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SA 4299 proposed by Mr. REID (for Mr. DOR-
GAN (for himself, Mr. WELLSTONE, Mr. JEF-
FORDS, Ms. STABENOW, Ms. COLLINS, Mr.
LEVIN, Mr. JOHNSON, Mr. MILLER, Mr. DUR-
BIN, Mr. FEINGOLD, and Mr. HARKIN)) to the
bill (S. 812) to amend the Federal Food,
Drug, and Cosmetic Act to provide greater
access to affordable pharmaceuticals; which
was ordered to lie on the table.

—————

TEXT OF AMENDMENTS

SA 4327. Mr. WELLSTONE submitted
an amendment intended to be proposed
by him to the bill S. 812, to amend the
Federal Food, Drug, and Cosmetic Act
to provide greater access to affordable
pharmaceuticals; which was ordered to
lie on the table; as follows:

At the appropriate place, insert the fol-
lowing:
SEC. STATE PRESCRIPTION DRUG DIS-
COUNT.

(a) FINDINGS.—Congress makes the fol-
lowing findings:

(1) More than 70,000,000 Americans, includ-
ing more than 18,000,000 Medicare bene-
ficiaries, are uninsured or underinsured for
prescription drug coverage.

(2) High prescription drug prices are deny-
ing uninsured and underinsured Americans
access to medically necessary care, thereby
threatening their health and safety. Many of
these Americans require repeated doctor or
medical clinic appointments, becoming sick-
er because they cannot afford to take the
drugs prescribed for them. Many are admit-
ted to or treated at hospitals because they
cannot afford the drugs prescribed for them
that could have prevented the need for hos-
pitalization. Many enter expensive institu-
tional care settings because they cannot af-
ford the prescription drugs that could have
supported them outside of an institution. In
each of these circumstances, uninsured and
underinsured residents too often become
medicaid recipients because of their inabil-
ity to afford prescription drugs.

(3) Pursuant to the Social Security Act,
State medicaid programs receive discounts
in the form of rebates for outpatient pre-
scription drugs. On average, these rebates
provide discounts of more than 40 percent off
retail prices.

(4) In 49 States, individual Americans do
not have access to medicaid rebates. But in
1 State, since June 1, 2001, over 100,000 Amer-
icans have received discounts from those re-
bates through the ‘‘Healthy Maine’ pro-
gram. This program, established as a dem-
onstration project pursuant to a waiver from
the Secretary of Health and Human Services
has proven to work. Americans need that
program replicated in every State, imme-
diately.

(5) The Federal and State governments are
the only agents that, as a practical matter,
can play an effective role as a market partic-
ipant on behalf of Americans who are unin-
sured or underinsured.

(b) STATE PRESCRIPTION DISCOUNT PRO-
GRAM.—

(1) IN GENERAL.—Section 1927(a) of the So-
cial Security Act (42 U.S.C. 1396r-8(a)) is
amended by adding at the end the following:

“(7) REQUIREMENTS RELATING TO AGREE-
MENTS FOR DRUGS PROCURED BY INDIVIDUALS
THROUGH STATE PRESCRIPTION DRUG DISCOUNT
PROGRAMS.—

‘““(A) IN GENERAL.—A manufacturer meets
the requirements of this paragraph if the
manufacturer enters into an agreement with
the State to make rebate payments for drugs
covered by a State prescription drug dis-
count program in the same amounts as are
paid by the manufacturer to the State for
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such drugs under a rebate agreement de-
scribed in subsection (b).

“(B) STATE PRESCRIPTION DRUG DISCOUNT
PROGRAM DEFINED.—

‘(i) IN GENERAL.—In this paragraph, the
term ‘State prescription drug discount pro-
gram’ means a State program under which,
with respect to a rebate period, not less than
the amount equal to 95 percent of all the re-
bates paid to the State under agreements en-
tered into under subparagraph (A) during
such period is provided to eligible State resi-
dents in the form of discounted prices for the
purchase of outpatient prescription drugs.

“(ii) ELIGIBLE STATE RESIDENT.—For pur-
poses of clause (i), the term ‘eligible State
resident’ means an individual who is a State
resident and—

‘“(I) who is eligible for benefits under title
XVIII; or

‘“(IT) whose income does not exceed 300 per-
cent of the income official poverty line (as
defined by the Office of Management and
Budget, and revised annually in accordance
with section 673(2) of the Omnibus Budget
Reconciliation Act of 1981) applicable to a
family of the size involved.

“(iii) ADDITIONAL SUBSIDIES.—Nothing in
this subparagraph shall be construed as—

‘“(I) requiring a State to expend State
funds to carry out a State prescription drug
discount program; or

‘“(IT) prohibiting a State from electing to
contribute State funds to a State prescrip-
tion drug discount program to provide great-
er subsidies to eligible State residents for
outpatient prescription drugs covered under
the program.

“(C) NO OFFSET AGAINST MEDICAL ASSIST-
ANCE.—Amounts received by a State under
an agreement entered into under subpara-
graph (A) in any quarter shall not be consid-
ered to be a reduction in the amount ex-
pended under the State plan in the quarter
for medical assistance for purposes of section
1903(a)(1).”".

(2) CONFORMING AMENDMENT.—The first
sentence of section 1927(a)(1) of the Social
Security Act (42 U.S.C. 139%6r-8(a)(1)) is
amended, by striking ‘‘and paragraph (6)”
and inserting ‘‘, paragraph (6), and paragraph
M.

(c) ENHANCED REBATES FOR STATE MED-
ICAID PROGRAMS.—Section 1927(b)(1)(B) of the
Social Security Act (42 U.S.C. 1396r-8(b)(1)(B)
is amended—

(1) by striking ‘‘Amounts” and inserting
the following:

‘(i) IN GENERAL.—Except as provided in
clause (ii) and subsection (a)(7)(C),
amounts’’; and

(2) by adding at the end the following:

‘“(ii) ENHANCED REBATE.—In the case of a
State that has a State prescription drug dis-
count program described in subsection (a)(7)
and that has entered into a rebate agreement
described in paragraph (1) or (4) of subsection
(a) that provides a greater rebate for a cov-
ered outpatient drug than the rebate that
would be paid for the covered outpatient
drug under subsection (c), then, notwith-
standing clause (i), only the amount equal to
1% of the difference between the amount re-
ceived by the State in any quarter under
such a rebate agreement and the amount of
the rebate that would be paid under sub-
section (c¢) for such covered outpatient drug
shall be considered to be a reduction in the
amount expended under the State plan in the
quarter for medical assistance for purposes
of section 1903(a)(1).”".

(d) EFFECTIVE DATE.—The amendments
made by this section take effect on January
1, 2004.

SA 4328. Mr. BINGAMAN submitted
an amendment intended to be proposed
by him to the bill S. 812, to amend the
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Federal Food, Drug, and Cosmetic Act
to provide greater access to affordable
pharmaceuticals; which was ordered to
lie on the table; as follows:
At the end, add the following:
SEC. . CLARIFICATION OF INCLUSION OF IN-
PATIENT DRUG PRICES CHARGED
TO CERTAIN PUBLIC HOSPITALS IN
THE BEST PRICE EXEMPTIONS ES-
TABLISHED FOR PURPOSES OF THE
MEDICAID DRUG REBATE PROGRAM.
Section 1927(c)(1)(C)(ii) of the Social Secu-
rity Act (42 U.S.C. 1396r-8(c)(1)(C)(ii)) is
amended—
(1) in subclause (II), by striking ‘“‘and” at
the end;
(2) in subclause (I11), by striking the period
and inserting ‘‘; and’’; and
(3) by adding at the end the following:
“(IV) with respect to a covered entity de-
scribed in section 340B(a)(4)(Li) of the Public
Health Service Act, shall, in addition to any
prices excluded under clause (i)(I), exclude
any price charged on or after the date of en-
actment of this subparagraph, for any drug,
biological product, or insulin provided as
part of, or as incident to and in the same set-
ting as, inpatient hospital services (and for
which payment may be made under this title
as part of payment for and not as direct re-
imbursement for the drug).”.

SA 4329. Mr. DURBIN (for himself,
Mr. DEWINE, Mr. DORGAN, Mr. LEVIN,
and Mr. JOHNSON) submitted an amend-
ment intended to be proposed by him
to the bill S. 812, to amend the Federal
Food, Drug, and Cosmetic Act to pro-
vide greater access to affordable phar-
maceuticals; which was ordered to lie
on the table; as follows:

At the end, add the following:

SEC. . COMPREHENSIVE COVERAGE OF IM-
MUNOSUPPRESSIVE DRUGS UNDER
THE MEDICARE PROGRAM.

(a) IN GENERAL.—Section 1861(s)(2)(J) of
the Social Security Act (42 U.S.C.
1395x(8)(2)(J)), as amended by section 113(a)
of the Medicare, Medicaid, and SCHIP Bene-
fits Improvement and Protection Act of 2000
(114 Stat. 2763A-473), as enacted into law by
section 1(a)(6) of Public Law 106-554, is
amended by striking ‘‘, to an individual who
receives’” and all that follows before the
semicolon at the end and inserting ‘‘to an in-
dividual who has received an organ trans-
plant”’.

(b) EFFECTIVE DATE.—The amendments
made by this section shall apply to drugs
furnished on or after the date of enactment
of this Act.

SEC. . PROVISION OF APPROPRIATE COV-
ERAGE OF IMMUNOSUPPRESSIVE
DRUGS UNDER THE MEDICARE PRO-
GRAM FOR ORGAN TRANSPLANT RE-
CIPIENTS.

(a) CONTINUED ENTITLEMENT TO IMMUNO-
SUPPRESSIVE DRUGS.—

(1) KIDNEY TRANSPLANT RECIPIENTS.—Sec-
tion 226A(b)(2) of the Social Security Act (42
U.S.C. 426-1(b)(2)) is amended by inserting
‘“‘(except for coverage of immunosuppressive
drugs under section 1861(s)(2)(J))” after
“shall end”.

(2) OTHER TRANSPLANT RECIPIENTS.—The
flush matter following paragraph (2)(C)(ii)(II)
of section 226(b) of the Social Security Act
(42 U.S.C. 426(b)) is amended by striking ‘‘of
this subsection)” and inserting ‘‘of this sub-
section and except for coverage of immuno-
suppressive drugs under section
1861(s)(2)(J))”".

(3) APPLICATION.—Section 1836 of the Social
Security Act (42 U.S.C. 13950) is amended—

(A) by striking ‘“Every individual who”’
and inserting ‘‘(a) IN GENERAL.—Every indi-
vidual who’’; and
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(B) by adding at the end the following new
subsection:

““(b) SPECIAL RULES APPLICABLE TO INDIVID-
UALS ONLY ELIGIBLE FOR COVERAGE OF IM-
MUNOSUPPRESSIVE DRUGS.—

‘(1 IN GENERAL.—In the case of an indi-
vidual whose eligibility for benefits under
this title has ended except for the coverage
of immunosuppressive drugs by reason of
section 226(b) or 226A(b)(2), the following
rules shall apply:

‘“(A) The individual shall be deemed to be
enrolled under this part for purposes of re-
ceiving coverage of such drugs.

‘“(B) The individual shall be responsible for
the full amount of the premium under sec-
tion 1839 in order to receive such coverage.

¢“(C) The provision of such drugs shall be
subject to the application of—

‘(i) the deductible under section 1833(b);
and

‘“(ii) the coinsurance amount applicable for
such drugs (as determined under this part).

‘(D) If the individual is an inpatient of a
hospital or other entity, the individual is en-
titled to receive coverage of such drugs
under this part.

‘(2) ESTABLISHMENT OF PROCEDURES IN
ORDER TO IMPLEMENT COVERAGE.—The Sec-
retary shall establish procedures for—

‘“(A) identifying beneficiaries that are en-
titled to coverage of immunosuppressive
drugs by reason of section 226(b) or
226A(b)(2); and

‘(B) distinguishing such beneficiaries from
beneficiaries that are enrolled under this
part for the complete package of benefits
under this part.”.

(4) TECHNICAL AMENDMENT.—Subsection (c)
of section 226A of the Social Security Act (42
U.S.C. 426-1), as added by section
201(a)(3)(D)(ii) of the Social Security Inde-
pendence and Program Improvements Act of
1994 (Public Law 103-296; 108 Stat. 1497), is re-
designated as subsection (d).

(b) EXTENSION OF SECONDARY PAYER RE-
QUIREMENTS FOR ESRD BENEFICIARIES.—Sec-
tion 1862(b)(1)(C) of the Social Security Act
(42 U.S.C. 139%y(b)(1)(C)) is amended by add-
ing at the end the following new sentence:
“With regard to immunosuppressive drugs
furnished on or after the date of enactment
of this sentence, this subparagraph shall be
applied without regard to any time limita-
tion.”.

(c) EFFECTIVE DATE.—The amendments
made by this section shall apply to drugs
furnished on or after the date of enactment
of this Act.

SEC. . PLANS REQUIRED TO MAINTAIN COV-
ERAGE OF IMMUNOSUPPRESSIVE
DRUGS.

(a) APPLICATION TO CERTAIN HEALTH INSUR-
ANCE COVERAGE.—

(1) IN GENERAL.—Subpart 2 of part A of
title XXVII of the Public Health Service Act
(42 U.S.C. 300gg—4 et seq.) is amended by add-
ing at the end the following:

“SEC. 2707. COVERAGE OF IMMUNOSUPPRESSIVE
DRUGS.

““A group health plan (and a health insur-
ance issuer offering health insurance cov-
erage in connection with a group health
plan) shall provide coverage of immuno-
suppressive drugs that is at least as com-
prehensive as the coverage provided by such
plan or issuer on the day before the date of
enactment of this section, and such require-
ment shall be deemed to be incorporated into
this section.”.

2) CONFORMING AMENDMENT.—Section
2721(b)(2)(A) of the Public Health Service Act
(42 U.S.C. 300gg—21(b)(2)(A)) is amended by in-
serting ‘‘(other than section 2707) after ‘‘re-
quirements of such subparts’’.

(b) APPLICATION TO GROUP HEALTH PLANS
AND GROUP HEALTH INSURANCE COVERAGE
UNDER THE EMPLOYEE RETIREMENT INCOME
SECURITY ACT OF 1974.—
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(1) IN GENERAL.—Subpart B of part 7 of sub-
title B of title I of the Employee Retirement
Income Security Act of 1974 (29 U.S.C. 1185 et
seq.) is amended by adding at the end the fol-
lowing new section:

“SEC. 714. COVERAGE OF IMMUNOSUPPRESSIVE
DRUGS.

““A group health plan (and a health insur-
ance issuer offering health insurance cov-
erage in connection with a group health
plan) shall provide coverage of immuno-
suppressive drugs that is at least as com-
prehensive as the coverage provided by such
plan or issuer on the day before the date of
enactment of this sentence, and such re-
quirement shall be deemed to be incor-
porated into this section.”.

(2) CONFORMING AMENDMENTS.—

(A) Section 732(a) of the Employee Retire-
ment Income Security Act of 1974 (29 U.S.C.
1185(a)) is amended by striking ‘‘section 711"’
and inserting ‘‘sections 711 and 714”.

(B) The table of contents in section 1 of the
Employee Retirement Income Security Act
of 1974 is amended by inserting after the
item relating to section 713 the following
new item:

‘“Sec. 714. Coverage of immunosuppressive
drugs.”.

(c) APPLICATION TO GROUP HEALTH PLANS
UNDER THE INTERNAL REVENUE CODE OF
1986.—Subchapter B of chapter 100 of the In-
ternal Revenue Code of 1986 is amended—

(1) in the table of sections, by inserting
after the item relating to section 9812 the
following new item:

‘“‘Sec. 9813. Coverage of immunosuppressive
drugs.’’;
and

(2) by inserting after section 9812 the fol-
lowing:

“SEC. 9813. COVERAGE OF IMMUNOSUPPRESSIVE
DRUGS.

“A group health plan shall provide cov-
erage of immunosuppressive drugs that is at
least as comprehensive as the coverage pro-
vided by such plan on the day before the date
of enactment of this sentence, and such re-
quirement shall be deemed to be incor-
porated into this section.”.

(d) EFFECTIVE DATE.—The amendments
made by this section shall apply to plan
years beginning on or after January 1, 2003.

SA 4330. Mr. ENZI submitted an
amendment intended to be proposed by
him to the bill S. 812, to amend the
Federal Food, Drug, and Cosmetic Act
to provide greater access to affordable
pharmaceuticals; which was ordered to
lie on the table; as follows:

Beginning on page 27, strike line 15 and all
that follows through page 28, line 18 and in-
sert the following:

‘(E) NO CLAIM FOR PATENT INFRINGEMENT.—
An owner of a patent with respect to”’.

SA 4331. Mr. ENZI submitted an
amendment intended to be proposed by
him to the bill S. 812, to amend the
Federal Food, Drug, and Cosmetic Act
to provide greater access to affordable
pharmaceuticals; which was ordered to
lie on the table; as follows:

Beginning on page 27, strike line 15 and all
that follows through page 28, line 16, and in-
sert the following:

‘‘(E) CORRECTION OR DELETION OF PATENT IN-
FORMATION.—

‘(i) IN GENERAL.—A person that has filed
an application under subsection (b)(2) or (j)
for a drug may submit to arbitration a claim
to require the holder of the application to
amend the application—
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“(I) to correct patent information filed
under subparagraph (A); or

‘“(II) to delete the patent information in its
entirety for the reason that—

‘‘(aa) the patent does not claim the drug
for which the application was approved; or

‘““(bb) the patent does not claim an ap-
proved method of using the drug.

“(i1) AMERICAN ARBITRATION ASSOCIATION.—
Arbitration under clause (i) shall be adminis-
tered by the American Arbitration Associa-
tion, in accordance with the Commercial Ar-
bitration Rules.

¢“(iii) DECISION.—

‘() TIMING.—Not later than 180 days after
the date on which an arbitrator receives a
written request for arbitration under this
subparagraph, the arbitrator shall render a
decision with respect to the claim.

“(IT) LIMITATION.—In rendering a decision
under subclause (I), the arbitrator shall
not—

‘‘(aa) order the correction of patent infor-
mation filed under subparagraph (B); or

““(bb) award monetary damages.

‘“(III) BINDING EFFECT.—A decision ren-
dered under subclause (I)—

‘‘(aa) shall be final and binding; and

““(bb) may be entered in any court having
jurisdiction over the claim.

SA 4332. Mr. ENZI submitted an
amendment intended to be proposed by
him to the bill S. 812, to amend the
Federal Food, Drug, and Cosmetic Act
to provide greater access to affordable
pharmaceuticals; which was ordered to
lie on the table; as follows:

Beginning on page 28, strike line 17 and all
that follows through page 39, line 18, and in-
sert the following:

(2) TRANSITION PROVISION.—Each holder of
an application for approval of a new drug
under section 505(b) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 355(b))
that has been approved before the date of en-
actment of this Act shall amend the applica-
tion to include the patent information re-
quired under the amendment made by para-
graph (1) not later than the date that is 30
days after the date of enactment of this Act
(unless the Secretary of Health and Human
Services extends the date because of extraor-
dinary or unusual circumstances).

(b) FILING WITH AN APPLICATION.—Section
505 of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 355) is amended—

(1) in subsection (b)(2)—

(A) in subparagraph (A), by striking ‘‘and”
at the end;

(B) in subparagraph (B), by striking the pe-
riod at the end and inserting ‘‘; and’’; and

(C) by adding at the end the following:

‘(C) with respect to a patent that claims
both the drug and a method of using the drug
or claims more than 1 method of using the
drug for which the application is filed—

‘(i) a certification under subparagraph
(A)(@iv) on a claim-by-claim basis; and

‘“(ii) a statement under subparagraph (B)
regarding the method of use claim.”’; and

(2) in subsection (j)(2)(A), by inserting
after clause (viii) the following:

“With respect to a patent that claims both
the drug and a method of using the drug or
claims more than 1 method of using the drug
for which the application is filed, the appli-
cation shall contain a certification under
clause (vii)(IV) on a claim-by-claim basis and
a statement under clause (viii) regarding the
method of use claim.”.

SEC. 4. LIMITATION OF 30-MONTH STAY TO CER-

TAIN PATENTS.

