER.—In this subsection,
the term ‘manufacturer’ means any entity,
including any affiliate or licensee of that en-
tity, that is engaged in—

‘“(A) the production, preparation, propaga-
tion, compounding, conversion, or processing
of a prescription drug, either directly or in-
directly by extraction from substances of
natural origin, or independently by means of
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chemical synthesis, or by a combination of
extraction and chemical synthesis; or

‘“(B) the packaging, repackaging, labeling,
relabeling, or distribution of a prescription
drug.”’.

(b) PROHIBITED AcTS.—The Federal Food,
Drug, and Cosmetic Act is amended—

(1) in section 301 (21 U.S.C. 331), by striking
paragraph (aa) and inserting the following:

‘‘(aa)(1) The sale or trade by a pharmacist,
or by a business organization of which the
pharmacist is a part, of a qualifying drug
that under section 804(a)(2)(A) was imported
by the pharmacist, other than—

‘““(A) a sale at retail made pursuant to dis-
pensing the drug to a customer of the phar-
macist or organization; or

‘“(B) a sale or trade of the drug to a phar-
macy or a wholesaler registered to import
drugs under section 804.

‘“(2) The sale or trade by an individual of a
qualifying drug that under section
804(a)(2)(B) was imported by the individual.

‘“(3) The making of a materially false, fic-
titious, or fraudulent statement or represen-
tation, or a material omission, in a notice
under clause (i) of section 804(g)(2)(B) or in
an application required under section
804(g)(2)(F), or the failure to submit such a
notice or application.

‘“(4) The importation of a drug in violation
of a registration condition or other require-
ment under section 804, the falsification of
any record required to be maintained, or pro-
vided to the Secretary, under such section,
or the violation of any registration condition
or other requirement under such section.”’;
and

(2) in section 303(a) (21 U.S.C. 333(a)), by
striking paragraph (6) and inserting the fol-
lowing:

‘(6) Notwithstanding subsection (a), any
person that knowingly violates section 301(i)
(2) or (3) or section 301(aa)(4) shall be impris-
oned not more than 10 years, or fined in ac-
cordance with title 18, United States Code,
or both.”.

(c) AMENDMENT OF CERTAIN PROVISIONS.—

(1) IN GENERAL.—Section 801 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 381)
is amended by striking subsection (g) and in-
serting the following:

‘‘(g) With respect to a prescription drug
that is imported or offered for import into
the United States by an individual who is
not in the business of such importation, that
is not shipped by a registered exporter under
section 804, and that is refused admission
under subsection (a), the Secretary shall no-
tify the individual that—

‘(1) the drug has been refused admission
because the drug was not a lawful import
under section 804;

‘(2) the drug is not otherwise subject to a
waiver of the requirements of subsection (a);

‘(3) the individual may under section 804
lawfully import certain prescription drugs
from exporters registered with the Secretary
under section 804; and

‘“(4) the individual can find information
about such importation, including a list of
registered exporters, on the Internet website
of the Food and Drug Administration or
through a toll-free telephone number re-
quired under section 804.”.

(2) ESTABLISHMENT REGISTRATION.—Section
510(i) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 360(i)) is amended in
paragraph (1) by inserting after ‘‘import into
the United States’” the following: ‘‘, includ-
ing a drug that is, or may be, imported or of-
fered for import into the United States under
section 804,”.

(3) EFFECTIVE DATE.—The amendments
made by this subsection shall take effect on
the date that is 90 days after the date of en-
actment of this Act.

(d) EXHAUSTION.—
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(1) IN GENERAL.—Section 271 of title 35,
United States Code, is amended—

(A) by redesignating subsections (h) and (i)
as (i) and (j), respectively; and

(B) by inserting after subsection (g) the
following:

‘“(h) It shall not be an act of infringement
to use, offer to sell, or sell within the United
States or to import into the United States
any patented invention under section 804 of
the Federal Food, Drug, and Cosmetic Act
that was first sold abroad by or under au-
thority of the owner or licensee of such pat-
ent.”.

(2) RULE OF CONSTRUCTION.—Nothing in the
amendment made by paragraph (1) shall be
construed to affect the ability of a patent
owner or licensee to enforce their patent,
subject to such amendment.

(e) EFFECT OF SECTION 804.—

(1) IN GENERAL.—Section 804 of the Federal
Food, Drug, and Cosmetic Act, as added by
subsection (a), shall permit the importation
of qualifying drugs (as defined in such sec-
tion 804) into the United States without re-
gard to the status of the issuance of imple-
menting regulations—

(A) from exporters registered under such
section 804 on the date that is 90 days after
the date of enactment of this Act; and

(B) from permitted countries, as defined in
such section 804, by importers registered
under such section 804 on the date that is 1
year after the date of enactment of this Act.

(2) REVIEW OF REGISTRATION BY CERTAIN EX-
PORTERS.—

(A) REVIEW PRIORITY.—In the review of reg-
istrations submitted under subsection (b) of
such section 804, registrations submitted by
entities in Canada that are significant ex-
porters of prescription drugs to individuals
in the United States as of the date of enact-
ment of this Act will have priority during
the 90 day period that begins on such date of
enactment.

(B) PERIOD FOR REVIEW.—During such 90-
day period, the reference in subsection
(b)(2)(A) of such section 804 to 90 days (relat-
ing to approval or disapproval of registra-
tions) is, as applied to such entities, deemed
to be 30 days.

(C) LIMITATION.—That an exporter in Can-
ada exports, or has exported, prescription
drugs to individuals in the United States on
or before the date that is 90 days after the
date of enactment of this Act shall not serve
as a basis, in whole or in part, for dis-
approving a registration under such section
804 from the exporter.

(D) FIRST YEAR LIMIT ON NUMBER OF EX-
PORTERS.—During the 1l-year period begin-
ning on the date of enactment of this Act,
the Secretary of Health and Human Services
(referred to in this section as the ‘‘Sec-
retary’’) may limit the number of registered
exporters under such section 804 to not less
than 50, so long as the Secretary gives pri-
ority to those exporters with demonstrated
ability to process a high volume of ship-
ments of drugs to individuals in the United
States.

(E) SECOND YEAR LIMIT ON NUMBER OF EX-
PORTERS.—During the 1l-year period begin-
ning on the date that is 1 year after the date
of enactment of this Act, the Secretary may
limit the number of registered exporters
under such section 804 to not less than 100, so
long as the Secretary gives priority to those
exporters with demonstrated ability to proc-
ess a high volume of shipments of drugs to
individuals in the United States.

(F) FURTHER LIMIT ON NUMBER OF EXPORT-
ERS.—During any 1l-year period beginning on
a date that is 2 or more years after the date
of enactment of this Act, the Secretary may
limit the number of registered exporters
under such section 804 to not less than 25
more than the number of such exporters dur-
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ing the previous l-year period, so long as the
Secretary gives priority to those exporters
with demonstrated ability to process a high
volume of shipments of drugs to individuals
in the United States.

(3) LIMITS ON NUMBER OF IMPORTERS.—

(A) FIRST YEAR LIMIT ON NUMBER OF IM-
PORTERS.—During the 1l-year period begin-
ning on the date that is 1 year after the date
of enactment of this Act, the Secretary may
limit the number of registered importers
under such section 804 to not less than 100 (of
which at least a significant number shall be
groups of pharmacies, to the extent feasible
given the applications submitted by such
groups), so long as the Secretary gives pri-
ority to those importers with demonstrated
ability to process a high volume of ship-
ments of drugs imported into the United
States.

(B) SECOND YEAR LIMIT ON NUMBER OF IM-
PORTERS.—During the 1l-year period begin-
ning on the date that is 2 years after the
date of enactment of this Act, the Secretary
may limit the number of registered import-
ers under such section 804 to not less than
200 (of which at least a significant number
shall be groups of pharmacies, to the extent
feasible given the applications submitted by
such groups), so long as the Secretary gives
priority to those importers with dem-
onstrated ability to process a high volume of
shipments of drugs into the United States.

(C) FURTHER LIMIT ON NUMBER OF IMPORT-
ERS.—During any 1l-year period beginning on
a date that is 3 or more years after the date
of enactment of this Act, the Secretary may
limit the number of registered importers
under such section 804 to not less than 50
more (of which at least a significant number
shall be groups of pharmacies, to the extent
feasible given the applications submitted by
such groups) than the number of such im-
porters during the previous 1-year period, so
long as the Secretary gives priority to those
importers with demonstrated ability to proc-
ess a high volume of shipments of drugs to
the United States.

(4) NOTICES FOR DRUGS FOR IMPORT FROM
CANADA.—The notice with respect to a quali-
fying drug introduced for commercial dis-
tribution in Canada as of the date of enact-
ment of this Act that is required under sub-
section (g)(2)(B)(i) of such section 804 shall
be submitted to the Secretary not later than
30 days after the date of enactment of this
Act if—

(A) the U.S. label drug (as defined in such
section 804) for the qualifying drug is 1 of the
100 prescription drugs with the highest dollar
volume of sales in the United States based
on the 12 calendar month period most re-
cently completed before the date of enact-
ment of this Act; or

(B) the notice is a notice under subsection
(2)(2)(B)(A)(II) of such section 804.

(6) NOTICE FOR DRUGS FOR IMPORT FROM
OTHER COUNTRIES.—The notice with respect
to a qualifying drug introduced for commer-
cial distribution in a permitted country
other than Canada as of the date of enact-
ment of this Act that is required under sub-
section (g)(2)(B)(i) of such section 804 shall
be submitted to the Secretary not later than
180 days after the date of enactment of this
Act if—

(A) the U.S. label drug for the qualifying
drug is 1 of the 100 prescription drugs with
the highest dollar volume of sales in the
United States based on the 12 calendar
month period that is first completed on the
date that is 120 days after the date of enact-
ment of this Act; or

(B) the notice is a notice under subsection
(2)(2)(B)(1)(II) of such section 804.

(6) NOTICE FOR OTHER DRUGS FOR IMPORT.—

(A) GUIDANCE ON SUBMISSION DATES.—The
Secretary shall by guidance establish a se-
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ries of submission dates for the notices under
subsection (g)(2)(B)(i) of such section 804
with respect to qualifying drugs introduced
for commercial distribution as of the date of
enactment of this Act and that are not re-
quired to be submitted under paragraph (4)
or (b).

(B) CONSISTENT AND EFFICIENT USE OF RE-
SOURCES.—The Secretary shall establish the
dates described under subparagraph (A) so
that such notices described under subpara-
graph (A) are submitted and reviewed at a
rate that allows consistent and efficient use
of the resources and staff available to the
Secretary for such reviews. The Secretary
may condition the requirement to submit
such a notice, and the review of such a no-
tice, on the submission by a registered ex-
porter or a registered importer to the Sec-
retary of a notice that such exporter or im-
porter intends to import such qualifying
drug to the United States under such section
804.

(C) PRIORITY FOR DRUGS WITH HIGHER
SALES.—The Secretary shall establish the
dates described under subparagraph (A) so
that the Secretary reviews the notices de-
scribed under such subparagraph with re-
spect to qualifying drugs with higher dollar
volume of sales in the United States before
the notices with respect to drugs with lower
sales in the United States.

(7) NOTICES FOR DRUGS APPROVED AFTER EF-
FECTIVE DATE.—The notice required under
subsection (g)(2)(B)(i) of such section 804 for
a qualifying drug first introduced for com-
mercial distribution in a permitted country
(as defined in such section 804) after the date
of enactment of this Act shall be submitted
to and reviewed by the Secretary as provided
under subsection (g)(2)(B) of such section 804,
without regard to paragraph (4), (5), or (6).

(8) REPORT.—Beginning with the first full
fiscal year after the date of enactment of
this Act, not later than 90 days after the end
of each fiscal year during which the Sec-
retary reviews a notice referred to in para-
graph (4), (5), or (6), the Secretary shall sub-
mit a report to Congress concerning the
progress of the Food and Drug Administra-
tion in reviewing the notices referred to in
paragraphs (4), (5), and (6).

(9) USER FEES.—

(A) EXPORTERS.—When establishing an ag-
gregate total of fees to be collected from ex-
porters under subsection (f)(2) of such sec-
tion 804, the Secretary shall, under sub-
section (£)(3)(C)(i) of such section 804, esti-
mate the total price of drugs imported under
subsection (a) of such section 804 into the
United States by registered exporters during
the first fiscal year in which this title takes
effect to be an amount equal to the amount
which bears the same ratio to $1,000,000,000 as
the number of days in such fiscal year during
which this title is effective bears to 365.

(B) IMPORTERS.—When establishing an ag-
gregate total of fees to be collected from im-
porters under subsection (e)(2) of such sec-
tion 804, the Secretary shall, under sub-
section (e)(3)(C)(i) of such section 804, esti-
mate the total price of drugs imported under
subsection (a) of such section 804 into the
United States by registered importers dur-
ing—

(i) the first fiscal year in which this title
takes effect to be an amount equal to the
amount which bears the same ratio to
$1,000,000,000 as the number of days in such
fiscal year during which this title is effective
bears to 365; and

(ii) the second fiscal year in which this
title is in effect to be $3,000,000,000.

(C) SECOND YEAR ADJUSTMENT.—

(i) REPORTS.—Not later than February 20 of
the second fiscal year in which this title is in
effect, registered importers shall report to
the Secretary the total price and the total



December 10, 2009

volume of drugs imported to the United
States by the importer during the 4-month
period from October 1 through January 31 of
such fiscal year.

(ii) REESTIMATE.—Notwithstanding sub-
section (e)(3)(C)(ii) of such section 804 or sub-
paragraph (B), the Secretary shall reesti-
mate the total price of qualifying drugs im-
ported under subsection (a) of such section
804 into the United States by registered im-
porters during the second fiscal year in
which this title is in effect. Such reestimate
shall be equal to—

(I) the total price of qualifying drugs im-
ported by each importer as reported under
clause (i); multiplied by

(1) 3.

(iii) ADJUSTMENT.—The Secretary shall ad-
just the fee due on April 1 of the second fis-
cal year in which this title is in effect, from
each importer so that the aggregate total of
fees collected under subsection (e)(2) for such
fiscal year does not exceed the total price of
qualifying drugs imported under subsection
(a) of such section 804 into the United States
by registered importers during such fiscal
year as reestimated under clause (ii).

(D) FAILURE TO PAY FEES.—Notwith-
standing any other provision of this section,
the Secretary may prohibit a registered im-
porter or exporter that is required to pay
user fees under subsection (e) or (f) of such
section 804 and that fails to pay such fees
within 30 days after the date on which it is
due, from importing or offering for importa-
tion a qualifying drug under such section 804
until such fee is paid.

(E) ANNUAL REPORT.—

(i) FOOD AND DRUG ADMINISTRATION.—Not
later than 180 days after the end of each fis-
cal year during which fees are collected
under subsection (e), (f), or (g)(2)(B)(iv) of
such section 804, the Secretary shall prepare
and submit to the House of Representatives
and the Senate a report on the implementa-
tion of the authority for such fees during
such fiscal year and the use, by the Food and
Drug Administration, of the fees collected
for the fiscal year for which the report is
made and credited to the Food and Drug Ad-
ministration.

(ii) CUSTOMS AND BORDER PROTECTION.—Not
later than 180 days after the end of each fis-
cal year during which fees are collected
under subsection (e) or (f) of such section 804,
the Secretary of Homeland Security, in con-
sultation with the Secretary of the Treas-
ury, shall prepare and submit to the House of
Representatives and the Senate a report on
the use, by the Bureau of Customs and Bor-
der Protection, of the fees, if any, trans-
ferred by the Secretary to the Bureau of Cus-
toms and Border Protection for the fiscal
year for which the report is made.

