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In the Senate: ‘ '
e $.67 - Breast'Cancer Research Extenswn Act of 1997--authorizes the appropriation of

$£590 million for breast cancer research for the National Institutes of Health in FY 98
(introduced by Senator Snowe). .

¢ S.86—Consumer Involvement in Breast Cancer Research Act—calls for the increased
involvement of breast cancer advocates in the decision-making at the NCI (introduced by

Senator Snowe).

e S. 89-—Genetlc Informanon Nondiscrimination in Health Insurance Act—provides
comprehenswe federal protection against genetic discrimination. Prevents insurers from
charging hlghfzr premiums based on genetic information. prohibits insurers from requiring or
requesting a genetic test as a condition of coverage, requires informed written consent before
an insurance company can disclose genetic information to a third party. [t also extends these
protections to,Medigap policies (companion bill to H.R. 306-Rep. Slaughter).

e S.143 — Breast Cancer Patient Protection Act of 1997—requires that group and individual
health insurarice coverage and group health plans provide minimum hospital stays for
mastectomies, and lymph node dissections (introduced by Senator Daschle, this is a
companion bill to the House DeLauro — Dingell — Roukema bill).

e S.249 — Women’s Health and Cancer Rights Act of 1997--ensures covers;ge of inpatient
hospital care for mastectomies, lumpectomies and lymph node dissections (based ‘on doctor's
judgment), requires coverage for reconstructive procedures, and guarantees a second opinion
for any cancer diagnosis (introduced by Senators D’ Amato, Feinstein, Hollings and Snowe).

e $.353- Health Insurance Bill of Rights Act-Quality Assurance and Patient Protection
sets basic standards for managed care organizations and other health insurance plans to
_ protect consumers and improve the quality of care (mtroduced bv Sen. Edward Kennedy).

¢ Medicare Cancer Clini¢al Trial Coverage Act of 1997 - establishes a Medicare
demonstration project that will pay for the patient care costs for individuals enrolled in
qualified ciin‘ical trials (will be reintroduced by Senators Rockefeller and Mack).

In the House of: Representatlves

* HR.135- Breast Cancer Patient Protection Act of 1997--guarantees a minimum stay of
48 hours for a woman having a mastectomy and 24 hours for lymph node removal for
treatment of breast cancer (introduced by Representatives DeLauro, Dingell, and Roukema).

j
Cme et Cemmae NTWI Qoich omfia Wiachinaran, DC 20016 phone: (202) 206-7477 fax: (202) 265-685  hoep:/iwww.natlbec.org




e H.R.616- Wmﬁen s Health and Cancer Rights Act of 1997--ensures coverage of
inpatient hospxtai care for mastectomies, lumpectomies and lymph node dissections (based on
doctor’s Judgment) requires coverage for reconstructive procedures, and guarantees a second
opinion for any cancer diagnosis (companion bill to Senator D’Amato’s ; introduced by
Representatives Kelly, LoBiondo, and Molinari).

o H.R. 164~ Reconstructwe Breast Surgery Benefits Act of 1997--guarantees that insurance
companies cover the cost of reconstructive breast surgery that results from mastectomies for
- which coverage 1s already provided and additionally would secure insurance coverage for all
- stages of reconstmctlve breast surgery performed on a nondiseased breast to estabhsh
symmetry with the diseased one when reconstructive surgery on the diseased breast IE
performed (mtroduced by Congresswoman Eshoo). '

e H.R.306- Genetlc Information Nondiscrimination in Health' insurance Act— prevents
health insurers from denying, canceling, refusing to renew, or changing the premiums, terms
or conditions of coverage. based on genetic information. It prohibits insurance companies
from requesting or requiring a genetic test, and would require written informed consent
before an insurer could disclose genetic information to a third party. H.R. 306 extends all
these protectlons to Medigap policies (introduced by Congresswoman Slaughter).

« HR. 617‘-Mam§nogram Availability Act - ensures that no insurance plan, public or private,
be.allowed to deny ccoverage to women for annual mammograms for women ages 40 and
above ( mtroduced by Representatives Nadler, Lazio, Slaughter, Johnson (TX), Yates, ‘
Pallone, Engel, LaF alce, Martinez, Hinchey, Lofgren, Norton, Faleomavaega, and Christian-
Green). ‘

All of these bills arfe ‘in‘lportant to NBCC’s legislative agenda, and it is critical that we work
to make sure they are passed during this Congress.

l ~ : ‘
NBCC is calling for the following breast cancer research appropriations for FY 1998:

National Institutes of Health $590 million

Department of Defense S = -
- Breast Cancer Research Program . $150 million -

Other Agencles (EPA, VA etc.) $20 million ‘

Beyond the strategy to eridorse and push for passage of the above dlscussed leglslatlon NBCC

e continues to urge- Members of Congress to endorse our Breast Cancer Policy Platform,

e seeksan amendment to the CDC program that sets aside funds for treatment of under- or
uninsured women whose screenings require follow-up,

« isdeveloping a health policy proposal that will call for federal legislation to address managed
care, health caré and breast cancer issues in a broader context.
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DASCHLE'BILL WOULD PROTECT WOMEN FROM
"DRIVE-THROUGH'" MASTECTOMIES

A ‘new bill introduced by Senate Democratic Leader Tom
Daschle would end the practice of "drive-through" mastectomies.

The Breast Cancer Patient Protection Act guarantees that
women can spend at least 48 hours in the hospital after a mastectomy. It
is modeled on last year's unanimously supported bill to end "drive-through
deliveries.” Daschle introduced the bill on January 21, the first day -
legislation could be introduced in the Senate.  Representatives Rosa
‘DeLauro, John Dingell and Marge Roukema have introduced the 1dent1cal
bill in the House

!

"E{very three minutes another American woman is diagnosed
with breast cancer. This year alone, more than 180,000 women will find -
out they have breast cancer. This disease strikes at the core of ‘American
families, taking our mothers, wives, sisters and daughters on an often
terrifying tour: of our health care system," Daschle said.

§"For some women; that experience is made even more
traumatic by policies that force them out of hospitals only hours after
major breast éancer surgery. That's where our bill comes in. It will help
ensure that women with breast cancer get the care and the treatment they
need, and that decisions about that care rest with the woman and her

doctor."



Congressional attention focused on this matter after a number of doctors
and breast canc':er survivors reported that they had been forced to perform
or undergo mastectomles on an - outpatient basis. This policy apparently
" resulted from a consulting firm's recommendation to its insurance clients
that they cover only outpatient care for the procedure.  But many doctors
'who perform breast surgery, including the American College of Surgeons,
say that very few women can or should have such extensive surgery
without hosplta'hzatlon

‘Theé Daschle - bill requires insurers to pay for at’least 48 hours
of hospitalization for a mastectomy, and a minimum of 24  hours for lymph
node removals. | It leaves important health care decisions up to a woman
and her doctor,; not accountants. Under this legislation, a woman could

chose to have a mastectomy on an outpatient basis, ‘but could not be forced
to do so. | | S

The bill is supported by the National Breast Cancer Coalition,
the National Alhance of Breast Cancer Orgamzatmns the American College
of Surgeons, the American Society of Plastic and Reconstructive Surgeons,
the American Cancer Society, the Y-Me National Breast Cancer Organization,
Families USA and the Women's Legal Defense Fund. ‘

|
|

Aﬁother issue important to breast cancer patients -- coverage
- for breast recorﬁstructlon surgery -- will be addressed in separate bill to. be
1ntroduced soon by Senators Edward - Kennedy (D-MA) and Daschle

1 |
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The Breast Cancer Patient Protection Act of 1997
| A Fact Sheet
o : (S. 143)

Summary

The Breast Cancer Patient Protectlon Act would put critical health care decisions back in the hands
of breast cancer patlents and thelr providers.

It would require insurance compames to provide at least 48 hours of inpatient hospital care
following a mastectomy and a minimum of 24 hours following lymph node dissection for the
treatment of breast cancer. Patients and physicians -- not insurance companies -- could ]omtly
decide whether it is appropriate for an individual patient to be discharged earlier.

The language is modeled after last year's unanimously passed and carefully crafted compromise
that ended "drive through" deliveries.

By setting a floor for coverage of hospltallzanon following mastectomies and lymph node surgery,
this bill establishes : a clear and reliable standard upon which women and their doctors can depend.

Statistical hzghlzgkts Breast Cancer

* In 1997, more than 180,000 new cases of invasive breast cancer .r will be dxagnosed and
approxxmately 44, 000 women will dle from the disease.

* A new breast cancer case is diagnosed every three minutes, and another-woman dies from
breast cancer every 12 minutes.

. Lymph node dlssecnon and mastectomy are the most frequent forms of surgical treatment
for breast cancer. Approximately 75 percent of breast cancer patients undergo either a ‘
lumpectomy with lymph node dissection or a mastectomy.

* Breast cancer 1s the leading cause of death for American women between the ages of 40
and 55. S

S upporters

This bill is supported by the Natlonal Breast Cancer Coalition, the National Alliance of Breast
Cancer Organizations, the American College of Surgeons, the American Society of Plastic and
Reconstructive Surgeons, the-Y-Me National Breast Cancer Organization, Families USA, the

Amencan Cancer Socxety and the Women's chal Defense Fund.

