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A BILL

To provide for a comprehensive Federal effort relating to
treatments for, and the prevention of cancer, and for

other purposes.

Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE; TABLE OF CONTENTS.

(a) SHORT TrrLE.—This Act may be cited as the
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TITLE V—TOBACCO PRODUCT WARNINGS AND SMOKE
CONSTITUENT DISCLOSURE

Subtitle A—Product Warnings, Labeling, and Packaging

501. Cigarette label and advertising warnings.
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See.
See.

511. Regulation requirement.
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SEC. 2. FINDINGS.

Congress makes the following findings:

(1) Each year 1,300,000 Americans are diag-
nosed with cancer. Each year 560,000 Americans die
from cancer. Approximately 40 percent of all Ameri-
cans in the United States will be diagnosed with
cancer at some point in their lives.

(2) Since 1971, when the National Cancer Act
was enacted, and the “War on Cancer” was de-
clared, the science of cancer has advanced dramati-
cally. The revolution in molecular and cellular biol-
ogv has created unprecedented opportunities for un-
derstanding cancer and the role of genetics, environ-
mental risk factors, and prevention lifestyle factors
in relation to cancer.

(3) Since 1971, mortality rates for some can-
cers have decreased, while such rates for other can-

cers have not.
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(4) Since 1971, the Nation’s population has be-

come increasingly diverse and cancer affects various
minority, socioeconomic, and ethnic groups dis-
proportionately.

(5) Cancer screening can reduce cancer Mmor-
tality, in some cases by 30 percent or more. While
effective screening tools have yet to be developed for
the majority of cancers, there are some cancers for
which screening tools and procedures do exist.
Screening for some cancers, such as breast and cer-
vical cancers, has improved dramatically; however,
screening rates are still lower than optimal. Cancer
screening rates vary by cancer site, population
oroup, and health insurance coverage.

(6) Public and private health insurance cov-
erage offered in the United States has dramatically
changed since 1971. Today, managed care coverage
18 more typical than the fee-for-service coverage that
was more common in the past. This change in the
form of coverage has introduced more economic con-
siderations into medical decisionmaking, which can
affect the quality of all health care provided, includ-
Ing cancer care.

(7) Fewer than 5 percent of cancer patients

participate in cancer trials. Only 3 to 4 percent of
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the elderly, the population most likely to develop
cancer, participate in such trials.

(8) New translational cancer research centers
are needed to provide the preclinical and early clin-
ical trials support required to advance scientific dis-
coveries into new drugs and technologies to prevent,
treat, and diagnose cancer.

(9) The quality of cancer care is uneven and
often based on pure coincidence of where one lives.
Many cancer patients do not receive optimal care.

(10) Cancer is a disease of aging and as the
American population ages, cancer incidence will
orow. It 1s estimated that the number of cancer di-
agnoses in 2010 will increase by 20 percent. The
number of cancer deaths is anticipated to increase
by 20 percent, at an annual cost of over
$200,000,000,000. With such increases in the inci-
dence of cancer, there will be a serious shortage of
individuals in the workforce to provide cancer care,
particularly in long-term care settings.

(11) The number of medical researchers enter-
ing medical research is declining, a decrease which
will negatively affect the prevention and treatment of

cancer.
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1 (12) Since 1971, more cancer care, such as the
2 administration of chemotherapy, has moved from in-
3 patient to outpatient settings.

4 (13) Since 1971, the conduct of research has
5 involved more collaboration between the public and
6 private sectors and more multidisciplinary ap-
7 proaches. The biotechnology industry has grown and
8 provided a broad array of new treatment options and
9 scientific opportunities for cancer patients, pro-
10 viders, and researchers.

11 (14) Since 1971, technology and communica-
12 tions have expanded and increased in complexity,
13 transforming research methodologies and making the
14 accessing and transmitting of information more
15 widespread and more readily available.

16 TITLE I—EXPANSION OF CAN-
17 CER-RELATED RESEARCH,
18 PREVENTION, AND TREAT-
19 MENT PROGRAMS

20 SEC. 101. EXPANSION OF CANCER-RELATED RESEARCH,
21 PREVENTION, AND TREATMENT PROGRAMS.
22 Subpart 1 of part C of title IV of the Public Health
23 Service Act (42 U.S.C. 285) is amended—

24 (1) by inserting after the subpart heading the

25 following:
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“CHAPTER I—PURPOSE OF INSTITUTE AND
NATIONAL CANCER PROGRAMS”; and
(2) by adding at the end the following:
“CHAPTER II—PROGRAMS TO PREVENT AND
TREAT CANCER
“SEC. 417D. AUTHORIZATION OF APPROPRIATIONS.

“There is authorized to be appropriated to the Na-
tional Cancer Institute to carry out this chapter,
$4,800,000,000 for fiscal year 2003, $5,300,000,000 for
fiscal year 2004, $5,800,000,000 for fiscal year 2005,
$6,400,000,000 for fiscal year 2006, and $7,100,000,000
for fiscal year 2007.