(10) SPECIAL RULE REGARDING IMPORTATION
BY INDIVIDUALS.—

(A) IN GENERAL.—Notwithstanding any pro-
vision of this title (or an amendment made
by this title), the Secretary shall expedite
the designation of any additional permitted
countries from which an individual may im-
port a qualifying drug into the United States
under such section 804 if any action imple-
mented by the Government of Canada has
the effect of limiting or prohibiting the im-
portation of qualifying drugs into the United
States from Canada.

(B) TIMING AND CRITERIA.—The Secretary
shall designate such additional permitted
countries under subparagraph (A)—

(i) not later than 6 months after the date of
the action by the Government of Canada de-
scribed under such subparagraph; and

(ii) using the criteria described under sub-
section (a)(4)(D)(1)(II) of such section 804.

(f) IMPLEMENTATION OF SECTION 804.—

(1) INTERIM RULE.—The Secretary may pro-
mulgate an interim rule for implementing

CONGRESSIONAL RECORD — SENATE

section 804 of the Federal Food, Drug, and
Cosmetic Act, as added by subsection (a) of
this section.

(2) NO NOTICE OF PROPOSED RULEMAKING.—
The interim rule described under paragraph
(1) may be developed and promulgated by the
Secretary without providing general notice
of proposed rulemaking.

(3) FINAL RULE.—Not later than 1 year after
the date on which the Secretary promulgates
an interim rule under paragraph (1), the Sec-
retary shall, in accordance with procedures
under section 553 of title 5, United States
Code, promulgate a final rule for imple-
menting such section 804, which may incor-
porate by reference provisions of the interim
rule provided for under paragraph (1), to the
extent that such provisions are not modified.

(g) CONSUMER EDUCATION.—The Secretary
shall carry out activities that educate con-
sumers—

(1) with regard to the availability of quali-
fying drugs for import for personal use from
an exporter registered with and approved by
the Food and Drug Administration under
section 804 of the Federal Food, Drug, and
Cosmetic Act, as added by this section, in-
cluding information on how to verify wheth-
er an exporter is registered and approved by
use of the Internet website of the Food and
Drug Administration and the toll-free tele-
phone number required by this title;

(2) that drugs that consumers attempt to
import from an exporter that is not reg-
istered with and approved by the Food and
Drug Administration can be seized by the
United States Customs Service and de-
stroyed, and that such drugs may be counter-
feit, unapproved, unsafe, or ineffective;

(3) with regard to the suspension and ter-
mination of any registration of a registered
importer or exporter under such section 804;
and

(4) with regard to the availability at do-
mestic retail pharmacies of qualifying drugs
imported under such section 804 by domestic
wholesalers and pharmacies registered with
and approved by the Food and Drug Adminis-
tration.

(h) EFFECT ON ADMINISTRATION PRAC-
TICES.—Notwithstanding any provision of
this title (and the amendments made by this
title), the practices and policies of the Food
and Drug Administration and Bureau of Cus-
toms and Border Protection, in effect on
January 1, 2004, with respect to the importa-
tion of prescription drugs into the United
States by an individual, on the person of
such individual, for personal use, shall re-
main in effect.

(i) REPORT TO CONGRESS.—The Federal
Trade Commission shall, on an annual basis,
submit to Congress a report that describes
any action taken during the period for which
the report is being prepared to enforce the
provisions of section 804(n) of the Federal
Food, Drug, and Cosmetic Act (as added by
this title), including any pending investiga-
tions or civil actions under such section.

SEC. 10005. DISPOSITION OF CERTAIN DRUGS DE-
NIED ADMISSION INTO UNITED
STATES.

(a) IN GENERAL.—Chapter VIII of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
381 et seq.), as amended by section 10004, is
further amended by adding at the end the
following section:

“SEC. 805. DISPOSITION OF CERTAIN DRUGS DE-
NIED ADMISSION.

‘“(a) IN GENERAL.—The Secretary of Home-
land Security shall deliver to the Secretary
a shipment of drugs that is imported or of-
fered for import into the United States if—

‘(1) the shipment has a declared value of
less than $10,000; and

‘“(2)(A) the shipping container for such
drugs does not bear the markings required
under section 804(d)(2); or
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‘“(B) the Secretary has requested delivery
of such shipment of drugs.

“(b) NO BOND OR EXPORT.—Section 801(b)
does not authorize the delivery to the owner
or consignee of drugs delivered to the Sec-
retary under subsection (a) pursuant to the
execution of a bond, and such drugs may not
be exported.

‘(c) DESTRUCTION OF VIOLATIVE SHIP-
MENT.—The Secretary shall destroy a ship-
ment of drugs delivered by the Secretary of
Homeland Security to the Secretary under
subsection (a) if—

‘(1) in the case of drugs that are imported
or offered for import from a registered ex-
porter under section 804, the drugs are in vio-
lation of any standard described in section
804(g)(5); or

‘(2) in the case of drugs that are not im-
ported or offered for import from a reg-
istered exporter under section 804, the drugs
are in violation of a standard referred to in
section 801(a) or 801(d)(1).

‘“(d) CERTAIN PROCEDURES.—

‘(1) IN GENERAL.—The delivery and de-
struction of drugs under this section may be
carried out without notice to the importer,
owner, or consignee of the drugs except as
required by section 801(g) or section 804(i)(2).
The issuance of receipts for the drugs, and
recordkeeping activities regarding the drugs,
may be carried out on a summary basis.

‘(2) OBJECTIVE OF PROCEDURES.—Proce-
dures promulgated under paragraph (1) shall
be designed toward the objective of ensuring
that, with respect to efficiently utilizing
Federal resources available for carrying out
this section, a substantial majority of ship-
ments of drugs subject to described in sub-
section (c) are identified and destroyed.

‘‘(e) EVIDENCE EXCEPTION.—Drugs may not
be destroyed under subsection (c) to the ex-
tent that the Attorney General of the United
States determines that the drugs should be
preserved as evidence or potential evidence
with respect to an offense against the United
States.

‘“(f) RULE OF CONSTRUCTION.—This section
may not be construed as having any legal ef-
fect on applicable law with respect to a ship-
ment of drugs that is imported or offered for
import into the United States and has a de-
clared value equal to or greater than
$10,000.”".

(b) PROCEDURES.—Procedures for carrying
out section 805 of the Federal Food, Drug,
and Cosmetic Act, as added by subsection
(a), shall be established not later than 90
days after the date of the enactment of this
Act.

(c) EFFECTIVE DATE.—The amendments
made by this section shall take effect on the
date that is 90 days after the date of enact-
ment of this Act.

SEC. 10006. WHOLESALE DISTRIBUTION OF
DRUGS; STATEMENTS REGARDING
PRIOR SALE, PURCHASE, OR TRADE.

(a) STRIKING OF EXEMPTIONS; APPLICABILITY
TO REGISTERED EXPORTERS.—Section 503(e) of
the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 353(e)) is amended—

(1) in paragraph (1)—

(A) by striking ‘“‘and who is not the manu-
facturer or an authorized distributor of
record of such drug’’;

(B) by striking ‘‘to an authorized dis-
tributor of record or’’; and

(C) by striking subparagraph (B) and in-
serting the following:

‘“(B) The fact that a drug subject to sub-
section (b) is exported from the United
States does not with respect to such drug ex-
empt any person that is engaged in the busi-
ness of the wholesale distribution of the drug
from providing the statement described in
subparagraph (A) to the person that receives
the drug pursuant to the export of the drug.
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“(C)(i) The Secretary shall by regulation
establish requirements that supersede sub-
paragraph (A) (referred to in this subpara-
graph as ‘alternative requirements’) to iden-
tify the chain of custody of a drug subject to
subsection (b) from the manufacturer of the
drug throughout the wholesale distribution
of the drug to a pharmacist who intends to
sell the drug at retail if the Secretary deter-
mines that the alternative requirements,
which may include standardized anti-coun-
terfeiting or track-and-trace technologies,
will identify such chain of custody or the
identity of the discrete package of the drug
from which the drug is dispensed with equal
or greater certainty to the requirements of
subparagraph (A), and that the alternative
requirements are economically and tech-
nically feasible.

‘(i) When the Secretary promulgates a
final rule to establish such alternative re-
quirements, the final rule in addition shall,
with respect to the registration condition es-
tablished in clause (i) of section 804(c)(3)(B),
establish a condition equivalent to the alter-
native requirements, and such equivalent
condition may be met in lieu of the registra-
tion condition established in such clause
1.5

(2) in paragraph (2)(A), by adding at the
end the following: ‘““The preceding sentence
may not be construed as having any applica-
bility with respect to a registered exporter
under section 804.”’; and

(3) in paragraph (3), by striking ‘‘and sub-
section (d)—’ in the matter preceding sub-
paragraph (A) and all that follows through
“the term ‘wholesale distribution’ means’ in
subparagraph (B) and inserting the fol-
lowing: ‘‘and subsection (d), the term ‘whole-
sale distribution’ means’’.

(b) CONFORMING  AMENDMENT.—Section
503(d) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 353(d)) is amended by
adding at the end the following:

‘‘(4) BEach manufacturer of a drug subject
to subsection (b) shall maintain at its cor-
porate offices a current list of the authorized
distributors of record of such drug.

‘() For purposes of this subsection, the
term ‘authorized distributors of record’
means those distributors with whom a manu-
facturer has established an ongoing relation-
ship to distribute such manufacturer’s prod-
ucts.”.

(¢c) EFFECTIVE DATE.—

(1) IN GENERAL.—The amendments made by
paragraphs (1) and (3) of subsection (a) and
by subsection (b) shall take effect on Janu-
ary 1, 2012.

(2) DRUGS IMPORTED BY REGISTERED IMPORT-
ERS UNDER SECTION 804.—Notwithstanding
paragraph (1), the amendments made by
paragraphs (1) and (3) of subsection (a) and
by subsection (b) shall take effect on the
date that is 90 days after the date of enact-
ment of this Act with respect to qualifying
drugs imported under section 804 of the Fed-
eral Food, Drug, and Cosmetic Act, as added
by section 10004.

(3) EFFECT WITH RESPECT TO REGISTERED EX-
PORTERS.—The amendment made by sub-
section (a)(2) shall take effect on the date
that is 90 days after the date of enactment of
this Act.

(4) ALTERNATIVE REQUIREMENTS.—The Sec-
retary shall issue regulations to establish
the alternative requirements, referred to in
the amendment made by subsection (a)(l),
that take effect not later than January 1,
2012.

(5) INTERMEDIATE REQUIREMENTS.—The Sec-
retary shall by regulation require the use of
standardized anti-counterfeiting or track-
and-trace technologies on prescription drugs
at the case and pallet level effective not
later than 1 year after the date of enactment
of this Act.
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(6) ADDITIONAL REQUIREMENTS.—

(A) IN GENERAL.—Notwithstanding any
other provision of this section, the Secretary
shall, not later than 18 months after the date
of enactment of this Act, require that the
packaging of any prescription drug incor-
porates—

(i) a standardized numerical identifier
unique to each package of such drug, applied
at the point of manufacturing and repack-
aging (in which case the numerical identifier
shall be linked to the numerical identifier
applied at the point of manufacturing); and

(ii)(I) overt optically variable counterfeit-
resistant technologies that—

(aa) are visible to the naked eye, providing
for visual identification of product authen-
ticity without the need for readers, micro-
scopes, lighting devices, or scanners;

(bb) are similar to that used by the Bureau
of Engraving and Printing to secure United
States currency;

(cc) are manufactured and distributed in a
highly secure, tightly controlled environ-
ment; and

(dd) incorporate additional layers of non-
visible convert security features up to and
including forensic capability, as described in
subparagraph (B); or

(IT) technologies that have a function of se-
curity comparable to that described in sub-
clause (I), as determined by the Secretary.

(B) STANDARDS FOR PACKAGING.—For the
purpose of making it more difficult to coun-
terfeit the packaging of drugs subject to this
paragraph, the manufacturers of such drugs
shall incorporate the technologies described
in subparagraph (A) into at least 1 additional
element of the physical packaging of the
drugs, including blister packs, shrink wrap,
package labels, package seals, bottles, and
boxes.

SEC. 10007. INTERNET SALES OF PRESCRIPTION
DRUGS.

(a) IN GENERAL.—Chapter V of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 351
et seq.) is amended by inserting after section
503B the following:

“SEC. 503C. INTERNET SALES OF PRESCRIPTION
DRUGS.

‘“‘(a) REQUIREMENTS REGARDING INFORMA-
TION ON INTERNET SITE.—

‘(1) IN GENERAL.—A person may not dis-
pense a prescription drug pursuant to a sale
of the drug by such person if—

‘“(A) the purchaser of the drug submitted
the purchase order for the drug, or conducted
any other part of the sales transaction for
the drug, through an Internet site;

‘“(B) the person dispenses the drug to the
purchaser by mailing or shipping the drug to
the purchaser; and

‘“(C) such site, or any other Internet site
used by such person for purposes of sales of
a prescription drug, fails to meet each of the
requirements specified in paragraph (2),
other than a site or pages on a site that—

‘(i) are not intended to be accessed by pur-
chasers or prospective purchasers; or

‘(ii) provide an Internet information loca-
tion tool within the meaning of section
231(e)(5) of the Communications Act of 1934
(47 U.S.C. 231(e)(b)).

‘(2) REQUIREMENTS.—With respect to an
Internet site, the requirements referred to in
subparagraph (C) of paragraph (1) for a per-
son to whom such paragraph applies are as
follows:

“‘(A) Each page of the site shall include ei-
ther the following information or a link to a
page that provides the following informa-
tion:

‘(i) The name of such person.

‘(i) Each State in which the person is au-
thorized by law to dispense prescription
drugs.

‘‘(iii) The address and telephone number of
each place of business of the person with re-
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spect to sales of prescription drugs through
the Internet, other than a place of business
that does not mail or ship prescription drugs
to purchasers.

‘“(iv) The name of each individual who
serves as a pharmacist for prescription drugs
that are mailed or shipped pursuant to the
site, and each State in which the individual
is authorized by law to dispense prescription
drugs.

‘“(v) If the person provides for medical con-
sultations through the site for purposes of
providing prescriptions, the name of each in-
dividual who provides such consultations;
each State in which the individual is 1li-
censed or otherwise authorized by law to
provide such consultations or practice medi-
cine; and the type or types of health profes-
sions for which the individual holds such li-
censes or other authorizations.

‘(B) A link to which paragraph (1) applies
shall be displayed in a clear and prominent
place and manner, and shall include in the
caption for the link the words ‘licensing and
contact information’.

“(b) INTERNET SALES WITHOUT APPRO-
PRIATE MEDICAL RELATIONSHIPS.—

‘(1) IN GENERAL.—Except as provided in
paragraph (2), a person may not dispense a
prescription drug, or sell such a drug, if—

‘“(A) for purposes of such dispensing or
sale, the purchaser communicated with the
person through the Internet;

‘“(B) the patient for whom the drug was
dispensed or purchased did not, when such
communications began, have a prescription
for the drug that is valid in the United
States;

“(C) pursuant to such communications, the
person provided for the involvement of a
practitioner, or an individual represented by
the person as a practitioner, and the practi-
tioner or such individual issued a prescrip-
tion for the drug that was purchased;

‘(D) the person knew, or had reason to
know, that the practitioner or the individual
referred to in subparagraph (C) did not, when
issuing the prescription, have a qualifying
medical relationship with the patient; and

‘““(E) the person received payment for the
dispensing or sale of the drug.