Senate cosponsars

S. 143 was 1ntroduced on January 21, 1997 by Senators DaschleHollings, Kennedy, Mlkulsk1
Moseley-Braun, Boxer, Reid, Femstem Levin, Inouye, Murray, Bryan, Sarbanes, Ford, and -
Lautenberg. As of Febraury 26, 1997 Senate cosponsors include Senators Reid, Harkln Leahy
and Glenn. |

House companion

On January 7, Representatives DeLauro, Dingell and Roukema introduced with c0n31derable
b1parﬂsan suppart the Breast Cancer Patient Protcctlon Act of 1997 (H.R. 135).
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Congress of the Wnited States
Hashington, BL 20515

December 20, 1996

SUPPORT A BI-PARTISAN BILL TO PROTECT
- WOMEN WITH BREAST CANCER

Dear Colleague.

We are wrxtlng to urge you to become an original co-sponsor
of legislation to guarantee that women who must undergo surgery
for the treatment of breast cancer get the hospital stay they

need and deserve. The ema Breazgt Cancer
Patient Protection Act of 199 guarantees a minimum hospital stay

of 48 hours for a woman having a mastectomy and 24 hours for
lymph node removal for che treatment ¢f breast cancer. Our bill,
modeled after the law protecting mothers from "drive- through"
deliveries, ensures that women and their doctors, not insurance
companies,; would determine if a shorter stay is needed.

Under pressure fram managed care organizations {(HMOS) to
reduce costs, doctors acrogs the country have had to perform
mastectomies and lymph node dissection as outpatient surgery.
This has resulted in women being sent hame groggy from :
anaesthes§a, in pain, and with drainage tubeg gtill in place.
Doctors who believe it would be more appropriate and better for
their pat;ents to stay in the hospltal longer are forced to
choose between giving their patients the individual care they
need or being penalized by the HMO for not following their
guideliznes.

Please join us in working to ensure that women with breast
gancer receive treatment determined by doctors who want to
provide good health care for their patients -- anod not by
insurance companies who are motivated solely to lower costs.
Please conotact cne of us or Lissa Topel in Rep. Delaurp's office
at 5-3661 by January 6th to Sign om or if you have any gquestions.

ncerely,

ROSA L. De
Member of CQngress

‘Member af Congr 8 MemberW¥Wof Congress

FRINTED UK RECVCLED PAFER
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ONE HUNDRED FIVE CO-SPONSORS OF H R. 135,
- THE DeLAURO-DINGELL-ROUKEMA

'BREAST CANCER PATIENT PROTECTION ACT OF 1997
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Foglietta o

. Pox
Frank (MA) .
Frost o
- Pursee o
- Gejdenson

-Gephardt |

Gonzalez !

- . Gordon L

Green
Gutierres
Hinchey
Hinojosa
Jackson-Lee
Kaptux -
Xennedy (MA)
Kennedy (RI)
Kennelly
Kildee .
LaFalce
Lewis (GA)
Lofgren
Lowey
McCarthy (NY)
MoCarthy (MO)
McDermott
McGovern
McRugh
MceRultey
Maloney (NY)
Maloney (CT)

" Manton

Marke

Mategud

Meehan
Megk .
Miller

Millender- MbDonald

Mink .

Moakley
Méran -
Morella

Murtha .
Nadler
Neal
Norton
Oberatar
Olver
Owens-
Pallone .
Pascrell
Payne
Pelosi
Pickett
Quinn
Rahall
Rangel
Rivers
Roukema
Roybal -Allard
Romero-Barcello.
Rush
Sanders
Schumer

- Scott

Serrano
Skaggs
Slaughter -

‘Spratt

Stokes
Tauscher
Thurman
Tierney
Towns

Valazquez

Waters
Weygand
Woolsey

" Yates
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summary of Mammogram Availability Act =- H.R. 617
' Congressman Jerrold Nadler -- 105th Congress

Breasﬁ cancer is the single leading cause of death for women
ages 40-49 in the United States. Guaranteed access to mammograms
is crucial /to women’s health and will save lives. On Januar: 23,
1997 an expert panel convened by the National Institutes of

- Health unanlmo\sly called for insurance companies to cover

mammograms ;for women ages 40-49. The report of the NIH panel
states: "For women in their forties who choocse to have
mammography performed, costs of the mammograms should be
reimbursedgby third-party payors or covered by health maintenance
organizations." The decision whether to have a mammogram is o:e

best made by a woman in consultation with her health care

provider oﬁ the basis of medical concerns -- not cost.

The Mammugram Availability Act will ensure that no insurance
plan, public or private, be allowed to deny coverage to women for
annual mammograms for women ages 40 and above.

1 .

Prov131onsq

Section 2: Group Health Plans and health insurers offering group
health lnsurance coverage that provide coverage for diagnostic
mammograms must provide coverage for screening mammography for
women ages 40 and above under terms not less favorable than those
for diagnostic wammography. The decision to have a mammogram ,
resides with such women, following consultation with their health
care practltloners. ' )

1

Plans!may not (1) deny toc a woman such coverage on the basis
that it is not medically necessary, or on the basis that the
mammography is not pursuant to a referral, consent, or
recommendation by any health care practitioner; (2) deny to a
woman ellglblllty, or continued eligibility, enrollment or
renewal of | coverage under the terms of the plan in order to
avoid the blll $ requirements; (3) provide monetary payments or
Tebates tolwomen to encourage such women to accept less than the
minimum protectlons available in the act; (4) penalize or
otherwise reduce or limit the reimbursement of an attending
provider because the provider provided care consistent with the
bill; or (5) provide incentives (monetary -or otherwise} to a
doctor to induce the practitioner to provide care inconsistent

with the blll

Nothlng in the bill shall be construed to require a woman
who is a part1c1pant or benef101ary to undergo annual
mammography

1

Insurers may charge deductibles, copayments, or other cosi-
sharing measures in relation to screening mammography, so long as
such coinsurance is not greater than that for diagnostic

mammcgraphy




|

Women between the ages of 40 and 49 should, but are not
required to, consult with appropriate health care practltloners
before undergolng screening mammography However, nothing in
bill shall be construed as requiring the approval of such
practitioner be ore undergoing an annual screening mammegraphy.

Insurers imay negotiate level and type of reimbursement with
a prov1der in a*cordance with the above provisions.

This blll will set a floor, not a ceiling for coverage.
Should a state have a law currently which provides for. at least .
the same or a more comprehensive degree of coverage and A
associated penaltles for non-compliance as stated above, thls Law

shall not supersede it.

K

Section 3: The ibove prcvxsmons shall also apply to 1ndlv1dual
health ccverage. v

Section 4: Meclcare shall prov1de coverage for annual mammoqrams
for women ages 40 and above. Medicare may set deductibles or

coinsurance with respect to screening mammography, provided such
coinsurance 1s not greater than that for diagnostic mammography.

) | .
Section 5: Medicaid shall provide coverage for annual mammograms
for women ages 40 and above. Medicaid may iuwpose charges with
respect to screening mammography, provided such coinsurance is
not greater than that for diagnostic mammography.
| .
The provisions of this bill shall take effect in January 1998.

i .
- Qurrent Co-Sponsors: Rick Lazio, Louise Slaughter, Eddie Bernicu
Johnson, Sidney Yates, Frank Pallone, Jr., Eliot Engel, Sheila
_Jackson-Lee,}Nlta Lowey, John LaFalce, Matthew Martinez, Maurice
Hinchey, Zce Lofgren, Eleanor Holmes Norton, Eni Faleomavaega,
Donna Chirstian-Green, Julia Carson Bernie Sanders, Patrlck

Kennedy, Gary Ackermag




"+ NEWS RELEASE

.LYMPI[A SNOWE / E

U.S. Senator for Maine

FOR IMMEDIATE RELEASE CONTACT: DAVE LACKEY
Wednesday, February 26, 1997 or TOM PATRICELLI
o | | (202) 224-5344

|

SNOWE CALLS FOR END TO GENETIC DISCRIMINATION
: «

WASHINGTON, D.C. — Calling for an end to genetic discrimination in health insurance,
Senator Olympia J. Snowe (R-Maine) today joined Congresswoman Louise M. Slaughter (D-N.Y.) and
representatives of several major health organizations in calling for speedy passage of legislation to
prevent the practice. Snowe and Slaughter are the Senate and House sponsors of the Genetic
Information Non-Discrimination in Health Insurance Act, which will provide comprehensive federal
protection against genetic discrimination. :

"This important legislation builds on protections passed as part of the Kassebaum-Kennedy
health care legislation last session by preventing insurers from discriminating on the basis of ‘genetic
information," said Snowe, who first introduced legislation on this issue with Slaughter in the 104th
Congress. "The Snowe-Slaughter legislation will take the next important step by stopping insurers
from charging higher premiums based on genetic information, prohibiting insurers from requiring or
requesting a genetic 'test as a condition of coverage, requiring informed written consent before an
insurance company can disclose genetic information to a third party, and extending these important
protectlons to ’Medlgap coverage."