“SEC. 417D-1. STUDY AND STRATEGIC PLANS.

“(a) IN GENERAL.—Not later than July 1, 2004, the
Institute shall prepare 1 or more strategic plans to iden-
tify unmet needs and the level of funding in the areas of
prevention, treatment, early detection, and quality of life,
and to expand and intensify cancer research and cancer-
related research by July 1, 2005 for—

“(1) behavioral research associated with caus-
ing and preventing cancer;

“(2) research regarding prevention of cancer
other than behavioral interventions;

“(3) research to reduce disparities among racial
and ethnic minorities and other disparity popu-

lations;
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“(4) research regarding palliative care, pain
management;

“(5) research regarding preserving and restor-
ing quality-of-life for cancer patients;

“(6) research regarding environmental risk fac-
tors for cancer and gene-environment interactions;

“(7) research regarding management of symp-
toms;

“(8) research regarding tools for early detec-
tion, especially for which there currently is no ade-
quate screening technologies; and

“(9) cancer survivorship.

“(b) PrIorIiTiES.—The National Cancer Institute
shall determine priorities based on scientific opportunities,
in consultation with medical, scientific, patient, and pro-
vider representatives, and prepare 1 or more strategic
plans by July 1, 2004.

“SEC. 417D-2. GRANTS FOR TRANSLATIONAL CANCER RE-
SEARCH.

“(a) IN GENERAL.—The Director of the Institute
shall carry out a program to establish translational cancer
research centers.

“(b) DUTIES OF DIRECTOR.—In carrying out the

program, the Director shall—
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“(1) award grants to public or nonprofit private
entities to plan and operate a national network of at
least 20 existing or new translational cancer re-
search centers to conduct translational, multidisci-
plinary cancer research;

“(2) establish networks and partnerships link-
ing the translational cancer research centers de-
seribed in paragraph (1) to community cancer pro-
viders (hospitals, clinics, providers’ practices, par-
ticularly in underserved areas) and expand opportu-
nities for all cancer patients to participate in clinical
trials of new agents developed by these centers;

“(3) facilitate the process to award grants, con-
tracts, and cooperative agreements to private entities
to conduct translational cancer research in the fol-
lowing areas—

“(A) cancer drugs, biologics, and devices;
and

“(B) cancer diagnostic tests, techniques
and technology; and

“(4) develop and implement a strategic plan by
July 1, 2004, in collaboration with translational cen-
ters as authorized in paragraph (7) for intensifying,
expanding, and disseminating results of translational

research to providers of cancer care.
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1 “(¢) GRANTS.—

2 “(1) IN GENERAL.—The Director shall award
3 orants to public or nonprofit private entities to es-
4 tablish translational cancer research centers to con-
5 duct translational, multidisciplinary cancer research.
6 Funds shall not be used for construction of new fa-
7 cilities.

8 “(2) EQuity.—The Director shall award erants
9 under subsection (b)(1) to provide, to the greatest
10 extent practicable, a broad distribution of such
11 oerants among gecographic regions of the United
12 States.

13 “(3) DuTtEs.—A public or nonprofit entity that
14 receives a grant under subsection (b)(1) shall use
15 funds received through such grant to establish and
16 operate a translational cancer research center.

17 “(4) APPLICATION.—A publi¢ or nonprofit enti-
18 ty desiring a grant under this subsection shall sub-
19 mit an application to the Director at such time, in
20 such manner, and containing such information as
21 the Director may reasonably require.

22 “(d) DUTIES OF TRANSLATIONAL RESEARCH CEN-
23 TERS.—The translational research centers shall—

24 “(1) perform research for discovery and pre-
25 clinical evaluation of drugs, biologics, devices, tech-
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nologies, and strategies with potential to improve the
prevention, diagnosis, and treatment of cancer and
to improve pain and symptom management and
quality of life of cancer patients;

“(2) perform clinical research studies on prom-
1sing cancer treatments or strategies, in appropriate
human populations;

“(3) evaluate promising cancer diagnostic tests,
techniques, or technologies in individuals being eval-
uated for the presence of cancer;

“(4) perform all phases of clinical trials of new
drugs, devices, biologics, or other strategies for
treating patients with cancer, in collaboration with
the existing NCI Cooperative Groups;

“(5) develop and implement a plan to ensure
the availability of adequate sources of patients for
each type of clinical research study;

“(6) create systems and external relationships,
which do not duplicate capabilities available in the
private sector, to accelerate the findings from
translational research to a stage that private compa-
nies can assume development and commercialization;
and

“(7) develop and implement a plan expanding

and disseminating the efficacious products of
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translational research to providers of cancer care, in-
cluding products approved by the Food and Drug

Administration.

“(e) DEFINITIONS.—In this section:

“(1) CLINICAL TRIAL.—The term ‘clinical trial’
means a scientifically-designed clinical investigation
in which a patient participates in examining the ef-
fects of a drug, biologic medical treatment, or med-
ical device for the prevention, diagnosis, or treat-
ment of cancer or the potential side effects of treat-
ment.