(a) ABBREVIATED NEW DRUG APPLICA-
TIONS.—Section 505(j)(5) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 355(j)(5)) is
amended—
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(1) in subparagraph (B)—

(A) in clause (iii)—

(i) by striking ‘‘(iii) If the applicant made
a certification described in subclause (IV) of
paragraph (2)(A)(vii),” and inserting the fol-
lowing:

‘“(iii) SUBCLAUSE (V) CERTIFICATION WITH
RESPECT TO CERTAIN PATENTS.—If the appli-
cant made a certification described in para-
graph (2)(A)(vii)(IV) with respect to a patent
(other than a patent that claims a process
for manufacturing the listed drug) for which
patent information was filed with the Sec-
retary under subsection (c)(2)(A),”’; and

(ii) by adding at the end the following:
“The 30-month period provided under the
second sentence of this clause shall not
apply to a certification under paragraph
(2)(A)(vii)(IV) made with respect to a patent
for which patent information was filed with
the Secretary under subsection (¢)(2)(B).”’;

(B) by redesignating clause (iv) as clause
(v); and

(C) by inserting after clause (iii) the fol-
lowing:

‘(iv) SUBCLAUSE (IV) CERTIFICATION WITH
RESPECT TO OTHER PATENTS.—

‘(I) IN GENERAL.—If the applicant made a
certification described in paragraph
(2)(A)(vii)(IV) with respect to a patent not
described in clause (iii) for which patent in-
formation was published by the Secretary
under subsection (¢)(2)(D), the approval shall
be made effective on the date that is 45 days
after the date on which the notice provided
under paragraph (2)(B) was received, unless a
civil action for infringement of the patent,
accompanied by a motion for preliminary in-
junction to enjoin the applicant from engag-
ing in the commercial manufacture or sale of
the drug, was filed on or before the date that
is 45 days after the date on which the notice
was received, in which case the approval
shall be made effective—

‘“‘(aa) on the date of a court action declin-
ing to grant a preliminary injunction; or

‘“‘(bb) if the court has granted a prelimi-
nary injunction prohibiting the applicant
from engaging in the commercial manufac-
ture or sale of the drug—

““(AA) on issuance by a court of a deter-
mination that the patent is invalid or is not
infringed;

‘(BB) on issuance by a court of an order
revoking the preliminary injunction or per-
mitting the applicant to engage in the com-
mercial manufacture or sale of the drug; or

‘(CC) on the date specified in a court order
under section 271(e)(4)(A) of title 35, United
States Code, if the court determines that the
patent is infringed.

‘“(II) COOPERATION.—Each of the parties
shall reasonably cooperate in expediting a
civil action under subclause (I).

‘“(III) EXPEDITED NOTIFICATION.—If the no-
tice under paragraph (2)(B) contains an ad-
dress for the receipt of expedited notification
of a civil action under subclause (I), the
plaintiff shall, on the date on which the com-
plaint is filed, simultaneously cause a notifi-
cation of the civil action to be delivered to
that address by the next business day.”’; and

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

‘(C) FAILURE TO BRING INFRINGEMENT AC-
TION.—If, in connection with an application
under this subsection, the applicant provides
an owner of a patent notice under paragraph
(2)(B) with respect to the patent, and the
owner of the patent fails to bring a civil ac-
tion against the applicant for infringement
of the patent on or before the date that is 45
days after the date on which the notice is re-
ceived, the owner of the patent shall be
barred from bringing a civil action for in-
fringement of the patent against the appli-
cant with respect to the application.”.
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(b) OTHER APPLICATIONS.—Section 505(c)) of
the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 355(c)) (as amended by section
9(a)(3)(A)(iii)) is amended—

(1) in paragraph (3)—

(A) in subparagraph (C)—

(i) by striking *‘(C) If the applicant made a
certification described in clause (iv) of sub-
section (b)(2)(A),” and inserting the fol-
lowing:

“(C) CLAUSE (iv) CERTIFICATION WITH RE-
SPECT TO CERTAIN PATENTS.—If the applicant
made a certification described in subsection
(b)(2)(A)(iv) with respect to a patent (other
than a patent that claims a process for man-
ufacturing the listed drug) for which patent
information was filed with the Secretary
under paragraph (2)(A),”’; and

(ii) by adding at the end the following:
“The 30-month period provided under the
second sentence of this subparagraph shall
not apply to a certification under subsection
(b)(2)(A)(iv) made with respect to a patent
for which patent information was filed with
the Secretary under paragraph (2)(B).”’; and

(B) by inserting after subparagraph (C) the
following:

‘(D) CLAUSE (iv) CERTIFICATION WITH RE-
SPECT TO OTHER PATENTS.—

‘(i) IN GENERAL.—If the applicant made a
certification described in subsection
(b)(2)(A)(iv) with respect to a patent not de-
scribed in subparagraph (C) for which patent
information was published by the Secretary
under paragraph (2)(D), the approval shall be
made effective on the date that is 45 days
after the date on which the notice provided
under subsection (b)(3) was received, unless a
civil action for infringement of the patent,
accompanied by a motion for preliminary in-
junction to enjoin the applicant from engag-
ing in the commercial manufacture or sale of
the drug, was filed on or before the date that
is 45 days after the date on which the notice
was received, in which case the approval
shall be made effective—

‘“(I) on the date of a court action declining
to grant a preliminary injunction; or

‘“(IT) if the court has granted a preliminary
injunction prohibiting the applicant from
engaging in the commercial manufacture or
sale of the drug—

‘“(aa) on issuance by a court of a deter-
mination that the patent is invalid or is not
infringed;

‘“(bb) on issuance by a court of an order re-
voking the preliminary injunction or permit-
ting the applicant to engage in the commer-
cial manufacture or sale of the drug; or

‘‘(cc) on the date specified in a court order
under section 271(e)(4)(A) of title 35, United
States Code, if the court determines that the
patent is infringed.

‘“(ii) COOPERATION.—Each of the parties
shall reasonably cooperate in expediting a
civil action under clause (i).

‘‘(iii) EXPEDITED NOTIFICATION.—If the no-
tice under subsection (b)(3) contains an ad-
dress for the receipt of expedited notification
of a civil action under clause (i), the plaintiff
shall, on the date on which the complaint is
filed, simultaneously cause a notification of
the civil action to be delivered to that ad-
dress by the next business day.’”’; and

(2) by inserting after paragraph (3) the fol-
lowing:

‘“(4) FAILURE TO BRING INFRINGEMENT AC-
TION.—If, in connection with an application
under subsection (b)(2), the applicant pro-
vides an owner of a patent notice under sub-
section (b)(3) with respect to the patent, and
the owner of the patent fails to bring a civil
action against the applicant for infringe-
ment of the patent on or before the date that
is 45 days after the date on which the notice
is received, the owner of the patent shall be
barred from bringing a civil action for in-
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fringement of the patent against the appli-
cant with respect to the application.”.

SA 4333. Mr. ENZI submitted an
amendment intended to be proposed by
him to the bill S. 812, to amend the
Federal Food, Drug, and Cosmetic Act
to provide greater access to affordable
pharmaceuticals; which was ordered to
lie on the table; as follows:

Beginning on page 31, strike line 12 and all
that follows through page 40 and insert the
following:

SEC. 4. 30-MONTH STAY.

(a) ABBREVIATED NEW DRUG APPLICA-
TIONS.—Section 505(j)(5) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 355(j)(5)) is
amended—

(1) in subparagraph (B)(iii)—

(A) by striking ‘‘(iii) If the applicant’ and
inserting the following:

¢‘(iii) SUBCLAUSE (IV) CERTIFICATION.—If the
applicant’’; and

(B) by adding at the end the following:
“The 30-month period provided under this
clause shall not apply to a certification
under paragraph (2)(A)(vii)(IV) made with re-
spect to a patent for which patent informa-
tion was filed with the Secretary after the
filing of the application under this sub-
section that contains the certification.”; and

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

‘(C) FAILURE TO BRING INFRINGEMENT AC-
TION.—If, in connection with an application
under this subsection, the applicant provides
an owner of a patent notice under paragraph
(2)(B) with respect to the patent, and the
owner of the patent fails to bring a civil ac-
tion against the applicant for infringement
of the patent on or before the date that is 45
days after the date on which the notice is re-
ceived, the owner of the patent shall be
barred from bringing a civil action for in-
fringement of the patent in connection with
the development, manufacture, use, offer to
sell, or sale of the drug for which the appli-
cation was filed or approved under this sub-
section.”.

(b) OTHER APPLICATIONS.—Section 505(c)) of
the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 355(c)) is amended—

(1) in paragraph (3)(C)—

(A) by striking “(C) If the applicant’ and
inserting the following:

¢(C) CLAUSE (iv) CERTIFICATION.—If the ap-
plicant’’; and

(B) by adding at the end the following:
“The 30-month period provided under this
subparagraph shall not apply to a certifi-
cation under subsection (b)(2)(A)(iv) made
with respect to a patent for which patent in-
formation was filed with the Secretary after
the filing of the application described in sub-
section (b)(2) that contains the certifi-
cation.””; and

(2) by inserting after paragraph (3) the fol-
lowing:

‘(4) FAILURE TO BRING INFRINGEMENT AC-
TION.—If, in connection with an application
under subsection (b)(2), the applicant pro-
vides an owner of a patent notice under sub-
section (b)(3) with respect to the patent, and
the owner of the patent fails to bring a civil
action against the applicant for infringe-
ment of the patent on or before the date that
is 45 days after the date on which the notice
is received, the owner of the patent shall be
barred from bringing a civil action for in-
fringement of the patent in connection with
the development, manufacture, use, offer to
sell, or sale of the drug for which the appli-
cation was filed or approved under sub-
section (b)(2).”.

SA 4334. Mr. NICKLES submitted an
amendment intended to be proposed by
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him to the bill S. 812, to amend the
Federal Food, Drug, and Cosmetic Act
to provide greater access to affordable
pharmaceuticals; which was ordered to
lie on the table; as follows:

At the appropriate place, add the fol-
lowing:
SEC. . NONAPPLICATION OF STATE AUTHOR-

ITY TO ENTER INTO DRUG REBATE
AGREEMENTS IF THE AGREEMENTS
WOULD RESULT IN INCREASED MED-

ICAID DRUG COSTS.
Notwithstanding any other provision of
this Act, section 1927 of the Social Security
Act (42 U.S.C. 1396r-8) shall be applied with-
out regard to subsection (1) (as added by this
Act) if the Secretary of Health and Human
Services determines that the application of
that subsection would result in an increase
in expenditures under the medicaid program
established under title XIX of the Social Se-
curity Act (42 U.S.C. 1396 et seq.) for covered
outpatient drugs (as defined in section
1927(k)(2) of that Act (42 U.S.C. 1396r-8(k)(2)).

SA 4335. Mr. NICKLES submitted an
amendment intended to be proposed to
amendment SA 4299 proposed by Mr.
REID (for Mr. DORGAN (for himself, Mr.
WELLSTONE, Mr. JEFFORDS, Ms.
STABENOW, Ms. COLLINS, Mr. LEVIN, Mr.
JOHNSTON, Mr. MILLER, Mr. DURBIN,
Mr. FEINGOLD, and Mr. HARKIN)) to the
bill (S. 812) to amend the Federal Food,
Drug, and Cosmetic Act to provide
greater access to affordable pharma-
ceuticals; which was ordered to lie on
the table; as follows:

At the appropriate place, add the fol-
lowing:
SEC. . NONAPPLICATION OF STATE AUTHOR-

ITY TO ENTER INTO DRUG REBATE
AGREEMENTS IF THE AGREEMENTS
WOULD RESULT IN INCREASED MED-

ICAID DRUG COSTS.
Notwithstanding any other provision of
this Act, section 1927 of the Social Security
Act (42 U.S.C. 1396r-8) shall be applied with-
out regard to subsection (1) (as added by this
Act) if the Secretary of Health and Human
Services determines that the application of
that subsection would result in an increase
in expenditures under the medicaid program
established under title XIX of the Social Se-
curity Act (42 U.S.C. 1396 et seq.) for covered
outpatient drugs (as defined in section
1927(k)(2) of that Act (42 U.S.C. 1396r-8(k)(2)).

SA 4336. Mr. NICKLES submitted an
amendment intended to be proposed by
him to the bill S. 812, to amend the
Federal Food, Drug, and Cosmetic Act
to provide greater access to affordable
pharmaceuticals; which was ordered to
lie on the table; as follows:

At the appropriate place, add the fol-
lowing:
SEC. SCOPE OF APPLICATION OF TEM-

PORARY INCREASE IN FMAP.

Section  (a)(b) of this Act (relating to
the scope of application of the temporary in-
crease in the State Federal medical assist-
ance percentage) is amended—

(1) by striking the period at the end of sub-
paragraph (B) and inserting ‘‘; or”’; and

(2) by adding at the end the following:

‘“(C) payments that are in excess of the ag-
gregate upper payment limits applicable to
the medicaid program, as determined under
part 447 of title 42 of the Code of Federal
Regulations, (or that would be considered to
be in excess of such limits if a transition pe-
riod described in section 447.272(e) or
447.321(e) of title 42 of the Code of Federal
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Regulations) did not apply to the pay-
ments).”.

SA 4337. Mr. NICKLES submitted an
amendment intended to be proposed to
amendment SA 4299 proposed by Mr.
REID (for Mr. DORGAN (for himself, Mr.
WELLSTONE, Mr. JEFFORDS, Ms.
STABENOW, Ms. COLLINS, Mr. LEVIN, Mr.
JOHNSON, Mr. MILLER, Mr. DURBIN, Mr.
FEINGOLD, and Mr. HARKIN)) to the bill
(S. 812) to amend the Federal Food,
Drug, and Cosmetic Act to provide
greater access to affordable pharma-
ceuticals; which was ordered to lie on
the table; as follows:

At the appropriate place,
lowing:

‘“(C) payments that are in excess of the ag-
gregate upper payment limits applicable to
the medicaid program, as determined under
part 447 of title 42 of the Code of Federal
Regulations, (or that would be considered to
be in excess of such limits if a transition pe-
riod described in section 447.272(e) or
447.321(e) of title 42 of the Code of Federal
Regulations) did not apply to the pay-
ments).”.

SA 4338. Mr. NICKLES submitted an
amendment intended to be proposed by
him to the bill S. 812, to amend the
Federal Food, Drug, and Cosmetic Act
to provide greater access to affordable
pharmaceuticals; which was ordered to
lie on the table; as follows:

add the fol-

At the appropriate place, add the fol-

lowing:
SEC. . CLARIFICATION OF STATE AUTHORITY
o RELATING TO MEDICAID DRUG RE-

BATE AGREEMENTS.

Section 1927 of the Social Security Act (42
U.S.C. 1396r-8) is amended by adding at the
end the following:

“(1) RULE OF CONSTRUCTION.—

‘(1) IN GENERAL.—With respect to individ-
uals described in paragraph (2) who are en-
rolled in a State prescription drug program
described in paragraph (3), nothing in this
section shall be construed as prohibiting a
State from—

‘“(A) directly entering into rebate agree-
ments (on the State’s own initiative or under
a section 1115 waiver approved by the Sec-
retary before, on, or after the date of enact-
ment of this subsection) that are similar to
a rebate agreement described in subsection
(b) with a manufacturer for purposes of en-
suring the affordability of outpatient pre-
scription drugs in order to provide access to
such drugs by such individuals; or

‘(B) making prior authorization (that sat-
isfies the requirements of subsection (d) and
that does not violate any requirements of
this title that are designed to ensure access
to medically necessary prescribed drugs for
individuals enrolled in the State program
under this title) a condition of not partici-
pating in such a similar rebate agreement.

‘“(2) INDIVIDUALS DESCRIBED.—For purposes
of paragraph (1), individuals described in this
paragraph are individuals—

‘“(A) whose family income does not exceed
200 percent of the income official poverty
line (as defined by the Office of Management
and Budget, and revised annually in accord-
ance with section 673(2) of the Omnibus
Budget Reconciliation Act of 1981) applicable
to a family of the size involved; and

‘(B) who are not otherwise eligible for
medical assistance under this title.

¢“(3) STATE PRESCRIPTION DRUG PROGRAM DE-
SCRIBED.—For purposes of paragraph (1), a
State prescription drug program described in
this paragraph is a State program that was
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in effect as of July 1, 2002, and under which
State appropriated funds substantially paid
for the cost of outpatient prescription drugs
for individuals described in paragraph (1)
who were enrolled in the program.’.

SA 4339. Mr. NICKLES submitted an
amendment intended to be proposed to
amendment SA 4299 proposed by Mr.
REID (for Mr. DORGAN (for himself, Mr.
WELLSTONE, Mr. JEFFORDS, Ms.
STABENOW, Ms. COLLINS, Mr. LEVIN, Mr.
JOHNSON, Mr. MILLER, Mr. DURBIN, Mr.
FEINGOLD, and Mr. HARKIN) to the bill
(S. 812) to amend the Federal Food,
Drug, and Cosmetic Act to provide
greater access to affordable pharma-
ceuticals; which was ordered to lie on
the table; as follows:

At the appropriate place, add the fol-
lowing:
SEC. . CLARIFICATION OF STATE AUTHORITY

RELATING TO MEDICAID DRUG RE-
BATE AGREEMENTS.

Section 1927 of the Social Security Act (42
U.S.C. 1396r-8) is amended by adding at the
end the following:

(1) RULE OF CONSTRUCTION.—

‘(1) IN GENERAL.—With respect to individ-
uals described in paragraph (2) who are en-
rolled in a State prescription drug program
described in paragraph (3), nothing in this
section shall be construed as prohibiting a
State from—

‘“(A) directly entering into rebate agree-
ments (on the State’s own initiative or under
a section 1115 waiver approved by the Sec-
retary before, on, or after the date of enact-
ment of this subsection) that are similar to
a rebate agreement described in subsection
(b) with a manufacturer for purposes of en-
suring the affordability of outpatient pre-
scription drugs in order to provide access to
such drugs by such individuals; or

‘(B) making prior authorization (that sat-
isfies the requirements of subsection (d) and
that does not violate any requirements of
this title that are designed to ensure access
to medically necessary prescribed drugs for
individuals enrolled in the State program
under this title) a condition of not partici-
pating in such a similar rebate agreement.

‘(2) INDIVIDUALS DESCRIBED.—For purposes
of paragraph (1), individuals described in this
paragraph are individuals—

‘“(A) whose family income does not exceed
200 percent of the income official poverty
line (as defined by the Office of Management
and Budget, and revised annually in accord-
ance with section 673(2) of the Omnibus
Budget Reconciliation Act of 1981) applicable
to a family of the size involved; and

‘“(B) who are not otherwise eligible for
medical assistance under this title.

¢“(3) STATE PRESCRIPTION DRUG PROGRAM DE-
SCRIBED.—For purposes of paragraph (1), a
State prescription drug program described in
this paragraph is a State program that was
in effect as of July 1, 2002, and under which
State appropriated funds substantially paid
for the cost of outpatient prescription drugs
for individuals described in paragraph (1)
who were enrolled in the program.’.

SA 4340. Mr. LEAHY submitted an
amendment intended to be proposed by
him to the bill S. 812, to amend the
Federal Food, Drug, and Cosmetic Act
to provide greater access to affordable
pharmaceuticals; which was ordered to
lie on the table; as follows:

At the end insert the following:
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TITLE —DRUG COMPETITION ACT OF

2002
SEC.  01. SHORT TITLE.

This title may be cited as the ‘“‘Drug Com-
petition Act of 2002°°.
SEC.  02. FINDINGS.

Congress finds that—

(1) prescription drug prices are increasing
at an alarming rate and are a major worry of
many senior citizens and American families;

(2) there is a potential for companies with
patent rights regarding brand-name drugs
and companies which could manufacture ge-
neric versions of such drugs to enter into fi-
nancial deals that could tend to restrain
trade and greatly reduce competition and in-
crease prescription drug expenditures for
American citizens; and

(3) enhancing competition among these
companies can significantly reduce prescrip-
tion drug expenditures for Americans.

SEC.  03. PURPOSES.

The purposes of this title are—

(1) to provide timely notice to the Depart-
ment of Justice and the Federal Trade Com-
mission regarding agreements between com-
panies with patent rights regarding branded
drugs and companies which could manufac-
ture generic versions of such drugs; and

(2) by providing timely notice, to enhance
the effectiveness and efficiency of the en-
forcement of the antitrust and competition
laws of the United States.

SEC. __ 04. DEFINITIONS.

In this title:

(1) ANDA.—The term ‘“ANDA’” means an
Abbreviated New Drug Application, as de-
fined under section 201(aa) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
321(aa)).

(2) ASSISTANT ATTORNEY GENERAL.—The
term ‘‘Assistant Attorney General” means
the Assistant Attorney General in charge of
the Antitrust Division of the Department of
Justice.

(3) BRAND NAME DRUG.—The term ‘‘brand
name drug’ means a drug approved under
section 505(c) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(c)).

(4) BRAND NAME DRUG COMPANY.—The term
“pbrand name drug company’’ means the
party that received Food and Drug Adminis-
tration approval to market a brand name
drug pursuant to an NDA, where that drug is
the subject of an ANDA, or a party owning or
controlling enforcement of any patent listed
in the Approved Drug Products With Thera-
peutic Equivalence Evaluations of the Food
and Drug Administration for that drug,
under section 505(b) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 355(b)).

(5) COMMISSION.—The term ‘‘Commission’’
means the Federal Trade Commission.

(6) GENERIC DRUG.—The term ‘‘generic
drug” is a product that the Food and Drug
Administration has approved under section
505(j) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355(j)).

(7) GENERIC DRUG APPLICANT.—The term
‘“‘generic drug applicant’” means a person
who has filed or received approval for an
ANDA under section 505(j) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
355(3)).