"Scientific advances have allowed us to isolate the genetic source of dlseases like breast
cancer. But the tremendous promise of genetic testing is significantly threatened when insurance
companies use the results to deny or limit coverage to consumers,” Snowe said, noting that a recent
survey of individuals with known genetic conditions revealed that 22 percent had been denied health
coverage because ofigenetic information.

- "Yet, the fea:r of discrimination alone can lead to equally harmful consequences for consumers
and for scientific resfea:ch For example, many women who might take extra precautions if they knew
they had the breast cancer gene may not seek testing because they fear losing their health insurance,”
Snowe said. "Patlents may be unwilling to disclose information about their genetic status to their
physicians out of fear hindering treatment or preventive efforts. And people may be unwilling to
participate in potentxally ground breakmg research because they do not want to reveal information
about their genetic status \

Snowe cited: studies showing that women who inherit a mutated form of the breast cancer gene.
- BRCA1 or BRCA 2 - have an 85 percent risk of developing breast cancer in their lifetime, and a 50
percent chance of developing ovarian cancer. "Although there is no known treatment to ensure that
women who carry tllie mutated gene do not develop breast cancer, genetic testing makes it possible for
carriers of these mutated genes to take extra precautions in order to detect cancer at its earliest stages -
- precautions such as mammograms and self-examinations," Snowe said. "We need to make sure that
these advances are not negated by discriminatory health insurance practices."

#4#
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COSPONSORS OF H.R. 306, THE GENETIC INFORMATION NONDISCRIMINATION
IN HEALTH INSURANCE ACT

(Total 74)

Rep. Neil Ahercromhle
Rep. Gary Acka:man
Rep. Tom Barrett
Rep. Rick Boucher
Rep. Corrine Brown

* Rep. George Brown
Rep. Julia Carson

.. Rep. Donna Christian-Green
. Rep, EvaClayton -

- Rep: Johm Conyers
Rep. Bill Coyne

" Rep. Pat Dazner

.ch DannyDaws C
"Rep. PeterDeFazw .
Rep. William Dclahunt
Rep. Rosa DeLauro

- Rep. Ron Dellums
Rep: Anna Eshoo

Rep. Lane Evans
 Rep. Eni Faleomavacga
Rep. Chaka Fattah
Rep. Tom Foglietta

. Rep. MamnFrost

Rep. Sam Gejdenson

- Rep. Henry Gonzalez
Rep. Gene Green
Rep. Bﬂle?ner
Rep. Earl Hilliard
Rep. Maurice Hinchcy
Rep. Tim Holden
Rep. Steve Horn
Rep: IesseIackson, r.

-Rep. Sheila Jackson-Lee
Rep. Joe Kennedy
Rep, Dale Kildee . -

- Rep: IohnLaFalce
Rep: JohnLewm '
Rep. Zoe Lofgren
Rep. Nita Lowey
Rep. CamlynMaloney
Rep. Edward Markey

Rep. Matthew Martinez

Rep. Robert Matsui

- Rep. Jim McDermott

Rep. James McGovern

Rep. Cynthia McKinney
Rep. Carrie Meek

_Rep. David Minge

Rep. James Moran -

Rep. Comnc Morella
Rep. Jermld Nadler ‘

Rep. Elcanor Holma Norton
Rep. James Oberstar

‘Rep. John Olver

Rep. Donald Payne
Rep. Nancy Pelosi
Rep. Lymn Rivers -

Rep. Lucille Roybal-Allard
Rep. Bobby Rush

Rep. Bernie Sanders

Rep. Jose Serrano

Rep. Christopher Smith

" . Rep. Pete Stark -
" Rep. Louis Stokes

Rep. Ellen Tauscher

Rep. Bennte Thompson
Rep. Karen Thurman

Rep. John Tiemey

Rep. Edolphus Towns

- Rep!im'l‘raﬁmm

Rep. Maxine Waters .

" Rep. Mel Watt

Rep Sidney Yates



Section 1.

Section 2.

Section 3..

- SECTION-BY SECTION ANALYSIS OF H.R. 306,
GENETIC INFORMATION NONDISCRIMINATION IN HEALTH INSURANCE ACT

Short title.

Amendments to ERISA. Health insurance providers are prohibited from

- 'denying, canceling, refusing to renew, or changing the premiums, terms, or

condltlons of benefits on the basis of genetic mformatlon

<

Insurers are prevented from requesting or requmng that an mdmdua.l ta.ke or
dlsclose the results of a genetic test.

An insurer must obtain prior written informed consent before disclosing genetic
mformatlon toa th1rd parry

-Genet1c information is defined in accordance with the recommendations of the

Human Genome Project’s Ethical, Legal, and Social Implications (ELST)
Working Group.

In'addition to the existing remedies under ERISA, victims of genetic
discrimination may also receive compensatory, consequentxa.l and pumtxve
damages at the discretion of the court. '

'Amendments to the Publxc Health Service Act. Health insurance prov1ders are

prohxblted from denying, canceling, refusing to renew, or changing the premiums,

' terms or conditions of beneﬁts on the basis of genetic information.

Insurers are prevented from requesting or requmng that an individual take or
dlsclose the results of a genetlc test.

An insurer must obtain prior written mformed consent before disclosing genetic
mformatlon to a third party.

Ge_netxc information is defined in accordance with the tecommendations of the
Human Genome Project’s Ethical, Legal, and Social Implications (ELSI)
Working Group.

All the above prohibitions are applied to state-regulated health insurance plans in
the individual market. In accordance with the section of the PHS Act where this
prov151on would be placed, the Secretary is authorized to regulate such plans if
the state fails to take appropriate action.

Vi'ctims of genetic discn'mination under this section have access to the remedies
under ERISA and may also receive compensatory, consequential, and pumtlve
damages at the discretion of the court.



Section 4.

Section 5.

i
]
i

‘Amendments to the Social Security Act. Medicare supplemental policy issuers

are prohibited from denying, canceling, refusing to renew, or changing the
premiums, terms, or conditions of benefits on the basis of genetic information.

Medigap insurers are prevented from requesting or requiring that an individual
take or disclose the results of a genetic test. ‘

Medigap insurers must obtain prior written informed consent before disclosing
genetic information to a third party.

: Genetic information is defined in accordance with the recommendations of the

Human Genome Project’s Ethical, Legal and Social Imphcatlons (ELSI)
Workmg Group.

Vjc:tims of genetic discrimination under this section have access to the remedies
under ERISA and may also receive compensatory, consequential, and punitive
damages at the discretion of the court.

Amendments to the Internal Revenue Code. Any health insurer found to have

engaged in genetic discrimination in \aolanon of this section may be subject to
tax penaltles

Penalues may be levied if the insurer is found to have denied, canceled, refused to -
renew, or changed the premiums, terms, or conditions of benefits on the basis of

. genetic information.

Insurers are prevented from requesting or requiring that an individual take or
dibclose the results of a genetic test. :
Ani insurer must obtain prior written informed consent before dxsclosmg genetic
mformanon to a third party.

8

Genetic information is deﬁned in accordance with the recommendations of the
Human Genome Project’s Ethical, Legal, and Social Imphcanons (ELSD)
Workmg Group.




from the office o

Senator Edward M. Kennedy

| ’ o/ Vlassachusetts

- STATEMENT OF SENATOR EDWARD M. KENNEDY -
INTRODUCTION OF THE HEALTH INSURANCE BILL OF RIGHTS ACT -
QUALITY ASSURANCE & PATIENT PROTECTION :

For Immediate Rerlease. _ Contact: Jim Manley
February 25, 1997 ' ‘ ‘ (202) 224-2633

I am proud to join Congressman Dingell in announcing the introduction of the Health
Insurance Bill of Rights Act - Quality Assurance and Patient Protection. It is a needed response to
the surging growth of managed care and the rapid changes taking place in the health insurance
market—-changes that too often put insurance industry profits ahead of patients’ health needs.

Managed ¢ care has mushroomed over the past decade. In 1987, only 13 percent of privately
insured Amencans were enrolled in HMOs. Today, that figure is 75 percent. At its best, managed
care offers the opportunity to achieve both greater efficiency and higher quality in health care. In
too many cases, however, the pressure for profits leads to lesser care--not better care. Too many
managed care firms and other insurance companies have decided that the shortest route 0 tugher
profits and a compcmwe edge 1s by denying pancms the care they need and deserve.

Some of thc most flagrant abuses by insurance plans have been documented in recent
months: :

Just last yéar Congress enacted legislation to block dnve-by deliveries and prevent new
mothers and their babies from being evicted from hospitals in less than 48 hours. .

Breast cancer patients are being forced 10 undergo mastectomies on an outpatient basis, -
when sound medical advice requires a reasonable hospital stay.

Children are being permanently mjured or even losing their lives because their parents are
forced to dnve past the nearest emergency room to a more distant hospital because it has the
contract with thelr health plan.

Doctors arc bemg subjected to “gag rules” that keep them from giving their patients their
best medical advice.

. People wuh rare and danoerous diseases are being denied access to specialists to treat their
conditions.