“(2) TRANSLATIONAL CANCER RESEARCH.—
The term ‘translational cancer research’ means sci-
entific laboratory and clinical research and testing
needed to transform scientific discoveries into new
approaches and products that can prevent, control,
diagnose, and treat cancer, optimize quality of life,
and ultimately, cure cancer.

There

“(f) AUTHORIZATION OF APPROPRIATIONS.

20 is authorized to be appropriated to carry out this section,

21 $100,000,000 in fiscal year 2003, and $100,000,000 for

22 cach of the fiscal years 2004, 2005, 2006, and 2007.
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“SEC. 417D-3. CLINICAL TRIALS.

“(a) IN GENERAL.—The Director of the Institute
shall carry out a program to increase patient and provider
participation in clinical trials.

“(b) PROGRAM.—The program described in sub-
section (a) shall include—

“(1) an outreach program;

“(2) a diversity assurance program;

“(3) an assistance program, including recom-
mending sources of funding for patients support
costs; and

“(4) culturally appropriate materials.

“(¢) OUTREACH PROGRAM.—In carrying out the out-
reach program described in subsection (a), the Director
shall regularly provide information to cancer care pro-
viders, professional and patient organizations, including
community-based organizations, and patients to increase
provider participation and patient enrollment in clinical
trials.

“(d) DIVERSITY ASSURANCE PROGRAM.—In carrying
out the diversity assurance program described in sub-
section (a), the Director shall require that all research
orant applications include assurances that the applicant
will actively recruit a diverse patient population, including
disparity populations, to participate in trials, when such
recruitment 1s medically appropriate.
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“SEC. 417D-4. CANCER CARE WORKFORCE.

“(a) IN GENERAL.—The Secretary shall establish a
program to address current and future cancer care work-
force needs.

“(b) PrROGRAM.—The program described in sub-
section (a) shall—

“(1) set annual and long-term training goals to
assure an adequate cancer care workforce;

“(2) prepare and implement a plan to provide
assistance to individuals based on cancer health pro-
fessions with the most severe shortages;

“(3) award grants, scholarships, fellowships,
and loans to eligible individuals to increase the can-
cer care workforce;

“(4) make awards to eligible individuals to in-
crease cancer care workforce training for all individ-
uals to become cancer care providers, especially but
not limited to, such individuals who make a commit-
ment to serve in underserved communities or areas
with disproportionately high cancer incidence or
mortality and for health professions for which there
are anticipated shortages, including providers, phar-
macists, nurses for all settings, allied health profes-
sionals, physicians, specialists, and public health

professionals; and
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“(5) be coordinated with existing programs to
prevent duplication.

“(¢) EriciBiLiTYy.—To be eligible to receive a schol-
arship, loan, or fellowship under this section, an individual
shall submit an application to the Secretary at such time,
In such manner, and containing such information as the
Secretary reasonably requires. In such application, such
individual shall demonstrate the intent to seek training to
oet a certificate, license, or postsecondary degree in health
care, or in the case of licensed health care professionals,
the intent to seek professional development to upgrade
skills and knowledge or to obtain specialized knowledge ac-

cording to eriteria developed by the Secretary.

“(d) USE oF FUNDS.—A recipient of a grant, schol-
arship, loan, or fellowship under this section may use
funds from such grant, scholarship, loan, or fellowship to
pay the costs of tuition and fees for training in—

“(1) care and treatment of cancer patients and

SUrvivors;

“(2) quality of life and symptom management;

“(3) cancer screening and early detection;

“(4) cancer prevention;

“(5) genetic testing and counseling;

«/p

(6) language and cultural competency in can-

cer care; and
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“(7) palliative and end-of-life care.

“(e) AUTHORIZATION OF APPROPRIATIONS.—There
18 authorized to be appropriated to carry out this section,
$100,000,000 in fiscal year 2003 and such sums as may
be necessary in each year for fiscal years 2004, 2005,
2006, and 2007.
“SEC. 417D-5. INSTITUTE OF MEDICINE STUDY ON CANCER.
“(a) INSTITUTE OF MEDICINE STUDY.—The Sec-
retary shall request the Institute of Medicine of the Na-
tional Academies of Sciences to initiate a study by Janu-
ary 1, 2003, of the feasibility and costs of providing medi-
care coverage under title XVIII of the Social Security Act
to individuals who are diagnosed with cancer and cancer
survivors through 5 years of remission of cancer at any
age and who have no other means of purchasing health
care or health insurance, as determined under criteria es-
tablished by the Secretary.
“(b) CONTENT.—
“(1) IN GENERAL.—The study under subsection
(a) shall be conducted in 2 parts.
“(2) FIRST PART.—The first part shall—
“(A) examine options for providing medi-

care coverage to such individuals;
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“(B) estimate the cost to the medicare pro-
oram and to current and future beneficiaries;
and

“(C) identify advantages associated with
medicare coverage in terms of access to cancer
care, improved quality of care and patient out-
comes and assess the feasibility of providing
medicare coverage to uninsured cancer patients
through 5 years of remission and make a rec-
ommendation to Congress about whether Medi-
care should be expanded to this population
oroup.