(8) NDA.—The term ‘“NDA” means a New
Drug Application, as defined under section
505(b) et seq. of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(b) et seq.)

SEC.  05. NOTIFICATION OF AGREEMENTS.

(a) IN GENERAL.—

(1) REQUIREMENT.—A generic drug appli-
cant that has submitted an ANDA con-
taining a certification under section
5056(j)(2)(vii)(IV) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355(j)(2)(vii)(IV))
and a brand name drug company that enter
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into an agreement described in paragraph (2),
prior to the generic drug that is the subject
of the application entering the market, shall
each file the agreement as required by sub-
section (b).

(2) DEFINITION.—An agreement described in
this paragraph is an agreement regarding—

(A) the manufacture, marketing or sale of
the brand name drug that is the subject of
the generic drug applicant’s ANDA;

(B) the manufacture, marketing or sale of
the generic drug that is the subject of the ge-
neric drug applicant’s ANDA; or

(C) the 180-day period referred to in section
505(j)(5)(B)(iv) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(j)(5)(B)(iv)) as it
applies to such ANDA or to any other ANDA
based on the same brand name drug.

(b) FILING.—

(1) AGREEMENT.—The generic drug appli-
cant and the brand name drug company en-
tering into an agreement described in sub-
section (a)(2) shall file with the Assistant At-
torney General and the Commission the text
of any such agreement, except that the ge-
neric drug applicant and the brand-name
drug company shall not be required to file an
agreement that solely concerns—

(A) purchase orders for raw material sup-
plies;

(B) equipment and facility contracts; or

(C) employment or consulting contracts.

(2) OTHER AGREEMENTS.—The generic drug
applicant and the brand name drug company
entering into an agreement described in sub-
section (a)(2) shall file with the Assistant At-
torney General and the Commission the text
of any other agreements not described in
subsection (a)(2) between the generic drug
applicant and the brand name drug company
which are contingent upon, provide a contin-
gent condition for, or are otherwise related
to an agreement which must be filed under
this title.

(3) DESCRIPTION.—In the event that any
agreement required to be filed by paragraph
(1) or (2) has not been reduced to text, both
the generic drug applicant and the brand
name drug company shall file written de-
scriptions of the non-textual agreement or
agreements that must be filed sufficient to
reveal all of the terms of the agreement or
agreements.

SEC. 6. FILING DEADLINES.

Any filing required under section 05
shall be filed with the Assistant Attorney
General and the Commission not later than
10 business days after the date the agree-
ments are executed.

SEC. 07. DISCLOSURE EXEMPTION.

Any information or documentary material
filed with the Assistant Attorney General or
the Commission pursuant to this title shall
be exempt from disclosure under section 552
of title 5, and no such information or docu-
mentary material may be made public, ex-
cept as may be relevant to any administra-
tive or judicial action or proceeding. Noth-
ing in this section is intended to prevent dis-
closure to either body of Congress or to any
duly authorized committee or subcommittee
of the Congress.

SEC.  08. ENFORCEMENT.

(a) CIVIL PENALTY.—Any brand name drug
company or generic drug applicant which
fails to comply with any provision of this
title shall be liable for a civil penalty of not
more than $11,000, for each day during which
such entity is in violation of this title. Such
penalty may be recovered in a civil action
brought by the United States, or brought by
the Commission in accordance with the pro-
cedures established in section 16(a)(1) of the
Federal Trade Commission Act (156 U.S.C.
56(a)).

(b) COMPLIANCE AND EQUITABLE RELIEF.—If
any brand name drug company or generic

S7593

drug applicant fails to comply with any pro-
vision of this title, the United States district
court may order compliance, and may grant
such other equitable relief as the court in its
discretion determines necessary or appro-
priate, upon application of the Assistant At-
torney General or the Commission. Equi-
table relief under this subsection may in-
clude an order by the district court which
renders unenforceable, by the brand name
drug company or generic drug applicant fail-
ing to file, any agreement that was not filed
as required by this title for the period of
time during which the agreement was not
filed by the company or applicant as re-
quired by this title.

SEC.  09. RULEMAKING.

The Commission, with the concurrence of
the Assistant Attorney General and by rule
in accordance with section 553 of title 5
United States Code, consistent with the pur-
poses of this title—

(1) may define the terms used in this title;

(2) may exempt classes of persons or agree-
ments from the requirements of this title;
and

(3) may prescribe such other rules as may
be necessary and appropriate to carry out
the purposes of this title.

SEC.  10. SAVINGS CLAUSE.

Any action taken by the Assistant Attor-
ney General or the Commission, or any fail-
ure of the Assistant Attorney General or the
Commission to take action, under this title
shall not bar any proceeding or any action
with respect to any agreement between a
brand name drug company and a generic
drug applicant at any time under any other
provision of law, nor shall any filing under
this title constitute or create a presumption
of any violation of any antitrust or competi-
tion laws.

SEC.  11. EFFECTIVE DATE.

This title shall—

(1) take effect 30 days after the date of en-
actment of this title; and

(2) shall apply to agreements described in
section 05 that are entered into 30 days
after the date of enactment of this title.

SA 4341. Mr. DAYTON submitted an
amendment intended to be proposed by
him to the bill S. 812 to amend the Fed-
eral Food, Drug, and Cosmetic Act to
provide greater access to affordable
pharmaceuticals; which was ordered to
lie on the table; as follows:

At the end, add the following:

TITLE —MEDICARE AMBULANCE

PAYMENT REFORM

SEC.  01. AMBULANCE PAYMENT RATES.

(a) PAYMENT RATES.—

(1) IN GENERAL.—Section 1834(1)(3) of the
Social Security Act (42 U.S.C. 1395m(1)(3)) is
amended to read as follows:

‘“(3) PAYMENT RATES.—In the case of any
ambulance service furnished under this part
in 2003 or any subsequent year, the Secretary
shall set the payment rates under the fee
schedule for such service at amounts equal
to the payment rate under the fee schedule
for that service furnished during the pre-
vious year, increased by the percentage in-
crease in the Consumer Price Index for all
urban consumers (United States city aver-
age) for the 12-month period ending with
June of the previous year.”.

(2) CONFORMING AMENDMENT.—Section
221(c) of the Medicare, medicaid, and SCHIP
Benefits Improvement and Protection Act of
2000 (114 Stat. 2763A-487), as enacted into law
by section 1(a)(6) of Public Law 106-554, is re-
pealed.

(3) TECHNICAL AMENDMENT.—

(A) IN GENERAL.—Paragraph (8) of section
1834(1) of the Social Security Act (42 U.S.C.
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1395m(1)), as added by section 221(a) of the
Medicare, Medicaid, and SCHIP Benefits Im-
provement and Protection Act of 2000 (114
Stat. 2763A-487), as enacted into law by sec-
tion 1(a)(6) of Public Law 106-554, is redesig-
nated as paragraph (9).

(B) EFFECTIVE DATE.—The amendment
made by subparagraph (A) shall take effect
as if included in the enactment of such sec-
tion 221(a).

(b) USE OF MEDICAL CONDITIONS FOR CODING
AMBULANCE SERVICES.—Section 1834(1)(7) of
the Social Security Act (42 TU.S.C.
1395m(1)(7)) is amended to read as follows:

*(7) CODING SYSTEM.—

‘“(A) IN GENERAL.—The Secretary shall, in
accordance with section 1173(c)(1)(B), estab-
lish a system or systems for the coding of
claims for ambulance services for which pay-
ment is made under this subsection, includ-
ing a code set specifying the medical condi-
tion of the individual who is transported and
the level of service that is appropriate for
the transportation of an individual with that
medical condition.

‘“(B) MEDICAL CONDITIONS.—The code set es-
tablished under subparagraph (A) shall—

‘(i) take into account the list of medical
conditions developed in the course of the ne-
gotiated rulemaking process conducted
under paragraph (1); and

‘‘(ii) notwithstanding any other provision
of law, be adopted as a standard code set
under section 1173(c).”’.

SEC. 02. PRUDENT LAYPERSON STANDARD
FOR EMERGENCY AMBULANCE
SERVICES UNDER MEDICARE AND
MEDICAID.

(a) AMBULANCE SERVICES FOR MEDICARE
FEE-FOR-SERVICE BENEFICIARIES.—Section
1861(s)(7) of the Social Security Act (42
U.S.C. 1395x(s)(7)) is amended by inserting
before the semicolon at the end the fol-
lowing: ‘‘, except that such regulations shall
not fail to treat ambulance services as med-
ical and other health services solely because
the ultimate diagnosis of the individual re-
ceiving the ambulance services results in the
conclusion that ambulance services were not
necessary, as long as the request for ambu-
lance services is made after the sudden onset
of a medical condition that would be classi-
fied as an emergency medical condition (as
defined in section 1852(d)(3)(B)).”".

(b) AMBULANCE SERVICES FOR
MEDICARE+CHOICE ENROLLEES.—Section
1852(d)(3)(A) of the Social Security Act (42
U.S.C. 1395w-22(d)(3)(A)) is amended by in-
serting ‘‘(including the services described in
section 1861(s)(7))” after ‘‘outpatient serv-
ices” in the matter preceding clause (i).

(c) AMBULANCE SERVICES IN MEDICAID MAN-
AGED CARE PLANS.—Section 1932(b)(2)(B) of
the Social Security Act (42 U.S.C. 1396u-—
2(b)(2)(B)) is amended by inserting ‘‘(includ-
ing the services described in section 1861(s)(7)
(if covered by the State plan))”’ after ‘‘out-
patient services’” in the matter preceding
clause (1).

(d) EFFECTIVE DATE.—The amendments
made by this section shall apply with respect
to services provided on and after the date of
enactment of the Act.

SA 4342. Mr. FRIST submitted an
amendment intended to be proposed by
him to the bill S. 812, to amend the
Federal Food, Drug, and Cosmetic Act
to provide greater access to affordable
pharmaceuticals; which was ordered to
lie on the table; as follows:

Strike section 7.

SA 4343. Mr. FRIST submitted an
amendment intended to be proposed by
him to the bill S. 812, to amend the
Federal Food, Drug, and Cosmetic Act
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to provide greater access to affordable

pharmaceuticals; which was ordered to

lie on the table; as follows:

At the appropriate place, insert the fol-
lowing:

TITLE  —IMPROVED VACCINE
AFFORDABILITY AND AVAILABILITY

SEC. _ 01. SHORT TITLE.

This title may be cited as the ‘“‘Improved
Vaccine Affordability and Availability Act’.
Subtitle A—State Vaccine Grants
SEC.  11. AVAILABILITY OF INFLUENZA VAC-

CINE.

Section 317(j) of the Public Health Service
Act (42 U.S.C. 247b(j)) is amended by adding
at the end the following:

‘“(3)(A) For the purpose of carrying out ac-
tivities relating to influenza vaccine under
the immunization program under this sub-
section, there are authorized to be appro-
priated such sums as may be necessary for
each of fiscal years 2003 and 2004. Such au-
thorization shall be in addition to amounts
available under paragraphs (1) and (2) for
such purpose.

‘(B) The authorization of appropriations
established in subparagraph (A) shall not be
effective for a fiscal year unless the total
amount appropriated under paragraphs (1)
and (2) for the fiscal year is not less than
such total for fiscal year 2000.

‘“(C) The purposes for which amounts ap-
propriated under subparagraph (A) are avail-
able to the Secretary include providing for
improved State and local infrastructure for
influenza immunizations under this sub-
section in accordance with the following:

‘(i) Increasing influenza immunization
rates in populations considered by the Sec-
retary to be at high risk for influenza-re-
lated complications and in their contacts.

‘(i) Recommending that health care pro-
viders actively target influenza vaccine that
is available in September, October, and No-
vember to individuals who are at increased
risk for influenza-related complications and
to their contacts.

‘“(iii) Providing for the continued avail-
ability of influenza immunizations through
December of such year, and for additional pe-
riods to the extent that influenza vaccine re-
mains available.

‘“(iv) Encouraging States, as appropriate,
to develop contingency plans (including
plans for public and professional educational
activities) for maximizing influenza immuni-
zations for high-risk populations in the
event of a delay or shortage of influenza vac-
cine.

‘(D) The Secretary shall submit to the
Committee on Energy and Commerce of the
House of Representatives, and the Com-
mittee on Health, Education, Labor, and
Pensions of the Senate, periodic reports de-
scribing the activities of the Secretary under
this subsection regarding influenza vaccine.
The first such report shall be submitted not
later than June 6, 2003, the second report
shall be submitted not later than June 6,
2004, and subsequent reports shall be sub-
mitted biennially thereafter.”’.

SEC. _ 12. PROGRAM FOR INCREASING IMMUNI-
ZATION RATES FOR ADULTS AND
ADOLESCENTS; COLLECTION OF AD-
DITIONAL IMMUNIZATION DATA.

(a) ACTIVITIES OF CENTERS FOR DISEASE
CONTROL AND PREVENTION.—Section 317(j) of
the Public Health Service Act (42 U.S.C.
2470(j)), as amended by section 11, is fur-
ther amended by adding at the end the fol-
lowing:

‘“(4)(A) For the purpose of carrying out ac-
tivities to increase immunization rates for
adults and adolescents through the immuni-
zation program under this subsection, and
for the purpose of carrying out subsection
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(k)(2), there are authorized to be appro-
priated $50,000,000 for fiscal year 2003, and
such sums as may be necessary for each of
the fiscal years 2004 through 2006. Such au-
thorization is in addition to amounts avail-
able under paragraphs (1), (2), and (3) for
such purposes.

“(B) In expending amounts appropriated
under subparagraph (A), the Secretary shall
give priority to adults and adolescents who
are medically underserved and are at risk for
vaccine-preventable diseases, including as
appropriate populations identified through
projects under subsection (K)(2)(E).

‘(C) The purposes for which amounts ap-
propriated under subparagraph (A) are avail-
able include (with respect to immunizations
for adults and adolescents) the payment of
the costs of storing vaccines, outreach ac-
tivities to inform individuals of the avail-
ability of the immunizations, and other pro-
gram expenses necessary for the establish-
ment or operation of immunization programs
carried out or supported by States or other
public entities pursuant to this subsection.

‘“(6) The Secretary shall annually submit
to Congress a report that—

““(A) evaluates the extent to which the im-
munization system in the United States has
been effective in providing for adequate im-
munization rates for adults and adolescents,
taking into account the applicable year 2010
health objectives established by the Sec-
retary regarding the health status of the
people of the United States; and

‘(B) describes any issues identified by the
Secretary that may affect such rates.

‘“(6) In carrying out this subsection and
paragraphs (1) and (2) of subsection (k), the
Secretary shall consider recommendations
regarding immunizations that are made in
reports issued by the Institute of Medicine.” .

(b) RESEARCH, DEMONSTRATIONS, AND EDU-
CATION.—Section 317(k) of the Public Health
Service Act (42 U.S.C. 247b(k)) is amended—

(1) by redesignating paragraphs (2) through

(4) as paragraphs (3) through (5), respec-
tively; and

(2) by inserting after paragraph (1) the fol-
lowing:

‘(2) The Secretary, directly and through
grants under paragraph (1), shall provide for
a program of vresearch, demonstration
projects, and education in accordance with
the following:

““(A) The Secretary shall coordinate with
public and private entities (including non-
profit private entities), and develop and dis-
seminate guidelines, toward the goal of en-
suring that immunizations are routinely of-
fered to adults and adolescents by public and
private health care providers.

‘(B) The Secretary shall cooperate with
public and private entities to obtain infor-
mation for the annual evaluations required
in subsection (j)(5)(A).

“(C) The Secretary shall (relative to fiscal
year 2001) increase the extent to which the
Secretary collects data on the incidence,
prevalence, and circumstances of diseases
and adverse events that are experienced by
adults and adolescents and may be associ-
ated with immunizations, including col-
lecting data in cooperation with commercial
laboratories.

‘(D) The Secretary shall ensure that the
entities with which the Secretary cooperates
for purposes of subparagraphs (A) through
(C) include managed care organizations,
community-based organizations that provide
health services, and other health care pro-
viders.

‘““(E) The Secretary shall provide for
projects to identify racial and ethnic minor-
ity groups and other health disparity popu-
lations for which immunization rates for
adults and adolescents are below such rates
for the general population, and to determine
the factors underlying such disparities.”.
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SEC. 13. IMMUNIZATION AWARENESS.

(a) DEVELOPMENT OF INFORMATION CON-
CERNING MENINGITIS.—

(1) IN GENERAL.—The Secretary of Health
and Human Services, in consultation with
the Director of the Centers for Disease Con-
trol and Prevention, shall develop and make
available to entities described in paragraph
(2) information concerning bacterial menin-
gitis and the availability and effectiveness of
vaccinations for populations targeted by the
Advisory Committee on Immunization Prac-
tices (an advisory committee established by
the Secretary of Health and Human Services,
acting through the Centers for Disease Con-
trol and Prevention).

(2) ENTITIES.—An entity is described in this
paragraph if the entity—

(A) is—

(i) a college or university; or

(ii) any other facility with a setting simi-
lar to a dormitory that houses age-appro-
priate populations for whom the Advisory
Committee on Immunization Practices rec-
ommends such a vaccination; and

(B) is determined appropriate by the Sec-
retary of Health and Human Services.

(b) DEVELOPMENT OF INFORMATION CON-
CERNING HEPATITIS.—

(1) IN GENERAL.—The Secretary of Health
and Human Services, in consultation with
the Director of the Centers for Disease Con-
trol and Prevention, shall develop and make
available to entities described in paragraph
(2) information concerning hepatitis A and B
and the availability and effectiveness of vac-
cinations with respect to such diseases.

(2) ENTITIES.—An entity is described in this
paragraph if the entity—

(A) is—

(i) a health care clinic that serves individ-
uals diagnosed as being infected with HIV or
as having other sexually transmitted dis-
eases;

(ii) an organization or business that coun-
sels individuals about international travel or
who arranges for such travel;

(iii) a police, fire or emergency medical
services organization that responds to nat-
ural or man-made disasters or emergencies;

(iv) a prison or other detention facility;

(v) a college or university; or

(vi) a public health authority or children’s
health service provider in areas of inter-
mediate or high endemicity for hepatitis A
as defined by the Centers for Disease Control
and Prevention; and

(B) is determined appropriate by the Sec-
retary of Health and Human Services.

SEC. 14. SUPPLY OF VACCINES.

(a) IN GENERAL.—The Secretary of Health
and Human Services, acting through the Di-
rector of the Centers for Disease Control and
Prevention, shall prioritize, acquire, and
maintain a supply of such prioritized vac-
cines sufficient to provide vaccinations
throughout a 6-month period.

(b) PROCEEDS.—Any proceeds received by
the Secretary of Health and Human Services
from the sale of vaccines contained in the
supply described in subsection (a), shall be
available to the Secretary for the purpose of
purchasing additional vaccines for the sup-
ply. Such proceeds shall remain available
until expended.

(c) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated for
the purpose of carrying out subsection (a)
such sums as may be necessary for each of
fiscal years 2003 through 2008.

Subtitle B—Vaccine Injury Compensation

Program
SEC. _ 21. ADMINISTRATIVE REVISION OF VAC-
CINE INJURY TABLE.

Section 2114 of the Public Health Service
Act (42 U.S.C. 300aa-14) is amended—

(1) in subsection (c), by striking paragraph
(1) and inserting the following:
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‘(1) The Secretary may promulgate regula-
tions to modify in accordance with para-
graph (3) the Vaccine Injury Table. In pro-
mulgating such regulations, the Secretary
shall provide for notice and for at least 60
days opportunity for public comment.”’; and

(2) in subsection (d), by striking ‘90 days’’
and inserting ‘60 days’’.

SEC.  22. EQUITABLE RELIEF.

Section 2111(a)(2)(A) of the Public Health
Service Act (42 U.S.C. 300aa-11(a)(2)(A)) is
amended by striking ‘“No person’” and all
that follows through ‘“‘and—" and inserting
the following: ‘“‘No person may bring or
maintain a civil action against a vaccine ad-
ministrator or manufacturer in a State or
Federal court for damages arising from, or
equitable relief relating to, a vaccine-related
injury or death associated with the adminis-
tration of a vaccine after October 1, 1988 and
no such court may award damages or equi-
table relief for any such vaccine-related in-
jury or death, unless the person proves past
or present physical injury and a timely peti-
tion has been filed, in accordance with sec-
tion 2116 for compensation under the Pro-
gram for such injury or death and—"".

SEC.  23. PARENT OR OTHER THIRD PARTY PE-
TITIONS FOR COMPENSATION.