Patients can't get needed pharmaceutical drugs, because the particular drug they need is not
on the list of drugs approved for coverage by their insurance plan; sometimes such lists are
developed and administered by pharmaceutical companies bent on selling their own drugs and
blocking competition.-

| | -MORE-
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Pauents are bemg rmsdlagnosed sometxmes with fatal results, because insurance plans cut
corners on dlagnosnc tests.

Victims of cancer and other serious diseases are being denied participation in quality clinical
trials offering the only hope of cure for otherwise incurable conditions.

Childrcn‘afflictcd with serious, chronic conditions are being denied access to the medical
centers with the only available expertise to treat their conditions effectively.

These abuses are not typxcal of most insurance companies. But they are common enough
that an overwhelming 80% of Americans now believe that their quality of care is often
compromised by their insurance plan to save money. Itis time to deal with these festering
problems. Good business practices can improve health care, but health care must be more than just

another business. .

The legislation we are introducing today establishes basic standards for insurance plans in
six specific areas:

i

(1 Access to care, including specialty care, emergency care, and clinical trials
(2) Standa.rds for quality of care
(3) Lnformauon that must be available to patients

, 4) Expedltlous and faxr appeal procedures when phys:cxans or patients dxsagree with plan
decisions '

(5) Protecﬁon of the doctor-patient relationship, by banning gag rules and objectionable
compensation arrangements ; ‘ ‘

(6) A requirement that plan guidelines may ot override good medical prat:ticc

These stcps will not eliminate every abuse that occurs in the insurance 1ndustry but they
will go a long way to addressing the major problems patients confront

At the most basic level the legislation establishes a right to needed care. A patient facing a.
health emergency | should not be required to go to a distant emergency room, or to obtain prior
authorization for care. Someone suffering from a serious condition requiring specialty care should
not be denied that care because an insurance company thinks it is too expensive. Someone with a
condition that cannot be addressed by conventional therapies should have a reasonable opportunity
to participate in a quality clinical trial that offers the hope of effective treatment. Plans should set
up clear, fair, and timely appeal procedures for cases in which the plan fails to fulfill its’ ‘

obligations.

| .

Historically, patients have relied on their personal physician to be the best source of
impartial advice on needed care. This legislation maintains that critical role by prohibiting plans
from restricting doctor-patient communications or from establishing compensation plans that bribe
or penalize doctors into representing the plan’s interest at the expense of their patients” health.

|
,

-MORE-
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To maintain and improve quality of care, all managed care plans will be required to set up a
separate unit dedicated to quality, and to collect data to verify that the plan, in fact, is providing
care that meets objective quality standards.

Patients willé be guaranteed full information about plan coverage, appeal rights, access to
. primary care doctors and other specialists, and other needed information. Plans will be required to
collect and make avaxlable standardized data for consumers to compare plans.

These provnsxons add up to a Health. Insurance Bill of Rights that wzll protect millions of
Amencans

I look forward to working with a broad range of physician, patient, and industry groups as

Congress considers this legislation. Action is essential and overdue to provide these needed
protections. The bottom line in health care must be patient needs, not industry profits. Concerned
citizens in all parts of the country are demanding action, and Congress owes them a response.

]
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HEALTH INSURANCE BILL OF RIGHTS - QUALITY ASSURANCE AND PATIENT

PROTECTION

Subpart 1: Access tq: care
Subpart 2: Quality ;?séuran{:c
Subpart 3. Patient Iﬁforma(ion
Subpart 4: Gnevance Procedures

, Subpart 5: Protecuon of providers against interference w1th med1cal commumcatxons and improper
incentive arrangemc:nts :

'Subpan 6: Promoung good 1 mcdxca_[ pracuce and protccnng the doctor-pat1ent rclauonshjp

‘Subgart 1: Accegs to Car

Emergency care. A plan may not deny coveragc for emergcncy care assessmcnt and stabilization if a
‘pmdent layperson would seek such care given the symptoms experienced. Prior authorization for such
care is not required.| | After assessment and stabilization, further needed care is covered if medically

necessary. f ‘
Access to specxalty care

‘Obstetnman/gynecologlst care ?

If a plan requires patients to designate a pnmary care physzcxan women have the right to choose an
obstetrician/gynecologist as their primary care provider. In any case, they have the right to direct access
to an obstemcmn/gyncco ogist for routine gynecological care and pregnancy services without prior
authonzanon from thelr primary care provxder '

*Other specxalty care ‘

* Enrollees with life- threatenmg chromc dcgenerauve or other serious cendzuons which require specialty
care must be provided access to the appropriate specialists or centers of excellence capable of providing
quality care for the condition. If a plan does not have a participating specialist for a condition covered
under the plan, the plan must refer the patient to a non- parncxpaung specialist at no additional cost.

A plan must have a| proccdurc to allow mdmduals with a serious illness and ongomg need for specialty
. ‘care to receive care, from a specialist who w1ll coordmate all care for that individual.

.. Aplan must have a procedure for: standmg refcrrals for mdxvxduals requu'mg on-going spec1alty care 1f a
: ".v"pnmary care provxdcr in consultation with the: patlent the medxcal du'ector of the plan and specialist (if
: "\;any) dcterrmnc that a'standing rcfcrral is nceded . :

“Continuity of Care Ifa p an or prowdcr terrmnates a contract for reasons other than faxlure to meet
. quality rcquu*ements the plan must allow an enrollee continued treatment with the’ prov1dcr fora
transitional penod ' Time frames vary. dcpendmg upon type of care being prov1ded (e g. pnmary

- institutional, pregnancy, ‘terminal, etc.)

Parttcxpatmn in clxmcal trials. If an enrollee has a serious condition for which there is no effective
standard treatment and is eligible for an approved clinical trial that offers the potential for substantial -
clinical benefit, thel plan must pay for the routine patient costs of participation in the trial.



Choice of Provider. A plan must provide an updated list of all participating providers and their
ability to accept additional patients. Enrollees must be permitted to obtain services from any provider
within the plan 1denuﬁed in the plan documents as available to the enrollee.

Prescription Drugs. If a plan provides benefits for prescription drugs within a formulary, the plan
must allow physicians to participate in the development of the plan formulary, disclose the nature of
formulary restrictions, and provide for exceptions when medically necessary.

Subpart 2: Quality Assurance

Internal quality assurance program. Every plan is required to establish and maintain a quality
assurance and improvement program that uses data based on both performance and patient outcomes.

Collection of standardized data. Plans must report certain standard information to state agencies
and the public. The information must be reported in accordance with uniform national standards to be
specified by the Secretary. This information will include at least utilization data, demographic data,
mortality rates, d1senrollment statistics and satisfaction surveys, and quality indicators.

Selection of providers. The plan must have a written process for selection of providers including a
listing of the professional requirements. The process must include verification of the provider's
credentials. Plans may not use a high risk patient base or a provider's location in an area servmg
residents with poor health status as a basis for exclusion.

Drug utilization program. If the plan covers prescription medications, it must have a plan to
encourage appropriate drug use and monitor and reduce illness arising from improper use.

P . .
Standards for utilization review activities. Utilization review refers to the plan's review of
requests for care. It is defined as evaluation of clinical necessity and efficacy. Written clinical review
criteria are required.; Utilization review must supervised by a licensed physician. Its activities must be
executed by appropnately qualified staff. There can be no incentives to render adverse determinations.
Deadlines for resporise to requests for authorization of care are established. Adverse determinations
must be in writing and include the reasons for the determination. Such notices must also include
instructions for making an appeal. ‘ .

Subpart 3: Patie’nt Information

Patient Informatlon. Plans must dcscnbe and make available to current and prospective enrollees
procedures for providing emergency care and care outside normal business hours, for selecting and
changing physicians, and for obtaining consultations. They must also list pamc1patmg providers by
category and make clear which members of that list are available to a prospective or current enroliee. The
plan must provide information which describes coverage, financial responsibilities of enrollees, methods
of obtaining referrals, utilization review processes, and grievance procedures and must include a
description of how the plan addresses the needs of non-English speaking enrollees and others with
special communication needs. It must describe how providers are pald

Protectxon of patlent confidentiality. A program to assure compl 1ance with state and federal
confidentiality requirements must be in place.



Subpart 4: Grievance Procedures

Provisions relating to appeals of utilization review determination and similar
determinations. A plan must establish and maintain a system to handle and resolve complaints
brought against the plan by enrollees and providers. The system should address all aspects of the plan’s
services, including complaints regarding quality of care, choice and accessibility of providers, and
network adequacy. The legislation specifies several components of such a system, including provisions
for staffing and staff 'accessibility, information about appeal procedures, and the time frame within which
the plan must respond to complaints. The bill provides for a two stage appeal process, with
requirements for a review panel of non-involved providers and consultants employed by the plan in the
second phase. Written explanation of each stage of an appeal must be provided. Timely decisions are
required. Examples of adverse determinations include denial for emergency care, access to specialists,
choice of provider, conunmty of care, or payment for routine costs in connection with an approved
clinical trial. In the case of experimental therapy to save the life of a patient, an external independent
review process with mandatory decision powers is available if the plan chooses not to provide coverage
for the treatment. For appeals of other important issues, the plan must either (1) participate in an
independent review process established by the state (or the Secretary of Labor for self-insured plans) to
make advisory determinations; or (2) establish a third stage of appeal within the plan certified by the
Secretary as fair, 1mpama1 and involving independent reviewers to make advisory decisions.