“(3) SECOND PART.—The second part shall—

“(A) identify changes in medicare benefits
to facilitate the provision of care consistent with
quality cancer care standards, including pre-
seription drug benefits and benefits to improve
home care, symptom management, psychosocial
services, and palliative and hospice care;

“(B) estimate the cost to the medicare pro-
oram and to beneficiaries; and

“(C) assess the medical advantages and
disadvantages associated with expanding bene-

fits.
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“(4) DEADLINES.—The first part shall be com-
pleted by June 30, 2004, and the second part shall
be completed by December 31, 2004.

“(¢) AUTHORIZATION OF APPROPRIATIONS.—There

are authorized to be appropriated to carry out this section
$1,000,000 in fiscal year 2003 and $1,200,000 in fiscal
yvear 2004.

“SEC. 417D-6. CANCER CARE GUIDELINES.

“The Agency for Healthcare Research and Quality
shall regularly convene cancer experts, providers, patients,
representatives of disparity populations, and other rel-
evant experts, including representatives of the National
Cancer Institute, the Health Resources Administration,
and the Centers for Disease Control and Prevention, to
coordinate the development and regularly update—

“(1) consensus protocols and practice guidelines
for optimal cancer treatments, including prevention,
palliation, symptom management, and end-of-life
care;

“(2) quality of care measures to assist providers
and patients in making and evaluating treatment de-
cisions; and

“(3) guidelines for providing patients with
multi-disciplinary consultation before treatment is

initiated and with one physician, preferably a spe-
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cialist when feasible, to provide overall coordination
and management of cancer care among all providers

of the patient’s treatment and services.

“SEC. 417D-7. RESEARCH AND OTHER ACTIVITIES OF THE

AGENCY FOR HEALTHCARE RESEARCH AND
QUALITY TO IMPROVE THE QUALITY AND
OUTCOMES OF CANCER CARE.

“(a) IN GENERAL.—

“(1) RESEARCH.—The Director for Healtheare
Research and Quality shall conduct and support re-
search and other activities to build an evidence base
regarding effective clinical and organizational inter-
vention strategies to improve the quality and out-
comes of cancer care, and access to such care, at all
stages of the health care continuum and to facilitate
the prompt use of that information to improve prac-
tice.

“(2) FACTORS.

In carrying out paragraph (1),
the Director shall take into account the breadth of
the continuum of cancer care, from prevention and
early detection, through diagnosis and treatment, to
rehabilitation, long term survivorship and remission,
through psychosocial, palliative, and end-of-life care.

“(b) SPECIFIC REQUIREMENTS.—The Agency for

25 Healthcare Research and Quality shall—
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“(1) conduct and support research to develop
new scientific knowledge regarding the effectiveness
and cost effectiveness of interventions that improve
the quality and outcomes of cancer care, and access
to such care;

“(2) regularly assess and synthesize existing
scientific evidence on the effectiveness of such inter-
ventions;

“(3) ensure the targeted dissemination of the
most current scientific evidence in appropriate for-
mats for use by professional societies and organiza-
tions representing clinicians and other caregivers, or-
canizations through which health care and support
services are delivered, and organizations rep-
resenting cancer patients and their families;

“(4) facilitate, as appropriate, the prompt use
of existing scientific information by the professional
societies and organization listed in paragraph (3) to
develop guidance, best practices, quality improve-
ment strategies or other initiatives to improve prac-
tice;

“(5) develop quality of care measures to assist
clinicians and other caregivers, providers and health

plans, patients and their families, and purchasers;
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“(6) collect information, as appropriate, and
conduct and support research on trends in medical
care practice patterns and the relationship of such
trends to the quality and outcomes of cancer care;
and

“(7) assess effective strategies by which an in-
dividual physician can provide overall coordination
and management of cancer care.

“(¢) COORDINATION OF FEDERAL QUALITY IM-

PROVEMENT ACTIVITIES AND REPORTING OF DATA.—In

carrying out subsection (b)—

“(1) the Director for Healthcare Research and
Quality, working through the Quality Interagency
Joordination (QUIC) Task Foree, and in collabora-
tion with the Director, National Cancer Institute,
shall facilitate coordination of Federal research and
implementation initiatives to improve the quality and
outcomes of cancer care;

“(2) the Agency for Healthcare Research and
Quality shall serve as a resource for other Federal
agencies in the measurement of the quality of cancer
care;

“(3) the Director for Healthcare Research and
Quality and the Director, National Cancer Institute

shall work cooperatively to develop data in order to

*HR 4596 IH



© 00O N O 0o B~ W N P

N N DN DN NDDN P PP PR PPk PR PP
o A W N P O ©W 00 N O O b W N B~ O

22

set  benchmarks for, and subsequently measure
changes in the quality of cancer care for inclusion,
as soon as practicable, in the annual report required
by section 913(b)(2); and

“(4) the Director for Healthcare Research and
Quality shall ensure coordination of these activities,
as appropriate, with his responsibilities for research

on health disparities under section 903.