(a) LIMITATIONS ON DERIVATIVE PETI-
TIONS.—Section 2111(a)(2) of the Public
Health Service Act (42 U.S.C. 300aa-11(a)(2))
is amended—

(1) in subparagraph (B), by inserting ‘‘or
(B)” after ‘‘subparagraph (A)’’;

(2) by redesignating subparagraph (B) as
subparagraph (C); and

(3) by inserting after subparagraph (A) the
following:

‘(B)(1) No parent, legal guardian, or spouse
(referred to in this title as a parent or other
third party) may bring or maintain a civil
action against a vaccine administrator or
manufacturer in a Federal or State court for
damages or equitable relief relating to a vac-
cine-related injury or death, including dam-
ages for loss of consortium, society, compan-
ionship, or services, loss of earnings, medical
or other expenses, and emotional distress,
and no court may award damages or equi-
table relief in such an action, unless—

‘“(I) the person who sustained the under-
lying vaccine-related injury or death upon
which such parent’s or other third party’s
claim is premised has, in accordance with
section 2112, been awarded compensation in a
final judgment of the United States Court of
Federal Claims and such judgment is subject
to no further appeal or review;

‘“(IT) such parent or other third party time-
ly filed a derivative petition, in accordance
with section 2116; and

“(III)(aa) the United States Court of Fed-
eral Claims has issued judgment under sec-
tion 2112 on the derivative petition, and such
parent or other third party elects under sec-
tion 2121(a) to file a civil action; or

‘““(bb) such parent or other third party
elects to withdraw such derivative petition
under section 2121(b) or such petition is con-
sidered withdrawn under such section.

‘“(ii) Any civil action brought in accord-
ance with this subparagraph shall be subject
to the standards and procedures set forth in
sections 2122 and 2123, regardless of whether
the action arises directly from a vaccine-re-
lated injury or death associated with the ad-
ministration of a vaccine. In a case in which
the person who sustained the underlying vac-
cine-related injury or death upon which such
parent’s or other third party’s civil action is
premised elects under section 2121(a) to re-
ceive the compensation awarded, such parent
or other third party may not bring a civil ac-
tion for damages or equitable relief, and no
court may award damages or equitable re-
lief, for any injury or loss of the type set
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forth in section 2115(a) or that might in any
way overlap with or otherwise duplicate
compensation of the type available under
section 2115(a).”.

(b) ELIGIBLE PERSONS.—Section 2111(a)(9) of
the Public Health Service Act (42 U.S.C.
300aa-11(a)(9)) is amended by striking the pe-
riod and inserting ‘‘and to a parent or other
third party to the extent such parent or
other third party seeks damages or equitable
relief relating to a vaccine-related injury or
death sustained by a person who is qualified
to file a petition for compensation under the
Program.”’.

(c) PETITIONERS.—Section 2111(b) of the
Public Health Service Act (42 U.S.C. 300aa—
11(b)) is amended—

(1) in paragraph (1)—

(A) in subparagraph (A), by striking ““(B)”’
and inserting *‘(C)’’;

(B) by redesignating subparagraph (B) as
subparagraph (C); and

(C) by inserting after subparagraph (A) the
following:

‘(B) Except as provided in subparagraph
(C), any parent or other third party with re-
spect to a person—

‘(i) who has sustained a vaccine-related in-
jury or death;

‘(i) who has filed a petition for compensa-
tion under the Program (or whose legal rep-
resentative has filed such a petition as au-
thorized in subparagraph (A)); and

‘“(iii) who has, in accordance with section
2112, been awarded compensation in a final
judgment of the United States Court of Fed-
eral Claims that is subject to no further ap-
peal or review;
may, if such parent or other third party
meets the requirements of subsection (d), file
a derivative petition under this section.”’;
and

(2) in paragraph (2)—

(A) by inserting ‘“‘by or on behalf of the
person who sustained the vaccine-related in-
jury or death” after ‘‘filed’’; and

(B) by adding at the end the following: ‘A
parent or other third party may file only 1
derivative petition with respect to each ad-
ministration of a vaccine.”.

(d) DERIVATIVE PETITION CONTENTS.—Sec-
tion 2111 of the Public Health Service Act (42
U.S.C. 300aa-11) is amended—

(1) by redesignating subsections (d) and (e)
as subsections (e) and (f), respectively; and

(2) by inserting after subsection (c) the fol-
lowing:

‘‘(d) DERIVATIVE PETITIONS.—

‘(1) If the parent or other third party with
respect to the person who sustained the vac-
cine-related injury or death seeks compensa-
tion under the Program, such parent or other
third party shall file a timely derivative pe-
tition for compensation under the Program
in accordance with this section.

‘(2) Such a derivative petition shall con-
tain—

““(A) except for records that are unavail-
able as described in subsection (c¢)(3), an affi-
davit, and supporting documentation, dem-
onstrating that—

‘(i) such person was, in accordance with
section 2112, previously awarded compensa-
tion for the underlying vaccine-related in-
jury or death upon which such parent’s or
other third party’s derivative petition is pre-
mised in a final judgment of the United
States Court of Federal Claims and such
judgment is subject to no further appeal or
review;

‘‘(ii) the derivative petition was filed not
later than 60 days after the date on which
such judgment became final and subject to
no further appeal or review;

‘‘(iii) such parent or other third party suf-
fered a loss compensable under section
2115(b) as a result of the vaccine-related in-
jury or death sustained by such person; and
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‘‘(iv) such parent or other third party has
not previously collected an award or settle-
ment of a civil action for damages for such
loss; and

‘(B) records establishing such parent’s or
other third party’s relationship to the person
who sustained the vaccine-related injury or
death.”.

(e) DETERMINATION OF ELIGIBILITY FOR COM-
PENSATION.—Section 2113(a)(1) of the Public
Health Service Act (42 U.S.C. 300aa-13(a)(1))
is amended—

(1) in subparagraph (A), by inserting ‘‘or,
as applicable, section 2111(d)”’ before the
comma; and

(2) in subparagraph (B), by inserting ‘‘or,
as applicable, that the injury or loss de-
scribed in the derivative petition is due to
factors unrelated to the vaccine-related in-
jury or death’ after ‘‘the petition”.

(f) COMPENSATION.—Section 2115 of the Pub-
lic Health Service Act (42 U.S.C. 300aa-15) is
amended—

(1) by redesignating subsections (b)
through (j) as subsections (c) through (k), re-
spectively;

(2) by inserting after subsection (a) the fol-
lowing:

‘‘(b) DERIVATIVE PETITIONS.—Compensation
awarded under the Program to a parent or
other third party who files a derivative peti-
tion under section 2111 for a loss sustained as
a result of a vaccine-related injury or death
sustained by the injured party shall include
compensation, if any, for loss of consortium,
society, companionship, or services, in an
amount not to exceed the lesser of $250,000 or
the total amount of compensation awarded
to the person who sustained the underlying
vaccine-related injury or death.”’;

(3) in subsection (e)(2), as so redesignated
by paragraph (1)—

(A) by striking “(2) and (3)” and inserting
“(2), (3), and (4)’; and

(B) by inserting ‘‘and subsection (b),” after
“(a),”;

(4) in subsection (g), as so redesignated by
paragraph (1), in paragraph (4)(B), by strik-
ing ‘‘subsection (j)”’ and inserting ‘‘sub-
section (k)’;

(5) in subsection (j), as so redesignated by
paragraph (1)—

(A) in paragraph (1), by striking ‘‘sub-
section (j)”’ and inserting ‘‘subsection (k)’’;
and

(B) in paragraph (2), by inserting *‘, or to a
parent or other third party with respect to a
person who sustained a vaccine-related in-
jury or death,” after ‘‘death’; and

(6) in subsection (k), as so redesignated by
paragraph (1), by striking ‘‘subsection
HH(4(B)” and inserting “‘subsection
@B
SEC.  24. JURISDICTION TO DISMISS ACTIONS

IMPROPERLY BROUGHT.

Section 2111(a)(3) of the Public Health
Service Act (42 TU.S.C. 300aa-11(a)(3)) is
amended by adding at the end the following:
“If any civil action which is barred under
subparagraph (A) or (B) of paragraph (2) is
filed or maintained in a State court, or any
vaccine administrator or manufacturer is
made a party to any civil action brought in
State court (other than a civil action which
may be brought under paragraph (2)) for
damages or equitable relief for a vaccine-re-
lated injury or death associated with the ad-
ministration of a vaccine after October 1,
1988, the civil action may be removed by the
defendant or defendants to the United States
Court of Federal Claims, which shall have ju-
risdiction over such civil action, and which
shall dismiss such action. The notice re-
quired by section 1446 of title 28, United
States Code, shall be filed with the United
States Court of Federal Claims, and that
court shall proceed in accordance with sec-
tions 1446 through 1451 of title 28, United
States Code.”.
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SEC. 25. APPLICATION.

Section 2111(a)(9) of the Public Health
Service Act (42 U.S.C. 300aa-11(a)(9)) is
amended by striking ‘‘This” and inserting
‘“BExcept as provided in paragraph (2), this’.
SEC. 26. CLARIFICATION OF WHEN INJURY IS

CAUSED BY FACTOR UNRELATED TO
ADMINISTRATION OF VACCINE.

Section 2113(a)(2)(B) of the Public Health
Service Act (42 U.S.C. 300aa-13(a)(2)(B)) is
amended—

(1) by inserting ‘‘structural lesions, genetic
disorders,”” after ‘‘and related anoxia),”’;

(2) by inserting ‘‘(without regard to wheth-
er the cause of the infection, toxin, trauma,
structural lesion, genetic disorder, or meta-
bolic disturbance is known)’ after ‘‘meta-
bolic disturbances’; and

(3) by striking ‘“‘but’ and inserting ‘‘and’.
SEC.  27. INCREASE IN AWARD IN THE CASE OF

A VACCINE-RELATED DEATH AND
FOR PAIN AND SUFFERING.

Section 2115(a) of the Public Health Serv-
ice Act (42 U.S.C. 300aa-15(a)) is amended—

(1) in paragraph (2), by striking ¢$250,000""
and inserting ‘‘$350,000’; and

(2) in paragraph (4), by striking ‘‘$250,000"’
and inserting ‘‘$350,000"".

SEC.  28. BASIS FOR CALCULATING PRO-
JECTED LOST EARNINGS.

Section 2115(a)(3)(B) of the Public Health
Service Act (42 U.S.C. 300aa-15(a)(3)(B)) is
amended by striking ‘‘loss of earnings’ and
all that follows and inserting the following:
“loss of earnings determined on the basis of
the annual estimate of the average (mean)
gross weekly earnings of wage and salary
workers age 18 and over (excluding the incor-
porated self-employed) in the private non-
farm sector (which includes all industries
other than agricultural production crops and
livestock), as calculated annually by the Bu-
reau of Labor Statistics from the quarter
sample data of the Current Population Sur-
vey, or as calculated by such similar method
as the Secretary may prescribe by regula-
tion, less appropriate taxes and the average
cost of a health insurance policy, as deter-
mined by the Secretary.”.

SEC.  29. ALLOWING COMPENSATION FOR
FAMILY COUNSELING EXPENSES
AND EXPENSES OF ESTABLISHING
GUARDIANSHIP.

(a) FAMILY COUNSELING EXPENSES IN POST-
1988 CAsSES.—Section 2115(a) of the Public
Health Service Act (42 U.S.C. 300aa-15(a)) is
amended by adding at the end to following:

‘“(5) Actual unreimbursable expenses that
have been or will be incurred for family
counseling as is determined to be reasonably
necessary and that result from the vaccine-
related injury from which the petitioner
seeks compensation.”.

(b) EXPENSES OF ESTABLISHING
GUARDIANSHIPS IN P0oST-1988 CASES.—Section
2115(a) of the Public Health Service Act (42
U.S.C. 300aa—-15(a)), as amended by subsection
(a), is further amended by adding at the end
the following:

‘“(6) Actual unreimbursable expenses that
have been, or will be reasonably incurred to
establish and maintain a guardianship or
conservatorship for an individual who has
suffered a vaccine-related injury, including
attorney fees and other costs incurred in a
proceeding to establish and maintain such
guardianship or conservatorship.”’.

(¢c) CONFORMING AMENDMENT FOR CASES
FROM 1988 AND EARLIER.—Section 2115 of the
Public Health Service Act (42 U.S.C. 300aa—
15) is amended in subsection (c¢), as so redes-
ignated by section 23(f)—

(1) in paragraph (2), by striking ‘“‘and” at
the end;

(2) in paragraph (3), by striking ‘‘(e)” and
inserting ‘“(f))’’;

(3) by redesignating paragraph (3) as para-
graph (5); and
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(4) by inserting after paragraph (2), the fol-
lowing:

‘“(3) family counseling expenses (as pro-
vided for in paragraph (5) of subsection (a));

‘“(4) expenses of establishing guardianships
(as provided for in paragraph (6) of sub-
section (a)); and’’.

SEC. 30. ALLOWING PAYMENT OF INTERIM
COSTS.

Section 2115 of the Public Health Service
Act (42 U.S.C. 300aa-15) is amended in sub-
section (f), as so redesignated by section

23(f), by adding at the end the following:

‘“(4) A special master or court may make
an interim award of costs if—

‘“(A) the case involves a vaccine adminis-
tered on or after October 1, 1988;

‘(B) the special master or court has deter-
mined whether or not the petitioner is enti-
tled to compensation under the Program;

‘(C) the award is limited to other costs
(within the meaning of paragraph (1)(B)) in-
curred in the proceeding; and

‘(D) the petitioner provides documenta-
tion verifying the expenditure of the amount
for which compensation is sought.”.

SEC.  31. PROCEDURE FOR PAYING ATTOR-
NEYS’ FEES.

Section 2115 of the Public Health Service
Act (42 U.S.C. 300aa-15), is amended in sub-
section (f), as so redesignated by section
~23(f) and amended by section 30, by
adding at the end the following:

‘“(5) When a special master or court awards
attorney fees or costs under paragraph (1) or
(4), it may order that such fees or costs be
payable solely to the petitioner’s attorney
if—

‘“‘(A) the petitioner expressly consents; or

“(B) the special master or court deter-
mines, after affording to the Secretary and
to all interested persons the opportunity to
submit relevant information, that—

‘(i) the petitioner cannot be located or re-
fuses to respond to a request by the special
master or court for information, and there is
no practical alternative means to ensure
that the attorney will be reimbursed for such
fees or costs expeditiously; or

‘(i) there are otherwise exceptional cir-
cumstances and good cause for paying such
fees or costs solely to the petitioner’s attor-
ney.”.

SEC.  32. EXTENSION OF STATUTE OF LIMITA-
TIONS.

(a) GENERAL RULE.—Section 2116(a) of the
Public Health Service Act (42 U.S.C. 300aa—
16(a)) is amended—

(1) in paragraph (2) by striking ‘36
months’ and inserting ‘6 years’’; and
(2) in paragraph (3), by striking ‘48

months’’ and inserting ‘‘6 years’’.

(b) CLAIMS BASED ON REVISIONS TO TABLE.—
Section 2116 of the Public Health Service Act
(42 U.S.C. 300aa-16) is amended by striking
subsection (b) and inserting the following:

“(b) EFFECT OF REVISED TABLE.—If at any
time the Vaccine Injury Table is revised and
the effect of such revision is to make an indi-
vidual eligible for compensation under the
program, where, before such revision, such
individual was not eligible for compensation
under the program, or to significantly in-
crease the likelihood that an individual will
be able to obtain compensation under the
program, such person may, and shall before
filing a civil action for equitable relief or
monetary damages, notwithstanding section
2111(b)(2), file a petition for such compensa-
tion if—

‘(1) the vaccine-related death or injury
with respect to which the petition is filed oc-
curred not more than 8 years before the ef-
fective date of the revision of the table; and

‘(2) either—

‘““(A) the petition satisfies the conditions
described in subsection (a); or
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‘“(B) the date of the occurrence of the first
symptom or manifestation of onset of the in-
jury occurred more than 4 years before the
petition is filed, and the petition is filed not
more than 2 years after the effective date of
the revision of the table.”.

(c) DERIVATIVE PETITIONS.—Section 2116 of
the Public Health Service Act (42 U.S.C.
300aa-16) is amended by adding at the end
the following:

‘(d) DERIVATIVE PETITIONS.—No derivative
petition may be filed for compensation under
the Program later than 60 days after the date
on which the United States Court of Federal
Claims has entered final judgment and the
time for all further appeal or review has ex-
pired on the underlying claim of the person
who sustained the vaccine-related injury or
death upon which the derivative petition is
premised.”.

(d) TIMELY RESOLUTIONS OF CLAIMS.—

(1) SPECIAL MASTER DECISION.—Section
2112(d)(3)(A) of the Public Health Service Act
(42 U.S.C. 300aa-12(d)(3)(A)) is amended by
adding at the end the following: ‘“‘For pur-
poses of this subparagraph, the petition shall
be deemed to be filed on the date on which
all petition contents and supporting docu-
ments required under section 2111(c) and,
when applicable, section 2111(d) and the Vac-
cine Rules of the United States Court of Fed-
eral Claims, such as an affidavit and sup-
porting documentation, are served on the
Secretary and filed with the clerk of the
United States Court of Federal Claims.”".

(2) COURT OF FEDERAL CLAIMS DECISION.—
Section 2121(b) of the Public Health Service
Act (42 U.S.C. 300aa—-21(b)) is amended by add-
ing at the end the following: ‘‘For purposes
of this subsection, the petition shall be
deemed to be filed on the date on which all
petition contents and supporting documents
required under section 2111(c) and, when ap-
plicable, section 2111(d) and the Vaccine
Rules of the United States Court of Federal
Claims, such as an affidavit and supporting
documentation, are served on the Secretary
and filed with the clerk of the United States
Court of Federal Claims.”.

SEC.  33. ADVISORY COMMISSION ON CHILD-
HOOD VACCINES.

(a) SELECTION OF PERSONS INJURED BY VAC-
CINES AS PUBLIC MEMBERS.—Section
2119(a)(1)(B) of the Public Health Service Act
(42 U.S.C. 300aa-19(a)(1)(B)) is amended by
striking ‘‘of whom’ and all that follows and
inserting the following: ‘“of whom 1 shall be
the legal representative of a child who has
suffered a vaccine-related injury or death,
and at least 1 other shall be either the legal
representative of a child who has suffered a
vaccine-related injury or death or an indi-
vidual who has personally suffered a vaccine-
related injury.”.

(b) MANDATORY MEETING SCHEDULE ELIMI-
NATED.—Section 2119(c) of the Public Health
Service Act (42 U.S.C. 300aa-19(c)) is amended
by striking ‘‘not less often than four times
per year and”’.

SEC.  34. CLARIFICATION OF STANDARDS OF
RESPONSIBILITY.

(a) GENERAL RULE.—Section 2122(a) of the
Public Health Service Act (42 U.S.C. 300aa—
22(a)) is amended by striking ‘‘and (e) State
law shall apply to a civil action brought for
damages’ and inserting ‘‘(d), and (f) State
law shall apply to a civil action brought for
damages or equitable relief’’; and

(b) UNAVOIDABLE ADVERSE SIDE EFFECTS.—
Section 2122(b)(1) of the Public Health Serv-
ice Act (42 U.S.C. 300aa-22(b)(1)) is amended
by inserting ‘‘or equitable relief”’ after ‘‘for
damages’’.

(c) DIRECT WARNINGS.—Section 2122(c) of
the Public Health Service Act (42 U.S.C.
300aa—22(c)) is amended by inserting ‘‘or equi-
table relief” after ‘‘for damages’.
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(d) CONSTRUCTION.—Section 2122(d) of the
Public Health Service Act (42 U.S.C. 300aa—
22(d)) is amended—

(1) by inserting ‘‘or equitable relief’’ after
‘‘for damages’’; and

(2) by inserting ‘‘or relief” after ‘‘which
damages’’.

(e) PAST OR PRESENT PHYSICAL INJURY.—
Section 2122 of the Public Health Service Act
(42 U.S.C. 300aa-22) is amended—

(1) by redesignating subsections (d) and (e)
as subsections (e) and (f), respectively; and

(2) by inserting after subsection (c) the fol-
lowing:

“(d) PAST OR PRESENT PHYSICAL INJURY.—
No vaccine manufacturer or vaccine admin-
istrator shall be liable in a civil action
brought after October 1, 1988, for equitable or
monetary relief absent proof of past or
present physical injury from the administra-
tion of a vaccine, nor shall any vaccine man-
ufacturer or vaccine administrator be liable
in any such civil action for claims of medical
monitoring, or increased risk of harm.”.

SEC. ~ 35. CLARIFICATION OF DEFINITION OF
MANUFACTURER.

Section 2133(3) of the Public Health Service
Act (42 U.S.C. 300aa-33(3)) is amended—

(1) in the first sentence, by striking ‘‘under
its label any vaccine set forth in the Vaccine
Injury Table’ and inserting ‘‘any vaccine set
forth in the Vaccine Injury table, including
any component or ingredient of any such
vaccine’’; and

(2) in the second sentence, by inserting
‘“‘including any component or ingredient of
any such vaccine’ before the period.

SEC.  36. CLARIFICATION OF DEFINITION OF
VACCINE-RELATED INJURY OR
DEATH.