Health Insurance Ombudsman. A Health [nsurance Ombudsman will be established in each state to
assist consumers in choosing health insurance, and to provide assistance to patients dissatisfied with
their treatment. Assistance includes aiding enrollees in filing complaints and appeals, investigating poor
quality or improper treatment, and bringing such instances to the attention of the applicable state authority
or, in the case of self-insured insurance plans, to the attention of the Secretary of Labor. The legislation
authorizes funds to bc appropriated to the Secretary to provide grants to state authorities to establish the

program.

, | A
ubpart 5: Protection of Providers against Interference with Medical Communications

and Improper Incentives

Prohibition of interference with certain medical communications. The plan may not
prohibit or restrict the provider from engaging in medical communications with the enroliee. Such
communications may include discussion of the enrollee’s health status, medical care, or tréatment
options; provisions of the plan's utilization review requirements; or any financial incentives that mayv.
affect the treatment of the enrollee. :

Ban on improper incentive arrangements. There may be no incentives to limit medically
necessary services. Provider risk is limited. The Secretary shall apply the same rules which apply to the
Medicare program. The plan may not have a contract which requires transfer of liability for mal pracuce
.caused by the plan from the plan to the provider.

the Doctor-Patient

Relatlonshlg ;

Plans are prohibited from denying coverage for medically necessary and appropriate care otherwise
covered by the plan, as determuned by the treating physician and consistent with generally accepted
principles of good medical practice. This provision would prohibit plans from arbitrarily limiting care.
provided, for examp}c by requiring that mastectomies be provided on an outpatient basis.
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The H{omen ’s Health & Cancer Rights Act of 1997 -
7 Endorsees/Supporters |

To date, tﬁefollowmgorgmwwnshaveeadomdorm supporting the Women's Health &
memgmmoﬂm — even before its formal introduction in either the House or the Senate:

ThcAmcneanCancchocxcty
‘ The American Medical Association
TheAllxanoemﬂ:tbeMedwal Society of the State of New York
! The American Association of Nurse Anesthetists
o The American Physical Therapy Association
f The Center for Patient Advocacy
The Susan G. Komen Breast Cancer Foundation
| The Greater New York Hospital Association
The Memorial Sloan-Kettering Cancer Center (NY)
The National Association of Breast Cancer Organizations
The National Breast Cancer Coalition
: The National Coalition for Cancer Research
. The New York State Chapter of the American Cancer Society
The New York State Chapter of the American College of Obstetricians & Gynecologists
. The New York State Medical Society
“lin9" - ~— The Long Island (NY) Breast Cancer Action Coalition
! The Strang-Comell Prevention Center (N7)

: —o—
Here’s what just a few of them had to say...

“Weagxeeﬂutmcdwddmomshouldbemadebydmmbymmccwmpama We
aisoMymwmmmcmmofmmagedmonmzqudnyofmﬁmmmthm
Yaumwbecommendedforymn'comnnunmttolmpmvmgthemofwomenw:ﬂ:m::ancer

The National Codlition for Cancer Research (January 14, 1997)

“Asyouh:owﬂwdxagnomofcancambedevamng -- not only must patients confront an
array of medical decisions, they must deal with the financial and emotional burdens as well...(So) Like

~ you, we strongly oppose the arbitrary limitation of available treatments for patients with cancer,
including limits on hospital sexvices that are put into some health plans.. Wcthaakyoufortahngthc
badctshxponmmﬁmtmcnucaltocamerpanmm

The New YorkSrare Cancer Society (January 15, 1997)
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{ News from
TR Congresswoman Sue Kelly

ﬂw Women’s Health & Cancer Rights Act of 1997 -
| Original Sponsors & Co-Sponsors .~

To date, bere is a complete listing af both the Senate and House original sponsars and co-
spmsauoﬂha Women :Hdﬁ&CawRigfnJc:cﬂ”?

U.S.Sandc-
Original Sponsors: Original Co~Spansors (11):
. Sen. D’ Amatn (R-NT) ‘ Sen, Biden (D-DE) :
{  Sen. Feinstein (D-C4) Sen. Domeuici (R-NM)
Sen. Hollings (D-5C) _ Sen. Faircloth (R-NC)
Sen. Snowe (R-ME) . Sen. Ford (D-KT)
Sen. Gregg (R-NH)
' Sen, Hatch (R-UT)
g:u«:t«;-mw-a)
Sen. Moynihan
Sen. Murkowski (R-4K)
. i Sen. Smith (R-NH)
U.S. House of Representatives —
Original Sponsors:
. Rep. Kelly (R, NY-19)
" Rep. LoBiondo (R, NA-2J)
Rep. Molinai (2, ¥7-13)
me(sz); »
| Rep. Ackerman (D, NY-5) Rep. LaFalce (D, NY-29)
© Rep. Andrews (D, X&) Rep, Lazio (R MT-2)
Rep. Bilbexy (R, CA-49) Reg. (D, C4-16)
Rep. Brown (D, FL-3) Rep, Martinez (D, C4-30)
Christian-Grown (D, V1-As Lorga) Rep. McCarthy (D, NY—4)
Rep. Condit (D, C4-18) Rep. MoNulty (D, NV-21)
Rep. Davis (R, VA-11) Rep. Morells (R MD-S)
i - Rep. Deal (R, G4-9) Rep. Ney (R OF-18)
Rep. Dunn (R, 74 Rep. Olver (D, M4-1)
' English (R P4-21) Rep. Pallone (D,
~ Rep. Filner (D, CASO) Rep, Prppas (R NJ-1D)
. Rep. Flake (R, NY-8) Rep. Price (D, NC-¢)
* Rep. Forbes (RNT-]) Del. Romero-Barceio (D, PR-vit Largs)
MFﬂlFY(R.FZ-M) Rep. Rodkema (X,
. Ford (D, TN-9) Rep. Saxton (R, N--3)
| R‘P-P“(&P"U) . Rep. Senders (1, VI Az Largs)
| Rep. Prost (D, TX-24) Rep. Sow (R FL-2)
| Rep. Ganske (R, L4-f) Rep. Slaughter (D, NY-28)
" Rep. Gibbons (R, NV-2)  Rep.Smith (R, NI-6)
Rep. Gilmen (R, NY-20) Rep. Senith (D, WA~
(R, IX-8) Rep. Stabenow (D, M-
Rep. Groea (8, TX-29) Rep, Walsh (&, ¥Y.2
?25 Horn (R, é’fs%" oy Mrrd (&?E}}
- g -
Rep, Jackson-Leo (D, TX-18) Rep. & va-10)
Rep. King (R, NT-3)

As of cab 21897
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Cancer Rights Act of 1997

D’Amato-Feinstein-Snowe Bill

e Senator D Amato s legislation would address the problem of
the so-called “dnve-—through mastectomies”.

e “Thisis zibout'patients’ rights, and about ensuring the highest
quality medical care for women and men in this country, the
decision on length of stay must be left to the patient and the
physwlan not the insurance companies. We cannot leave the
matter of one’s health up to an arbitrary time frame,”

e The bill guarantees coverage of inpatient hospital care for
mastectdmies, lumpectomies, and lymph node dissection for
the treatment of breast cancer for a period of time as is
determined by the attending physician in consultation with the
patient td be medically appropriate.

o The deciéi011 on length of stay is made by the patient and the
physician, not the insurance company. v

« Thebill also guarantees that physicians will not be penahzed
for recommendmg proper medical care.

e The bill also prohibits HMOs from making payments to health
care prov1ders as an incentive to reduce or limit care to their

o patlents

EQQN.S:U; VES ‘




)

- “Itis mer%lta'l ly and physically imperative that women have the

option to‘undergo reconstructive surgery after a mastectomy.
To say this type of surgery is cosmetic is to deny the painful
physical and emotional realities of a mastectomy. Under no
crrcumstances should the insurance company be allowed to .
deny coverage for a woman in this position.”

Reconstrpcs ive surgery coverage is provided for all stages of
reconstructicn including symmetrical reconstruction. -
Studies have documented that the fear of losing a breast is a
leading reason why women do not participate in early breast
cancer detcction programs. With breast reconstruction
available'as a viable option more women would participate in
detectlon programs and discover the cancer at an early stage.

SECQNDQHNDNS PROVISION

The bill would require health care providers to provide
coverage!'fo. secondary consultations whenever any cancer has
been chagno:,ed by the patient’s primary physrclan.