“(d) AUTHORIZATION OF APPROPRIATIONS.—There

1s authorized to be appropriated to carry out this section,
$8,000,000 for each of the fiscal years 2003 through
2007.

“SEC. 417D-8. CENTERS FOR DISEASE CONTROL AND PRE-

VENTION.

“(a) PROGRAM.—The Director of the Centers for

Disease Control and Prevention shall—

“(1) expand and update the National Program
of Comprehensive Cancer Control Plans;

“(2) prepare a model State cancer control and
prevention program, including partnerships between
nonprofit, private, and public entities;

“(3) assist States, territories, tribal organiza-
tions, and the District of Columbia in developing
and 1mplementing a cancer prevention and control

program so that every State will have an active plan
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in place and so that States, territories, tribal organi-
zations, and the District of Columbia will use treat-
ments to prevent and control cancer and so that dis-
parities in specific populations will be addressed;

“(4) coordinate with the National Cancer Insti-
tute;

“(5) prepare model programs to prevent and
control cancer and improve access to and the quality
of cancer care among racial and ethnic minority and
medically underserved populations with dispropor-
tionate incidence of or death from cancer;

“(6) promote cancer education, prevention, and
early detection of cancer; and

“(7) award grants to public and nonprofit orga-

nizations for cancer control and prevention.

“(b) AUTHORIZATION OF APPROPRIATIONS.—There
is authorized to be appropriated to carry out this section,
$65,000,000 for fiscal year 2003 and such sums as may
be necessary for fiscal years 2004, 2005, 2006, and 2007.
“SEC. 417D-9. CANCER CARE RESEARCHERS.

“(a) SuPPLY OF CANCER RESEARCHERS.—In order
to ensure a sufficient number of researchers trained in the
prevention, diagnosis, cure, and treatment of cancer in fu-

ture fiscal years, the Director of the National Cancer In-
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1 stitute, in coordination with the Secretary of Veterans Af-

2 fairs, shall carry out activities to—

3
4
5
6
7
8
9

10
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“(1) increase the number and amount of insti-
tutional training grants to institutions supporting
cancer research; and

“(2) increase the number of career development
awards for health professionals, particularly minori-
ties, who intend to have, or who expand, careers in
basic, chinical, and translational cancer research, in-
cluding cancer prevention, cancer information tech-
nology, bioinformatics, behavioral research, and re-
search on palliative, psychosocial, and end-of-life
care.

“(b) LOAN REPAYMENT.—

“(1) EsTABLISHMENT.—The Director, in con-
sultation with the Director of the National Institutes
of Health, shall establish a cancer research loan re-
payment program.

“(2) CONTRACTS.

Under the program estab-
lished under paragraph (1), the Director shall enter
into contracts with qualified health professionals
under which such professionals will agree to conduct
cancer research, in consideration of the Federal Gov-
ernment agreeing to repay, for each year of such

services, not more than $35,000 of the principal and
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25
interest of the educational loans of such profes-
sionals obtained to support training for degrees or li-
censes, as determined appropriate by the Director.
“(¢) POSTDOCTORAL STIPENDS.—

“(1) IN GENERAL.—The Director of the Na-
tional Cancer Institute, shall develop and implement,
for postdoctoral trainees and fellows, a stipend
schedule that by October 1, 2003, begins for entry-
level positions and individuals with no or limited ex-
perience comparable to grade 11 of the Federal gen-
eral schedule under title 5, United States Code (civil
service salary schedule) and that adequately reflects
training, education, experience, and comparable sala-
ries or stipends for comparable work in non-Federal
settings, and provides for annual cost-of-living ad-

justments.

“(2) AUTHORIZATION OF APPROPRIATIONS.
There 1s authorized to be appropriated to carry out
this subsection, $79,000,000 for fiscal year 2003,
and $86,000,000 for fiscal year 2004, $95,000,000
for fiscal year 2005, $105,000,000 for fiscal year
2006, and $115,000,000 for fiscal year 2007.

“(d) AUTHORIZATION OF APPROPRIATIONS.—There

24 is authorized to be appropriated to carry out this section,
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$10,500,000 for fiscal year 2003, and $10,500,000 for
each of fiscal years 2004 through 2007.”.
SEC. 102. NATIONAL INSTITUTE FOR ENVIRONMENTAL
HEALTH SCIENCES.

(a) IN GENERAL.—Not later than October 1, 2002,
the Director of the National Institute for Environmental
Health Sciences shall, in coordination with the National
Cancer Institute, prepare and submit to the Secretary of
Health and Human Services a strategic plan that identi-
fies the unmet needs regarding research on environmental
risk factors for cancer and gene-environment interactions
and describes how to increase the amount of such research
and resources for such research.