Section 2133(5) of the Public Health Service
Act (42 U.S.C. 300aa-33(5)) is amended by add-
ing at the end the following: ‘‘For purposes
of the preceding sentence, an adulterant or
contaminant shall not include any compo-
nent or ingredient listed in a vaccine’s prod-
uct license application or product label.”.
SEC. 37. CLARIFICATION OF DEFINITION OF

~ VACCINE.

Section 2133 of the Public Health Service
Act (42 U.S.C. 300aa-33) is amended by adding
at the end the following:

‘(T The term ‘vaccine’ means any prepara-
tion or suspension, including a preparation
or suspension containing an attenuated or
inactive microorganism or subunit thereof or
toxin, developed or administered to produce
or enhance the body’s immune response to a
disease or diseases and includes all compo-
nents and ingredients listed in the vaccines’s
product license application and product
label.”.

SEC.  38. AMENDMENTS TO VACCINE INJURY
COMPENSATION TRUST FUND.

(a) EXPANSION OF COMPENSATED LoOSs.—Sec-
tion 9510(c)(1)(A) of the Internal Revenue
Code of 1986 is amended by inserting ‘¢, or re-
lated loss,”” after ‘‘death’’.

(b) INCREASE IN LIMIT ON ADMINISTRATIVE
EXPENSES.—Subparagraph (B) of section
9510(c)(1) of the Internal Revenue Code of
1986 is amended—

(1) by striking ‘‘(but not in excess of the
base amount of $9,500,000 for any fiscal
year)’’; and

(2) by striking the period and inserting ‘‘,
provided that such administrative costs shall
not exceed the greater of—

‘(1) the base amount of $9,500,000,

‘‘(ii) 125 percent of the base amount for any
fiscal year in which the total number of
claims pending under such subtitle exceeds
150 percent of the average number of claims
pending in the preceding 5 years,

‘“(iii) 175 percent of the base amount for
any fiscal year in which the total number of
claims pending under such subtitle exceeds
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200 percent of the average number of claims
pending in the preceding 5 years,

‘‘(iv) 225 percent of the base amount for
any fiscal year in which the total number of
claims pending under such subtitle exceeds
250 percent of the average number of claims
pending in the preceding 5 years, or

‘“(v) 275 percent of the base amount for any
fiscal year in which the total number of
claims pending under such subtitle exceeds
300 percent of the average number of claims
pending in the preceding 5 years.”.

(c) CONFORMING AMENDMENT.—Section
9510(c)(1)(A) of the Internal Revenue Code of
1986 is amended by striking ‘‘October 18,
2000’ and inserting ‘‘the date of enactment
of the Improved Vaccine Affordability and
Availability Act”.

SEC.  39. ONGOING REVIEW OF CHILDHOOD
VACCINE DATA.

Part C of title XXI of the Public Health
Service Act (42 U.S.C. 300a-25 et seq.) is
amended by adding at the end the following:
“SEC. 2129. ONGOING REVIEW OF CHILDHOOD

VACCINE DATA.

‘‘(a) IN GENERAL.—Not later than 6 months
after the date of enactment of this section,
the Secretary shall enter into a contract
with the Institute of Medicine of the Na-
tional Academy of Science under which the
Institute shall conduct an ongoing, com-
prehensive review of new scientific data on
childhood vaccines (according to priorities
agreed upon from time to time by the Sec-
retary and the Institute of Medicine).

‘“(b) REPORTS.—Not later than 3 years after
the date on which the contract is entered
into under subsection (a), the Institute of
Medicine shall submit to the Secretary a re-
port on the findings of studies conducted, in-
cluding findings as to any adverse events as-
sociated with childhood vaccines, including
conclusions concerning causation of adverse
events by such vaccines, and other appro-
priate recommendations, based on such find-
ings and conclusions.

“(¢) FAILURE To ENTER INTO CONTRACT.—If
the Secretary and the Institute of Medicine
are unable to enter into the contract de-
scribed in subsection (a), the Secretary shall
enter into a contract with another qualified
nongovernmental scientific organization for
the purposes described in subsections (a) and
(D).

“(d) AUTHORIZATION OF APPROPRIATIONS.—
To carry out this section, there are author-
ized to be appropriated such sums as may be
necessary for each of fiscal years 2003, 2004,
2005 and 2006.”.

SEC.  40. PENDING ACTIONS.

The amendments made by this title shall
apply to all actions or proceedings pending
on or after the date of enactment of this Act,
unless a court of competent jurisdiction has
entered judgment (regardless of whether the
time for appeal has expired) in such action or
proceeding disposing of the entire action or
proceeding.

SEC.  41. REPORT.

Not later than 1 year after the date of en-
actment of this Act, and annually thereafter,
the Advisory Commission on Childhood Vac-
cines shall report to the Secretary of Health
and Human Services regarding the status of
the Vaccine Injury Compensation Trust
Fund, and shall make recommendations to
the Secretary regarding the allocation of
funds from the Vaccine Injury Compensation
Trust Fund.

SA 4344. Mr. FRIST submitted an
amendment intended to be proposed to
amendment SA 4299 proposed by Mr.
REID (for Mr. DORGAN (for himself, Mr.
WELLSTONE, Mr. JEFFORDS, Ms.
STABENOW, Ms. COLLINS, Mr. LEVIN, Mr.
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JOHNSON, Mr. MILLER, Mr. DURBIN, Mr.
FEINGOLD, and Mr. HARKIN)) to the bill
(S. 812) to amend the Federal Food,

Drug, and Cosmetic Act to provide

greater access to affordable pharma-

ceuticals; which was ordered to lie on
the table; as follows:

At the appropriate place, insert the fol-
lowing:

TITLE  —IMPROVED VACCINE
AFFORDABILITY AND AVAILABILITY

SEC.  01. SHORT TITLE.

This title may be cited as the ‘“‘Improved
Vaccine Affordability and Availability Act”.
Subtitle A—State Vaccine Grants

11. AVAILABILITY OF INFLUENZA VAC-

CINE.

Section 317(j) of the Public Health Service
Act (42 U.S.C. 247b(j)) is amended by adding
at the end the following:

““(3)(A) For the purpose of carrying out ac-
tivities relating to influenza vaccine under
the immunization program under this sub-
section, there are authorized to be appro-
priated such sums as may be necessary for
each of fiscal years 2003 and 2004. Such au-
thorization shall be in addition to amounts
available under paragraphs (1) and (2) for
such purpose.

“(B) The authorization of appropriations
established in subparagraph (A) shall not be
effective for a fiscal year unless the total
amount appropriated under paragraphs (1)
and (2) for the fiscal year is not less than
such total for fiscal year 2000.

¢“(C) The purposes for which amounts ap-
propriated under subparagraph (A) are avail-
able to the Secretary include providing for
improved State and local infrastructure for
influenza immunizations under this sub-
section in accordance with the following:

‘(i) Increasing influenza immunization
rates in populations considered by the Sec-
retary to be at high risk for influenza-re-
lated complications and in their contacts.

‘‘(ii) Recommending that health care pro-
viders actively target influenza vaccine that
is available in September, October, and No-
vember to individuals who are at increased
risk for influenza-related complications and
to their contacts.

‘‘(iii) Providing for the continued avail-
ability of influenza immunizations through
December of such year, and for additional pe-
riods to the extent that influenza vaccine re-
mains available.

‘“(iv) Encouraging States, as appropriate,
to develop contingency plans (including
plans for public and professional educational
activities) for maximizing influenza immuni-
zations for high-risk populations in the
event of a delay or shortage of influenza vac-
cine.

‘(D) The Secretary shall submit to the
Committee on Energy and Commerce of the
House of Representatives, and the Com-
mittee on Health, Education, Labor, and
Pensions of the Senate, periodic reports de-
scribing the activities of the Secretary under
this subsection regarding influenza vaccine.
The first such report shall be submitted not
later than June 6, 2003, the second report
shall be submitted not later than June 6,
2004, and subsequent reports shall be sub-
mitted biennially thereafter.”.

SEC.  12. PROGRAM FOR INCREASING IMMUNI-
ZATION RATES FOR ADULTS AND
ADOLESCENTS; COLLECTION OF AD-
DITIONAL IMMUNIZATION DATA.

(a) ACTIVITIES OF CENTERS FOR DISEASE
CONTROL AND PREVENTION.—Section 317(j) of
the Public Health Service Act (42 U.S.C.
247b(j)), as amended by section 11, is fur-
ther amended by adding at the end the fol-
lowing:

‘“(4)(A) For the purpose of carrying out ac-
tivities to increase immunization rates for

SEC.
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adults and adolescents through the immuni-
zation program under this subsection, and
for the purpose of carrying out subsection
(k)(2), there are authorized to be appro-
priated $50,000,000 for fiscal year 2003, and
such sums as may be necessary for each of
the fiscal years 2004 through 2006. Such au-
thorization is in addition to amounts avail-
able under paragraphs (1), (2), and (3) for
such purposes.

‘“(B) In expending amounts appropriated
under subparagraph (A), the Secretary shall
give priority to adults and adolescents who
are medically underserved and are at risk for
vaccine-preventable diseases, including as
appropriate populations identified through
projects under subsection (k)(2)(E).

“(C) The purposes for which amounts ap-
propriated under subparagraph (A) are avail-
able include (with respect to immunizations
for adults and adolescents) the payment of
the costs of storing vaccines, outreach ac-
tivities to inform individuals of the avail-
ability of the immunizations, and other pro-
gram expenses necessary for the establish-
ment or operation of immunization programs
carried out or supported by States or other
public entities pursuant to this subsection.

“(5) The Secretary shall annually submit
to Congress a report that—

“(A) evaluates the extent to which the im-
munization system in the United States has
been effective in providing for adequate im-
munization rates for adults and adolescents,
taking into account the applicable year 2010
health objectives established by the Sec-
retary regarding the health status of the
people of the United States; and

‘“(B) describes any issues identified by the
Secretary that may affect such rates.

‘“(6) In carrying out this subsection and
paragraphs (1) and (2) of subsection (k), the
Secretary shall consider recommendations
regarding immunizations that are made in
reports issued by the Institute of Medicine.”.

(b) RESEARCH, DEMONSTRATIONS, AND EDU-
CATION.—Section 317(k) of the Public Health
Service Act (42 U.S.C. 24Tb(k)) is amended—

(1) by redesignating paragraphs (2) through

(4) as paragraphs (3) through (5), respec-
tively; and

(2) by inserting after paragraph (1) the fol-
lowing:

‘“(2) The Secretary, directly and through
grants under paragraph (1), shall provide for
a program of research, demonstration
projects, and education in accordance with
the following:

‘“(A) The Secretary shall coordinate with
public and private entities (including non-
profit private entities), and develop and dis-
seminate guidelines, toward the goal of en-
suring that immunizations are routinely of-
fered to adults and adolescents by public and
private health care providers.

‘“(B) The Secretary shall cooperate with
public and private entities to obtain infor-
mation for the annual evaluations required
in subsection (j)(5)(A).

‘“(C) The Secretary shall (relative to fiscal
year 2001) increase the extent to which the
Secretary collects data on the incidence,
prevalence, and circumstances of diseases
and adverse events that are experienced by
adults and adolescents and may be associ-
ated with immunizations, including col-
lecting data in cooperation with commercial
laboratories.

‘(D) The Secretary shall ensure that the
entities with which the Secretary cooperates
for purposes of subparagraphs (A) through
(C) include managed care organizations,
community-based organizations that provide
health services, and other health care pro-
viders.

‘(E) The Secretary shall provide for
projects to identify racial and ethnic minor-
ity groups and other health disparity popu-

July 30, 2002

lations for which immunization rates for
adults and adolescents are below such rates
for the general population, and to determine
the factors underlying such disparities.”.

SEC.

(a) DEVELOPMENT OF INFORMATION CON-
CERNING MENINGITIS.—

(1) IN GENERAL.—The Secretary of Health
and Human Services, in consultation with
the Director of the Centers for Disease Con-
trol and Prevention, shall develop and make
available to entities described in paragraph
(2) information concerning bacterial menin-
gitis and the availability and effectiveness of
vaccinations for populations targeted by the
Advisory Committee on Immunization Prac-
tices (an advisory committee established by
the Secretary of Health and Human Services,
acting through the Centers for Disease Con-
trol and Prevention).

(2) ENTITIES.—An entity is described in this
paragraph if the entity—

(A) is—

(i) a college or university; or

(ii) any other facility with a setting simi-
lar to a dormitory that houses age-appro-
priate populations for whom the Advisory
Committee on Immunization Practices rec-
ommends such a vaccination; and

(B) is determined appropriate by the Sec-
retary of Health and Human Services.

(b) DEVELOPMENT OF INFORMATION CON-
CERNING HEPATITIS.—

(1) IN GENERAL.—The Secretary of Health
and Human Services, in consultation with
the Director of the Centers for Disease Con-
trol and Prevention, shall develop and make
available to entities described in paragraph
(2) information concerning hepatitis A and B
and the availability and effectiveness of vac-
cinations with respect to such diseases.

(2) ENTITIES.—An entity is described in this
paragraph if the entity—

(A) is—

(i) a health care clinic that serves individ-
uals diagnosed as being infected with HIV or
as having other sexually transmitted dis-
eases;

(ii) an organization or business that coun-
sels individuals about international travel or
who arranges for such travel;

(iii) a police, fire or emergency medical
services organization that responds to nat-
ural or man-made disasters or emergencies;

(iv) a prison or other detention facility;

(v) a college or university; or

(vi) a public health authority or children’s
health service provider in areas of inter-
mediate or high endemicity for hepatitis A
as defined by the Centers for Disease Control
and Prevention; and

(B) is determined appropriate by the Sec-
retary of Health and Human Services.

SEC. 14. SUPPLY OF VACCINES.

(a) IN GENERAL.—The Secretary of Health
and Human Services, acting through the Di-
rector of the Centers for Disease Control and
Prevention, shall prioritize, acquire, and
maintain a supply of such prioritized vac-
cines sufficient to provide vaccinations
throughout a 6-month period.

13. IMMUNIZATION AWARENESS.

(b) PROCEEDS.—Any proceeds received by
the Secretary of Health and Human Services
from the sale of vaccines contained in the
supply described in subsection (a), shall be
available to the Secretary for the purpose of
purchasing additional vaccines for the sup-
ply. Such proceeds shall remain available
until expended.

(c) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated for
the purpose of carrying out subsection (a)
such sums as may be necessary for each of
fiscal years 2003 through 2008.
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Subtitle B—Vaccine Injury Compensation
Program
SEC.  21. ADMINISTRATIVE REVISION OF VAC-
CINE INJURY TABLE.

Section 2114 of the Public Health Service
Act (42 U.S.C. 300aa-14) is amended—

(1) in subsection (c), by striking paragraph
(1) and inserting the following:

‘(1) The Secretary may promulgate regula-
tions to modify in accordance with para-
graph (3) the Vaccine Injury Table. In pro-
mulgating such regulations, the Secretary
shall provide for notice and for at least 60
days opportunity for public comment.”’; and

(2) in subsection (d), by striking 90 days”’
and inserting ‘60 days’’.

SEC.  22. EQUITABLE RELIEF.

Section 2111(a)(2)(A) of the Public Health
Service Act (42 U.S.C. 300aa-11(a)(2)(A)) is
amended by striking ‘‘No person’” and all
that follows through ‘‘and—’’ and inserting
the following: ‘“‘No person may bring or
maintain a civil action against a vaccine ad-
ministrator or manufacturer in a State or
Federal court for damages arising from, or
equitable relief relating to, a vaccine-related
injury or death associated with the adminis-
tration of a vaccine after October 1, 1988 and
no such court may award damages or equi-
table relief for any such vaccine-related in-
jury or death, unless the person proves past
or present physical injury and a timely peti-
tion has been filed, in accordance with sec-
tion 2116 for compensation under the Pro-
gram for such injury or death and—"'.

SEC. 23. PARENT OR OTHER THIRD PARTY PE-
~ TITIONS FOR COMPENSATION.

(a) LIMITATIONS ON DERIVATIVE PETI-
TIONS.—Section 2111(a)(2) of the Public
Health Service Act (42 U.S.C. 300aa-11(a)(2))
is amended—

(1) in subparagraph (B), by inserting ‘‘or
(B)”’ after ‘‘subparagraph (A)”’;

(2) by redesignating subparagraph (B) as
subparagraph (C); and

(3) by inserting after subparagraph (A) the
following:

“(B)(1) No parent, legal guardian, or spouse
(referred to in this title as a parent or other
third party) may bring or maintain a civil
action against a vaccine administrator or
manufacturer in a Federal or State court for
damages or equitable relief relating to a vac-
cine-related injury or death, including dam-
ages for loss of consortium, society, compan-
ionship, or services, loss of earnings, medical
or other expenses, and emotional distress,
and no court may award damages or equi-
table relief in such an action, unless—

“(I) the person who sustained the under-
lying vaccine-related injury or death upon
which such parent’s or other third party’s
claim is premised has, in accordance with
section 2112, been awarded compensation in a
final judgment of the United States Court of
Federal Claims and such judgment is subject
to no further appeal or review;

‘“(ITI) such parent or other third party time-
ly filed a derivative petition, in accordance
with section 2116; and

“(IIT)(aa) the United States Court of Fed-
eral Claims has issued judgment under sec-
tion 2112 on the derivative petition, and such
parent or other third party elects under sec-
tion 2121(a) to file a civil action; or

‘““(bb) such parent or other third party
elects to withdraw such derivative petition
under section 2121(b) or such petition is con-
sidered withdrawn under such section.

‘(i) Any civil action brought in accord-
ance with this subparagraph shall be subject
to the standards and procedures set forth in
sections 2122 and 2123, regardless of whether
the action arises directly from a vaccine-re-
lated injury or death associated with the ad-
ministration of a vaccine. In a case in which
the person who sustained the underlying vac-
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cine-related injury or death upon which such
parent’s or other third party’s civil action is
premised elects under section 2121(a) to re-
ceive the compensation awarded, such parent
or other third party may not bring a civil ac-
tion for damages or equitable relief, and no
court may award damages or equitable re-
lief, for any injury or loss of the type set
forth in section 2115(a) or that might in any
way overlap with or otherwise duplicate
compensation of the type available under
section 2115(a).”.

(b) ELIGIBLE PERSONS.—Section 2111(a)(9) of
the Public Health Service Act (42 U.S.C.
300aa-11(a)(9)) is amended by striking the pe-
riod and inserting ‘“‘and to a parent or other
third party to the extent such parent or
other third party seeks damages or equitable
relief relating to a vaccine-related injury or
death sustained by a person who is qualified
to file a petition for compensation under the
Program.”.

(c) PETITIONERS.—Section 2111(b) of the
Public Health Service Act (42 U.S.C. 300aa—
11(b)) is amended—

(1) in paragraph (1)—

(A) in subparagraph (A), by striking “(B)”’
and inserting ““(C)”’;

(B) by redesignating subparagraph (B) as
subparagraph (C); and

(C) by inserting after subparagraph (A) the
following:

“(B) Except as provided in subparagraph
(C), any parent or other third party with re-
spect to a person—

‘(1) who has sustained a vaccine-related in-
jury or death;

““(ii) who has filed a petition for compensa-
tion under the Program (or whose legal rep-
resentative has filed such a petition as au-
thorized in subparagraph (A)); and

‘“(iii) who has, in accordance with section
2112, been awarded compensation in a final
judgment of the United States Court of Fed-
eral Claims that is subject to no further ap-
peal or review;

may, if such parent or other third party
meets the requirements of subsection (d), file
a derivative petition under this section.’’;
and

(2) in paragraph (2)—

(A) by inserting ‘“by or on behalf of the
person who sustained the vaccine-related in-
jury or death” after ‘‘filed’’; and

(B) by adding at the end the following: ‘A
parent or other third party may file only 1
derivative petition with respect to each ad-
ministration of a vaccine.”.

(d) DERIVATIVE PETITION CONTENTS.—Sec-
tion 2111 of the Public Health Service Act (42
U.S.C. 300aa-11) is amended—

(1) by redesignating subsections (d) and (e)
as subsections (e) and (f), respectively; and

(2) by inserting after subsection (c) the fol-
lowing:

““(d) DERIVATIVE PETITIONS.—

‘(1) If the parent or other third party with
respect to the person who sustained the vac-
cine-related injury or death seeks compensa-
tion under the Program, such parent or other
third party shall file a timely derivative pe-
tition for compensation under the Program
in accordance with this section.

‘“(2) Such a derivative petition shall con-
tain—

““(A) except for records that are unavail-
able as described in subsection (¢)(3), an affi-
davit, and supporting documentation, dem-
onstrating that—

‘“(i) such person was, in accordance with
section 2112, previously awarded compensa-
tion for the underlying vaccine-related in-
jury or death upon which such parent’s or
other third party’s derivative petition is pre-
mised in a final judgment of the United
States Court of Federal Claims and such
judgment is subject to no further appeal or
review;
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‘‘(ii) the derivative petition was filed not
later than 60 days after the date on which
such judgment became final and subject to
no further appeal or review;

‘“(iii) such parent or other third party suf-
fered a loss compensable under section
2115(b) as a result of the vaccine-related in-
jury or death sustained by such person; and

‘‘(iv) such parent or other third party has
not previously collected an award or settle-
ment of a civil action for damages for such
loss; and

‘“(B) records establishing such parent’s or
other third party’s relationship to the person
who sustained the vaccine-related injury or
death.”.