The health plan would be required to cover second opinions

even when the specialist finds that the patlent does not have .

cancer
Addltlonally, if the attendmg physrcran recommends
consultatlor by a specialist not in the HMO’s plan, the bill
would allo .v the doctor to refer a patient to a specialist outarde
the plan, at nc addxtronal cost to the patient. -

F
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List of Additional Co-Sponsors for the Reconstructive Breast Surgery Benefits Act of 1997
Update: February 26, 1997

Rep. ImnseSlnugmer(D-NY)
Rep. Martin Frost (D-TX)

" Rep.-Rosa DeLauro (D-CT). -

' ImsP McGovetn(D-MA)

'Rep. Eni Faleomavaega (D-AS)
. 'Rep Camlyn Maloney (D-NY) ‘
Rep. Bobby Rush (D-IL)

Rep. William D. Delabunt (D-MA)

Rep. Sam Gejdenson (D-CT)

Rep. Manrice D. Hinchey (D-NY)

‘Rep. James A. Traficant (D-OH)

Rep: Davdeonmr(D-MD

Rep. Vic Fazio (D-CA)

Rep: Sidney Yates (D-IL)
. Rep. Lane Evans (D-IL)

26.  Rep. Nancy Pelosi (D-CA)

27.  Rep. Henry Waxman (D-CA)

28." Rep. Sheﬂalackmml_ee (D-TX)

29.. -Rep. JamesL ObeMr(D-MN)

30." . Rep. Iomthamh:z(D—CA) ;

31. . 'Rep. Stevekothmana)-m) : ' ST
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308 CANNON BUILDING : ‘ SwcOoMmTTEES:
‘ *w%:&sts-qsu ' : . L Mmmm
. » QVERSIGHT AND GWVESTIGATIONS
| . ‘Mhrm?w r dmma &. Cshoo 'REGIONAL WEP
ez : | 14th Bistrict, California , : R oAm .
weoemonsmesr | Congress of the Enited States
e - Zbouge of Representatives
February 4, 1997 Wlaspingtun, BE 205150514 .

T

Q: waaT DO THESE TWELVE ORGANIZATIONS HAVE. IN coxvmom
}  The Ammcan Cancer Society
i , .‘Hu National Breast Cancer Coalition
L " .The Breast Cancer Fund -
" Breast Cancer Action of San Francisco
17;3 Anwncan Society of Plastic and Reconstructive Surgeous
. The American College of Surgeons
' The Breast Reconstruction Advocacy Project
! The Y-ME National Breast Cancer Organization
: The Communily Breast Health Project. :
' The American Soclety of Plastic and Reconstructive Surgical Numes :
; The Association of Women Surgeons =
 The Bay Area Breast Cancer Network

}

A TIIEY ALL ENDORSE THE RECONSTRUCTIVE BREAST SURGERY BENEFHS ACTOF -

1997 (H.R. 164) TO GUARANTEE THAT INSURANCE COMPANIES PROVIDING COVERAGE
FOR MASTEC!‘OMIES ALSO COVER THE COST OF RECONSTRUCTIVE BREAST SURGERY.

Dear Colleaguc

Hnse;omthhmeamienghteenofourﬁousceoﬂaguasfmmbothpatm andtwe!veofourmnons
Mmmmm&vmmsmmmgmmmmm ;

mmwmmmmmmmmmmmmmm .
mmmhmwmwmmmammmm
undergo mastectomies, Insuriiice companies that dismiss reconstructive breast surgery as merely ‘cosmetic’
extberdomkmwhermlMofbmaamoereawbusdimmmrth@medsofwmmnwho

have&nvivedtmahom‘blydasfigmngdmease AR

Forthnakncfthewommmmd:ma and their families — Il!rgeyoutocosponmnhmcrmaalpm
of legislation. A recent Washington Post article outlining the significance of H.R. 164 is on the back of
this letter. If you are interested i more information, please contact my staff person, Kristin Holman at

gO & wwy=eshoo.house.gov/ reconstructivefax.htanl on the Warld Wide Web.

s

THES STATYONERY PRINTED OM PAMER ARADE OF RECYTLES Pemns
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Fact Sheet' the Reconstructive Breast Surgery Benefits Act
} Introduced by Rep. Anna G. Eshoo ®-CA)

mkmmmnmsmmwmdmmmmmmmmm
EmployeeReureuthomSeunnyActm“doﬂnfonowmg :

.- requﬁeheahhmmmoompammﬂwtprmﬂemmageformamesmcm

WmmmmmmmM(mmgmm
&stabhshsymmeuybetweenbmam),

. Mnmmwmummmﬁomdmyhgmvméforhrustmnsﬁwﬁomwﬂﬁng
&ommonﬁesonthebaﬁsthatthecovwageisforcomeﬁcmgay;

. pmhibnumncecompames&omdmymgawommdxglbxhtymconhmedehgfoﬂny
forcovaagesoldymavmdpwwdmgpaymmfnrmstmmm

. mﬁbﬁmmnewmpanioeﬁampmwdmgmon&qpaymemsorrmtowomento »
mowmgemchwomtoaweptlmsthanﬂwmmmpmtecummaﬂableundutm
- Act; .

f

. prohhﬁmmmecompmeaﬁompmﬂiaﬁgm'aﬁmdmgwepmbecmsemch

care provider gave care to an individual pammpam or beneficiary in accordance with this
Aot;and «

. ‘Mbnmmmmpmaﬁnmpmudmgmmmtommmngmpmwd@rm
mdtwesuohmpmwdertogivewewanmdmdualpmumpamOrbmeﬁmryma
mmumwnhthsm :

TheReconstmcﬂveBmstSmgeryBenﬁtsAniwoﬁldHQIZ

. }a&uireawémmmdergomonmucﬁve‘breastangay;

+  applyto any iisuranios company that does not offer benefits for mastectomies;
o oﬁaw&-s&rﬁghxﬂaﬁmmmmaﬁvem”m'bm ~

. minamecompamﬁnmmgmmngﬂwlevdmdtypeoftmbtmmm(
mmowdm‘formngmmacwxﬂmnewnhthumm ' ‘

. mmmmhmmmmmmuagemmmvebmwyulmmdm
tbclevelofoovu-ageprovrdedmthmm
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Med:care Cancer Clinical Trial Coverage Act of 1997
(previously S. 1963 in the 104th Congress)
Sponsored by Senators Rockefeller and Mack

' Senate Cosponsors o S. 1963:
Mikulski, Boxer, Movnihan,
D’Amato, Inhore, Craig, Exon, and Cochran

Hutchison, Leahy,

{
Current Law

‘Medicare’s policy regarding coverage of clinical trials is unclear.

Lott, Inouve, Hollings,

Medicare

carriers occasionally deny coverage of physician services or hospital charges on the

grounds that they have been provided in the context of a clinical trial.

Patients or

physicians may be at risk for the cost. of items or services that are normally covered
by Medicare if they choose to enroll in a clinical trial, even though such mals are
regarded as the standard of care for treatment or cancer.

i
i

i

Proposed Change

The Secretary of HHS would be required to conduct a demonstration project
beginning no later than January 1, 1998, which would study the feasibility of
covering patient costs for beneficiaries diagnosed with cancer and enrolled in certain

approved clinical trials.

Eligibility for coverage would be dependent on approval of.

the trial design by one of several high quality peer-review organizations, including
the National Institutes of Health, the Food and Drug Administration, the Department

of Defense, and the Department of Veterans Affairs.

No later than january 1, 2002,

the Secretary would be required to report to Congress concerning any mcremenial
costs of such coverage and the advisability of covering other diagnoses under the
same cxrcumstances The demonstration project would sunset on june 30, 2002.

Supported by:

National Coahtton for Cancer
Survivorship

Candlelighters Chlldhood _

Cancer Foundauon "
Cancer Care, /Inc. -
2 Nauonal Alliance of Breast Cancer
Orgamzat:ons (NABCO)
US TOO Intérnational
Y-ME National -Breast
Cancer Organization
American Cancer Society
American Society of Clinical Oncology
American Society of Pediatric
Hematology/Oncology

Association of American Cancer
Institutes '
Association of Community Cancer
Centers
Cancer Research Foundatfon
of America
North American Brain Tumor Coalltron
Leukemia Society of America.
National Breast Cancer Coalition .
National: Childhood Cancer Foundation
MNational Coalition for Cancer Research
Oncology Nursing Society
Prostate Cancer Support-group Network
Society of Surgical Oncology
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FACTS D
About Funding%Year-by‘-Year ;V £ ¢ oLy,

The following repreéent funds appropriated by Congress in each fiscal year for breast cancer
research within the Department of Defense. (Totals appear in bold type; if applicable, subtotals
are in italics.)

$25 million ,
For research on screening and diagnosis for military women
and dependents

|
FY 1992 |
I
|

- FY 1993 " $210 million |
For the Breast Cancer Research Program

FY 1994 $30 mllhon
325 million for the Breast Cancer Research Progmm
$5 million for a breast cancer Center of Excellence at the

National Navy Medical Center

FY 1995 | $150 million ‘ /Z
. 8115 million for the Breast Cancer Research Program

$20 million for mammography efforts

815 million for dedicated breast cancer centers

FY 1996 | $75 million 74"

| For the Breast Cancer Research Program : ' %—
=

$112.5 million FLE)
$100 million for the Breast Cancer Re: s*earck Program
$6 million for computer-based decision support systems
$3 million for computer-aided diagnostic research

$3.5 million for an advanced cancer cell detection center e
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FACTS

About the Department of Defense Breast Cancer Research Program (BCRP)

Overview |

The Department of Defense Breast Cancer Research Program is an unprecedented partmership between the military,
scientists, physicians, and the community, bringing together disparate spheres of interest. to create a highly focused
scientific endeavor. The program differs significantly from traditional biomedical research while maintaining the
highest standards of scrutiny in peer review. Unlike any other major research program, the BCRP is distinguished
in part by the involvement of survivors of the disease in key decisions. The BCRP offers grants in three major |
areas: multidisciplinary research; training and recruitment, including through fellowships, special sabbaticals and
career development; and enhancement of the research infrastructure, such as funding tissue banks. The BCRP is
intended to invigorate research in breast cancer by quickly responding to promising avenues of inquiry, fostering
new directions in research, addressing neglected or under-studied issues, ushering new scientists into the field of
breast cancer, and providing breast cancer survivors a seat at the table -- all with the goal of eradicating the disease.