(b) AUTHORIZATION OF APPROPRIATIONS.—There is

authorized to be appropriated to carry out this section

such sums as may be necessary.

SEC. 103. AMENDMENT TO THE PUBLIC HEALTH SERVICE
ACT.

(a) PrROGRAMS.—Title XV of the Public Health Serv-

ice Act (42 U.S.C. 300k et seq.) is amended by adding

at the end the following:
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“SEC. 1511. DEMONSTRATION PROGRAM FOR COLORECTAL

CANCER SCREENING.
“(a) IN GENERAL.—The Director of the Centers for
Disease Control and Prevention may award grants to

States to screen for colorectal cancer.

“(b) AUTHORIZATION OF APPROPRIATIONS.—There
is authorized to be appropriated to carry out this section,
$50,000,000 for fiscal year 2003, and such sums as may

be necessary for fiscal years 2004 through 2007.”.

(b) SUPPLEMENTAL GRANTS.—Section 1509(d)(1) of
title XV of the Public Health Service Act (42 U.S.C.
300n—4a(d)(1)) is amended by striking “$3,000,000” and
all that follows through the period, and inserting
“$250,000,000 for fiscal year 2003, and such sums as
may be necessary for fiscal years 2004 through 2007.”.

(¢) FUNDING.—Section 1510(a) of title XV of the
Public Health Service Act (42 U.S.C. 300n-5(a)) 1is
amended by striking “$50,000,000” and all that follows

through the period, and inserting “such sums for each of

the fiscal years 2003 through 2007.”.
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TITLE II—CANCER-RELATED
HEALTH INSURANCE COVERAGE
Subtitle A—Clinical Trials
Coverage
SEC. 201. COVERAGE FOR CLINICAL TRIALS UNDER THE
PUBLIC HEALTH SERVICE ACT.

(a) GROUP.—Subpart 2 of part A of title XXVII of
the Public Health Service Act (42 U.S.C. 300ge—4 et seq.)
is amended by adding at the end the following:

“SEC. 2707. COVERAGE FOR INDIVIDUALS PARTICIPATING
IN CLINICAL TRIALS.

“(a) COVERAGE.—

“(1) IN GENERAL.—If a group health plan, or
health insurance issuer that is providing health in-
surance coverage, provides coverage to a qualified in-
dividual (as defined in subsection (b)), the plan or
Issuer—

“(A) may not deny the individual partici-
pation in the clinical trial referred to in sub-
section (b)(2);

“(B) subject to subsection (c¢), may not
deny (or limit or impose additional conditions
on) the coverage of routine patient costs for
items and services furnished in connection with

participation in the trial; and
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“(C) may not diseriminate against the in-
dividual on the basis of the enrollee’s participa-
tion in such trial.

“(2) EXCLUSION OF CERTAIN COSTS.—For pur-
poses of paragraph (1)(B), routine patient costs do
not include the cost of the tests or measurements
conducted primarily for the purpose of the clinical
trial involved.

“(3) USE OF IN-NETWORK PROVIDERS.—If one

or more participating providers is participating in a
clinical trial, nothing in paragraph (1) shall be con-
strued as preventing a plan or issuer from requiring
that a qualified individual participate in the trial
through such a participating provider if the provider
will accept the individual as a participant in the
trial. Nothing in this section should prevent a quali-
fied individual from participating in a trial even if
the plan or issuer does not have an in-network pro-
vider participating.

“(b) QUALIFIED INDIVIDUAL DEFINED.—For pur-

poses of subsection (a), the term ‘qualified individual’
means an individual who is a participant or beneficiary
in a group health plan, or who is an enrollee under health
mmsurance coverage, and who is referred by the treating

physician and meets the following conditions:
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“(1) The individual is eligible to participate in
an approved clinical trial according to the trial pro-
tocol with respect to treatment of such illness.

“(2) The treatment for the individual is being
provided with therapeutic or palliative intent.

“(3) The individual has been diagnosed by a
qualified provider to have cancer.

“(4) Either the referring physician is a partici-
pating health care professional and has concluded
that the individual’s participation in such trial would
be appropriate based upon the individual meeting
the conditions described above in paragraphs (1)
through (3), or the participant, beneficiary, or en-
rollee provides medical and scientific information es-
tablishing that the individual’s participation in such
trial would be appropriate based upon the individual
meeting the criteria described above in such para-
oraphs.

“(¢) PAYMENT.—

“(1) IN GENERAL.—Under this section a group
health plan or health insurance issuer shall provide
for payment for routine patient costs described in
subsection (a)(2) but is not required to pay for costs

of items and services (as determined by the appro-
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priate Secretary) to be paid for by the sponsors of
an approved clinical trial.