(e) DETERMINATION OF ELIGIBILITY FOR COM-
PENSATION.—Section 2113(a)(1) of the Public
Health Service Act (42 U.S.C. 300aa-13(a)(1))
is amended—

(1) in subparagraph (A), by inserting ‘‘or,
as applicable, section 2111(d)” before the
comma; and

(2) in subparagraph (B), by inserting ‘‘or,
as applicable, that the injury or loss de-
scribed in the derivative petition is due to
factors unrelated to the vaccine-related in-
jury or death” after ‘‘the petition’.

(f) COMPENSATION.—Section 2115 of the Pub-
lic Health Service Act (42 U.S.C. 300aa-15) is
amended—

(1) by redesignating subsections (b)
through (j) as subsections (c) through (k), re-
spectively;

(2) by inserting after subsection (a) the fol-
lowing:

““(b) DERIVATIVE PETITIONS.—Compensation
awarded under the Program to a parent or
other third party who files a derivative peti-
tion under section 2111 for a loss sustained as
a result of a vaccine-related injury or death
sustained by the injured party shall include
compensation, if any, for loss of consortium,
society, companionship, or services, in an
amount not to exceed the lesser of $250,000 or
the total amount of compensation awarded
to the person who sustained the underlying
vaccine-related injury or death.”;

(3) in subsection (e)(2), as so redesignated
by paragraph (1)—

(A) by striking ‘“(2) and (3)”’ and inserting
“(2), (3), and (4)’; and

(B) by inserting ‘“‘and subsection (b),” after
@),

(4) in subsection (g), as so redesignated by
paragraph (1), in paragraph (4)(B), by strik-
ing ‘‘subsection (j)’ and inserting ‘‘sub-
section (k)’;

(5) in subsection (j), as so redesignated by
paragraph (1)—

(A) in paragraph (1), by striking ‘‘sub-
section (j)”’ and inserting ‘‘subsection (k)’;
and

(B) in paragraph (2), by inserting ‘‘, or to a
parent or other third party with respect to a
person who sustained a vaccine-related in-
jury or death,” after ‘‘death’; and

(6) in subsection (k), as so redesignated by

paragraph (1), by striking ‘‘subsection
(H(4)(B)” and inserting “‘subsection
(@)D)B)”.

SEC. 24. JURISDICTION TO DISMISS ACTIONS

IMPROPERLY BROUGHT.

Section 2111(a)(3) of the Public Health
Service Act (42 TU.S.C. 300aa-11(a)(3)) is
amended by adding at the end the following:
“If any civil action which is barred under
subparagraph (A) or (B) of paragraph (2) is
filed or maintained in a State court, or any
vaccine administrator or manufacturer is
made a party to any civil action brought in
State court (other than a civil action which
may be brought under paragraph (2)) for
damages or equitable relief for a vaccine-re-
lated injury or death associated with the ad-
ministration of a vaccine after October 1,
1988, the civil action may be removed by the
defendant or defendants to the United States
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Court of Federal Claims, which shall have ju-
risdiction over such civil action, and which
shall dismiss such action. The notice re-
quired by section 1446 of title 28, United
States Code, shall be filed with the United
States Court of Federal Claims, and that
court shall proceed in accordance with sec-
tions 1446 through 1451 of title 28, United
States Code.”.

SEC.  25. APPLICATION.

Section 2111(a)(9) of the Public Health
Service Act (42 U.S.C. 300aa-11(a)(9)) is
amended by striking ‘“This” and inserting
‘“Except as provided in paragraph (2), this”.
SEC.  26. CLARIFICATION OF WHEN INJURY IS

CAUSED BY FACTOR UNRELATED TO
ADMINISTRATION OF VACCINE.

Section 2113(a)(2)(B) of the Public Health
Service Act (42 U.S.C. 300aa-13(a)(2)(B)) is
amended—

(1) by inserting ‘‘structural lesions, genetic
disorders,”” after ‘‘and related anoxia),’’;

(2) by inserting ‘‘(without regard to wheth-
er the cause of the infection, toxin, trauma,
structural lesion, genetic disorder, or meta-
bolic disturbance is known)’’ after ‘‘meta-
bolic disturbances’’; and

(3) by striking ‘“but’” and inserting ‘‘and’.
SEC.  27. INCREASE IN AWARD IN THE CASE OF

A VACCINE-RELATED DEATH AND
FOR PAIN AND SUFFERING.

Section 2115(a) of the Public Health Serv-
ice Act (42 U.S.C. 300aa-15(a)) is amended—

(1) in paragraph (2), by striking ¢$250,000"’
and inserting ‘‘$350,000°’; and

(2) in paragraph (4), by striking ¢‘$250,000"’
and inserting ‘“$350,000"".

SEC. _ 28. BASIS FOR CALCULATING PRO-
JECTED LOST EARNINGS.

Section 2115(a)(3)(B) of the Public Health
Service Act (42 U.S.C. 300aa-15(a)(3)(B)) is
amended by striking ‘‘loss of earnings’ and
all that follows and inserting the following:
“‘loss of earnings determined on the basis of
the annual estimate of the average (mean)
gross weekly earnings of wage and salary
workers age 18 and over (excluding the incor-
porated self-employed) in the private non-
farm sector (which includes all industries
other than agricultural production crops and
livestock), as calculated annually by the Bu-
reau of Labor Statistics from the quarter
sample data of the Current Population Sur-
vey, or as calculated by such similar method
as the Secretary may prescribe by regula-
tion, less appropriate taxes and the average
cost of a health insurance policy, as deter-
mined by the Secretary.”.

SEC. ~ 29. ALLOWING COMPENSATION FOR
FAMILY COUNSELING EXPENSES
AND EXPENSES OF ESTABLISHING
GUARDIANSHIP.

(a) FAMILY COUNSELING EXPENSES IN POST-
1988 CASES.—Section 2115(a) of the Public
Health Service Act (42 U.S.C. 300aa-15(a)) is
amended by adding at the end to following:

‘(6) Actual unreimbursable expenses that
have been or will be incurred for family
counseling as is determined to be reasonably
necessary and that result from the vaccine-
related injury from which the petitioner
seeks compensation.”.

(b) EXPENSES OF ESTABLISHING
GUARDIANSHIPS IN P0sT-1988 CASES.—Section
2115(a) of the Public Health Service Act (42
U.S.C. 300aa-15(a)), as amended by subsection
(a), is further amended by adding at the end
the following:

‘(6) Actual unreimbursable expenses that
have been, or will be reasonably incurred to
establish and maintain a guardianship or
conservatorship for an individual who has
suffered a vaccine-related injury, including
attorney fees and other costs incurred in a
proceeding to establish and maintain such
guardianship or conservatorship.”.

(c) CONFORMING AMENDMENT FOR CASES
FROM 1988 AND EARLIER.—Section 2115 of the
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Public Health Service Act (42 U.S.C. 300aa—
15) is amended in subsection (c), as so redes-
ignated by section 23(f)—

(1) in paragraph (2), by striking ‘“‘and” at
the end;

(2) in paragraph (3), by striking ‘‘(e)” and
inserting ““‘(f))”’;

(3) by redesignating paragraph (3) as para-
graph (5); and

(4) by inserting after paragraph (2), the fol-
lowing:

““(3) family counseling expenses (as pro-
vided for in paragraph (5) of subsection (a));

‘“(4) expenses of establishing guardianships
(as provided for in paragraph (6) of sub-
section (a)); and”.

SEC. 30. ALLOWING PAYMENT
COSTS.

Section 2115 of the Public Health Service
Act (42 U.S.C. 300aa-15) is amended in sub-
section (f), as so redesignated by section

23(f), by adding at the end the following:

‘“(4) A special master or court may make
an interim award of costs if—

‘“(A) the case involves a vaccine adminis-
tered on or after October 1, 1988;

‘“(B) the special master or court has deter-
mined whether or not the petitioner is enti-
tled to compensation under the Program;

‘“(C) the award is limited to other costs
(within the meaning of paragraph (1)(B)) in-
curred in the proceeding; and

‘(D) the petitioner provides documenta-
tion verifying the expenditure of the amount
for which compensation is sought.”.

SEC.  31. PROCEDURE FOR PAYING ATTOR-
NEYS’ FEES.

Section 2115 of the Public Health Service
Act (42 U.S.C. 300aa-15), is amended in sub-
section (f), as so redesignated by section
~23(f) and amended by section 30, by
adding at the end the following:

‘“(6) When a special master or court awards
attorney fees or costs under paragraph (1) or
(4), it may order that such fees or costs be
payable solely to the petitioner’s attorney
if—

‘“(A) the petitioner expressly consents; or

“(B) the special master or court deter-
mines, after affording to the Secretary and
to all interested persons the opportunity to
submit relevant information, that—

‘(i) the petitioner cannot be located or re-
fuses to respond to a request by the special
master or court for information, and there is
no practical alternative means to ensure
that the attorney will be reimbursed for such
fees or costs expeditiously; or

‘“(ii) there are otherwise exceptional cir-
cumstances and good cause for paying such
fees or costs solely to the petitioner’s attor-
ney.”.

SEC.  32. EXTENSION OF STATUTE OF LIMITA-
TIONS.

(a) GENERAL RULE.—Section 2116(a) of the
Public Health Service Act (42 U.S.C. 300aa—
16(a)) is amended—

OF INTERIM

(1) in paragraph (2) by striking 36
months” and inserting ‘‘6 years’’; and
(2) in paragraph (3), by striking ‘48

months’ and inserting ‘6 years’’.

(b) CLAIMS BASED ON REVISIONS TO TABLE.—
Section 2116 of the Public Health Service Act
(42 U.S.C. 300aa-16) is amended by striking
subsection (b) and inserting the following:

“(b) EFFECT OF REVISED TABLE.—If at any
time the Vaccine Injury Table is revised and
the effect of such revision is to make an indi-
vidual eligible for compensation under the
program, where, before such revision, such
individual was not eligible for compensation
under the program, or to significantly in-
crease the likelihood that an individual will
be able to obtain compensation under the
program, such person may, and shall before
filing a civil action for equitable relief or
monetary damages, notwithstanding section
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2111(b)(2), file a petition for such compensa-
tion if—

‘(1) the vaccine-related death or injury
with respect to which the petition is filed oc-
curred not more than 8 years before the ef-
fective date of the revision of the table; and

¢“(2) either—

‘“(A) the petition satisfies the conditions
described in subsection (a); or

““(B) the date of the occurrence of the first
symptom or manifestation of onset of the in-
jury occurred more than 4 years before the
petition is filed, and the petition is filed not
more than 2 years after the effective date of
the revision of the table.”.

(c) DERIVATIVE PETITIONS.—Section 2116 of
the Public Health Service Act (42 U.S.C.
300aa-16) is amended by adding at the end
the following:

‘(d) DERIVATIVE PETITIONS.—No derivative
petition may be filed for compensation under
the Program later than 60 days after the date
on which the United States Court of Federal
Claims has entered final judgment and the
time for all further appeal or review has ex-
pired on the underlying claim of the person
who sustained the vaccine-related injury or
death upon which the derivative petition is
premised.”.

(d) TIMELY RESOLUTIONS OF CLAIMS.—

(1) SPECIAL MASTER DECISION.—Section
2112(d)(3)(A) of the Public Health Service Act
(42 U.S.C. 300aa-12(d)(3)(A)) is amended by
adding at the end the following: ‘“‘For pur-
poses of this subparagraph, the petition shall
be deemed to be filed on the date on which
all petition contents and supporting docu-
ments required under section 2111(c) and,
when applicable, section 2111(d) and the Vac-
cine Rules of the United States Court of Fed-
eral Claims, such as an affidavit and sup-
porting documentation, are served on the
Secretary and filed with the clerk of the
United States Court of Federal Claims.”".

(2) COURT OF FEDERAL CLAIMS DECISION.—
Section 2121(b) of the Public Health Service
Act (42 U.S.C. 300aa—21(b)) is amended by add-
ing at the end the following: ‘‘For purposes
of this subsection, the petition shall be
deemed to be filed on the date on which all
petition contents and supporting documents
required under section 2111(c) and, when ap-
plicable, section 2111(d) and the Vaccine
Rules of the United States Court of Federal
Claims, such as an affidavit and supporting
documentation, are served on the Secretary
and filed with the clerk of the United States
Court of Federal Claims.”.

SEC.  33. ADVISORY COMMISSION ON CHILD-
HOOD VACCINES.

(a) SELECTION OF PERSONS INJURED BY VAC-
CINES AS PUBLIC MEMBERS.—Section
2119(a)(1)(B) of the Public Health Service Act
(42 U.S.C. 300aa-19(a)(1)(B)) is amended by
striking ‘‘of whom’ and all that follows and
inserting the following: ‘“‘of whom 1 shall be
the legal representative of a child who has
suffered a vaccine-related injury or death,
and at least 1 other shall be either the legal
representative of a child who has suffered a
vaccine-related injury or death or an indi-
vidual who has personally suffered a vaccine-
related injury.”.

(b) MANDATORY MEETING SCHEDULE ELIMI-
NATED.—Section 2119(c) of the Public Health
Service Act (42 U.S.C. 300aa-19(c)) is amended
by striking ‘‘not less often than four times
per year and”’.

SEC.  34. CLARIFICATION OF STANDARDS OF
RESPONSIBILITY.

(a) GENERAL RULE.—Section 2122(a) of the
Public Health Service Act (42 U.S.C. 300aa—
22(a)) is amended by striking ‘‘and (e) State
law shall apply to a civil action brought for
damages’ and inserting ‘‘(d), and (f) State
law shall apply to a civil action brought for
damages or equitable relief’’; and
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(b) UNAVOIDABLE ADVERSE SIDE EFFECTS.—
Section 2122(b)(1) of the Public Health Serv-
ice Act (42 U.S.C. 300aa—22(b)(1)) is amended
by inserting ‘‘or equitable relief” after ‘‘for
damages’’.

(c) DIRECT WARNINGS.—Section 2122(c) of
the Public Health Service Act (42 U.S.C.
300aa—22(c)) is amended by inserting ‘‘or equi-
table relief” after ‘‘for damages’’.

(d) CONSTRUCTION.—Section 2122(d) of the
Public Health Service Act (42 U.S.C. 300aa—
22(d)) is amended—

(1) by inserting ‘‘or equitable relief”’ after
“for damages’’; and

(2) by inserting ‘‘or relief”’ after ‘‘which
damages’’.

(e) PAST OR PRESENT PHYSICAL INJURY.—
Section 2122 of the Public Health Service Act
(42 U.S.C. 300aa—22) is amended—

(1) by redesignating subsections (d) and (e)
as subsections (e) and (f), respectively; and

(2) by inserting after subsection (c) the fol-
lowing:

‘‘(d) PAST OR PRESENT PHYSICAL INJURY.—
No vaccine manufacturer or vaccine admin-
istrator shall be liable in a civil action
brought after October 1, 1988, for equitable or
monetary relief absent proof of past or
present physical injury from the administra-
tion of a vaccine, nor shall any vaccine man-
ufacturer or vaccine administrator be liable
in any such civil action for claims of medical
monitoring, or increased risk of harm.”.

SEC.  35. CLARIFICATION OF DEFINITION OF
MANUFACTURER.

Section 2133(3) of the Public Health Service
Act (42 U.S.C. 300aa-33(3)) is amended—

(1) in the first sentence, by striking ‘‘under
its label any vaccine set forth in the Vaccine
Injury Table’” and inserting ‘‘any vaccine set
forth in the Vaccine Injury table, including
any component or ingredient of any such
vaccine’’; and

(2) in the second sentence, by inserting
“including any component or ingredient of
any such vaccine’ before the period.

SEC. 36. CLARIFICATION OF DEFINITION OF
VACCINE-RELATED INJURY OR
DEATH.

Section 2133(5) of the Public Health Service
Act (42 U.S.C. 300aa-33(5)) is amended by add-
ing at the end the following: ‘‘For purposes
of the preceding sentence, an adulterant or
contaminant shall not include any compo-
nent or ingredient listed in a vaccine’s prod-
uct license application or product label.”.
SEC.  37. CLARIFICATION OF DEFINITION OF

VACCINE.

Section 2133 of the Public Health Service
Act (42 U.S.C. 300aa-33) is amended by adding
at the end the following:

““(7) The term ‘vaccine’ means any prepara-
tion or suspension, including a preparation
or suspension containing an attenuated or
inactive microorganism or subunit thereof or
toxin, developed or administered to produce
or enhance the body’s immune response to a
disease or diseases and includes all compo-
nents and ingredients listed in the vaccines’s
product license application and product
label.”.

SEC.  38. AMENDMENTS TO VACCINE INJURY
COMPENSATION TRUST FUND.

(a) EXPANSION OF COMPENSATED LOSS.—Sec-
tion 9510(c)(1)(A) of the Internal Revenue
Code of 1986 is amended by inserting ‘¢, or re-
lated loss,”” after ‘‘death’.

(b) INCREASE IN LIMIT ON ADMINISTRATIVE
EXPENSES.—Subparagraph (B) of section
9510(c)(1) of the Internal Revenue Code of
1986 is amended—

(1) by striking ‘‘(but not in excess of the
base amount of $9,500,000 for any fiscal
year)”’; and

(2) by striking the period and inserting °,
provided that such administrative costs shall
not exceed the greater of—
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‘(1) the base amount of $9,500,000,

‘“(ii) 125 percent of the base amount for any
fiscal year in which the total number of
claims pending under such subtitle exceeds
150 percent of the average number of claims
pending in the preceding 5 years,

‘“(iii) 175 percent of the base amount for
any fiscal year in which the total number of
claims pending under such subtitle exceeds
200 percent of the average number of claims
pending in the preceding 5 years,

““(iv) 225 percent of the base amount for
any fiscal year in which the total number of
claims pending under such subtitle exceeds
250 percent of the average number of claims
pending in the preceding 5 years, or

‘“(v) 275 percent of the base amount for any
fiscal year in which the total number of
claims pending under such subtitle exceeds
300 percent of the average number of claims
pending in the preceding 5 years.”’.

(¢c) CONFORMING AMENDMENT.—Section
9510(c)(1)(A) of the Internal Revenue Code of
1986 is amended by striking ‘‘October 18,
2000 and inserting ‘‘the date of enactment
of the Improved Vaccine Affordability and
Availability Act”.

SEC.  39. ONGOING REVIEW OF CHILDHOOD
VACCINE DATA.

Part C of title XXI of the Public Health
Service Act (42 U.S.C. 300a-25 et seq.) is
amended by adding at the end the following:
“SEC. 2129. ONGOING REVIEW OF CHILDHOOD

VACCINE DATA.

‘‘(a) IN GENERAL.—Not later than 6 months
after the date of enactment of this section,
the Secretary shall enter into a contract
with the Institute of Medicine of the Na-
tional Academy of Science under which the
Institute shall conduct an ongoing, com-
prehensive review of new scientific data on
childhood vaccines (according to priorities
agreed upon from time to time by the Sec-
retary and the Institute of Medicine).

“(b) REPORTS.—Not later than 3 years after
the date on which the contract is entered
into under subsection (a), the Institute of
Medicine shall submit to the Secretary a re-
port on the findings of studies conducted, in-
cluding findings as to any adverse events as-
sociated with childhood vaccines, including
conclusions concerning causation of adverse
events by such vaccines, and other appro-
priate recommendations, based on such find-
ings and conclusions.

“(c) FAILURE To ENTER INTO CONTRACT.—If
the Secretary and the Institute of Medicine
are unable to enter into the contract de-
scribed in subsection (a), the Secretary shall
enter into a contract with another qualified
nongovernmental scientific organization for
the purposes described in subsections (a) and
(b).

“(d) AUTHORIZATION OF APPROPRIATIONS.—
To carry out this section, there are author-
ized to be appropriated such sums as may be
necessary for each of fiscal years 2003, 2004,
2005 and 2006.”".

SEC.  40. PENDING ACTIONS.

The amendments made by this title shall
apply to all actions or proceedings pending
on or after the date of enactment of this Act,
unless a court of competent jurisdiction has
entered judgment (regardless of whether the
time for appeal has expired) in such action or
proceeding disposing of the entire action or
proceeding.

SEC. 41. REPORT.