For purposes of subparagraph (E), payment
is received if money or other valuable con-
sideration is received.

‘(2) EXCEPTIONS.—Paragraph (1) does not
apply to—

‘“(A) the dispensing or selling of a prescrip-
tion drug pursuant to telemedicine practices
sponsored by—

‘(i) a hospital that has in effect a provider
agreement under title XVIII of the Social
Security Act (relating to the Medicare pro-
gram); or

‘(ii) a group practice that has not fewer
than 100 physicians who have in effect pro-
vider agreements under such title; or

‘(B) the dispensing or selling of a prescrip-
tion drug pursuant to practices that promote
the public health, as determined by the Sec-
retary by regulation.

*“(3) QUALIFYING MEDICAL RELATIONSHIP.—

‘““(A) IN GENERAL.—With respect to issuing
a prescription for a drug for a patient, a
practitioner has a qualifying medical rela-
tionship with the patient for purposes of this
section if—

‘(i) at least one in-person medical evalua-
tion of the patient has been conducted by the
practitioner; or

‘“(ii) the practitioner conducts a medical
evaluation of the patient as a covering prac-
titioner.

‘(B) IN-PERSON MEDICAL EVALUATION.—A
medical evaluation by a practitioner is an
in-person medical evaluation for purposes of
this section if the practitioner is in the phys-
ical presence of the patient as part of con-
ducting the evaluation, without regard to
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whether portions of the evaluation are con-
ducted by other health professionals.

‘‘(C) COVERING PRACTITIONER.—With respect
to a patient, a practitioner is a covering
practitioner for purposes of this section if
the practitioner conducts a medical evalua-
tion of the patient at the request of a practi-
tioner who has conducted at least one in-per-
son medical evaluation of the patient and is
temporarily unavailable to conduct the eval-
uation of the patient. A practitioner is a cov-
ering practitioner without regard to whether
the practitioner has conducted any in-person
medical evaluation of the patient involved.

‘“(4) RULES OF CONSTRUCTION.—

“(A) INDIVIDUALS REPRESENTED AS PRACTI-
TIONERS.—A person who is not a practitioner
(as defined in subsection (e)(1)) lacks legal
capacity under this section to have a quali-
fying medical relationship with any patient.

‘(B) STANDARD PRACTICE OF PHARMACY.—
Paragraph (1) may not be construed as pro-
hibiting any conduct that is a standard prac-
tice in the practice of pharmacy.

“(C) APPLICABILITY OF REQUIREMENTS.—
Paragraph (3) may not be construed as hav-
ing any applicability beyond this section,
and does not affect any State law, or inter-
pretation of State law, concerning the prac-
tice of medicine.

¢“(c) ACTIONS BY STATES.—

‘(1) IN GENERAL.—Whenever an attorney
general of any State has reason to believe
that the interests of the residents of that
State have been or are being threatened or
adversely affected because any person has
engaged or is engaging in a pattern or prac-
tice that violates section 301(1), the State
may bring a civil action on behalf of its resi-
dents in an appropriate district court of the
United States to enjoin such practice, to en-
force compliance with such section (includ-
ing a nationwide injunction), to obtain dam-
ages, restitution, or other compensation on
behalf of residents of such State, to obtain
reasonable attorneys fees and costs if the
State prevails in the civil action, or to ob-
tain such further and other relief as the
court may deem appropriate.

‘(2) NoTICE.—The State shall serve prior
written notice of any civil action under para-
graph (1) or (5)(B) upon the Secretary and
provide the Secretary with a copy of its com-
plaint, except that if it is not feasible for the
State to provide such prior notice, the State
shall serve such notice immediately upon in-
stituting such action. Upon receiving a no-
tice respecting a civil action, the Secretary
shall have the right—

‘‘(A) to intervene in such action;

‘“(B) upon so intervening, to be heard on all
matters arising therein; and

“(C) to file petitions for appeal.

‘‘(3) CONSTRUCTION.—For purposes of bring-
ing any civil action under paragraph (1),
nothing in this chapter shall prevent an at-
torney general of a State from exercising the
powers conferred on the attorney general by
the laws of such State to conduct investiga-
tions or to administer oaths or affirmations
or to compel the attendance of witnesses or
the production of documentary and other
evidence.

‘“(4) VENUE; SERVICE OF PROCESS.—Any civil
action brought under paragraph (1) in a dis-
trict court of the United States may be
brought in the district in which the defend-
ant is found, is an inhabitant, or transacts
business or wherever venue is proper under
section 1391 of title 28, United States Code.
Process in such an action may be served in
any district in which the defendant is an in-
habitant or in which the defendant may be
found.

““(5) ACTIONS BY OTHER STATE OFFICIALS.—

‘““(A) Nothing contained in this section
shall prohibit an authorized State official
from proceeding in State court on the basis
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of an alleged violation of any civil or crimi-
nal statute of such State.

‘(B) In addition to actions brought by an
attorney general of a State under paragraph
(1), such an action may be brought by offi-
cers of such State who are authorized by the
State to bring actions in such State on be-
half of its residents.

‘(d) EFFECT OF SECTION.—This section
shall not apply to a person that is a reg-
istered exporter under section 804.

‘“(e) GENERAL DEFINITIONS.—For purposes
of this section:

‘(1) The term ‘practitioner’ means a prac-
titioner referred to in section 503(b)(1) with
respect to issuing a written or oral prescrip-
tion.

‘“(2) The term ‘prescription drug’ means a
drug that is described in section 503(b)(1).

‘“(3) The term ‘qualifying medical relation-
ship’, with respect to a practitioner and a pa-
tient, has the meaning indicated for such
term in subsection (b).

¢“(f) INTERNET-RELATED DEFINITIONS.—

‘(1) IN GENERAL.—For purposes of this sec-
tion:

‘“(A) The term ‘Internet’ means collec-
tively the myriad of computer and tele-
communications facilities, including equip-
ment and operating software, which com-
prise the interconnected world-wide network
of networks that employ the transmission
control protocol/internet protocol, or any
predecessor or successor protocols to such
protocol, to communicate information of all
kinds by wire or radio.

‘(B) The term ‘link’, with respect to the
Internet, means one or more letters, words,
numbers, symbols, or graphic items that ap-
pear on a page of an Internet site for the pur-
pose of serving, when activated, as a method
for executing an electronic command—

‘(i) to move from viewing one portion of a
page on such site to another portion of the
page;

‘“(ii) to move from viewing one page on
such site to another page on such site; or

‘(iii) to move from viewing a page on one
Internet site to a page on another Internet
site.

‘“(C) The term ‘page’, with respect to the
Internet, means a document or other file
accessed at an Internet site.

‘(D)(i) The terms ‘site’ and ‘address’, with
respect to the Internet, mean a specific loca-
tion on the Internet that is determined by
Internet Protocol numbers. Such term in-
cludes the domain name, if any.

‘(i) The term ‘domain name’ means a
method of representing an Internet address
without direct reference to the Internet Pro-
tocol numbers for the address, including
methods that use designations such as
‘.com’, ‘.edu’, ‘.gov’, ‘.net’, or ‘.org’.

‘“(iii) The term ‘Internet Protocol num-
bers’ includes any successor protocol for de-
termining a specific location on the Inter-
net.

“(2) AUTHORITY OF SECRETARY.—The Sec-
retary may by regulation modify any defini-
tion under paragraph (1) to take into ac-
count changes in technology.

“(g) INTERACTIVE COMPUTER SERVICE; AD-
VERTISING.—No provider of an interactive
computer service, as defined in section
230(f)(2) of the Communications Act of 1934
(47 U.S.C. 230(f)(2)), or of advertising services
shall be liable under this section for dis-
pensing or selling prescription drugs in vio-
lation of this section on account of another
person’s selling or dispensing such drugs,
provided that the provider of the interactive
computer service or of advertising services
does not own or exercise corporate control
over such person.

“(h) NO EFFECT ON OTHER REQUIREMENTS;
COORDINATION.—The requirements of this
section are in addition to, and do not super-
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sede, any requirements under the Controlled
Substances Act or the Controlled Substances
Import and Export Act (or any regulation
promulgated under either such Act) regard-
ing Internet pharmacies and controlled sub-
stances. In promulgating regulations to
carry out this section, the Secretary shall
coordinate with the Attorney General to en-
sure that such regulations do not duplicate
or conflict with the requirements described
in the previous sentence, and that such regu-
lations and requirements coordinate to the
extent practicable.”.

(b) INCLUSION AS PROHIBITED ACT.—Section
301 of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 331) is amended by inserting
after paragraph (k) the following:

‘(1) The dispensing or selling of a prescrip-
tion drug in violation of section 503C.".

(¢c) INTERNET SALES OF PRESCRIPTION
DRUGS; CONSIDERATION BY SECRETARY OF
PRACTICES AND PROCEDURES FOR CERTIFI-
CATION OF LEGITIMATE BUSINESSES.—In car-
rying out section 503C of the Federal Food,
Drug, and Cosmetic Act (as added by sub-
section (a) of this section), the Secretary of
Health and Human Services shall take into
consideration the practices and procedures of
public or private entities that certify that
businesses selling prescription drugs through
Internet sites are legitimate businesses, in-
cluding practices and procedures regarding
disclosure formats and verification pro-
grams.

(d) REPORTS REGARDING INTERNET-RELATED
VIOLATIONS OF FEDERAL AND STATE LAWS ON
DISPENSING OF DRUGS.—

(1) IN GENERAL.—The Secretary of Health
and Human Services (referred to in this sub-
section as the ‘‘Secretary’’) shall, pursuant
to the submission of an application meeting
the criteria of the Secretary, make an award
of a grant or contract to the National Clear-
inghouse on Internet Prescribing (operated
by the Federation of State Medical Boards)
for the purpose of—

(A) identifying Internet sites that appear
to be in violation of Federal or State laws
concerning the dispensing of drugs;

(B) reporting such sites to State medical
licensing boards and State pharmacy licens-
ing boards, and to the Attorney General and
the Secretary, for further investigation; and

(C) submitting, for each fiscal year for
which the award under this subsection is
made, a report to the Secretary describing
investigations undertaken with respect to
violations described in subparagraph (A).

(2) AUTHORIZATION OF APPROPRIATIONS.—
For the purpose of carrying out paragraph
(1), there is authorized to be appropriated
$100,000 for each of the first 3 fiscal years in
which this section is in effect.

(e) EFFECTIVE DATE.—The amendments
made by subsections (a) and (b) take effect 90
days after the date of enactment of this Act,
without regard to whether a final rule to im-
plement such amendments has been promul-
gated by the Secretary of Health and Human
Services under section 701(a) of the Federal
Food, Drug, and Cosmetic Act. The preceding
sentence may not be construed as affecting
the authority of such Secretary to promul-
gate such a final rule.

SEC. 10008. PROHIBITING PAYMENTS TO UNREG-
ISTERED FOREIGN PHARMACIES.

(a) IN GENERAL.—Section 303 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 333)
is amended by adding at the end the fol-
lowing:

““(h) RESTRICTED TRANSACTIONS.—

‘(1) IN GENERAL.—The introduction of re-
stricted transactions into a payment system
or the completion of restricted transactions
using a payment system is prohibited.

‘“(2) PAYMENT SYSTEM.—

‘“(A) IN GENERAL.—The term ‘payment sys-
tem’ means a system used by a person de-
scribed in subparagraph (B) to effect a credit
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transaction, electronic fund transfer, or
money transmitting service that may be
used in connection with, or to facilitate, a
restricted transaction, and includes—

‘(1) a credit card system;

‘(i) an international, national, regional,
or local network used to effect a credit
transaction, an electronic fund transfer, or a
money transmitting service; and

¢(iii) any other system that is centrally
managed and is primarily engaged in the
transmission and settlement of credit trans-
actions, electronic fund transfers, or money
transmitting services.

‘“(B) PERSONS DESCRIBED.—A Dperson re-
ferred to in subparagraph (A) is—

‘(i) a creditor;

‘‘(ii) a credit card issuer;

‘“(iii) a financial institution;

‘(iv) an operator of a terminal at which an
electronic fund transfer may be initiated;

‘(v) a money transmitting business; or

‘‘(vi) a participant in an international, na-
tional, regional, or local network used to ef-
fect a credit transaction, electronic fund
transfer, or money transmitting service.

‘‘(3) RESTRICTED TRANSACTION.—The term
‘restricted transaction’ means a transaction
or transmittal, on behalf of an individual
who places an unlawful drug importation re-
quest to any person engaged in the operation
of an unregistered foreign pharmacy, of—

““(A) credit, or the proceeds of credit, ex-
tended to or on behalf of the individual for
the purpose of the unlawful drug importation
request (including credit extended through
the use of a credit card);

‘(B) an electronic fund transfer or funds
transmitted by or through a money trans-
mitting business, or the proceeds of an elec-
tronic fund transfer or money transmitting
service, from or on behalf of the individual
for the purpose of the unlawful drug impor-
tation request;

“(C) a check, draft, or similar instrument
which is drawn by or on behalf of the indi-
vidual for the purpose of the unlawful drug
importation request and is drawn on or pay-
able at or through any financial institution;
or

‘(D) the proceeds of any other form of fi-
nancial transaction (identified by the Board
by regulation) that involves a financial in-
stitution as a payor or financial inter-
mediary on behalf of or for the benefit of the
individual for the purpose of the unlawful
drug importation request.

‘(4) UNLAWFUL DRUG IMPORTATION RE-
QUEST.—The term ‘unlawful drug importa-
tion request’ means the request, or trans-
mittal of a request, made to an unregistered
foreign pharmacy for a prescription drug by
mail (including a private carrier), facsimile,
phone, or electronic mail, or by a means that
involves the use, in whole or in part, of the
Internet.

‘(6) UNREGISTERED FOREIGN PHARMACY.—
The term ‘unregistered foreign pharmacy’
means a person in a country other than the
United States that is not a registered ex-
porter under section 804.

¢“(6) OTHER DEFINITIONS.—

‘“(A) CREDIT; CREDITOR; CREDIT CARD.—The
terms ‘credit’, ‘creditor’, and ‘credit card’
have the meanings given the terms in sec-
tion 103 of the Truth in Lending Act (15
U.S.C. 1602).

‘“(B) ACCESS DEVICE; ELECTRONIC FUND
TRANSFER.—The terms ‘access device’ and
‘electronic fund transfer’'—

‘(i) have the meaning given the term in
section 903 of the Electronic Fund Transfer
Act (15 U.S.C. 1693a); and

‘‘(ii) the term ‘electronic fund transfer’
also includes any fund transfer covered
under Article 4A of the Uniform Commercial
Code, as in effect in any State.
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“(C) FINANCIAL INSTITUTION.—The term ‘fi-
nancial institution’—

‘(1) has the meaning given the term in sec-
tion 903 of the Electronic Transfer Fund Act
(15 U.S.C. 1693a); and

‘“(ii) includes a financial institution (as de-
fined in section 509 of the Gramm-Leach-Bli-
ley Act (156 U.S.C. 6809)).

(D) MONEY TRANSMITTING BUSINESS; MONEY
TRANSMITTING SERVICE.—The terms ‘money
transmitting business’ and ‘money transmit-
ting service’ have the meaning given the
terms in section 5330(d) of title 31, United
States Code.

‘“(E) BOARD.—The term ‘Board’ means the
Board of Governors of the Federal Reserve
System.