“(2) PAYMENT RATE.—In the case of covered

items and services provided by
“(A) a participating provider, the payment
rate shall be at the agreed upon rate; or
“(B) a nonparticipating provider, the pay-
ment rate shall be at the rate the plan or issuer
would normally pay for comparable services
under subparagraph (A).

“(d) APPROVED CLINICAL TRIAL DEFINED.—In this
section, the term ‘approved clinical trial” means a clinical
research study or clinical investigation—

“(1) approved and funded (which may include
funding through in-kind contributions) by—

“(A) the National Institutes of Health;

“(B) a cooperative group or center of the
National Institutes of Health;

“(C) the Department of Veterans Affairs;

“(D) the Department of Defense;

“(E) the Centers for Disease Control and
Prevention; or

“(F) the Agency for Healthcare Research

and Quality;
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“(2) approved by the Food and Drug Adminis-
tration; or
“(3) a qualified non-governmental research en-
tity that specifies compliance with the guidelines set
forth in section 46 of title 45, Code of Federal Reg-
ulations and whose research is reviewed and ap-
proved through an institutional review board that—
“(A) has been registered with the Depart-
ment of Health and Human Services; and
“(B) is an institutional review board of an
institution that has received an appropriate
Federal assurance from the Department of
Health and Human Services assuring compli-
ance with such section of such Code.

“(e) CONDITIONS FOR DEPARTMENTS.—The condi-

tions described in the paragraph for a study or investiga-

tion conducted by a department, are that the study or in-

vestigation has been reviewed and approved through a sys-

tem of peer review that the appropriate Secretary
determines—

“(1) to be comparable to the system of peer re-

view of studies and investigations used by the Na-

tional Institutes of Health; and
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“(2) assures unbiased review of the highest eth-
ical standards by qualified individuals who have no
interest in the outcome of the review.

“(f) CONSTRUCTION.—Nothing in this section shall
be construed to limit a plan’s or issuer’s coverage with
respect to clinical trials. Nothing in this section shall be
construed to result in a reduction, diminishment, or
change in coverage resulting in less coverage.”.

(b) INDIVIDUAL.—Part B of title XXVII of the Pub-
lic Health Service Act is amended by inserting after sec-
tion 2752 (42 U.S.C. 3002g—52) the following:

“SEC. 2753. PATIENT PROTECTION STANDARDS.

“The provisions of section 2707 shall apply to health
insurance coverage offered by a health insurance issuer
in the individual market in the same manner as such pro-
visions apply to health insurance coverage offered by a
health insurance issuer in connection with a group health
plan.”.

SEC. 202. COVERAGE FOR CLINICAL TRIALS UNDER THE
EMPLOYEE RETIREMENT INCOME SECURITY
ACT OF 1974.

(a) IN GENERAL.—Subpart B of part 7 of subtitle
B of title I of the Employee Retirement Income Security
Act of 1974 (29 U.S.C. 1185 et seq.) is amended by add-

ing at the end the following:
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1 “SEC. 714. COVERAGE FOR INDIVIDUALS PARTICIPATING IN

2 CLINICAL TRIALS.

3 “(a) COVERAGE.—

4 “(1) IN GENERAL.—If a group health plan, or

5 health insurance issuer offering group health msur-

6 ance coverage, provides coverage to a qualified indi-

7 vidual (as defined in subsection (b)), the plan or

8 issuer—

9 “(A) may not deny the individual partici-
10 pation in the clinical trial referred to in sub-
11 section (b)(2);

12 “(B) subject to subsection (¢), may not
13 deny (or limit or impose additional conditions
14 on) the coverage of routine patient costs for
15 items and services furnished in connection with
16 participation in the trial; and

17 “(C) may not discriminate against the in-
18 dividual on the basis of the enrollee’s participa-
19 tion in such trial.

20 “(2) EXCLUSION OF CERTAIN COSTS.—For pur-
21 poses of paragraph (1)(B), routine patient costs do
22 not include the cost of the tests or measurements
23 conducted primarily for the purpose of the clinical
24 trial involved.

25 “(3) USE OF IN-NETWORK PROVIDERS.—If one
26 or more participating providers is participating in a
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clinical trial, nothing in paragraph (1) shall be con-
strued as preventing a plan or issuer from requiring
that a qualified individual participate in the trial
through such a participating provider if the provider
will accept the individual as a participant in the
trial. Nothing in this section should prevent a quali-
fied individual from participating in a trial even if
the plan or issuer does not have an in-network pro-
vider participating.

“(b) QUALIFIED INDIVIDUAL DEFINED.—For pur-

poses of subsection (a), the term ‘qualified individual’
means an individual who 1s a participant or beneficiary
in a group health plan, or who is an enrollee under health
insurance coverage, and who is referred by the treating

physician and meets the following conditions:

“(1) The individual is eligible to participate in
an approved clinical trial according to the trial pro-
tocol with respect to treatment of such illness.

“(2) The treatment for the individual is being
provided with therapeutic or palliative intent.