Not later than 1 year after the date of en-
actment of this Act, and annually thereafter,
the Advisory Commission on Childhood Vac-
cines shall report to the Secretary of Health
and Human Services regarding the status of
the Vaccine Injury Compensation Trust
Fund, and shall make recommendations to
the Secretary regarding the allocation of
funds from the Vaccine Injury Compensation
Trust Fund.
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SA 4345. Mr. GRAHAM (for himself,
Mr. SMITH of Oregon, Mr. MILLER, Mrs.
LINCOLN, Mr. BINGAMAN, Mr. KENNEDY,
and Ms. STABENOW) proposed an amend-
ment to amendment SA 4299 proposed
by Mr. REID (for Mr. DORGAN (for him-
self, Mr. WELLSTONE, Mr. JEFFORDS,
Ms. STABENOW, Ms. COLLINS, Mr. LEVIN,
Mr. JOHNSON, Mr. MILLER, Mr. DURBIN,
Mr. FEINGOLD, and Mr. HARKIN)) to the
bill (S. 812) to amend the Federal Food,
Drug, and Cosmetic Act to provide
greater access to affordable pharma-
ceuticals; as follows:

At the end, add the following:

TITLE II—MEDICARE OUTPATIENT
PRESCRIPTION DRUG BENEFIT PROGRAM
SEC. 201. SHORT TITLE; TABLE OF CONTENTS.

(a) SHORT TITLE.—This title may be cited
as the ‘‘Medicare Prescription Drug Cost
Protection Act of 2002,

(b) TABLE OF CONTENTS.—The table of con-
tents of this title is as follows:

Sec. 201. Short title; table of contents.
Sec. 202. Medicare outpatient prescription
drug benefit program.

“PART D—OUTPATIENT PRESCRIPTION DRUG

BENEFIT PROGRAM

‘“‘Sec. 1860. Definitions.

‘“Sec. 1860A. Establishment of outpatient
prescription drug benefit pro-
gram.

““Sec. 1860B. Enrollment under program.

““Sec. 1860C. Enrollment in a plan.

‘“Sec. 1860D. Providing information to bene-
ficiaries.

““Sec. 1860E. No premium for enrollment.

‘“Sec. 1860F. Outpatient prescription drug
benefits.

‘“Sec. 1860G. Entities eligible to provide out-
patient drug benefit.

“Sec. 1860H. Minimum standards for eligible
entities.

‘“‘Sec. 1860I. Payments.

‘“Sec. 1860J. Employer incentive program for
employment-based retiree drug
coverage.

““Sec. 1860K. Prescription Drug Account in
the Federal Supplementary
Medical Insurance Trust Fund.

““Sec. 1860L. Medicare Prescription Drug Ad-
visory Committee.”.

Sec. 203. Part D benefits under
Medicare+Choice plans.

Sec. 204. Additional assistance for low-in-
come beneficiaries.

Sec. 205. Medigap revisions.

Sec. 206. Comprehensive immunosuppressive
drug coverage for transplant
patients under part B.

Sec. 207. HHS study and report on uniform
pharmacy benefit cards.

Sec. 208. GAO study and biennial reports on
competition and savings.

Sec. 209. Expansion of membership and du-

ties of Medicare Payment Advi-
sory Commission (MedPAC).
SEC. 202. MEDICARE OUTPATIENT PRESCRIPTION
DRUG BENEFIT PROGRAM.

(a) ESTABLISHMENT.—Title XVIII of the So-
cial Security Act (42 U.S.C. 1395 et seq.) is
amended by redesignating part D as part E
and by inserting after part C the following
new part:

“PART D—OUTPATIENT PRESCRIPTION DRUG

BENEFIT PROGRAM
‘‘DEFINITIONS

““SEC. 1860. In this part:

(1) COVERED OUTPATIENT DRUG.—

‘““(A) IN GENERAL.—Except as provided in
subparagraph (B), the term ‘covered out-
patient drug’ means any of the following
products:
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‘(i) A drug which may be dispensed only
upon prescription, and—

“(I) which is approved for safety and effec-
tiveness as a prescription drug under section
505 of the Federal Food, Drug, and Cosmetic
Act;

‘“(II)(aa) which was commercially used or
sold in the United States before the date of
enactment of the Drug Amendments of 1962
or which is identical, similar, or related
(within the meaning of section 310.6(b)(1) of
title 21 of the Code of Federal Regulations)
to such a drug, and (bb) which has not been
the subject of a final determination by the
Secretary that it is a ‘new drug’ (within the
meaning of section 201(p) of the Federal
Food, Drug, and Cosmetic Act) or an action
brought by the Secretary under section 301,
302(a), or 304(a) of such Act to enforce section
502(f) or 505(a) of such Act; or

“(IIT)(aa) which is described in section
107(c)(3) of the Drug Amendments of 1962 and
for which the Secretary has determined
there is a compelling justification for its
medical need, or is identical, similar, or re-
lated (within the meaning of section
310.6(b)(1) of title 21 of the Code of Federal
Regulations) to such a drug, and (bb) for
which the Secretary has not issued a notice
of an opportunity for a hearing under section
505(e) of the Federal Food, Drug, and Cos-
metic Act on a proposed order of the Sec-
retary to withdraw approval of an applica-
tion for such drug under such section be-
cause the Secretary has determined that the
drug is less than effective for all conditions
of use prescribed, recommended, or sug-
gested in its labeling.

‘‘(ii) A biological product which—

““(I) may only be dispensed upon prescrip-
tion;

“(IT) is licensed under section 351 of the
Public Health Service Act; and

‘“(IIT) is produced at an establishment li-
censed under such section to produce such
product.

‘‘(iii) Insulin approved under appropriate
Federal law, including needles and syringes
for the administration of such insulin.

‘‘(iv) A prescribed drug or biological prod-
uct that would meet the requirements of
clause (i) or (ii) except that it is available
over-the-counter in addition to being avail-
able upon prescription.

‘(B) EXCLUSION.—The term ‘covered out-
patient drug’ does not include any product—

‘(i) except as provided in subparagraph
(A)(v), which may be distributed to individ-
uals without a prescription;

‘‘(ii) for which payment is available under
part A or B or would be available under part
B but for the application of a deductible
under such part (unless payment for such
product is not available because benefits
under part A or B have been exhausted), de-
termined, except as provided in subpara-
graph (C), without regard to whether the
beneficiary involved is entitled to benefits
under part A or enrolled under part B; or

‘“(iii) except for agents used to promote
smoking cessation and agents used for the
treatment of obesity, for which coverage
may be excluded or restricted under section
1927(d)(2).

“(C) CLARIFICATION REGARDING IMMUNO-
SUPPRESSIVE DRUGS.—In the case of a bene-
ficiary who is not eligible for any coverage
under part B of drugs described in section
1861(s)(2)(J) because of the requirements
under such section (and would not be so eli-
gible if the individual were enrolled under
such part), the term ‘covered outpatient
drug’ shall include such drugs if the drugs
would otherwise be described in subpara-
graph (A).

‘(2) ELIGIBLE BENEFICIARY.—The term ‘eli-
gible beneficiary’ means an individual that
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is entitled to benefits under part A or en-
rolled under part B.

“(3) ELIGIBLE ENTITY.—The term ‘eligible
entity’ means any entity that the Secretary
determines to be appropriate to provide eli-
gible beneficiaries with covered outpatient
drugs under a plan under this part, includ-
ing—

‘“(A) a pharmacy benefit management com-
pany,

‘“(B) a retail pharmacy delivery system;

‘(C) a health plan or insurer;

‘(D) a State (through mechanisms estab-
lished under a State plan under title XIX);

‘“(E) any other entity approved by the Sec-
retary; or

‘(F) any combination of the entities de-
scribed in subparagraphs (A) through (E) if
the Secretary determines that such combina-
tion—

‘“(1) increases the scope or efficiency of the
provision of benefits under this part; and

‘“(ii) is not anticompetitive.

“4) MEDICARE+CHOICE ORGANIZATION;
MEDICARE+CHOICE PLAN.—The terms
‘Medicare+Choice organization’ and

‘Medicare+Choice plan’ have the meanings
given such terms in subsections (a)(1) and
(b)(1), respectively, of section 1859 (relating
to definitions relating to Medicare+Choice
organizations).

“(6) PRESCRIPTION DRUG ACCOUNT.—The
term ‘Prescription Drug Account’ means the
Prescription Drug Account (as established
under section 1860K) in the Federal Supple-
mentary Medical Insurance Trust Fund
under section 1841.

‘“ESTABLISHMENT OF OUTPATIENT
PRESCRIPTION DRUG BENEFIT PROGRAM

‘“SEC. 1860A. (a) PROVISION OF BENEFIT.—

‘(1) IN GENERAL.—Beginning in 2005, the
Secretary shall provide for and administer
an outpatient prescription drug benefit pro-
gram under which each eligible beneficiary
enrolled under this part shall be provided
with coverage of covered outpatient drugs as
follows:

“(A) MEDICARE+CHOICE PLAN.—If the eligi-
ble beneficiary is eligible to enroll in a
Medicare+Choice plan, the beneficiary—

‘(i) may enroll in such a plan; and

‘“(ii) if so enrolled, shall obtain coverage of
covered outpatient drugs through such plan.

“(B) MEDICARE PRESCRIPTION DRUG PLAN.—
If the eligible beneficiary is not enrolled in a
Medicare+Choice plan, the beneficiary shall
obtain coverage of covered outpatient drugs
through enrollment in a plan offered by an
eligible entity with a contract under this
part.

“(2) VOLUNTARY NATURE OF PROGRAM.—
Nothing in this part shall be construed as re-
quiring an eligible beneficiary to enroll in
the program established under this part.

‘“(3) SCOPE OF BENEFITS.—The program es-
tablished under this part shall provide for
coverage of all therapeutic categories and
classes of covered outpatient drugs.

“(b) FINANCING.—The costs of providing
benefits under this part shall be payable
from the Prescription Drug Account.

“ENROLLMENT UNDER PROGRAM

““SEC. 1860B. (a) ESTABLISHMENT OF PROC-
ESS.—

‘(1) IN GENERAL.—The Secretary shall es-
tablish a process through which an eligible
beneficiary (including an eligible beneficiary
enrolled in a Medicare+Choice plan offered
by a Medicare+Choice organization) may
make an election at any time to enroll under
the program under this part.

‘(2) ENROLLMENT AND REENROLLMENT AT
ANY TIME.—Under the process established
under paragraph (1), an eligible beneficiary,
beginning January 1, 2005, may—

‘“(A) make an election to enroll under the
program under this part at any time; and

July 30, 2002

“(B) terminate such election at any time
and reenroll under such program at any
time.

“(3) OPEN ENROLLMENT PERIOD PRIOR TO
JANUARY 1, 2005, FOR INDIVIDUALS CURRENTLY
ELIGIBLE.—The Secretary shall establish an
open enrollment period of not less than 5
months to ensure that—

““(A) an individual who meets or will meet
the definition of an eligible beneficiary
under section 1860(2) as of January 1, 2005, is
permitted to enroll under the program under
this part prior to such date; and

‘“(B) coverage under this part for such an
individual is effective as of such date.

‘‘(4) REQUIREMENT OF ENROLLMENT.—An eli-
gible beneficiary must be enrolled under this
part in order to be eligible to receive cov-
erage of covered outpatient drugs under this
title.

“(6) LIMITATION.—Coverage under this part
shall not begin prior to January 1, 2005.

““(b) TERMINATION.—

‘(1) IN GENERAL.—The causes of termi-
nation specified in section 1838 shall apply to
this part in a similar manner as such causes
apply to part B.

¢“(2) COVERAGE TERMINATED BY TERMINATION
OF COVERAGE UNDER PARTS A AND B.—

‘““(A) IN GENERAL.—In addition to the
causes of termination specified in paragraph
(1), the Secretary shall terminate an individ-
ual’s coverage under this part if the indi-
vidual is no longer enrolled in either part A
or B.

‘“(B) EFFECTIVE DATE.—The termination de-
scribed in subparagraph (A) shall be effective
on the effective date of termination of cov-
erage under part A or (if later) under part B.

‘“(3) PROCEDURES REGARDING TERMINATION
OF A BENEFICIARY UNDER A PLAN.—The Sec-
retary shall establish procedures for deter-
mining the status of an eligible beneficiary’s
enrollment under this part if the bene-
ficiary’s enrollment in a plan offered by an
eligible entity under this part is terminated
by the entity for cause (pursuant to proce-
dures established by the Secretary under sec-
tion 1860C(a)(1)).

“ENROLLMENT IN A PLAN

““SEC. 1860C. (a) PROCESS.—

(1) ESTABLISHMENT.—

*“(A) ELECTION.—

‘(i) IN GENERAL.—The Secretary shall es-
tablish a process through which an eligible
beneficiary who is enrolled under this part
but not enrolled in a Medicare+Choice plan
offered by a Medicare+Choice organization—

“(I) shall make an annual election to en-
roll in any plan offered by an eligible entity
that has been awarded a contract under this
part and serves the geographic area in which
the beneficiary resides; and

“(II) may make an annual election to
change the election under this clause.

‘(ii) DEFAULT ENROLLMENT.—Such process
shall include for the default enrollment in
such a plan in the case of an eligible bene-
ficiary who is enrolled under this part but
who has failed to make an election of such a

plan.
‘“(B) RULEs.—In establishing the process
under subparagraph (A), the Secretary
shall—

‘(i) use rules similar to the rules for en-
rollment, disenrollment, and termination of
enrollment with a Medicare+Choice plan
under section 1851, including—

‘“(I) the establishment of special election
periods under subsection (e)(4) of such sec-
tion; and

“(I) the application of the guaranteed
issue and renewal provisions of subsection
(g) of such section (other than paragraph
(3)(C)(i), relating to default enrollment); and

C4(ii) coordinate enrollments,
disenrollments, and terminations of enroll-
ment under part C with enrollments,
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disenrollments, and terminations of enroll-
ment under this part.

‘(2) FIRST ENROLLMENT PERIOD FOR PLAN
ENROLLMENT FOR INDIVIDUALS CURRENTLY ELI-
GIBLE.—The process developed under para-
graph (1) shall—

“(A) ensure—

‘(i) that an individual who meets or will
meet the definition of an eligible beneficiary
under section 1860(2) as of January 1, 2005, is
permitted to enroll with an eligible entity
prior to January 1, 2005; and

‘‘(ii) that coverage under this part for such
an individual is effective as of such date; and

‘“(B) be coordinated with the open enroll-
ment described in section 1860B(a)(3).

*“(b) MEDICARE+CHOICE ENROLLEES.—

‘(1) IN GENERAL.—An eligible beneficiary
who is enrolled under this part and enrolled
in a Medicare+Choice plan offered by a
Medicare+Choice organization shall receive
coverage of covered outpatient drugs under
this part through such plan.

“4(2) RULES.—Enrollment in a
Medicare+Choice plan is subject to the rules
for enrollment in such a plan under section
1851.

““PROVIDING INFORMATION TO BENEFICIARIES

‘“‘SEC. 1860D. (a) ACTIVITIES.—

‘(1) IN GENERAL.—The Secretary shall con-
duct activities that are designed to broadly
disseminate information to eligible bene-
ficiaries (and prospective eligible bene-
ficiaries) regarding the coverage provided
under this part.

‘“(2) SPECIAL RULE FOR FIRST ENROLLMENT
UNDER THE PROGRAM.—To the extent prac-
ticable, the activities described in paragraph
(1) shall ensure that individuals who meet or
will meet the definition of an eligible bene-
ficiary under section 1860(2) as of January 1,
2005, and other prospective eligible bene-
ficiaries, are provided with such information
at least 30 days prior to the open enrollment
period described in section 1860B(a)(3).

*“(b) REQUIREMENTS.—

‘(1) IN GENERAL.—The activities described
in subsection (a) shall—

““(A) be similar to the activities performed
by the Secretary under section 1851(d);

“(B) be coordinated with the activities per-
formed by the Secretary under such section
and under section 1804; and

‘(C) provide for the dissemination of infor-
mation comparing the plans offered by eligi-
ble entities under this part that are avail-
able to eligible beneficiaries residing in an
area.

¢“(2) COMPARATIVE INFORMATION.—The com-
parative information described in paragraph
(1)(C) shall include a comparison of the fol-
lowing:

‘““(A) BENEFITS.—The Dbenefits provided
under the plan, including the negotiated
prices beneficiaries will be charged for cov-
ered outpatient drugs, any preferred phar-
macy networks used by the eligible entity
under the plan, and the formularies and ap-
peals processes under the plan.

‘“(B) QUALITY AND PERFORMANCE.—To the
extent available, the quality and perform-
ance of the eligible entity offering the plan.

¢“(C) BENEFICIARY COST-SHARING.—The cost-
sharing required of eligible beneficiaries
under the plan.

(D) CONSUMER SATISFACTION SURVEYS.—To
the extent available, the results of consumer
satisfaction surveys regarding the plan and
the eligible entity offering such plan.

‘“(E) ADDITIONAL INFORMATION.—Such addi-
tional information as the Secretary may pre-
scribe.

‘“(3) INFORMATION STANDARDS.—The Sec-
retary shall develop standards to ensure that
the information provided to eligible bene-
ficiaries under this part is complete, accu-
rate, and uniform.
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‘“(c) USE OF MEDICARE CONSUMER COALI-
TIONS TO PROVIDE INFORMATION.—

‘(1) IN GENERAL.—The Secretary may con-
tract with Medicare Consumer Coalitions to
conduct the informational activities under—

‘“(A) this section;

‘“(B) section 1851(d); and

“(C) section 1804.

‘“(2) SELECTION OF COALITIONS.—If the Sec-
retary determines the use of Medicare Con-
sumer Coalitions to be appropriate, the Sec-
retary shall—

‘“(A) develop and disseminate, in such
areas as the Secretary determines appro-
priate, a request for proposals for Medicare
Consumer Coalitions to contract with the
Secretary in order to conduct any of the in-
formational activities described in para-
graph (1); and

“(B) select a proposal of a Medicare Con-
sumer Coalition to conduct the informa-
tional activities in each such area, with a
preference for broad participation by organi-
zations with experience in providing infor-
mation to beneficiaries under this title.

““(3) PAYMENT TO MEDICARE CONSUMER COA-
LITIONS.—The Secretary shall make pay-
ments to Medicare Consumer Coalitions con-
tracting under this subsection in such
amounts and in such manner as the Sec-
retary determines appropriate.

‘“(4) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated to
the Secretary, out of any moneys in the
Treasury not otherwise appropriated, such
sums as may be necessary to contract with
Medicare Consumer Coalitions under this
section.

““(5) MEDICARE CONSUMER COALITION DE-
FINED.—In this subsection, the term ‘Medi-
care Consumer Coalition’ means an entity
that is a nonprofit organization operated
under the direction of a board of directors
that is primarily composed of beneficiaries
under this title.

‘“NO PREMIUM FOR ENROLLMENT

“SEC. 1860E. (a) NO PREMIUM FOR ENROLL-
MENT.—An eligible beneficiary enrolled
under the program under this part shall not
be responsible for the payment of a premium
for such enrollment.

“(b) ANNUAL ENROLLMENT FEE.—

‘(1) IN GENERAL.—Subject to paragraph (2),
enrollment under the program under this
part is conditioned upon payment of an an-
nual enrollment fee of $25.

¢“(2) INFLATION ADJUSTMENT.—

‘‘(A) IN GENERAL.—For any year after 2005,
the annual enrollment fee specified in para-
graph (1) is equal to the annual enrollment
fee determined under such paragraph (or this
paragraph) for the previous year increased
by the annual percentage increase described
in subparagraph (B).

‘(B) ANNUAL PERCENTAGE INCREASE SPECI-
FIED.—The annual percentage increase speci-
fied in this subparagraph for a year is equal
to the annual percentage increase in average
per capita aggregate expenditures for cov-
ered outpatient drugs in the United States
for medicare beneficiaries, as determined by
the Secretary for the 12-month period ending
in July of the previous year.

‘(C) ROUNDING.—If any amount determined
under subparagraph (A) is not a multiple of
$1, such amount shall be rounded to the near-
est multiple of $1.

¢“(3) COLLECTION.—

‘‘(A) IN GENERAL.—Unless the eligible bene-
ficiary makes an election under subpara-
graph (B), the annual enrollment fee de-
scribed in paragraph (1) shall be collected
and credited to the Prescription Drug Ac-
count in a similar manner as the monthly
premium determined under section 1839 is
collected and credited to the Federal Supple-
mentary Medical Insurance Trust Fund
under section 1840.
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‘“(B) DIRECT PAYMENT.—An eligible bene-
ficiary may elect to pay the annual enroll-
ment fee directly to the Secretary or in any
other manner approved by the Secretary.
The Secretary shall establish procedures for
making such an election.

“‘OUTPATIENT PRESCRIPTION DRUG BENEFITS

‘“SEC. 1860F. (a) REQUIREMENT.—A plan of-
fered by an eligible entity under this part
shall provide eligible beneficiaries enrolled
in such plan with—

‘(1) coverage of covered outpatient drugs—

““(A) without the application of any de-
ductible; and

‘“(B) with the cost-sharing described in
subsection (b); and

‘(2) access to negotiated prices for such
drugs under subsection (c).