“(7) POLICIES AND PROCEDURES REQUIRED TO
PREVENT RESTRICTED TRANSACTIONS.—

‘“(A) REGULATIONS.—The Board shall pro-
mulgate regulations requiring—

‘(i) an operator of a credit card system;

‘“(ii) an operator of an international, na-
tional, regional, or local network used to ef-
fect a credit transaction, an electronic fund
transfer, or a money transmitting service;

‘(iii) an operator of any other payment
system that is centrally managed and is pri-
marily engaged in the transmission and set-
tlement of credit transactions, electronic
transfers or money transmitting services
where at least one party to the transaction
or transfer is an individual; and

‘“(iv) any other person described in para-
graph (2)(B) and specified by the Board in
such regulations,
to establish policies and procedures that are
reasonably designed to prevent the introduc-
tion of a restricted transaction into a pay-
ment system or the completion of a re-
stricted transaction using a payment system

‘(B) REQUIREMENTS FOR POLICIES AND PRO-
CEDURES.—In promulgating regulations
under subparagraph (A), the Board shall—

‘(i) identify types of policies and proce-
dures, including nonexclusive examples, that
shall be considered to be reasonably designed
to prevent the introduction of restricted
transactions into a payment system or the
completion of restricted transactions using a
payment system; and

‘(i) to the extent practicable, permit any
payment system, or person described in para-
graph (2)(B), as applicable, to choose among
alternative means of preventing the intro-
duction or completion of restricted trans-
actions.

¢(C) NO LIABILITY FOR BLOCKING OR REFUS-
ING TO HONOR RESTRICTED TRANSACTION.—

‘(i) IN GENERAL.—A payment system, or a
person described in paragraph (2)(B) that is
subject to a regulation issued under this sub-
section, and any participant in such pay-
ment system that prevents or otherwise re-
fuses to honor transactions in an effort to
implement the policies and procedures re-
quired under this subsection or to otherwise
comply with this subsection shall not be lia-
ble to any party for such action.

‘“(ii) COMPLIANCE.—A person described in
paragraph (2)(B) meets the requirements of
this subsection if the person relies on and
complies with the policies and procedures of
a payment system of which the person is a
member or in which the person is a partici-
pant, and such policies and procedures of the
payment system comply with the require-
ments of the regulations promulgated under
subparagraph (A).

(D) ENFORCEMENT.—

‘(i) IN GENERAL.—This subsection, and the
regulations promulgated under this sub-
section, shall be enforced exclusively by the
Federal functional regulators and the Fed-
eral Trade Commission under applicable law
in the manner provided in section 505(a) of
the Gramm-Leach-Bliley Act (15 TU.S.C.
6805(a)).
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‘“(ii) FACTORS TO BE CONSIDERED.—In con-
sidering any enforcement action under this
subsection against a payment system or per-
son described in paragraph (2)(B), the Fed-
eral functional regulators and the Federal
Trade Commission shall consider the fol-
lowing factors:

‘(I) The extent to which the payment sys-
tem or person knowingly permits restricted
transactions.

‘(IT) The history of the payment system or
person in connection with permitting re-
stricted transactions.

‘““(ITII) The extent to which the payment
system or person has established and is
maintaining policies and procedures in com-
pliance with regulations prescribed under
this subsection.

‘‘(8) TRANSACTIONS PERMITTED.—A payment
system, or a person described in paragraph
(2)(B) that is subject to a regulation issued
under this subsection, is authorized to en-
gage in transactions with foreign pharmacies
in connection with investigating violations
or potential violations of any rule or require-
ment adopted by the payment system or per-
son in connection with complying with para-
graph (7). A payment system, or such a per-
son, and its agents and employees shall not
be found to be in violation of, or liable
under, any Federal, State or other law by
virtue of engaging in any such transaction.

“(9) RELATION TO STATE LAWS.—No require-
ment, prohibition, or liability may be im-
posed on a payment system, or a person de-
scribed in paragraph (2)(B) that is subject to
a regulation issued under this subsection,
under the laws of any state with respect to
any payment transaction by an individual
because the payment transaction involves a
payment to a foreign pharmacy.

¢“(10) TIMING OF REQUIREMENTS.—A payment
system, or a person described in paragraph
(2)(B) that is subject to a regulation issued
under this subsection, must adopt policies
and procedures reasonably designed to com-
ply with any regulations required under
paragraph (7) within 60 days after such regu-
lations are issued in final form.

‘(11) COMPLIANCE.—A payment system, and
any person described in paragraph (2)(B),
shall not be deemed to be in violation of
paragraph (1)—

“(A)({) if an alleged violation of paragraph
(1) occurs prior to the mandatory compliance
date of the regulations issued under para-
graph (7); and

‘‘(ii) such entity has adopted or relied on
policies and procedures that are reasonably
designed to prevent the introduction of re-
stricted transactions into a payment system
or the completion of restricted transactions
using a payment system; or

“(B)(1) if an alleged violation of paragraph
(1) occurs after the mandatory compliance
date of such regulations; and

‘‘(ii) such entity is in compliance with such
regulations.”.

(b) EFFECTIVE DATE.—The amendment
made by this section shall take effect on the
day that is 90 days after the date of enact-
ment of this Act.

(c) IMPLEMENTATION.—The Board of Gov-
ernors of the Federal Reserve System shall
promulgate regulations as required by sub-
section (h)(7) of section 303 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 333),
as added by subsection (a), not later than 90
days after the date of enactment of this Act.
SEC. 10009. IMPORTATION EXEMPTION UNDER

CONTROLLED SUBSTANCES IMPORT
AND EXPORT ACT.

Section 1006(a)(2) of the Controlled Sub-
stances Import and Export Act (21 U.S.C.
956(a)(2)) is amended by striking ‘‘not import
the controlled substance into the United
States in an amount that exceeds 50 dosage
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units of the controlled substance.” and in-
serting ‘‘import into the United States not
more than 10 dosage units combined of all
such controlled substances.”.

SEC. 10010. SEVERABILITY.

If any provision of this title, an amend-
ment by this title, or the application of such
provision or amendment to any person or
circumstance is held to be unconstitutional,
the remainder of this title, the amendments
made by this title, and the application of the
provisions of such to any person or cir-
cumstance shall not affected thereby.

SEC. 10011. CERTIFICATION.

(a) IN GENERAL.—This title (other than this
section), and the amendments made by this
title, shall become effective only if the Sec-
retary of Health and Human Services cer-
tifies to Congress that the implementation
of this title, and the amendments made by
this title, will—

(1) pose no additional risk to the public’s
health and safety; and

(2) result in a significant reduction in the
cost of covered products to the American
consumer.

(b) EFFECTIVE DATE.—Notwithstanding any
other provision of this title, or of any
amendment made by this title—

(1) any reference in this title, or in such
amendments, to the date of enactment of
this title shall be deemed to be a reference to
the date of the certification under subsection
(a); and

(2) each reference to ‘‘January 1, 2012 in
section 10006(c) shall be substituted with ‘90
days after the effective date of this title’’.

SA 3157. Mrs. SHAHEEN (for herself,
and Mr. MERKLEY) submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobD, and Mr. HARKIN) to the bill H.R.
35690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 1703, between lines 4 and 5, insert
the following:

SEC. 6303. IMPROVEMENTS TO COMPARATIVE
CLINICAL  EFFECTIVENESS RE-
SEARCH.

Section 1181 of the Social Security Act (as
added by section 6301) is amended—

(1) in subsection (d)(2)(B)—

(A) in clause (ii)(IV)—

(i) by inserting *‘, as described in subpara-
graph (A)(ii),” after ‘‘original research’’; and

(ii) by inserting ¢, as long as the re-
searcher enters into a data use agreement
with the Institute for use of the data from
the original research, as appropriate’ after
“‘publication’’; and

(B) by amending clause (iv) to read as fol-
lows:

“(iv) SUBSEQUENT USE OF THE DATA.—The
Institute shall not allow the subsequent use
of data from original research in work-for-
hire contracts with individuals, entities, or
instrumentalities that have a financial in-
terest in the results, unless approved under a
data use agreement with the Institute.”’;

(2) in subsection (d)(8)(A)({iv), by striking
“not be construed as mandates for” and in-
serting ‘‘do not include’’; and

(3) in subsection (f)(1)(C),
clause (ii) to read as follows:

‘(i) 5 members representing physicians
and providers, including 3 members rep-
resenting physicians (at least 1 of whom is a
surgeon), 1 of whom is either a nurse or a

by amending
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State-licensed integrative health care prac-
titioner, and 1 of whom is a representative of
a hospital.”.

SA 3158. Mr. KYL submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

At the end, insert the following:

TITLE —PROVIDING TAX EQUITY
Subtitle A—Use of Health Savings Accounts
for Non-Group High Deductible Health

Plan Premiums
SEC. 001. USE OF HEALTH SAVINGS ACCOUNTS

FOR NON-GROUP HIGH DEDUCTIBLE
HEALTH PLAN PREMIUMS.

(a) IN GENERAL.—Section 223(d)(2)(C) of the
Internal Revenue Code of 1986 (relating to ex-
ceptions) is amended by striking ‘‘or”’ at the
end of clause (iii), by striking the period at
the end of clause (iv) and inserting ‘, or”’,
and by adding at the end the following new
clause:

‘“(v) a high deductible health plan, other
than a group health plan (as defined in sec-
tion 5000(b)(1)).”".

(b) EFFECTIVE DATE.—The amendment
made by this section shall apply to taxable
years beginning after December 31, 2009.

Subtitle B—Medical Care Access Protection
SEC. 101. SHORT TITLE.

This subtitle may be cited as the ‘‘Medical
Care Access Protection Act of 2009 or the
“MCAP Act”.

SEC. 102. FINDINGS AND PURPOSE.

(a) FINDINGS.—

(1) EFFECT ON HEALTH CARE ACCESS AND
cosTs.—Congress finds that our current civil
justice system is adversely affecting patient
access to health care services, better patient
care, and cost-efficient health care, in that
the health care liability system is a costly
and ineffective mechanism for resolving
claims of health care liability and compen-
sating injured patients, and is a deterrent to
the sharing of information among health
care professionals which impedes efforts to
improve patient safety and quality of care.

(2) EFFECT ON INTERSTATE COMMERCE.—Con-
gress finds that the health care and insur-
ance industries are industries affecting
interstate commerce and the health care li-
ability litigation systems existing through-
out the United States are activities that af-
fect interstate commerce by contributing to
the high costs of health care and premiums
for health care liability insurance purchased
by health care system providers.

(3) EFFECT ON FEDERAL SPENDING.—Con-
gress finds that the health care liability liti-
gation systems existing throughout the
United States have a significant effect on
the amount, distribution, and use of Federal
funds because of—

(A) the large number of individuals who re-
ceive health care benefits under programs
operated or financed by the Federal Govern-
ment;

(B) the large number of individuals who
benefit because of the exclusion from Fed-
eral taxes of the amounts spent to provide
them with health insurance benefits; and

(C) the large number of health care pro-
viders who provide items or services for
which the Federal Government makes pay-
ments.

(b) PURPOSE.—It is the purpose of this sub-
title to implement reasonable, comprehen-
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sive, and effective health care liability re-
forms designed to—

(1) improve the availability of health care
services in cases in which health care liabil-
ity actions have been shown to be a factor in
the decreased availability of services;

(2) reduce the incidence of ‘‘defensive medi-
cine’” and lower the cost of health care li-
ability insurance, all of which contribute to
the escalation of health care costs;

(3) ensure that persons with meritorious
health care injury claims receive fair and
adequate compensation, including reason-
able noneconomic damages;

(4) improve the fairness and cost-effective-
ness of our current health care liability sys-
tem to resolve disputes over, and provide
compensation for, health care liability by re-
ducing uncertainty in the amount of com-
pensation provided to injured individuals;
and

(5) provide an increased sharing of informa-
tion in the health care system which will re-
duce unintended injury and improve patient
care.

SEC. 103. DEFINITIONS.

In this subtitle:

(1) ALTERNATIVE DISPUTE RESOLUTION SYS-
TEM; ADR.—The term ‘‘alternative dispute
resolution system’ or ‘“‘ADR’ means a sys-
tem that provides for the resolution of
health care lawsuits in a manner other than
through a civil action brought in a State or
Federal court.

(2) CLAIMANT.—The term ‘‘claimant”
means any person who brings a health care
lawsuit, including a person who asserts or
claims a right to legal or equitable contribu-
tion, indemnity or subrogation, arising out
of a health care liability claim or action, and
any person on whose behalf such a claim is
asserted or such an action is brought, wheth-
er deceased, incompetent, or a minor.

(3) COLLATERAL SOURCE BENEFITS.—The
term ‘‘collateral source benefits’’ means any
amount paid or reasonably likely to be paid
in the future to or on behalf of the claimant,
or any service, product or other benefit pro-
vided or reasonably likely to be provided in
the future to or on behalf of the claimant, as
a result of the injury or wrongful death, pur-
suant to—

(A) any State or Federal health, sickness,
income-disability, accident, or workers’
compensation law;

(B) any health, sickness, income-disability,
or accident insurance that provides health
benefits or income-disability coverage;

(C) any contract or agreement of any
group, organization, partnership, or corpora-
tion to provide, pay for, or reimburse the
cost of medical, hospital, dental, or income
disability benefits; and

(D) any other publicly or privately funded
program.

(4) COMPENSATORY DAMAGES.—The term
‘“‘compensatory damages’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
for (or failure to provide, use, or pay for)
health care services or medical products,
such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities, damages for physical and
emotional pain, suffering, inconvenience,
physical impairment, mental anguish, dis-
figurement, loss of enjoyment of life, loss of
society and companionship, loss of consor-
tium (other than loss of domestic service),
hedonic damages, injury to reputation, and
all other nonpecuniary losses of any kind or
nature. Such term includes economic dam-

ages and noneconomic damages, as such
terms are defined in this section.
(5) CONTINGENT FEE.—The term ‘‘contin-

gent fee” includes all compensation to any
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person or persons which is payable only if a
recovery is effected on behalf of one or more
claimants.

(6) ECONOMIC DAMAGES.—The term ‘‘eco-
nomic damages’’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
for (or failure to provide, use, or pay for)
health care services or medical products,
such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities.

(7) HEALTH CARE GOODS OR SERVICES.—The
term ‘“‘health care goods or services’” means
any goods or services provided by a health
care institution, provider, or by any indi-
vidual working under the supervision of a
health care provider, that relates to the di-
agnosis, prevention, care, or treatment of
any human disease or impairment, or the as-
sessment of the health of human beings.

(8) HEALTH CARE INSTITUTION.—The term
‘“‘health care institution” means any entity
licensed under Federal or State law to pro-
vide health care services (including but not
limited to ambulatory surgical centers, as-
sisted living facilities, emergency medical
services providers, hospices, hospitals and
hospital systems, nursing homes, or other
entities licensed to provide such services).

(99 HEALTH CARE LAWSUIT.—The term
““health care lawsuit’® means any health care
liability claim concerning the provision of
health care goods or services affecting inter-
state commerce, or any health care liability
action concerning the provision of (or the
failure to provide) health care goods or serv-
ices affecting interstate commerce, brought
in a State or Federal court or pursuant to an
alternative dispute resolution system,
against a health care provider or a health
care institution regardless of the theory of
liability on which the claim is based, or the
number of claimants, plaintiffs, defendants,
or other parties, or the number of claims or
causes of action, in which the claimant al-
leges a health care liability claim.