Genesis of the Breast Cancer Research Program

It was through the vocal and persistent grassroots efforts of breast cancer survivors, led by the National Breast
Cancer Coalition, that Congress agreed to earmark more federal funds to research breast cancer, one of the most
significant public health problems in this country. From an initial $25 million appropriation in fiscal year 1992 to
research the screening and; diagnosis of breast cancer among military women and dependents, the BCRP has
expanded to become second. on]y to the National Cancer Institute in the funding of breast cancer research. To date,
Congress has appropriated a. total of approxunately $600 million for the program. :

Key Components of the‘ Breast Cancer Research Program: Advocacy and Innovation

One of the most important and innovative aspects of the BCRP is that sélected breast cancer survivors are actively
engaged as voting members on the panel which decides the direction of the program itself, and scientific panels
which review grant proposals. Their first-hand experience with the disease adds a sense of urgency and passion,
ensuring that the research focuses- on what matters most to women with breast cancer. At the same time, their
interaction with scientists gives these breast cancer survivors a richer understanding and appreciation of the realities
and challenges researchers face in the laboratory. Involving breast cancer survivors has furthermore enhanced the
program’s efforts to address the needs of rural, low-income and minority populanons to help make breast cancer
education, diagnosis and treatment more widely available to all women.

To stimulate and give hfe:to the most creative and cutting-edge scientific ideas, the Breast Cancer Research
Program initiated the Innovfative Developmental and Exploratory Awards (IDEA) category of grants. These IDEA
projects are the seeds of scientific inquiry that will eventually feed and strengthen traditionally funded research.
They encourage the pursuit 'of novel, untested and high-risk ideas as well as the participation of young, promising
scientists or researchers who might not otherwise study breast cancer. This category of grants has grown
dramatically within the program, and IDEA projects currently represent more than half of the new grants in the
BCRP, complementing rather than competing with research programs at other institutions including the National
Institutes of Health. ’ f

Research Portfolio at a Glance | ,

The Breast Cancer Research Program’s funding portfolio includes over 1,000 grants to scientists from all
disciplines related to breast cancer, including the fields of molecular biology, genetics, radiology, and behavioral
science. The scientists, from 828 institutions in the U.S. and abroad, are investigating new methods to prevent,
detect, diagnose, and treat; breast cancer, and facilitate recovery and improve the quality of lives of women
diagnosed with breast cancer. While the program is still in its early years, the scientists involved have already
published more than 380 manuscripts about their work and participated in more than 300 nationa] and international
meetings to share the knowledge they have gained. Researchers currently hold nine patents or licenses for advances
resulting from the Department of Defense Breast Cancer Research Program.
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For Immediate Release; » ;October 1, 1997

; ' i

NATIONAL BREAST CANCER AWARENESS MONTH, 1997
|

BY THE PRESIDENT OF THE UNITED STATES OF AMERICA
|

A PROCLAMATION
Every year we dedicate the month of October to’ focus on breast cancer and to
reaffirm our national commitment to eradicate it. But for thousands of
American women and their families and friends, breast cancer is a devastating
reality that casts a shadow over their lives every day. In this decade alone,
nearly half a million;women will die of breast cancer, and more than 1.5 -
million new cases of the disease will be diagnosed o
s

Our greatest weapon in the crusade against breast cancer is knowledge;
knowledge of its causes and knowladge about prevention and treatment. My
Administration has established a National Action Plan on Breast Cancer teo unite
organizations across the country in a collaborative effort to find out more
about the disease and how best to respond to it. . j

The Department of Health and Human Serzvices 1g taking the lead in this
national effort, through education and research,at the National Cancer
Institute and the Agency for Health Care Policy’and Research; through
nationwlde screening and detection programs at the Centers for Disease Control
and Prevention; chrough certification of mammagraphy facilities by the Food and
Drug Administration; through prevenktion services and treatment by health
benefit programs suchPaa Medicare and Medicaid; ;and through increased access to
clinical treatment trilals for cancer patients who are beneficiaries in
Department of Defense iand Department of Veterans Affairs programs.  The
Department of Defense thas also initiated a breasgt cancer research program to
reduce the incldence of breast cancer, increasesurvival rates, and improve the
quality of life for women diagnosed with the dzsease. ‘
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We can be proud of the progress we have made. One of the most promising
recent research achievements 1s our increased understanding of the role of
genetics in the cancer process. We have learned that cancer 1s a disease of
altered genes and altexed gene function, and research inteo the relationship
between breast cancer!and genes is helping us to better understand the basls of
the disease. However, we must ensure that progress ‘in genetic information is
used only to advance and to improve the Nation's haalth -- not as a basis for
discrimination. That»is why thils year I have urged the Congress to pass a law
that prevents health insurance plans from dlscrlminating against individuals on
the basils of genetic information.

¢
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(OVER)

High~-gquality mammog:éphy has also proved to be a powerfully effective tool in
the effort to detect breast cancer in its earliest, most treatable stage. The
National Cancer Institute, the Ame:ican Cancer Society, and many other
professional organizationa agree that women in their forties benefit from
mammography screening. and earlier this year I was pleased to sign legislation
that will help Medlcare beneficiaries with cost-sharing for annual screening
mammograms. The Flrst Lady has also launched an annual campaign to encourage
oclder women to use the Medicare manmmography screening benefits

We have real cause fér celebration during National Breast Cancer Awareness
Month this year: recent data show that the breast cancer rate for American
women is declining. Heaxtened by this knowledge, let us reaffirm our
commitment to the c:usada against breast cancer, Let us ensure that all woemen
know about the dangers of breast cancer, are informed about the lifesaving
potential of early detection, recelve recommendéd screening services, and have
access to health care services and information. Let us continue to move
research forward to 1mp:ove treatments and find a cure for thls disease.
Working
together, we can look forward to the day when our mothers, wives, daughters,
sisters, and friends can live long, healthy liVes, free from the specter of
breast cancer. i ,‘ _

b ’ 2

NOW, THEREFORE, I, WILLIAM J. CLINTON, Pres;dent of the United States of
America, by virtue of [the authority vested in me by the Constitution and laws
of the United States, ! dc hereby proclaim Octobe: 1987 as National Breast Cancer
Awareness _Month. I call upon government officials, businesses, communities,
health care professmonals, educators, voluntee:s, and all the people of the
United States to reflect on the progress we have made in advancing our
knowledge about breast cancer and to publicly reaffirm our natiocnal commitment
to contrelling and curxng this disease, 3 :

1

IN WITNESS WHERECF, I have hereunto set my hand this
first day of Octcber, !in the year of our Lord nineteen hundred and
ninety-seven, and of the Independence of the United States of America the two
hundred and twenty-second.

I

RS

WILLIAM J. CLINTON
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.MEMORANDUM FORTHEPRESID NT ' - ’ ’

FROM;

| 9751‘/70\) \Q/S/
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| : : .
I 'THE WHITE HOUSE
' WASHINGTON

\Iovember 17, 1997

t
| I
'
1
1

PHIL CAPLANW
SEAN MALONEY

i

SUBJECT:  Recent Information Items

We are

(A)

\)

forwarding the following recent information items: ‘

I . B . ’ . ?
Prostate Cancer Update from Chris Jennings -- Chris has sent you a detailed memo
respondmg to the issues raised with you recently and provides an cverview of possible

actions under rev1ew by the Adm1n1strat1on Please see-memo fOi deiails.

Berger Memo on Gulf War Veterans’ Comp./Health Care Oversnght Panel --

“responds to your question, “Is there a recommendation to create an oversight pare! to

review the handling of Gulf War veterans’ compensation or health care?”; Sandy says the
Presidential Advisory Committee (PAC) on Gulf War Veterans Illnesses was not tasked
to address benefits/compensation issues and he is not aware of any recommendation i in
any of the relevant GAO reports to create such a panei; notes that in its Special Report

the PAC did agaln recommend that VA incorporate Gulf War veterans into its health care
case management process; NbC has tasked VA, along:with other agenc1es to respond to
the PAC recommendations by December 19. . .

!
i

Secy Glickman Lake Tahoe Follow Up-- reports on Oct. 29 signing ceremony in
Zephyr Cove, NV following up on July’s [ake Tahoe Summit; Gov. Miller, Washqe
Tribe leaders and others made very supportive remarks (i.e., you delivered on your
commitments); Glrckman signed a Federal Interagency Partnershrp Agreement,
committing agencies to work together on the Lake, and an Intergovernmental
Memorandum of Agreement, committing the States, Washoe Tribe, and Tahoe Regional
Planning Agency to adhere to the Regional Pianning Coripact and to adopt and

‘implement an envrronmental improvement program; Glickman also anneunced a package
- of deliverables from various agencres media coverage was good clips a ttached

D)

Jacob Welsberg piece from Slate, “Blg Tent Democrats” -- F orwarded by Rahm.