“(3) The individual has been diagnosed by a
qualified provider to have cancer.

“(4) Either the referring physician is a partici-
pating health care professional and has concluded

that the individual’s participation in such trial would
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be appropriate based upon the individual meeting
the conditions described above in paragraphs (1)
through (3) or the participant, beneficiary, or en-
rollee provides medical and scientific information es-
tablishing that the individual’s participation in such
trial would be appropriate based upon the idividual
meeting the criteria desceribed above in such para-
oraphs.

“(¢) PAYMENT.—

“(1) IN GENERAL.—Under this section a group
health plan or health insurance issuer shall provide
for payment for routine patient costs described in
subsection (a)(2) but is not required to pay for costs
of items and services (as determined by the appro-
priate Secretary) to be paid for by the sponsors of
an approved clinical trial.

“(2) PAYMENT RATE.—In the case of covered
items and services provided by—

“(A) a participating provider, the payment
rate shall be at the agreed upon rate; or

“(B) a nonparticipating provider, the pay-
ment rate shall be at the rate the plan or issuer
would normally pay for comparable services

under subparagraph (A).
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“(d) APPROVED CLINICAL TRIAL DEFINED.—In this
section, the term ‘approved clinical trial’ means a clinical
research study or clinical investigation—

“(1) approved and funded (which may include

funding through in-kind contributions) by
“(A) the National Institutes of Health;
“(B) a cooperative group or center of the
National Institutes of Health;
“(C) the Department of Veterans Affairs;
“(D) the Department of Defense;
“(E) the Centers for Disease Control and
Prevention; or
“(F) the Agency for Healthcare Research
and Quality;
“(2) approved by the Food and Drug Adminis-
tration; or
“(3) a qualified non-governmental research en-
tity that specifies compliance with the guidelines set
forth in section 46 of title 45, Code of Federal Reg-
ulations, and whose research is reviewed and ap-
proved through an institutional review board that—
“(A) has been registered with the Depart-
ment of Health and Human Services; and
“(B) 1s an institutional review board of an

mstitution that has received an appropriate fed-
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eral assurance from the Department of IHealth

and Human Services assuring compliance with

such section of such Code.

“(e) CONDITIONS FOR DEPARTMENTS.—The condi-
tions described in the paragraph for a study or investiga-
tion conducted by a department, are that the study or in-
vestigation has been reviewed and approved through a sys-
tem of peer review that the appropriate Secretary
determines—

“(1) to be comparable to the system of peer re-
view of studies and investigations used by the Na-
tional Institutes of Health; and

“(2) assures unbiased review of the highest eth-
ical standards by qualified individuals who have no
interest in the outcome of the review.

“(f) CONSTRUCTION.—Nothing in this section shall
be construed to limit a plan’s or issuer’s coverage with
respect to clinical trials. Nothing in this section shall be
construed to result in a reduction, diminishment, or
change in coverage resulting in less coverage.”.

(b) CONFORMING AMENDMENT.—The table of con-
tents in section 1 of the Employee Retirement Income Se-
curity Act of 1974 is amended by inserting after the item

relating to section 713 the following new item:

“See. 714. Coverage for individuals participating in clinical trials.”.
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SEC. 203. COVERAGE FOR CLINICAL TRIALS UNDER OTHER

PUBLIC HEALTH INSURANCE.

Coverage for individuals participating in eclinical
trials, as described in section 2707 and 2753 of the Public
Health Service Act (as added under section 201), shall be
provided for any individual, participant, or beneficiary who
has coverage under—

(1) the medicaid program under title XIX of
the Social Security Act (42 U.S.C. 1396 et seq.);

(2) the medicare program under title XVIII of
the Social Security Act (42 U.S.C. 1395 et seq.);

(3) the State Children’s Health Insurance Pro-

oram under title XXI of the Social Security Act (42

U.S.C. 1398 et seq.);

(4) a health plan offered under chapter 89 of
title 5, United States Code;

(5) programs offered by the Department of De-
fense;

(6) a medical care program of the Indian

Health Service or of a tribal organization; and

(7) a health benefit plan under section 5(e) of

the Peace Corps Act (22 U.S.C. 2504(e)).

Subtitle B—Cancer Screening and
Other Coverage
SEC. 211. CANCER SCREENING COVERAGE.

(a) GROUP HEALTH PLANS.
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(1) PUBLIC HEALTH SERVICE ACT AMEND-

MENTS.

(A) IN GENERAL.—Subpart 2 of part A of
title XXVII of the Public Health Service Act
(42 U.S.C. 300ge—4 et seq.), as amended by
section 201(a), is further amended by adding at
the end the following:
“SEC. 2708. COVERAGE OF CANCER SCREENING.

“(a) REQUIREMENT.—A group health plan, and a
health insurance issuer offering group health insurance
coverage, shall provide coverage and payment under the
plan or coverage for the following items and services under
terms and conditions that are no less favorable than the
terms and conditions applicable to other sereenin