(10) HEALTH CARE LIABILITY ACTION.—The
term ‘‘health care liability action” means a
civil action brought in a State or Federal
Court or pursuant to an alternative dispute
resolution system, against a health care pro-
vider or a health care institution regardless
of the theory of liability on which the claim
is based, or the number of plaintiffs, defend-
ants, or other parties, or the number of
causes of action, in which the claimant al-
leges a health care liability claim.

(11) HEALTH CARE LIABILITY CLAIM.—The
term ‘‘health care liability claim’ means a
demand by any person, whether or not pursu-
ant to ADR, against a health care provider
or health care institution, including third-
party claims, cross-claims, counter-claims,
or contribution claims, which are based upon
the provision of, use of, or payment for (or
the failure to provide, use, or pay for) health
care services, regardless of the theory of li-
ability on which the claim is based, or the
number of plaintiffs, defendants, or other
parties, or the number of causes of action.

(12) HEALTH CARE PROVIDER.—

(A) IN GENERAL.—The term ‘health care
provider” means any person (including but
not limited to a physician (as defined by sec-
tion 1861(r) of the Social Security Act (42
U.S.C. 1395x(r)), registered nurse, dentist, po-
diatrist, pharmacist, chiropractor, or optom-
etrist) required by State or Federal law to be
licensed, registered, or certified to provide
health care services, and being either so li-
censed, registered, or certified, or exempted
from such requirement by other statute or
regulation.

(B) TREATMENT OF CERTAIN PROFESSIONAL
ASSOCIATIONS.—For purposes of this subtitle,
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a professional association that is organized
under State law by an individual physician
or group of physicians, a partnership or lim-
ited liability partnership formed by a group
of physicians, a nonprofit health corporation
certified under State law, or a company
formed by a group of physicians under State
law shall be treated as a health care provider
under subparagraph (A).

(13) MALICIOUS INTENT TO INJURE.—The
term ‘‘malicious intent to injure’ means in-
tentionally causing or attempting to cause
physical injury other than providing health
care goods or services.

(14) NONECONOMIC DAMAGES.—The term
‘‘noneconomic damages’ means damages for
physical and emotional pain, suffering, in-
convenience, physical impairment, mental
anguish, disfigurement, loss of enjoyment of
life, loss of society and companionship, loss
of consortium (other than loss of domestic
service), hedonic damages, injury to reputa-
tion, and all other nonpecuniary losses of
any kind or nature.

(15) PUNITIVE DAMAGES.—The term ‘‘puni-
tive damages’ means damages awarded, for
the purpose of punishment or deterrence, and
not solely for compensatory purposes,
against a health care provider or health care
institution. Punitive damages are neither
economic nor noneconomic damages.

(16) RECOVERY.—The term ‘‘recovery’”’
means the net sum recovered after deducting
any disbursements or costs incurred in con-
nection with prosecution or settlement of
the claim, including all costs paid or ad-
vanced by any person. Costs of health care
incurred by the plaintiff and the attorneys’
office overhead costs or charges for legal
services are not deductible disbursements or
costs for such purpose.

(17) STATE.—The term ‘‘State’ means each
of the several States, the District of Colum-
bia, the Commonwealth of Puerto Rico, the
Virgin Islands, Guam, American Samoa, the
Northern Mariana Islands, the Trust Terri-
tory of the Pacific Islands, and any other
territory or possession of the United States,
or any political subdivision thereof.

SEC. 104. ENCOURAGING SPEEDY RESOLUTION
OF CLAIMS.

(a) IN GENERAL.—Except as otherwise pro-
vided for in this section, the time for the
commencement of a health care lawsuit
shall be 3 years after the date of manifesta-
tion of injury or 1 year after the claimant
discovers, or through the use of reasonable
diligence should have discovered, the injury,
whichever occurs first.

(b) GENERAL EXCEPTION.—The time for the
commencement of a health care lawsuit
shall not exceed 3 years after the date of
manifestation of injury unless the tolling of
time was delayed as a result of—

(1) fraud;

(2) intentional concealment; or

(3) the presence of a foreign body, which
has no therapeutic or diagnostic purpose or
effect, in the person of the injured person.

(c) MINORS.—An action by a minor shall be
commenced within 3 years from the date of
the alleged manifestation of injury except
that if such minor is under the full age of 6
years, such action shall be commenced with-
in 3 years of the manifestation of injury, or
prior to the eighth birthday of the minor,
whichever provides a longer period. Such
time limitation shall be tolled for minors for
any period during which a parent or guard-
ian and a health care provider or health care
institution have committed fraud or collu-
sion in the failure to bring an action on be-
half of the injured minor.

(d) RULE 11 SANCTIONS.—Whenever a Fed-
eral or State court determines (whether by
motion of the parties or whether on the mo-
tion of the court) that there has been a vio-
lation of Rule 11 of the Federal Rules of Civil
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Procedure (or a similar violation of applica-
ble State court rules) in a health care liabil-
ity action to which this subtitle applies, the
court shall impose upon the attorneys, law
firms, or pro se litigants that have violated
Rule 11 or are responsible for the violation,
an appropriate sanction, which shall include
an order to pay the other party or parties for
the reasonable expenses incurred as a direct
result of the filing of the pleading, motion,
or other paper that is the subject of the vio-
lation, including a reasonable attorneys’ fee.
Such sanction shall be sufficient to deter
repetition of such conduct or comparable
conduct by others similarly situated, and to
compensate the party or parties injured by
such conduct.

SEC. 105. COMPENSATING PATIENT INJURY.

(a) UNLIMITED AMOUNT OF DAMAGES FOR AC-
TUAL ECONOMIC LOSSES IN HEALTH CARE LAW-
SUITS.—In any health care lawsuit, nothing
in this subtitle shall limit the recovery by a
claimant of the full amount of the available
economic damages, notwithstanding the lim-
itation contained in subsection (b).

(b) ADDITIONAL NONECONOMIC DAMAGES.—

(1) HEALTH CARE PROVIDERS.—In any health
care lawsuit where final judgment is ren-
dered against a health care provider, the
amount of noneconomic damages recovered
from the provider, if otherwise available
under applicable Federal or State law, may
be as much as $250,000, regardless of the num-
ber of parties other than a health care insti-
tution against whom the action is brought or
the number of separate claims or actions
brought with respect to the same occurrence.

(2) HEALTH CARE INSTITUTIONS.—

(A) SINGLE INSTITUTION.—In any health
care lawsuit where final judgment is ren-
dered against a single health care institu-
tion, the amount of noneconomic damages
recovered from the institution, if otherwise
available under applicable Federal or State
law, may be as much as $250,000, regardless of
the number of parties against whom the ac-
tion is brought or the number of separate
claims or actions brought with respect to the
same occurrence.

(B) MULTIPLE INSTITUTIONS.—In any health
care lawsuit where final judgment is ren-
dered against more than one health care in-
stitution, the amount of noneconomic dam-
ages recovered from each institution, if oth-
erwise available under applicable Federal or
State law, may be as much as $250,000, re-
gardless of the number of parties against
whom the action is brought or the number of
separate claims or actions brought with re-
spect to the same occurrence, except that
the total amount recovered from all such in-
stitutions in such lawsuit shall not exceed
$500,000.

(¢) NO DISCOUNT OF AWARD FOR NON-
ECONOMIC DAMAGES.—In any health care law-
suit—

(1) an award for future noneconomic dam-
ages shall not be discounted to present
value;

(2) the jury shall not be informed about the
maximum award for noneconomic damages
under subsection (b);

(3) an award for noneconomic damages in
excess of the limitations provided for in sub-
section (b) shall be reduced either before the
entry of judgment, or by amendment of the
judgment after entry of judgment, and such
reduction shall be made before accounting
for any other reduction in damages required
by law; and

(4) if separate awards are rendered for past
and future noneconomic damages and the
combined awards exceed the limitations de-
scribed in subsection (b), the future non-
economic damages shall be reduced first.

(d) FAIR SHARE RULE.—In any health care
lawsuit, each party shall be liable for that
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party’s several share of any damages only
and not for the share of any other person.
Each party shall be liable only for the
amount of damages allocated to such party
in direct proportion to such party’s percent-
age of responsibility. A separate judgment
shall be rendered against each such party for
the amount allocated to such party. For pur-
poses of this section, the trier of fact shall
determine the proportion of responsibility of
each party for the claimant’s harm.

SEC. 106. MAXIMIZING PATIENT RECOVERY.

(a) COURT SUPERVISION OF SHARE OF DAM-
AGES ACTUALLY PAID TO CLAIMANTS.—

(1) IN GENERAL.—In any health care law-
suit, the court shall supervise the arrange-
ments for payment of damages to protect
against conflicts of interest that may have
the effect of reducing the amount of damages
awarded that are actually paid to claimants.

(2) CONTINGENCY FEES.—

(A) IN GENERAL.—In any health care law-
suit in which the attorney for a party claims
a financial stake in the outcome by virtue of
a contingent fee, the court shall have the
power to restrict the payment of a claim-
ant’s damage recovery to such attorney, and
to redirect such damages to the claimant
based upon the interests of justice and prin-
ciples of equity.

(B) LIMITATION.—The total of all contin-
gent fees for representing all claimants in a
health care lawsuit shall not exceed the fol-
lowing limits:

(i) 40 percent of the first $50,000 recovered
by the claimant(s).

(ii) 33Y¥s percent of the next $50,000 recov-
ered by the claimant(s).

(iii) 256 percent of the next $500,000 recov-
ered by the claimant(s).

(iv) 15 percent of any amount by which the
recovery by the claimant(s) is in excess of
$600,000.

(b) APPLICABILITY.—

(1) IN GENERAL.—The limitations in sub-
section (a) shall apply whether the recovery
is by judgment, settlement, mediation, arbi-
tration, or any other form of alternative dis-
pute resolution.

(2) MINORS.—In a health care lawsuit in-
volving a minor or incompetent person, a
court retains the authority to authorize or
approve a fee that is less than the maximum
permitted under this section.

(¢) EXPERT WITNESSES.—

(1) REQUIREMENT.—No individual shall be
qualified to testify as an expert witness con-
cerning issues of negligence in any health
care lawsuit against a defendant unless such
individual—

(A) except as required under paragraph (2),
is a health care professional who—

(i) is appropriately credentialed or licensed
in 1 or more States to deliver health care
services; and

(ii) typically treats the diagnosis or condi-
tion or provides the type of treatment under
review; and

(B) can demonstrate by competent evi-
dence that, as a result of training, education,
knowledge, and experience in the evaluation,
diagnosis, and treatment of the disease or in-
jury which is the subject matter of the law-
suit against the defendant, the individual
was substantially familiar with applicable
standards of care and practice as they relate
to the act or omission which is the subject of
the lawsuit on the date of the incident.

(2) PHYSICIAN REVIEW.—In a health care
lawsuit, if the claim of the plaintiff involved
treatment that is recommended or provided
by a physician (allopathic or osteopathic), an
individual shall not be qualified to be an ex-
pert witness under this subsection with re-
spect to issues of negligence concerning such
treatment unless such individual is a physi-
cian.
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(3) SPECIALTIES AND SUBSPECIALTIES.—With
respect to a lawsuit described in paragraph
(1), a court shall not permit an expert in one
medical specialty or subspecialty to testify
against a defendant in another medical spe-
cialty or subspecialty unless, in addition to
a showing of substantial familiarity in ac-
cordance with paragraph (1)(B), there is a
showing that the standards of care and prac-
tice in the two specialty or subspecialty
fields are similar.

(4) LIMITATION.—The limitations in this
subsection shall not apply to expert wit-
nesses testifying as to the degree or perma-
nency of medical or physical impairment.
SEC. 107. ADDITIONAL HEALTH BENEFITS.

(a) IN GENERAL.—The amount of any dam-
ages received by a claimant in any health
care lawsuit shall be reduced by the court by
the amount of any collateral source benefits
to which the claimant is entitled, less any
insurance premiums or other payments made
by the claimant (or by the spouse, parent,
child, or legal guardian of the claimant) to
obtain or secure such benefits.

(b) PRESERVATION OF CURRENT LAW.—
Where a payor of collateral source benefits
has a right of recovery by reimbursement or
subrogation and such right is permitted
under Federal or State law, subsection (a)
shall not apply.

(c) APPLICATION OF PROVISION.—This sec-
tion shall apply to any health care lawsuit
that is settled or resolved by a fact finder.
SEC. 108. PUNITIVE DAMAGES.

(a) PUNITIVE DAMAGES PERMITTED.—

(1) IN GENERAL.—Punitive damages may, if
otherwise available under applicable State
or Federal law, be awarded against any per-
son in a health care lawsuit only if it is prov-
en by clear and convincing evidence that
such person acted with malicious intent to
injure the claimant, or that such person de-
liberately failed to avoid unnecessary injury
that such person knew the claimant was sub-
stantially certain to suffer.

(2) FILING OF LAWSUIT.—No demand for pu-
nitive damages shall be included in a health
care lawsuit as initially filed. A court may
allow a claimant to file an amended pleading
for punitive damages only upon a motion by
the claimant and after a finding by the
court, upon review of supporting and oppos-
ing affidavits or after a hearing, after weigh-
ing the evidence, that the claimant has es-
tablished by a substantial probability that
the claimant will prevail on the claim for
punitive damages.

(3) SEPARATE PROCEEDING.—At the request
of any party in a health care lawsuit, the
trier of fact shall consider in a separate pro-
ceeding—

(A) whether punitive damages are to be
awarded and the amount of such award; and

(B) the amount of punitive damages fol-
lowing a determination of punitive liability.
If a separate proceeding is requested, evi-
dence relevant only to the claim for punitive
damages, as determined by applicable State
law, shall be inadmissible in any proceeding
to determine whether compensatory dam-
ages are to be awarded.

(4) LIMITATION WHERE NO COMPENSATORY
DAMAGES ARE AWARDED.—In any health care
lawsuit where no judgment for compensatory
damages is rendered against a person, no pu-
nitive damages may be awarded with respect
to the claim in such lawsuit against such
person.

(b) DETERMINING AMOUNT OF PUNITIVE DAM-
AGES.—

(1) FACTORS CONSIDERED.—In determining
the amount of punitive damages under this
section, the trier of fact shall consider only
the following:

(A) the severity of the harm caused by the
conduct of such party;
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(B) the duration of the conduct or any con-
cealment of it by such party;

(C) the profitability of the conduct to such
party;

(D) the number of products sold or medical
procedures rendered for compensation, as the
case may be, by such party, of the kind caus-
ing the harm complained of by the claimant;

(E) any criminal penalties imposed on such
party, as a result of the conduct complained
of by the claimant; and

(F) the amount of any civil fines assessed
against such party as a result of the conduct
complained of by the claimant.

(2) MAXIMUM AWARD.—The amount of puni-
tive damages awarded in a health care law-
suit may not exceed an amount equal to two
times the amount of economic damages
awarded in the lawsuit or $250,000, whichever
is greater. The jury shall not be informed of
the limitation under the preceding sentence.

(¢) LIABILITY OF HEALTH CARE PROVIDERS.—

(1) IN GENERAL.—A health care provider
who prescribes, or who dispenses pursuant to
a prescription, a drug, biological product, or
medical device approved by the Food and
Drug Administration, for an approved indica-
tion of the drug, biological product, or med-
ical device, shall not be named as a party to
a product liability lawsuit invoking such
drug, biological product, or medical device
and shall not be liable to a claimant in a
class action lawsuit against the manufac-
turer, distributor, or product seller of such
drug, biological product, or medical device.