““(b) COST-SHARING.—

‘(1) COINSURANCE FOR FORMULARY DRUGS
BEFORE CATASTROPHIC LIMIT REACHED.—Sub-
ject to paragraphs (2), (3), and (4), in the case
of a covered outpatient drug that is included
in the formulary established by the eligible
entity (pursuant to section 1860H(c)) for the
plan and that is dispensed to an eligible ben-
eficiary, the beneficiary shall be responsible
for coinsurance for the drug in an amount
equal to the negotiated price for the drug (as
reported to the Secretary pursuant to sec-
tion 1860H(a)(6)(A)) minus 5 percent of such
negotiated price.

‘‘(2) BENEFICIARY RESPONSIBLE FOR NEGO-
TIATED PRICE FOR NONFORMULARY DRUGS BE-
FORE CATASTROPHIC LIMIT REACHED.—

“‘(A) IN GENERAL.—In the case of a covered
outpatient drug that is not included in the
formulary for the plan (and not treated as a
brand name drug on the formulary under
paragraph (B)) and that is dispensed to an el-
igible beneficiary in a year before the bene-
ficiary has reached the catastrophic limit
under paragraph (3) for the year, the bene-
ficiary shall be responsible for the nego-
tiated price for the drug (as reported to the
Secretary pursuant to section
1860H(a)(6)(A)).

“(B) TREATMENT OF MEDICALLY NECESSARY
NONFORMULARY DRUGS.—The eligible entity
shall treat a drug not included in the for-
mulary for the plan as a brand name drug on
the formulary if such nonformulary drug is
determined (pursuant to subparagraph (D) or
(E) of section 1860H(a)(4)) to be medically
necessary, and the beneficiary shall be re-
sponsible for the coinsurance described in
paragraph (1).

¢“(3) COPAYMENT ONCE EXPENSES EQUAL AN-
NUAL CATASTROPHIC LIMIT.—

‘““(A) IN GENERAL.—Subject to paragraphs
(4) and (b), in the case of a covered out-
patient drug (regardless of whether it is in-
cluded in the formulary or not so included)
that is dispensed in a year to an eligible ben-
eficiary after the beneficiary has incurred
costs (as described in subparagraph (C)) for
such drugs in a year equal to the annual cat-
astrophic limit specified in subparagraph
(B), the beneficiary shall be responsible for a
copayment for the drug in an amount equal
to $10 for each prescription (as defined in
subparagraph (D)) of such drug.

“(B) ANNUAL CATASTROPHIC LIMIT.—Subject
to paragraph (5), for purposes of this part,
the ‘annual catastrophic limit’ specified in
this subparagraph is equal to $3,300.

‘“(C) APPLICATION.—In applying subpara-
graph (A)—

‘(i) incurred costs shall only include costs
incurred for the cost-sharing described in
this subsection (including the cost-sharing
described in paragraph (2)(A)); but

‘“(ii) such costs shall be treated as incurred
only if they are paid by the individual (or by
another individual, such as a family member,
on behalf of the individual), under title XIX,
or by a State pharmacy assistance program,
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and the individual (or other individual) is
not reimbursed through insurance or other-
wise, a group health plan, or other third-
party payment arrangement for such costs.

(D) PRESCRIPTION DEFINED.—

‘(i) IN GENERAL.—Subject to clause (ii), for
purposes of subparagraph (A), the term ‘pre-
scription’ means—

“(I) a 30-day supply for a maintenance
drug; and

““(IT1) a supply necessary for the length of
the course that is typical of current practice
for a nonmaintenance drug.

‘“(ii) SPECIAL RULE FOR MAIL ORDER
DRUGS.—In the case of drugs obtained by
mail order, the term ‘prescription’ may be
for a supply that is longer than the period
specified in subclause (I) or (II) of clause (i)
(as the case may be) if the Secretary deter-
mines that the longer supply will not result
in an increase in the expenditures made from
the Prescription Drug Account.

‘“(BE) COPAYMENT MAY NOT EXCEED NEGO-
TIATED PRICE.—If the amount of the copay-
ment for a covered outpatient drug that
would otherwise be required under this para-
graph (but for this subparagraph) is greater
than the negotiated price for the drug (as re-
ported to the Secretary pursuant to section
1860H(a)(6)(A)), then the amount of such co-
payment shall be reduced to an amount
equal to such negotiated price.

‘“(4) REDUCTION BY ELIGIBLE ENTITY.—An el-
igible entity offering a plan under this part
may reduce the coinsurance amount that an
eligible beneficiary enrolled in the plan is
subject to under paragraph (1) or the copay-
ment amount that such a beneficiary is sub-
ject to under paragraph (3) if the Secretary
determines that such reduction—

‘““(A) is tied to the performance require-
ments described in section 1860I(b)(1)(C); and

‘(B) will not result in an increase in the
expenditures made from the Prescription
Drug Account.

¢“(6) INFLATION ADJUSTMENT FOR COPAYMENT
AND ANNUAL CATASTROPHIC LIMIT.—

‘‘(A) IN GENERAL.—For any year after 2006—

‘(i) the copayment amount described in
paragraph (3)(A) is equal to the copayment
amount determined under such paragraph (or
this paragraph) for the previous year, in-
creased by the annual percentage increase
described in section 1860E(b)(2)(B); and

‘(ii) the annual catastrophic limit speci-
fied in paragraph (3)(B) is equal to the an-
nual catastrophic limit determined under
such paragraph (or this paragraph) for the
previous year increased by the annual per-
centage increase described in section
1860E(b)(2)(B).

‘(B) ROUNDING.—If any amount determined
under clause (i) or (ii) of subparagraph (A) is
not a multiple of $1, such amount shall be
rounded to the nearest multiple of $1.

“(¢) ACCESS TO NEGOTIATED PRICES.—

‘(1) AcceEss.—Under a plan offered by an
eligible entity with a contract under this
part, the eligible entity offering such plan
shall provide eligible beneficiaries enrolled
in such plan with access to negotiated prices
(including applicable discounts) used for pay-
ment for covered outpatient drugs, regard-
less of the fact that only partial benefits or
no benefits (because of the application of
subsection (b)(2)(A)) may be payable under
the coverage with respect to such drugs be-
cause of the application of the cost-sharing
under subsection (b).

‘“(2) MEDICAID RELATED PROVISIONS.—Inso-
far as a State elects to provide medical as-
sistance under title XIX for a drug based on
the prices negotiated under a plan under this
part, the requirements of section 1927 shall
not apply to such drugs. The prices nego-
tiated under a plan under this part with re-
spect to covered outpatient drugs, under a
Medicare+Choice plan with respect to such
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drugs, or under a qualified retiree prescrip-
tion drug plan (as defined in section
1860J(e)(3)) with respect to such drugs, on be-
half of eligible beneficiaries, shall (notwith-
standing any other provision of law) not be
taken into account for the purposes of estab-
lishing the best price under section
1927(c)(1)(C).

““ENTITIES ELIGIBLE TO PROVIDE OUTPATIENT

DRUG BENEFIT

‘“‘SEC. 1860G. (a) ESTABLISHMENT OF PANELS
OF PLANS AVAILABLE IN AN AREA.—

‘(1) IN GENERAL.—The Secretary shall es-
tablish procedures under which the Sec-
retary—

‘“(A) accepts bids submitted by eligible en-
tities for the plans which such entities in-
tend to offer in an area established under
subsection (b); and

“(B) awards contracts to such entities to
provide such plans to eligible beneficiaries in
the area.

‘(2) COMPETITIVE PROCEDURES.—Competi-
tive procedures (as defined in section 4(5) of
the Office of Federal Procurement Policy
Act (41 U.S.C. 403(5))) shall be used to enter
into contracts under this part.

“(b) AREA FOR CONTRACTS.—

(1) REGIONAL BASIS.—

‘‘(A) IN GENERAL.—Except as provided in
subparagraph (B) and subject to paragraph
(2), the contract entered into between the
Secretary and an eligible entity with respect
to a plan shall require the eligible entity to
provide coverage of covered outpatient drugs
under the plan in a region established by the
Secretary under paragraph (2).

“(B) PARTIAL REGIONAL BASIS.—

‘(i) IN GENERAL.—If determined appro-
priate by the Secretary, the Secretary may
permit the coverage described in subpara-
graph (A) to be provided in a partial region
determined appropriate by the Secretary.

‘‘(i1) REQUIREMENTS.—If the Secretary per-
mits coverage pursuant to clause (i), the Sec-
retary shall ensure that the partial region in
which coverage is provided is—

“(I) at least the size of the commercial
service area of the eligible entity for that
area; and

“(II) not smaller than a State.

¢“(2) ESTABLISHMENT OF REGIONS.—

‘““(A) IN GENERAL.—In establishing regions
for contracts under this part, the Secretary
shall—

‘(i) take into account the number of eligi-
ble beneficiaries in an area in order to en-
courage participation by eligible entities;

‘“(i1) ensure that there are at least 10 dif-
ferent regions in the United States; and

‘(iii) ensure that a region (or partial re-
gion under paragraph (1)(B)) would not dis-
criminate based on the health or economic
status of potential enrollees.

“(B) NO ADMINISTRATIVE OR JUDICIAL RE-
VIEW.—The establishment of regions and par-
tial regions under this section shall not be
subject to administrative or judicial review.

‘‘(c) SUBMISSION OF BIDS.—

(1) SUBMISSION.—

“(A) IN GENERAL.—Subject to subparagraph
(B), each eligible entity desiring to offer a
plan under this part in an area shall submit
a bid with respect to such plan to the Sec-
retary at such time, in such manner, and ac-
companied by such information as the Sec-
retary may reasonably require.

‘“(B) BID THAT COVERS MULTIPLE AREAS.—
The Secretary shall permit an eligible entity
to submit a single bid for multiple areas if
the bid is applicable to all such areas.

‘(2) REQUIRED INFORMATION.—The bid de-
scribed in paragraph (1) shall include—

“(A) a proposal for the estimated nego-
tiated prices of covered outpatient drugs and
the projected annual increases in such
prices, including differentials between for-
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mulary and nonformulary prices, if applica-
ble;

‘“(B) a statement regarding the amount
that the entity will charge the Secretary for
managing, administering, and delivering the
benefits under the contract;

‘(C) a statement regarding whether the en-
tity will reduce the applicable coinsurance
or copayment amounts pursuant to section
1860F(b)(4)) and if so, the amount of such re-
duction and how such reduction is tied to the
performance requirements described in sec-
tion 1860I(b)(1)(C);

‘(D) a detailed description of the perform-
ance requirements for which the payments
to the entity will be subject to risk pursuant
to section 1860I(b)(1)(C);

‘“(B) a detailed description of access to
pharmacy services provided under the plan;

““(F') with respect to the formulary used by
the entity, a detailed description of the pro-
cedures and standards the entity will use
for—

‘(i) adding new drugs to a therapeutic cat-
egory or class within the formulary; and

¢“(ii) determining when and how often the
formulary should be modified;

“(G) a detailed description of any owner-
ship or shared financial interests with other
entities involved in the delivery of the ben-
efit as proposed under the plan;

“(H) a detailed description of the entity’s
estimated marketing and advertising ex-
penditures related to enrolling eligible bene-
ficiaries under the plan and retaining such
enrollment; and

“(I) such other information that the Sec-
retary determines is necessary in order to
carry out this part, including information
relating to the bidding process under this
part.

‘(d) ACCESS TO BENEFITS
AREAS.—

‘(1) AREAS NOT COVERED BY CONTRACTS.—
The Secretary shall develop procedures for
the provision of covered outpatient drugs
under this part to each eligible beneficiary
enrolled under this part that resides in an
area that is not covered by any contract
under this part.

‘‘(2) BENEFICIARIES RESIDING IN DIFFERENT
LOCATIONS.—The Secretary shall develop pro-
cedures to ensure that each eligible bene-
ficiary enrolled under this part that resides
in different areas in a year is provided the
benefits under this part throughout the en-
tire year.

‘‘(e) AWARDING OF CONTRACTS.—

‘(1) NUMBER OF CONTRACTS.—The Secretary
shall, consistent with the requirements of
this part and the goal of containing costs
under this title, award in a competitive man-
ner at least 2 contracts to offer a plan in an
area, unless only 1 bidding entity (and the
plan offered by the entity) meets the min-
imum standards specified under this part and
by the Secretary.

“4(2) DETERMINATION.—In determining
which of the eligible entities that submitted
bids that meet the minimum standards spec-
ified under this part and by the Secretary to
award a contract, the Secretary shall con-
sider the comparative merits of each bid, as
determined on the basis of the past perform-
ance of the entity and other relevant factors,
with respect to—

‘““(A) how well the entity (and the plan of-
fered by the entity) meet such minimum
standards;

‘“(B) the amount that the entity will
charge the Secretary for managing, admin-
istering, and delivering the benefits under
the contract;

‘“(C) the performance requirements for
which the payments to the entity will be
subject to risk pursuant to section
1860I(b)(1)(C);

IN CERTAIN
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‘(D) the proposed negotiated prices of cov-
ered outpatient drugs and annual increases
in such prices;

‘“(E) the factors
1860D(b)(2);

‘“(F) prior experience of the entity in man-
aging, administering, and delivering a pre-
scription drug benefit program;

‘“(G) effectiveness of the entity and plan in
containing costs through pricing incentives
and utilization management; and

‘““(H) such other factors as the Secretary
deems necessary to evaluate the merits of
each bid.

‘(3) EXCEPTION TO CONFLICT OF INTEREST
RULES.—In awarding contracts under this
part, the Secretary may waive conflict of in-
terest laws generally applicable to Federal
acquisitions (subject to such safeguards as
the Secretary may find necessary to impose)
in circumstances where the Secretary finds
that such waiver—

‘“(A) is not inconsistent with the—

‘(i) purposes of the programs under this
title; or

‘“(ii) best interests of beneficiaries enrolled
under this part; and

“(B) permits a sufficient level of competi-
tion for such contracts, promotes efficiency
of Dbenefits administration, or otherwise
serves the objectives of the program under
this part.

‘“(4) NO ADMINISTRATIVE OR JUDICIAL RE-
VIEW.—The determination of the Secretary
to award or not award a contract to an eligi-
ble entity with respect to a plan under this
part shall not be subject to administrative or
judicial review.

“(f) APPROVAL OF MARKETING MATERIAL
AND APPLICATION FORMS.—The provisions of
section 1851(h) shall apply to marketing ma-
terial and application forms under this part
in the same manner as such provisions apply
to marketing material and application forms
under part C.

‘‘(g) DURATION OF CONTRACTS.—Each con-
tract awarded under this part shall be for a
term of at least 2 years but not more than 5
years, as determined by the Secretary.

““(h) FINANCIAL INCENTIVES FOR PHARMACIES
TO PARTICIPATE IN CERTAIN PROGRAMS AND
SYSTEMS.—The Secretary may establish and
provide for incentives for pharmacies to par-
ticipate in the following:

‘(1) CoST AND DRUG UTILIZATION MANAGE-
MENT PROGRAMS.—Effective cost and drug
utilization management programs, including
such programs that promote appropriate use
of generic drugs in order to maximize sav-
ings to the program under this part.

‘(2) QUALITY ASSURANCE MEASURES AND
SYSTEMS.—Quality assurance measures and
systems to reduce medical errors.

‘“(3) PROGRAMS TO CONTROL FRAUD, ABUSE,
AND WASTE.—Programs to control fraud,
abuse, and waste.

““MINIMUM STANDARDS FOR ELIGIBLE ENTITIES

“SEC. 1860H. (a) IN GENERAL.—The Sec-
retary shall not award a contract to an eligi-
ble entity under this part unless the Sec-
retary finds that the eligible entity agrees to
comply with such terms and conditions as
the Secretary shall specify, including the
following:

‘(1) QUALITY AND FINANCIAL STANDARDS.—
The eligible entity meets the quality and fi-
nancial standards specified by the Secretary.

‘“(2) PROCEDURES TO ENSURE PROPER UTILI-
ZATION, COMPLIANCE, AND AVOIDANCE OF AD-
VERSE DRUG REACTIONS.—

““(A) IN GENERAL.—The eligible entity has
in place drug utilization review procedures
to ensure—

‘(i) the appropriate utilization by eligible
beneficiaries enrolled in the plan covered by
the contract of the benefits to be provided
under the plan;

described in section

CONGRESSIONAL RECORD — SENATE

‘(i) the avoidance of adverse drug reac-
tions among such beneficiaries, including
problems due to therapeutic duplication,
drug-disease contraindications, drug-drug
interactions (including serious interactions
with nonprescription or over-the-counter
drugs), incorrect drug dosage or duration of
drug treatment, drug-allergy interactions,
and clinical abuse and misuse; and

‘‘(iii) the reasonable application of peer-re-
viewed medical literature pertaining to im-
provements in pharmaceutical safety and ap-
propriate use of drugs.

“(B) AUTHORITY TO USE CERTAIN COMPENDIA
AND LITERATURE.—The eligible entity may
use the compendia and literature referred to
in clauses (i) and (ii), respectively, of section
1927(g)(1)(B) as a source for the utilization
review under subparagraph (A).

¢“(3) ELECTRONIC PRESCRIPTION PROGRAM.—

‘“(A) IN GENERAL.—The eligible entity has
in place, for years beginning with 2006, an
electronic prescription drug program that in-
cludes at least the following components,
consistent with national standards estab-
lished under subparagraph (B):

(i) ELECTRONIC TRANSMITTAL OF PRESCRIP-
TIONS.—Prescriptions are only received elec-
tronically, except in emergency cases and
other exceptional circumstances recognized
by the Secretary.

‘(i) PROVISION OF INFORMATION TO PRE-
SCRIBING HEALTH CARE PROFESSIONAL.—The
program provides, upon transmittal of a pre-
scription by a prescribing health care profes-
sional, for transmittal by the pharmacist to
the professional of information that in-
cludes—

“(I) information (to the extent available
and feasible) on the drugs being prescribed
for that patient and other information relat-
ing to the medical history or condition of
the patient that may be relevant to the ap-
propriate prescription for that patient;

‘“(IT) cost-effective alternatives (if any) for
the use of the drug prescribed; and

‘“(ITIT) information on the drugs included in

the applicable formulary.
To the extent feasible, such program shall
permit the prescribing health care profes-
sional to provide (and be provided) related
information on an interactive, real-time
basis.

“(B) STANDARDS.—

‘(i) DEVELOPMENT.—The Secretary shall
provide for the development of national
standards relating to the electronic prescrip-
tion drug program described in subparagraph
(A). Such standards shall be compatible with
standards established under part C of title
XI.

‘‘(ii) ADVISORY TASK FORCE.—In developing
such standards, the Secretary shall establish
a task force that includes representatives of
physicians, hospitals, pharmacists, and tech-
nology experts and representatives of the De-
partments of Veterans Affairs and Defense
and other appropriate Federal agencies to
provide recommendations to the Secretary
on such standards, including recommenda-
tions relating to the following:

‘“(I) The range of available computerized
prescribing software and hardware and their
costs to develop and implement.

‘“(IT) The extent to which such systems re-
duce medication errors and can be readily
implemented by physicians and hospitals.

‘“(IIT1) Efforts to develop a common soft-
ware platform for computerized prescribing.

‘““(IV) The cost of implementing such sys-
tems in the range of hospital and physician
office settings, including hardware, software,
and training costs.

(V) Implementation issues as they relate
to part C of title XI, and current Federal and
State prescribing laws and regulations and
their impact on implementation of comput-
erized prescribing.
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¢‘(iii) DEADLINES.—

‘() The Secretary shall constitute the
task force under clause (ii) by not later than
April 1, 2003.

“(II) The task force shall submit rec-
ommendations to the Secretary by not later
than January 1, 2004.

‘(III) The Secretary shall develop and pro-
mulgate the national standards referred to
in clause (ii) by not later than January 1,
2005.

¢“(C) WAIVER OF APPLICATION FOR CERTAIN
RURAL PROVIDERS.—If the Secretary deter-
mines that it is unduly burdensome on pro-
viders in rural areas to comply with the re-
quirements under this paragraph, the Sec-
retary may waive such requirements for such
providers.

‘“(4) PATIENT PROTECTIONS.—

“(A) ACCESS.—

‘(i) IN GENERAL.—The eligible entity en-
sures that the covered outpatient drugs are
accessible and convenient to eligible bene-
ficiaries enrolled in the plan covered by the
contract, including by offering the services
24 hours a day and 7 days a week for emer-
gencies.

‘(i) NEGOTIATED PARTICIPATION AGREE-
MENTS WITH PHARMACIES.—The eligible entity
shall negotiate and enter into a participa-
tion agreement with any pharmacy that
meets the requirements of subsection (d) to
dispense covered prescription drugs to eligi-
ble beneficiaries under this part. Such agree-
ments shall include the payment of a reason-
able dispensing fee for covered outpatient
drugs dispensed to a beneficiary under the
agreement.

‘‘(iii) PREFERRED PHARMACY NETWORKS.—If
the eligible entity utilizes a preferred phar-
macy network, the network complies with
the standards under subsection (e).

‘(B) ENSURING THAT BENEFICIARIES ARE NOT
OVERCHARGED.—The eligible entity has pro-
cedures in place to ensure that each phar-
macy with a negotiated participation agree-
ment under this part with the 