- Weisberg writesthat, “If Democrats are dorng less infighting, it isn’t because they’ve
, reached some sort of ideological consensus.” Weisberg argues, that the election of 1994

galvamzed Democrats but “as the Newt peril fades, Democratic. differences are- becoming.
clearer.” [prece was written before fast- track was pulled]

| .
|
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SUBJECT:  Prostate Cancer

cc: . Bruce Reed

lp .
{

Responding to your interest in developments on the p*ostate cancer front this memo summarizes

our response to the issues that were raised with you recently and also provides an update on

actions the Adm1n1stratton can take to help advance the fight against prostate cancer.
S , | A ; A

* BACKGROUND % . SRR .

This year over 210, OOO men are expected to be dtagnosed with prostate cancer and_Qy_erA?.,OD.Q

- men are projected to dle from this disease (virtually the same number of women who die from
ey
~ breast cancer). Only lung cancer claims more cancer deaths for men. ' :

7 . . t S
Prostate cancer does not manifest itself in most men uhtil they have reached traditional retire-
ment age and, when it does, there are great disparities among minor ities relative to incidence.
In fact, fully 80 percent of those diagnosed with this disease are over age 65. African American
men have an incidence rate over 35 percent higher than white men. Interestingly, Asian-
Americans have an incidence rate that is less than half of white. Ameucans (C inical trials are

: underwav at NIH to dctermme the causes of these differences.)

CONCERNS RAISED| BY PROSTATE CANCER ADVO(,ATES

'
|
'

The concerns that were recently ralsed to you and echoed by prostate cancer pattent advocates

such as the American Cancer Society’s Man to Man, USTOOQ, CaPCure (Mlchael Milken’s
foundation for prostate cancer) and Beth Kobliner Shaw are as follows: (1) Federal funding for

prostate cancer research is inadequate, particularly relative to breast cancer and AIDS,

(2) administrative shortcommgs have unacceptably delayed the allocation of Defense Department
prostate cancer research funds to scientists, and (3) there has been insufficient high level |
Administration attentton paid to this devastating disease (some have suggcsted a White House-
sponsored conference). : The following responds to the concerns that | have been raised.

i
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Issue: Prostate Cancelr Research is Inadequately Funded Response: Probably true, but
- depends on how you look at the numbers The overall dollars for funding are low-in comparison
 to some highly- publzczzed diseases such as breast cancer and AIDS. However, relame to o{}zer
diseases, prostate cancer has mcreased szgmf cantly since you took off‘ ce. Moreover, thzs issue
|is more complicated. thcln szmple dollar comparisons. Overal] spending on breast cancer still is
more than four times that of prostate cancer research ($625 million versus over $140 mllllon)
‘According to NIH, this'i 1s due in part to limited opportunltles for scientifically-sound prostate
~ cancer-specific researeh' They also argue that there is a great'deal of overlap in cancer research;
s0 that the most promlsmg leads in prostate cancer research may in fact résult from dollars spent l
in research for another cancer It seems clear though that the large amount of public. attentlon to

“breast cancer has had a major 1rnpact on fundmg

Notw1thstandmg the dlsparrty of 1 mvestments srgmhcant increases in pl ostate cancer fundmg
have occurred under vour Administration and as will be discussed below, more dollars are: likely
to be recommended in the very near future. Prostate cancer research has increased about 60
percent since 1993. Su(lh an increase is substantial when compared with other major diseases,

such as diabetes (11 pereent increase) and heart disease (21 percent mcrease) Desplte these - . o

numbers, it does appear that a good case can be made’ that research fundmg tlns type of cancer rs o

madequate

- Issue DoD Needs to Allocate Their Prostate Cancer Funding Mol‘e Quickly.
Response: Partially true, but understandable since DoD has never had such funding befare
“In an attémpt to address the limitations in research spendmg imposed by the budget caps, the a
Appropriations Committees began in the early. 1990s to. allocate breast cancer research- dollars in
* the Defense budget. Bulldmg on the Congress’ build-up 6f breast cancer researeh at the DoD
_Congress appropriated about $45 million for prostate cance rin FY’97 and again this year. .
" (Since the DoD belleves blomedlcal research is not their mission, OMB has:never suggested
using DoD dollars for research in any budget proposal however th1s 1s somethmg we mlght .
: want'to, dlscuss in this year S budget ) - . o

Although there has: been excessive deray in gettmg these dollars out, DoD dld Just complete a

multi-month consultatrve process with prostate cancer experts, patlents -and advocates to find the

best ways to fund top -of-the-line research. They have received over 600 grant proposals, and plan‘
to fund as many peer revrewed grants as possxble by no later than next! Apnl - '

3 Issue Prostate Cancer Needs a Hrgher Level Admmxstmtton Foeus Resp_ons We agree
and, in fact, the Na{zonal Cancer Institute has already convened a high-level panel that will .

- provide recommendafrom next Sprmg about new research opportunities and the need fO; more
Sfunding. ‘This process was pulled together in order to assess how to best move forward on scme .
~ promising recent break-throughs in prostate cancer made in the last year mcludmg

(l) the discovery of a new hormone therapy which given after radiation therapy can’ prolong

- survival of patients with locally advanced- prostate cancer;. (2) the general location of the first

* shéredity prostate cancer gene; and (3) the identification of hundreds of genes expressed in | -
prostate cancer as the first cancer studled in the recently launched Caneer Genome Anatomy
Project (CGAP) at NIH. ! : - : :




1
NEW ACTIONS UNDER REVIEW ON PROSTATE CANCER g
| 'Increases in Prostate Cancer Research Fundmg The panel discussed above is scheduled to
be completed by March and Dr. Rick Klausner, the NCI Director, fully expects that it will result
in greater attention to and more funding of this disease. We-are reviewing options to give this
work even a higher profile. Preliminary discussions with NCI have led us to conclude that it may
be possitle for you to announce their Sprmg recommendatmns for more funding of prostate -
" cancer research. ? ,
Legislation for Medlcare Coverage ot Cancer Clinical Trials. One of the highiest prlorltles by
the cancer research advecacy community is enacting a bill that would allow Medicare, for, .the
first time, to cover cancer clinical trials. Having Medicare cover clinical trials would be
particularly helpful to those with prostate cancer because (1) most of the prostate victims are
‘Medicare beneficiaries; (2) the lack of participation of elderly men in trials has undermined
clinical research for theltreatment, prevention, and scr eening for this disease; (3) glven the
' promising new findings, NCI expects there will be an increase in chmcal tr 1als fer prostate
cancer, creating a need for even more partrcrpants :

We are working with HCFA, _NII—I, and OMB to develop a policy proposal, to cost it out, and to
develop Medicare offsets. As of this writing, it appears that the policy we are considering could
cost between $1.5 billion and $3 billion over-5 years. Even by Medicare standards, this option is
a significant investment, partrcularly for a targeted new benefit. Havmg said this, it would have
the dual benefit of increasing the number of cancer clinical trials and, in so doing, likely help
encourage private sector plans to increase their coverage of these trials. This policy would be
widely heralded by the scientific community, cancer patient advocates, and Senators' Mack and
Rockefeller. If you decided you want.us to pursue this initiative, we would of course have to
determine how best to pay for it, Whether to include it in your FY'99 budget and when best to
announce it. 3

!
1
¢

Currently, HCFA has the authortty to pay fcr trials on procedures they beheve have the potenttal
to no longer be experlmental (This is different than payment for experimental trials, mentioned
above, on drugs and devrces not yet given FDA approval for certain kinds of treatments.) You
recéntly saw a US4 Today article referencing possible coverage for a irial on cryotherapy,a
treatment that some thmk has the potential to reduce prostate cancer where the cancer has pot yet
spread. We have since learned that both HCFA and NIH are skeptlcal that the procedure merits
coverage and may not authorlze it. Havmg said this, it is’ encouragmg that HCF A and NIH are
working together to target such procedures for coverage. i
Revenue frnm the National Tob:‘iceo Legislation for a Majorvlnerease in Research Funding
and/or Raise Funds from Other Revenue Sources. Another option currently being developed
in the policy process is to call on the Congress to dedicate much of the new revenue from any
tobacco legislation to a Trust Fund designed to vastly increase investments in biomedical
research, including new: increases in prostate cancer research. Senator Kennedy has just
introduced his tobacco legislation bill; which includes provisions to use his-assumed and
unrealistically high tobacco revenue to be used, in part, to double the NIH budget. Senator Mack
- and Senator Harkin are also calling-for a-doubling of the budget. In addition, Donna Shalala's
budget submission mcludes a new insurance premium tax to be used to eventually double. the
NIH budget. (If you are mterested I can send you a pro/con memo or this proposal )

Certainly any such actlons could’ be 1ncoroorated into a numbel of events that would visibly
-associate the Admmlstratton with an unprecedented new commitment to cancer research in
general and prostate cancer in particular. We will keep you mformed of developments.