(2) MEDICAL PRODUCT.—The term ‘‘medical
product’ means a drug or device intended for
humans. The terms ‘‘drug” and ‘‘device”
have the meanings given such terms in sec-
tions 201(g)(1) and 201(h) of the Federal Food,
Drug and Cosmetic Act (21 U.S.C. 321), re-
spectively, including any component or raw
material used therein, but excluding health
care services.

SEC. 109. AUTHORIZATION OF PAYMENT OF FU-
TURE DAMAGES TO CLAIMANTS IN
HEALTH CARE LAWSUITS.

(a) IN GENERAL.—In any health care law-
suit, if an award of future damages, without
reduction to present value, equaling or ex-
ceeding $50,000 is made against a party with
sufficient insurance or other assets to fund a
periodic payment of such a judgment, the
court shall, at the request of any party,
enter a judgment ordering that the future
damages be paid by periodic payments in ac-
cordance with the Uniform Periodic Pay-
ment of Judgments Act promulgated by the
National Conference of Commissioners on
Uniform State Laws.

(b) APPLICABILITY.—This section applies to
all actions which have not been first set for
trial or retrial before the effective date of
this subtitle.

SEC. 110. EFFECT ON OTHER LAWS.

(a) GENERAL VACCINE INJURY.—

(1) IN GENERAL.—To the extent that title
XXI of the Public Health Service Act estab-
lishes a Federal rule of law applicable to a
civil action brought for a vaccine-related in-
jury or death—

(A) this subtitle shall not affect the appli-
cation of the rule of law to such an action;
and

(B) any rule of law prescribed by this sub-
title in conflict with a rule of law of such
title XXI shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a vaccine-related in-
jury or death to which a Federal rule of law
under title XXI of the Public Health Service
Act does not apply, then this subtitle or oth-
erwise applicable law (as determined under
this subtitle) will apply to such aspect of
such action.

(b) SMALLPOX VACCINE INJURY.—

(1) IN GENERAL.—To the extent that part C
of title II of the Public Health Service Act
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establishes a Federal rule of law applicable
to a civil action brought for a smallpox vac-
cine-related injury or death—

(A) this subtitle shall not affect the appli-
cation of the rule of law to such an action;
and

(B) any rule of law prescribed by this sub-
title in conflict with a rule of law of such
part C shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a smallpox vaccine-
related injury or death to which a Federal
rule of law under part C of title II of the
Public Health Service Act does not apply,
then this subtitle or otherwise applicable
law (as determined under this subtitle) will
apply to such aspect of such action.

(c) OTHER FEDERAL LAW.—Except as pro-
vided in this section, nothing in this subtitle
shall be deemed to affect any defense avail-
able, or any limitation on liability that ap-
plies to, a defendant in a health care lawsuit
or action under any other provision of Fed-
eral law.

SEC. 111. STATE FLEXIBILITY AND PROTECTION
OF STATES’ RIGHTS.

(a) HEALTH CARE LAWSUITS.—The provi-
sions governing health care lawsuits set
forth in this subtitle shall preempt, subject
to subsections (b) and (c), State law to the
extent that State law prevents the applica-
tion of any provisions of law established by
or under this subtitle. The provisions gov-
erning health care lawsuits set forth in this
subtitle supersede chapter 171 of title 28,
United States Code, to the extent that such
chapter—

(1) provides for a greater amount of dam-
ages or contingent fees, a longer period in
which a health care lawsuit may be com-
menced, or a reduced applicability or scope
of periodic payment of future damages, than
provided in this subtitle; or

(2) prohibits the introduction of evidence
regarding collateral source benefits.

(b) PREEMPTION OF CERTAIN STATE LAWS.—
No provision of this subtitle shall be con-
strued to preempt any State law (whether ef-
fective before, on, or after the date of the en-
actment of this Act) that specifies a par-
ticular monetary amount of compensatory
or punitive damages (or the total amount of
damages) that may be awarded in a health
care lawsuit, regardless of whether such
monetary amount is greater or lesser than is
provided for under this subtitle, notwith-
standing section 105(a).

(c) PROTECTION OF STATE’S RIGHTS AND
OTHER LAWS.—

(1) IN GENERAL.—Any issue that is not gov-
erned by a provision of law established by or
under this subtitle (including the State
standards of negligence) shall be governed by
otherwise applicable Federal or State law.

(2) RULE OF CONSTRUCTION.—Nothing in this
subtitle shall be construed to—

(A) preempt or supersede any Federal or
State law that imposes greater procedural or
substantive protections (such as a shorter
statute of limitations) for a health care pro-
vider or health care institution from liabil-
ity, loss, or damages than those provided by
this subtitle;

(B) preempt or supercede any State law
that permits and provides for the enforce-
ment of any arbitration agreement related
to a health care liability claim whether en-
acted prior to or after the date of enactment
of this Act;

(C) create a cause of action that is not oth-
erwise available under Federal or State law;
or

(D) affect the scope of preemption of any
other Federal law.

SEC. 112. APPLICABILITY; EFFECTIVE DATE.

This subtitle shall apply to any health care
lawsuit brought in a Federal or State court,
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or subject to an alternative dispute resolu-
tion system, that is initiated on or after the
date of the enactment of this Act, except
that any health care lawsuit arising from an
injury occurring prior to the date of enact-
ment of this Act shall be governed by the ap-
plicable statute of limitations provisions in
effect at the time the injury occurred.

SA 3159. Mr. KYL submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

At the end, insert the following:

TITLE K —HSA CONTRIBUTION LIMIT

Subtitle A—Increase in HSA Contribution
Limit
001. INCREASE IN LIMIT FOR HSA CON-
TRIBUTIONS TO EQUAL MAXIMUM
HIGH DEDUCTIBLE HEALTH PLAN
OUT-OF-POCKET LIMIT.

(a) IN GENERAL.—Section 223(b)(2) of the In-
ternal Revenue Code of 1986 (relating to ex-
ceptions) is amended—

(1) by striking ‘‘$2,250”’ in subparagraph (A)
and inserting ‘‘the dollar amount specified
under subsection (c)(2)(A)(ii)(I) for such tax-
able year’’, and

(2) by striking ‘“$4,500” in subparagraph (B)
and inserting ‘‘the dollar amount specified
under subsection (¢)(2)(A)(ii)(II) for such tax-
able year”.

(b) EFFECTIVE DATE.—The amendment
made by this section shall apply to months
beginning after the date of the enactment of
this Act.

Subtitle B—Medical Care Access Protection
SEC. 101. SHORT TITLE.

This subtitle may be cited as the ‘“Medical
Care Access Protection Act of 2009 or the
“MCAP Act”.

SEC. 102. FINDINGS AND PURPOSE.

(a) FINDINGS.—

(1) EFFECT ON HEALTH CARE ACCESS AND
cosTs.—Congress finds that our current civil
justice system is adversely affecting patient
access to health care services, better patient
care, and cost-efficient health care, in that
the health care liability system is a costly
and ineffective mechanism for resolving
claims of health care liability and compen-
sating injured patients, and is a deterrent to
the sharing of information among health
care professionals which impedes efforts to
improve patient safety and quality of care.

(2) EFFECT ON INTERSTATE COMMERCE.—Con-
gress finds that the health care and insur-
ance industries are industries affecting
interstate commerce and the health care li-
ability litigation systems existing through-
out the United States are activities that af-
fect interstate commerce by contributing to
the high costs of health care and premiums
for health care liability insurance purchased
by health care system providers.

(3) EFFECT ON FEDERAL SPENDING.—Con-
gress finds that the health care liability liti-
gation systems existing throughout the
United States have a significant effect on
the amount, distribution, and use of Federal
funds because of—

(A) the large number of individuals who re-
ceive health care benefits under programs
operated or financed by the Federal Govern-
ment;

(B) the large number of individuals who
benefit because of the exclusion from Fed-
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eral taxes of the amounts spent to provide
them with health insurance benefits; and

(C) the large number of health care pro-
viders who provide items or services for
which the Federal Government makes pay-
ments.

(b) PURPOSE.—It is the purpose of this sub-
title to implement reasonable, comprehen-
sive, and effective health care liability re-
forms designed to—

(1) improve the availability of health care
services in cases in which health care liabil-
ity actions have been shown to be a factor in
the decreased availability of services;

(2) reduce the incidence of ‘‘defensive medi-
cine” and lower the cost of health care li-
ability insurance, all of which contribute to
the escalation of health care costs;

(3) ensure that persons with meritorious
health care injury claims receive fair and
adequate compensation, including reason-
able noneconomic damages;

(4) improve the fairness and cost-effective-
ness of our current health care liability sys-
tem to resolve disputes over, and provide
compensation for, health care liability by re-
ducing uncertainty in the amount of com-
pensation provided to injured individuals;
and

(5) provide an increased sharing of informa-
tion in the health care system which will re-
duce unintended injury and improve patient
care.

SEC. 103. DEFINITIONS.

In this subtitle:

(1) ALTERNATIVE DISPUTE RESOLUTION SYS-
TEM; ADR.—The term ‘‘alternative dispute
resolution system’ or ‘“‘ADR’ means a sys-
tem that provides for the resolution of
health care lawsuits in a manner other than
through a civil action brought in a State or
Federal court.

(2) CLAIMANT.—The term ‘‘claimant”
means any person who brings a health care
lawsuit, including a person who asserts or
claims a right to legal or equitable contribu-
tion, indemnity or subrogation, arising out
of a health care liability claim or action, and
any person on whose behalf such a claim is
asserted or such an action is brought, wheth-
er deceased, incompetent, or a minor.

(3) COLLATERAL SOURCE BENEFITS.—The
term ‘‘collateral source benefits’’ means any
amount paid or reasonably likely to be paid
in the future to or on behalf of the claimant,
or any service, product or other benefit pro-
vided or reasonably likely to be provided in
the future to or on behalf of the claimant, as
a result of the injury or wrongful death, pur-
suant to—

(A) any State or Federal health, sickness,
income-disability, accident, or workers’
compensation law;

(B) any health, sickness, income-disability,
or accident insurance that provides health
benefits or income-disability coverage;

(C) any contract or agreement of any
group, organization, partnership, or corpora-
tion to provide, pay for, or reimburse the
cost of medical, hospital, dental, or income
disability benefits; and

(D) any other publicly or privately funded
program.

(4) COMPENSATORY DAMAGES.—The term
‘“‘compensatory damages’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
for (or failure to provide, use, or pay for)
health care services or medical products,
such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities, damages for physical and
emotional pain, suffering, inconvenience,
physical impairment, mental anguish, dis-
figurement, loss of enjoyment of life, loss of
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society and companionship, loss of consor-
tium (other than loss of domestic service),
hedonic damages, injury to reputation, and
all other nonpecuniary losses of any kind or
nature. Such term includes economic dam-

ages and noneconomic damages, as such
terms are defined in this section.
(5) CONTINGENT FEE.—The term ‘‘contin-

gent fee’” includes all compensation to any
person or persons which is payable only if a
recovery is effected on behalf of one or more
claimants.

(6) ECONOMIC DAMAGES.—The term ‘‘eco-
nomic damages”’ means objectively
verifiable monetary losses incurred as a re-
sult of the provision of, use of, or payment
for (or failure to provide, use, or pay for)
health care services or medical products,
such as past and future medical expenses,
loss of past and future earnings, cost of ob-
taining domestic services, loss of employ-
ment, and loss of business or employment
opportunities.

(7) HEALTH CARE GOODS OR SERVICES.—The
term ‘‘health care goods or services’” means
any goods or services provided by a health
care institution, provider, or by any indi-
vidual working under the supervision of a
health care provider, that relates to the di-
agnosis, prevention, care, or treatment of
any human disease or impairment, or the as-
sessment of the health of human beings.

(8) HEALTH CARE INSTITUTION.—The term
‘“‘health care institution” means any entity
licensed under Federal or State law to pro-
vide health care services (including but not
limited to ambulatory surgical centers, as-
sisted living facilities, emergency medical
services providers, hospices, hospitals and
hospital systems, nursing homes, or other
entities licensed to provide such services).

(99 HEALTH CARE LAWSUIT.—The term
““health care lawsuit’’ means any health care
liability claim concerning the provision of
health care goods or services affecting inter-
state commerce, or any health care liability
action concerning the provision of (or the
failure to provide) health care goods or serv-
ices affecting interstate commerce, brought
in a State or Federal court or pursuant to an
alternative dispute resolution system,
against a health care provider or a health
care institution regardless of the theory of
liability on which the claim is based, or the
number of claimants, plaintiffs, defendants,
or other parties, or the number of claims or
causes of action, in which the claimant al-
leges a health care liability claim.

(10) HEALTH CARE LIABILITY ACTION.—The
term ‘‘health care liability action’ means a
civil action brought in a State or Federal
Court or pursuant to an alternative dispute
resolution system, against a health care pro-
vider or a health care institution regardless
of the theory of liability on which the claim
is based, or the number of plaintiffs, defend-
ants, or other parties, or the number of
causes of action, in which the claimant al-
leges a health care liability claim.

(11) HEALTH CARE LIABILITY CLAIM.—The
term ‘‘health care liability claim’ means a
demand by any person, whether or not pursu-
ant to ADR, against a health care provider
or health care institution, including third-
party claims, cross-claims, counter-claims,
or contribution claims, which are based upon
the provision of, use of, or payment for (or
the failure to provide, use, or pay for) health
care services, regardless of the theory of li-
ability on which the claim is based, or the
number of plaintiffs, defendants, or other
parties, or the number of causes of action.

(12) HEALTH CARE PROVIDER.—

(A) IN GENERAL.—The term ‘health care
provider” means any person (including but
not limited to a physician (as defined by sec-
tion 1861(r) of the Social Security Act (42
U.S.C. 1395x(r)), registered nurse, dentist, po-
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diatrist, pharmacist, chiropractor, or optom-
etrist) required by State or Federal law to be
licensed, registered, or certified to provide
health care services, and being either so li-
censed, registered, or certified, or exempted
from such requirement by other statute or
regulation.

(B) TREATMENT OF CERTAIN PROFESSIONAL
ASSOCIATIONS.—For purposes of this subtitle,
a professional association that is organized
under State law by an individual physician
or group of physicians, a partnership or lim-
ited liability partnership formed by a group
of physicians, a nonprofit health corporation
certified under State law, or a company
formed by a group of physicians under State
law shall be treated as a health care provider
under subparagraph (A).

(13) MALICIOUS INTENT TO INJURE.—The
term ‘‘malicious intent to injure’ means in-
tentionally causing or attempting to cause
physical injury other than providing health
care goods or services.

(14) NONECONOMIC DAMAGES.—The term
‘‘noneconomic damages’ means damages for
physical and emotional pain, suffering, in-
convenience, physical impairment, mental
anguish, disfigurement, loss of enjoyment of
life, loss of society and companionship, loss
of consortium (other than loss of domestic
service), hedonic damages, injury to reputa-
tion, and all other nonpecuniary losses of
any kind or nature.

(15) PUNITIVE DAMAGES.—The term ‘‘puni-
tive damages’ means damages awarded, for
the purpose of punishment or deterrence, and
not solely for compensatory purposes,
against a health care provider or health care
institution. Punitive damages are neither
economic nor noneconomic damages.

(16) RECOVERY.—The term ‘‘recovery’”’
means the net sum recovered after deducting
any disbursements or costs incurred in con-
nection with prosecution or settlement of
the claim, including all costs paid or ad-
vanced by any person. Costs of health care
incurred by the plaintiff and the attorneys’
office overhead costs or charges for legal
services are not deductible disbursements or
costs for such purpose.

(17) STATE.—The term ‘‘State’ means each
of the several States, the District of Colum-
bia, the Commonwealth of Puerto Rico, the
Virgin Islands, Guam, American Samoa, the
Northern Mariana Islands, the Trust Terri-
tory of the Pacific Islands, and any other
territory or possession of the United States,
or any political subdivision thereof.

SEC. 104. ENCOURAGING SPEEDY RESOLUTION
OF CLAIMS.

(a) IN GENERAL.—Except as otherwise pro-
vided for in this section, the time for the
commencement of a health care lawsuit
shall be 3 years after the date of manifesta-
tion of injury or 1 year after the claimant
discovers, or through the use of reasonable
diligence should have discovered, the injury,
whichever occurs first.

(b) GENERAL EXCEPTION.—The time for the
commencement of a health care lawsuit
shall not exceed 3 years after the date of
manifestation of injury unless the tolling of
time was delayed as a result of—

(1) fraud;

(2) intentional concealment; or

(3) the presence of a foreign body, which
has no therapeutic or diagnostic purpose or
effect, in the person of the injured person.

(c) MINORS.—An action by a minor shall be
commenced within 3 years from the date of
the alleged manifestation of injury except
that if such minor is under the full age of 6
years, such action shall be commenced with-
in 3 years of the manifestation of injury, or
prior to the eighth birthday of the minor,
whichever provides a longer period. Such
time limitation shall be tolled for minors for
any period during which a parent or guard-
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ian and a health care provider or health care
institution have committed fraud or collu-
sion in the failure to bring an action on be-
half of the injured minor.

(d) RULE 11 SANCTIONS.—Whenever a Fed-
eral or State court determines (whether by
motion of the parties or whether on the mo-
tion of the court) that there has been a vio-
lation of Rule 11 of the Federal Rules of Civil
Procedure (or a similar violation of applica-
ble State court rules) in a health care liabil-
ity action to which this subtitle applies, the
court shall impose upon the attorneys, law
firms, or pro se litigants that have violated
Rule 11 or are responsible for the violation,
an appropriate sanction, which shall include
an order to pay the other party or parties for
the reasonable expenses incurred as a direct
result of the filing of the pleading, motion,
or other paper that is the subject of the vio-
lation, including a reasonable attorneys’ fee.
Such sanction shall be sufficient to deter
repetition of such conduct or comparable
conduct by others similarly situated, and to
compensate the party or parties injured by
such conduct.

SEC. 105. COMPENSATING PATIENT INJURY.

(a) UNLIMITED AMOUNT OF DAMAGES FOR AC-
TUAL ECONOMIC LOSSES IN HEALTH CARE LAW-
SUITS.—In any health care lawsuit, nothing
in this subtitle shall limit the recovery by a
claimant of the full amount of the available
economic damages, notwithstanding the lim-
itation contained in subsection (b).

(b) ADDITIONAL NONECONOMIC DAMAGES.—

(1) HEALTH CARE PROVIDERS.—In any health
care lawsuit where final judgment is ren-
dered against a health care provider, the
amount of noneconomic damages recovered
from the provider, if otherwise available
under applicable Federal or State law, may
be as much as $250,000, regardless of the num-
ber of parties other than a health care insti-
tution against whom the action is brought or
the number of separate claims or actions
brought with respect to the same occurrence.

(2) HEALTH CARE INSTITUTIONS.—

(A) SINGLE INSTITUTION.—In any health
care lawsuit where final judgment is ren-
dered against a single health care institu-
tion, the amount of noneconomic damages
recovered from the institution, if otherwise
available under applicable Federal or State
law, may be as much as $250,000, regardless of
the number of parties against whom the ac-
tion is brought or the number of separate
claims or actions brought with respect to the
same occurrence.

(B) MULTIPLE INSTITUTIONS.—In any health
care lawsuit where final judgment is ren-
dered against more than one health care in-
stitution, the amount of noneconomic dam-
ages recovered from each institution, if oth-
erwise available under applicable Federal or
State law, may be as much as $250,000, re-
gardless of the number of parties against
whom the action is brought or the number of
separate claims or actions brought with re-
spect to the same occurrence, except that
the total amount recovered from all such in-
stitutions in such lawsuit shall not exceed
$500,000.

(¢) NO DISCOUNT OF AWARD FOR NON-
ECONOMIC DAMAGES.—In any health care law-
suit—

(1) an award for future noneconomic dam-
ages shall not be discounted to present
value;

(2) the jury shall not be informed about the
maximum award for noneconomic damages
under subsection (b);

(3) an award for noneconomic damages in
excess of the limitations provided for in sub-
section (b) shall be reduced either before the
entry of judgment, or by amendment of the
judgment after entry of judgment, and such
reduction shall be made before accounting
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for any other reduction in damages required
by law; and

(4) if separate awards are rendered for past
and future noneconomic damages and the
combined awards exceed the limitations de-
scribed in subsection (b), the future non-
economic damages shall be reduced first.

(d) FAIR SHARE RULE.—In any health care
lawsuit, each party shall be liable for that
party’s several share of any damages only
and not for the share of any other person.
Each party shall be liable only for the
amount of damages allocated to such party
in direct proportion to such party’s percent-
age of responsibility. A separate judgment
shall be rendered against each such party for
the amount allocated to such party. For pur-
poses of this section, the trier of fact shall
determine the proportion of responsibility of
each party for the claimant’s harm.

SEC. 106. MAXIMIZING PATIENT RECOVERY.

(a) COURT SUPERVISION OF SHARE OF DAM-
AGES ACTUALLY PAID TO CLAIMANTS.—

(1) IN GENERAL.—In any health care law-
suit, the court shall supervise the arrange-
ments for payment of damages to protect
against conflicts of interest that may have
the effect of reducing the amount of damages
awarded that are actually paid to claimants.

(2) CONTINGENCY FEES.—

(A) IN GENERAL.—In any health care law-
suit in which the attorney for a party claims
a financial stake in the outcome by virtue of
a contingent fee, the court shall have the
power to restrict the payment of a claim-
ant’s damage recovery to such attorney, and
to redirect such damages to the claimant
based upon the interests of justice and prin-
ciples of equity.

(B) LIMITATION.—The total of all contin-
gent fees for representing all claimants in a
health care lawsuit shall not exceed the fol-
lowing limits:

(i) 40 percent of the first $50,000 recovered
by the claimant(s).

(ii) 33Y¥s percent of the next $50,000 recov-
ered by the claimant(s).

(iii) 256 percent of the next $500,000 recov-
ered by the claimant(s).

(iv) 15 percent of any amount by which the
recovery by the claimant(s) is in excess of
$600,000.

(b) APPLICABILITY.—

(1) IN GENERAL.—The limitations in sub-
section (a) shall apply whether the recovery
is by judgment, settlement, mediation, arbi-
tration, or any other form of alternative dis-
pute resolution.

(2) MINORS.—In a health care lawsuit in-
volving a minor or incompetent person, a
court retains the authority to authorize or
approve a fee that is less than the maximum
permitted under this section.

(¢) EXPERT WITNESSES.—

(1) REQUIREMENT.—No individual shall be
qualified to testify as an expert witness con-
cerning issues of negligence in any health
care lawsuit against a defendant unless such
individual—

(A) except as required under paragraph (2),
is a health care professional who—

(i) is appropriately credentialed or licensed
in 1 or more States to deliver health care
services; and

(ii) typically treats the diagnosis or condi-
tion or provides the type of treatment under
review; and

(B) can demonstrate by competent evi-
dence that, as a result of training, education,
knowledge, and experience in the evaluation,
diagnosis, and treatment of the disease or in-
jury which is the subject matter of the law-
suit against the defendant, the individual
was substantially familiar with applicable
standards of care and practice as they relate
to the act or omission which is the subject of
the lawsuit on the date of the incident.
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(2) PHYSICIAN REVIEW.—In a health care
lawsuit, if the claim of the plaintiff involved
treatment that is recommended or provided
by a physician (allopathic or osteopathic), an
individual shall not be qualified to be an ex-
pert witness under this subsection with re-
spect to issues of negligence concerning such
treatment unless such individual is a physi-
cian.

(3) SPECIALTIES AND SUBSPECIALTIES.—With
respect to a lawsuit described in paragraph
(1), a court shall not permit an expert in one
medical specialty or subspecialty to testify
against a defendant in another medical spe-
cialty or subspecialty unless, in addition to
a showing of substantial familiarity in ac-
cordance with paragraph (1)(B), there is a
showing that the standards of care and prac-
tice in the two specialty or subspecialty
fields are similar.

(4) LIMITATION.—The limitations in this
subsection shall not apply to expert wit-
nesses testifying as to the degree or perma-
nency of medical or physical impairment.
SEC. 107. ADDITIONAL HEALTH BENEFITS.

(a) IN GENERAL.—The amount of any dam-
ages received by a claimant in any health
care lawsuit shall be reduced by the court by
the amount of any collateral source benefits
to which the claimant is entitled, less any
insurance premiums or other payments made
by the claimant (or by the spouse, parent,
child, or legal guardian of the claimant) to
obtain or secure such benefits.

(b) PRESERVATION OF CURRENT LAW.—
Where a payor of collateral source benefits
has a right of recovery by reimbursement or
subrogation and such right is permitted
under Federal or State law, subsection (a)
shall not apply.

(c) APPLICATION OF PROVISION.—This sec-
tion shall apply to any health care lawsuit
that is settled or resolved by a fact finder.
SEC. 108. PUNITIVE DAMAGES.

(a) PUNITIVE DAMAGES PERMITTED.—

(1) IN GENERAL.—Punitive damages may, if
otherwise available under applicable State
or Federal law, be awarded against any per-
son in a health care lawsuit only if it is prov-
en by clear and convincing evidence that
such person acted with malicious intent to
injure the claimant, or that such person de-
liberately failed to avoid unnecessary injury
that such person knew the claimant was sub-
stantially certain to suffer.

(2) FILING OF LAWSUIT.—No demand for pu-
nitive damages shall be included in a health
care lawsuit as initially filed. A court may
allow a claimant to file an amended pleading
for punitive damages only upon a motion by
the claimant and after a finding by the
court, upon review of supporting and oppos-
ing affidavits or after a hearing, after weigh-
ing the evidence, that the claimant has es-
tablished by a substantial probability that
the claimant will prevail on the claim for
punitive damages.

(3) SEPARATE PROCEEDING.—At the request
of any party in a health care lawsuit, the
trier of fact shall consider in a separate pro-
ceeding—

(A) whether punitive damages are to be
awarded and the amount of such award; and

(B) the amount of punitive damages fol-
lowing a determination of punitive liability.
If a separate proceeding is requested, evi-
dence relevant only to the claim for punitive
damages, as determined by applicable State
law, shall be inadmissible in any proceeding
to determine whether compensatory dam-
ages are to be awarded.

(4) LIMITATION WHERE NO COMPENSATORY
DAMAGES ARE AWARDED.—In any health care
lawsuit where no judgment for compensatory
damages is rendered against a person, no pu-
nitive damages may be awarded with respect
to the claim in such lawsuit against such
person.
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(b) DETERMINING AMOUNT OF PUNITIVE DAM-
AGES.—

(1) FACTORS CONSIDERED.—In determining
the amount of punitive damages under this
section, the trier of fact shall consider only
the following:

(A) the severity of the harm caused by the
conduct of such party;

(B) the duration of the conduct or any con-
cealment of it by such party;

(C) the profitability of the conduct to such
party;

(D) the number of products sold or medical
procedures rendered for compensation, as the
case may be, by such party, of the kind caus-
ing the harm complained of by the claimant;

(E) any criminal penalties imposed on such
party, as a result of the conduct complained
of by the claimant; and

(F) the amount of any civil fines assessed
against such party as a result of the conduct
complained of by the claimant.

(2) MAXIMUM AWARD.—The amount of puni-
tive damages awarded in a health care law-
suit may not exceed an amount equal to two
times the amount of economic damages
awarded in the lawsuit or $250,000, whichever
is greater. The jury shall not be informed of
the limitation under the preceding sentence.

(¢) LIABILITY OF HEALTH CARE PROVIDERS.—

(1) IN GENERAL.—A health care provider
who prescribes, or who dispenses pursuant to
a prescription, a drug, biological product, or
medical device approved by the Food and
Drug Administration, for an approved indica-
tion of the drug, biological product, or med-
ical device, shall not be named as a party to
a product liability lawsuit invoking such
drug, biological product, or medical device
and shall not be liable to a claimant in a
class action lawsuit against the manufac-
turer, distributor, or product seller of such
drug, biological product, or medical device.

(2) MEDICAL PRODUCT.—The term ‘‘medical
product’” means a drug or device intended for
humans. The terms ‘“drug” and ‘‘device”
have the meanings given such terms in sec-
tions 201(g)(1) and 201(h) of the Federal Food,
Drug and Cosmetic Act (21 U.S.C. 321), re-
spectively, including any component or raw
material used therein, but excluding health
care services.

SEC. 109. AUTHORIZATION OF PAYMENT OF FU-
TURE DAMAGES TO CLAIMANTS IN
HEALTH CARE LAWSUITS.

(a) IN GENERAL.—In any health care law-
suit, if an award of future damages, without
reduction to present value, equaling or ex-
ceeding $50,000 is made against a party with
sufficient insurance or other assets to fund a
periodic payment of such a judgment, the
court shall, at the request of any party,
enter a judgment ordering that the future
damages be paid by periodic payments in ac-
cordance with the Uniform Periodic Pay-
ment of Judgments Act promulgated by the
National Conference of Commissioners on
Uniform State Laws.

(b) APPLICABILITY.—This section applies to
all actions which have not been first set for
trial or retrial before the effective date of
this subtitle.

SEC. 110. EFFECT ON OTHER LAWS.

(a) GENERAL VACCINE INJURY.—

(1) IN GENERAL.—To the extent that title
XXI of the Public Health Service Act estab-
lishes a Federal rule of law applicable to a
civil action brought for a vaccine-related in-
jury or death—

(A) this subtitle shall not affect the appli-
cation of the rule of law to such an action;
and

(B) any rule of law prescribed by this sub-
title in conflict with a rule of law of such
title XXI shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a vaccine-related in-
jury or death to which a Federal rule of law
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under title XXI of the Public Health Service
Act does not apply, then this subtitle or oth-
erwise applicable law (as determined under
this subtitle) will apply to such aspect of
such action.

(b) SMALLPOX VACCINE INJURY.—

(1) IN GENERAL.—To the extent that part C
of title II of the Public Health Service Act
establishes a Federal rule of law applicable
to a civil action brought for a smallpox vac-
cine-related injury or death—

(A) this subtitle shall not affect the appli-
cation of the rule of law to such an action;
and

(B) any rule of law prescribed by this sub-
title in conflict with a rule of law of such
part C shall not apply to such action.

(2) EXCEPTION.—If there is an aspect of a
civil action brought for a smallpox vaccine-
related injury or death to which a Federal
rule of law under part C of title II of the
Public Health Service Act does not apply,
then this subtitle or otherwise applicable
law (as determined under this subtitle) will
apply to such aspect of such action.

(c) OTHER FEDERAL LAW.—Except as pro-
vided in this section, nothing in this subtitle
shall be deemed to affect any defense avail-
able, or any limitation on liability that ap-
plies to, a defendant in a health care lawsuit
or action under any other provision of Fed-
eral law.

SEC. 111. STATE FLEXIBILITY AND PROTECTION
OF STATES’ RIGHTS.

(a) HEALTH CARE LAWSUITS.—The provi-
sions governing health care lawsuits set
forth in this subtitle shall preempt, subject
to subsections (b) and (c), State law to the
extent that State law prevents the applica-
tion of any provisions of law established by
or under this subtitle. The provisions gov-
erning health care lawsuits set forth in this
subtitle supersede chapter 171 of title 28,
United States Code, to the extent that such
chapter—

(1) provides for a greater amount of dam-
ages or contingent fees, a longer period in
which a health care lawsuit may be com-
menced, or a reduced applicability or scope
of periodic payment of future damages, than
provided in this subtitle; or

(2) prohibits the introduction of evidence
regarding collateral source benefits.

(b) PREEMPTION OF CERTAIN STATE LAWS.—
No provision of this subtitle shall be con-
strued to preempt any State law (whether ef-
fective before, on, or after the date of the en-
actment of this Act) that specifies a par-
ticular monetary amount of compensatory
or punitive damages (or the total amount of
damages) that may be awarded in a health
care lawsuit, regardless of whether such
monetary amount is greater or lesser than is
provided for under this subtitle, notwith-
standing section 105(a).

(c) PROTECTION OF STATE’S RIGHTS AND
OTHER LAWS.—

(1) IN GENERAL.—Any issue that is not gov-
erned by a provision of law established by or
under this subtitle (including the State
standards of negligence) shall be governed by
otherwise applicable Federal or State law.

(2) RULE OF CONSTRUCTION.—Nothing in this
subtitle shall be construed to—

(A) preempt or supersede any Federal or
State law that imposes greater procedural or
substantive protections (such as a shorter
statute of limitations) for a health care pro-
vider or health care institution from liabil-
ity, loss, or damages than those provided by
this subtitle;

(B) preempt or supercede any State law
that permits and provides for the enforce-
ment of any arbitration agreement related
to a health care liability claim whether en-
acted prior to or after the date of enactment
of this Act;
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(C) create a cause of action that is not oth-
erwise available under Federal or State law;
or

(D) affect the scope of preemption of any
other Federal law.

SEC. 112. APPLICABILITY; EFFECTIVE DATE.

This subtitle shall apply to any health care
lawsuit brought in a Federal or State court,
or subject to an alternative dispute resolu-
tion system, that is initiated on or after the
date of the enactment of this Act, except
that any health care lawsuit arising from an
injury occurring prior to the date of enact-
ment of this Act shall be governed by the ap-
plicable statute of limitations provisions in
effect at the time the injury occurred.

SA 3160. Mr. BEGICH submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DobpD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

At the end of subtitle C of title IV, insert
the following:

SEC. 4208. INTERAGENCY TASK FORCE TO ASSESS
AND IMPROVE ACCESS TO HEALTH
CARE IN THE STATE OF ALASKA.

(a) ESTABLISHMENT.—There is established a
task force to be known as the ‘“‘Interagency
Access to Health Care in Alaska Task Force”
(referred to in this section as the “Task
Force”’).

(b) DUTIES.—The Task Force shall—

(1) assess access to health care for bene-
ficiaries of Federal health care systems in
Alaska; and

(2) develop a strategy for the Federal Gov-
ernment to improve delivery of health care
to Federal beneficiaries in the State of Alas-
ka.

(c) MEMBERSHIP.—The Task Force shall be
comprised of Federal members who shall be
appointed, not later than 45 days after the
date of enactment of this Act, as follows:

(1) The Secretary of Health and Human
Services shall appoint one representative of
each of the following:

(A) The Department of Health and Human
Services.

(B) The Centers for Medicare and Medicaid
Services.

(C) The Indian Health Service.

(2) The Secretary of Defense shall appoint
one representative of the TRICARE Manage-
ment Activity.

(3) The Secretary of the Army shall ap-
point one representative of the Army Med-
ical Department.

(4) The Secretary of the Air Force shall ap-
point one representative of the Air Force,
from among officers at the Air Force per-
forming medical service functions.

(5) The Secretary of Veterans Affairs shall
appoint one representative of each of the fol-
lowing:

(A) The Department of Veterans Affairs.

(B) The Veterans Health Administration.

(6) The Secretary of Homeland Security
shall appoint one representative of the
United States Coast Guard.

(d) CHAIRPERSON.—One chairperson of the
Task Force shall be appointed by the Sec-
retary at the time of appointment of mem-
bers under subsection (c), selected from
among the members appointed under para-
graph (1).

(e) MEETINGS.—The Task Force shall meet
at the call of the chairperson.

(f) REPORT.—Not later than 180 days after
the date of enactment of this Act, the Task
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Force shall submit to Congress a report de-
tailing the activities of the Task Force and
containing the findings, strategies, rec-
ommendations, policies, and initiatives de-
veloped pursuant to the duty described in
subsection (b)(2). In preparing such report,
the Task Force shall consider completed and
ongoing efforts by Federal agencies to im-
prove access to health care in the State of
Alaska.

(g) TERMINATION.—The Task Force shall be
terminated on the date of submission of the
report described in subsection (f).

SA 3161. Mr. THUNE submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DoDD, and Mr. HARKIN) to the bill H.R.
3690, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 101, between lines 19 and 20, insert
the following:

(3) INCLUSION OF HIGH DEDUCTIBLE HEALTH
PLANS IN CERTAIN STATES.—

(A) IN GENERAL.—If a State is described in
subparagraph (B) with respect to health
plans offered in the individual or small group
market, then, on and after the certification
date—

(i) a health plan described in subparagraph
(C) shall be treated as a qualified health plan
under this section, and as minimum essen-
tial coverage under section 5000A of such
Code, for purposes of this Act and the
amendments made by this Act; and

(ii) no requirement imposed by any provi-
sion of, or any amendment made by, this Act
shall apply with respect to such plan or
issuer thereof.

(B) STATE DESCRIBED.—For purposes of this
paragraph—

(i) IN GENERAL.—A State is described in
this subparagraph with respect to the indi-
vidual or small group market within the
State if the applicable State authority deter-
mines for any calendar year after 2013 that
the percentage increase in average annual
premiums for health insurance coverage in
such market for the calendar year over the
preceding calendar year exceeds the percent-
age increase for such period in the Consumer
Price Index for all urban consumers pub-
lished by the Department of Labor.

(ii) CERTIFICATION DATE.—The term ‘‘cer-
tification date’” means the first date on
which the applicable State authority cer-
tifies a determination described in clause (i).

(iii) APPLICABLE STATE AUTHORITY.—The
term ‘‘applicable State authority’ has the
meaning given such term by section
2791(d)(1) of the Public Health Service Act.

(C) HIGH DEDUCTIBLE HEALTH PLAN.—A
health plan is described in this subparagraph
if the plan is a high deductible health plan
(as defined in section 223(c)(2) of the Internal
Revenue Code of 1986) that meets all require-
ments under such section to be offered in
connection with a health savings account.

SA 3162. Mr. SPECTER (for himself
and Mrs. HAGAN) submitted an amend-
ment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain
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other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 1925, between lines 14 and 15, insert
the following:

Subtitle C—Provisions Relating to the Safety
of Drugs and Biological Products
7201. ENSURING THE SAFETY OF DRUGS
AND BIOLOGICAL PRODUCTS CON-
TAINING BLOOD, BLOOD COMPO-
NENTS, AND BLOOD DERIVATIVES.

Section 351 of the Public Health Service
Act (42 U.S.C. 262), as amended by section
7002, is further amended by adding at the end
the following:

“(m) BLOOD, BLOOD COMPONENTS,
BLOOD DERIVATIVES.—

‘(1) REGULATION AND LICENSURE.—The Sec-
retary shall issue regulations that—

“(A) require a person seeking approval of
any drug or licensure of a biological product
that contains blood, blood components, or
blood derivatives to—

‘(i) submit an application for licensure
pursuant to this section; and

¢“(ii) demonstrate the clinical safety, pu-
rity, and potency of such drug or product;
and

““(B) provide analytical methods and stand-
ards to evaluate the quality of the blood,
blood components, or blood derivatives con-
tained in the new drug or biological product
throughout the manufacturing process.

¢“(2) BIOLOGICAL PRODUCTS AND DRUG PROD-
UCTS CONTAINING BLOOD, BLOOD COMPONENTS,
OR BLOOD DERIVATIVES.—A drug or biological
product described in paragraph (1) that con-
tains blood, blood components, or blood de-
rivatives shall include any drug or biological
product that includes an active or inactive
ingredient that—

‘“(A) contains blood, blood components, or
blood derivatives and has the potential to—

‘(i) transmit infectious agents, such as of
a prion or a microbial origin; or

‘“(ii) cause an adverse immune reaction due
to the presence of blood, blood components,
or blood derivatives; and

“(B) is—

‘(i) essential to the manufacture of the
drug or product;

‘“(ii) determinate of the absorption and dis-
tribution of the drug or product when admin-
istered; and

‘“(iii) essential to the safety and efficacy of
the drug or product.

‘(3) OTHER PRODUCTS CONTAINING BLOOD,
BLOOD PRODUCTS, OR BLOOD DERIVATIVES.—In
addition to the drugs and biological products
that meet the criteria described in paragraph
(2), the Secretary may issue regulations to
include other products containing blood,
blood products, or blood derivatives as bio-
logical products subject to paragraph (1).

‘“(4) CONSISTENCY OF DEFINITIONS.—Not-
withstanding any other provision of this Act
or the Federal Food, Drug, and Cosmetic
Act, after the date of enactment of the Pa-
tient Protection and Affordable Care Act, a
drug or biological product that has been ap-
proved under section 505 of the Federal Food,
Drug, and Cosmetic Act and that meets the
criteria described in paragraph (2) shall be
treated by the Secretary as a biological
product approved under a biologics license
application under this section.”’.

SA 3163. Mr. SPECTER submitted an
amendment intended to be proposed to
amendment SA 2786 proposed by Mr.
REID (for himself, Mr. BAUCUS, Mr.
DopD, and Mr. HARKIN) to the bill H.R.
3590, to amend the Internal Revenue
Code of 1986 to modify the first-time
homebuyers credit in the case of mem-
bers of the Armed Forces and certain

SEC.

AND
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other Federal employees, and for other
purposes; which was ordered to lie on
the table; as follows:

On page 869, between lines 14 and 15, insert
the following:

SEC. 3143. REVISION TO PAYMENT FOR CON-
SULTATION CODES.

(a) TEMPORARY DELAY OF ELIMINATION OF
PAYMENT FOR CONSULTATION CODES.—Not-
withstanding any other provision of law, the
Secretary of Health and Human Services
shall not, prior to January 1, 2011, imple-
ment any provision contained in a final rule
that eliminates or discontinues payment for
consultation codes under the physician fee
schedule and part B of title XVIII of the So-
cial Security Act.

(b) EVALUATION PERIOD.—During the period
prior to January 1, 2011, the Secretary of
Health and Human Services shall consult
with the Current Procedural Terminology
Editorial Panel of the American Medical As-
sociation for the purpose of developing pro-
posals to—

(1) modify existing consultation codes or
establish new consultation codes to more ac-
curately reflect the value provided through
such consultation services; and

(2) minimize coding errors.

———

AUTHORITY FOR COMMITTEES TO
MEET
COMMITTEE ON BANKING, HOUSING, AND URBAN
AFFAIRS
Mr. BAUCUS. Mr. President, I ask
unanimous consent that the Com-
mittee on Banking, Housing, and
Urban Affairs, Subcommittee on Hous-
ing, Transportation, and Community
Development, be authorized to meet
during the session on the Senate on De-
cember 10, 2009 at 9:30 a.m., to conduct
a hearing entitled ‘“‘Examining the Fed-
eral Role in Overseeing the Safety of
Public Transportation Systems.”
The PRESIDING OFFICER. Without
objection, it is so ordered.
COMMITTEE ON ENERGY AND NATURAL
RESOURCES
Mr. BAUCUS. Mr. President, I ask
unanimous consent that the Com-
mittee on Energy and Natural Re-
sources be authorized to meet during
the session of the Senate on December
10, at 10 a.m., in room SD-366 of the
Dirksen Senate Office Building.
The PRESIDING OFFICER. Without
objection, it is so ordered.
COMMITTEE ON ENVIRONMENT AND PUBLIC
WORKS
Mr. BAUCUS. Mr. President, I ask
unanimous consent that the Com-
mittee on Environment and Public
Works be authorized to meet during
the session of the Senate on December
10, 2009, at 9:30 a.m. in room 406 of the
Dirksen Senate Office Building.
The PRESIDING OFFICER. Without
objection, it is so ordered.
COMMITTEE ON FOREIGN RELATIONS
Mr. BAUCUS. Mr. President, I ask
unanimous consent that the Com-
mittee on Foreign Relations be author-
ized to meet during the session of the
Senate on December 10, 2009, at 10 a.m.
The PRESIDING OFFICER. Without
objection, it is so ordered.
COMMITTEE ON HEALTH, EDUCATION, LABOR,
AND PENSIONS
Mr. BAUCUS. Mr. President, I ask
unanimous consent that the Com-
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mittee on Health, Education, Labor,
and Pensions be authorized to meet
during the session of the Senate on De-
cember 10, 2009.

The PRESIDING OFFICER. Without
objection, it is so ordered.

COMMITTEE ON HOMELAND SECURITY AND

GOVERNMENTAL AFFAIRS

Mr. BAUCUS. Mr. President, I ask
unanimous consent that the Com-
mittee on Homeland Security and Gov-
ernmental Affairs be authorized to
meet during the session of the Senate
on December 10, 2009, at 10 a.m.

The PRESIDING OFFICER. Without
objection, it is so ordered.

COMMITTEE ON THE JUDICIARY

Mr. BAUCUS. Mr. President, I ask
unanimous consent that the Com-
mittee on the Judiciary be authorized
to meet during the session of the Sen-
ate on December 10, 2009, at 10 a.m., in
SD-226 of the Dirksen Senate Office
Building, to conduct an executive busi-
ness meeting.

The PRESIDING OFFICER. Without
objection, it is so ordered.
AD HOC SUBCOMMITTEE ON DISASTER RECOVERY

Mr. BAUCUS. Mr. President, I ask
unanimous consent that the Ad Hoc
Subcommittee on Disaster Recovery of
the Committee on Homeland Security
and Governmental Affairs be author-
ized to meet during the session of the
Senate on December 10, 2009, at 2:30
p.m. to conduct a hearing entitled,
““Children and Disasters: A Progress
Report on Addressing Needs.”

The PRESIDING OFFICER. Without
objection, it is so ordered.

SELECT COMMITTEE ON INTELLIGENCE

Mr. BAUCUS. Mr. President, I ask
unanimous consent that the Select
Committee on Intelligence be author-
ized to meet during the session of the
Senate on December 10, 2009, at 2:30
p.m.
The PRESIDING OFFICER. Without
objection, it is so ordered.

SUBCOMMITTEE ON AVIATION OPERATIONS,

SAFETY, AND SECURITY

Mr. BAUCUS. Mr. President, I ask
unanimous consent that the Sub-
committee on Aviation Operations,
Safety, and Security of the Committee
on Commerce, Science, and Transpor-
tation be authorized to meet during
the session of the Senate on December
10, 2009, at 10 a.m. in room 253 of the
Russell Senate Office Building.

The PRESIDING OFFICER. Without
objection, it is so ordered.

PRIVILEGES OF THE FLOOR

Mr. BAUCUS. Mr. President, I ask
unanimous consent that the following
staff of the Finance Committee be per-
mitted the privileges of the floor dur-
ing debate on the health care bill: An-
gela Franklin, Kaitlin Guarascio, and
Scott Allen.

The ACTING PRESIDENT pro tem-
pore. Without objection, it is so or-
dered.
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