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.lBREA~TCANCER LEGISLATION IN THE lOSTH CONGRESS 

In the Senate: , 
• 	 S.67 - BreastlCancer Research Extension Act of 1997-authQrizes the apprQpriatiQn Qf 

$590 milliQn fQr breast cancer research fQr the NatiQnal Institutes QfHealth in FY'98 
(intrQduced bX SenatQr SnQwe). 

i 
• 	 S.86-Consumer Involvement in Breast Cancer Research Act---calls tor the increased 

invQlvement Qfbreast cancer advQcates in the decisiQn-making at the NCI (introduced by
, I 	 . 

SenatQr SnQw~). 

• 	 S.89-Genetic Information Nondiscrimination in Health Insurance Act-prQvides 
cQmprehensiv,e federal prQtectiQn against genetic discriminatiQn. Prevents insurers from 
charging higher premiums based Qn genetic infQrmatiQn, prQhibits insurers frQm requiring Qr 
requesting a genetic test as a conditiQn of coverage. requires informed written consent betore 
an insurance company can disclQse genetic infQrmation to. a third .party. It also. extends these 
protections tOiMedigap PQlicies (cQmpaniQn bill to. H.R. 306-Rep. Slaughter). 

• 	 S.143 - Breast Cancer Patient Protection Act of 1997-requires that group and individual 
health insurarice CQverage and grQUp health plans provide minimum hQspital.stays fQr 
mastectQmies, and lymph nQde dissections (introduced by SenatQr Daschle, this is a 
companion bill to. the House DeLauro Dingell- RQukema bill). 

. 	 , 

• 	 S. ~49 - Wori:ten's Health and Cancer Rights Act of 1997--ensures coverage Qf inpatient 
hQspital care for mastectQmies, lumpectomies and lymph nQde dissections (based 'on dQctor's 
judgment), requires CQverage for recQnstructive prQcedures, and guarantees a second QpiniQn 
fQr any cancer diagnQsis (intrQducedby SenatQrs D'Amato, Feinstein, Hollings and SnQwe). 

• 	 S.3.53- Healt~ Insurance Bill of Rights Act-Quality Assurance and Patient Protection 
sets basic standards fQr managed care QrganizatiQns and other health insurance plans to. 


, protect consufners and improve the quality Qf care (intrQduced by Sen. Edward Kennedy). 


• 	 Medicare Cancer Clinical Trial Coverage Act of 1997 - establishes a Medicare 
demQnstratiQn prQject that will pay tor the patient care costs for individuals enrolled in 
qualified clinical trials (will be reintrQduced by Senators RQckefeller and Mack). 

, , 
In the House of;Representatives: 
• 	 H.R. 135 - Breast Cancer Patient Protection Act of 1997--guarantees a minimum stay Qf 

48 hQurs fQr a: woman having a mastectomy and 24 hours fQr lymph nQde remQval fQr 
treatment of breast cancer (introduced by Representatives DeLaurQ, Dingell. and Roukema). 



H.R. 616 - Women's Health and Cancer Rights Act of 1997--ensures coverage of• 
inpatient hospital care for mastectomies, lumpectomies and lymph node dissections (based on 
doctor's judgme~t), requires coverage for reconstructive procedures, and guarantees a second 
opinion for any d(U1cer diagnosis (companion bill to Senator D' Amato's; introduced by 
Representatives j<.elly, LoBiondo, and Molinari). 

H.R. 164 -'Reconstructive Breast Surgery Benefits Act of 1997--guarantees that insurance • 
companies cover ¢e cost of reconstructive breast surgery that results from mastectomies for 

. which coverage ,is already provided and additionally would secure instirancecoverage for all 
.. stages of r~cons&uctive breast surgery performed on a nondiseased breast to establish 


synirnetry with $e.diseased one when reconstructive surgery on the diseased breast is 

performed (intro~ucedby Congresswoman Eshoo). . , 


, ! 

• 	 . H.R~ 306 - Gen¢tic:Information Nondiscrimination in Health Insurance Act- prevents 
health insurers from denying, canceling, refusing to renew, or changing the.premiums, terms 
or conditions of boverage. based on genetic information. It prohibits insurance companies 
from requesting 'or requiring a genetic test, and would require written informed consent 
befo~e an insurer could disclose genetic information to a third party. H.R. 306 extends all 
these .protections: t9 Medigap policies (introduced by Congresswoman Slaughter). 

!. . 	 . ..' 

• 	 H.R. 617.;.MamrlOgram Availability Act - ensures tha,t no insurance plan, public or private, 
be,allowed to d¢ny coverage to women for annual mammograms for women ages 40 and " 
above ( introductelby Representatives Nadler, Lazio, Slaughter, Johnson (TX), Yates, 
Pallone, Engel, ~aFalce, Martinez, Hinchey, Lofgren, Norton, Faleomavaega, and Christian
Green). 

I 

All of these bills ar!e important to NBCC's legislative agenda, and it is critical that we work 
to make sure they are. passed during this Congress. 

I 
NBCC is calling/or the/ollowing breast cancer research appropriations/orFY 1998: 

National-Institutes of Health $590 million 

Department ofDefense 


. Breast Can~er~~esearch Program $150.million 
1

Other Agencies (EPA, VA, etc.) $20 million . 

,!' 	 . 

. Beyond the strateg{to' eridorse and pushfor passage of the abo~e discussed,leg'islatipn, NBCC 
. . I;. .. 	 .... . 

• 	 continues. tq urge Members of Congress to endorse our Breast Cancer 'Policy Platform, . 
• 	 seeks an ameridfUent to the. CDC program .that sets aside funds for treatment of under~ or 

uninsured women whose screenings require follow-up, 
• 	 is developing a health policy proposal that will call for federal legislation to address managed· 

care, health care and breast cancer issues in a broader context. 
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DASCHLEBILL WOULD PROTECT WOMEN FROM 
"DRIVE-THROUGH" MASTECTOMIES 

I 

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

Th'e 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." qaschle introduced the bill on January 21, the first day' 
legislation could be introduced in the Senate. Representatives Rosa 
DeLauro, John DingeU and' Marge Roukema have introduced the. identical 
bill in the House. 

"Eyery 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. 

I • • "'. 

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



Congressional dttention focused on this matter after a number of doctors 
and breast cancer survivors reported that they had been forced to perform 
or undergo ma~tectomies on an ,outpatient basis. This policy apparently 

I ' . 

. 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 f~w women can or should have such extensive surgery 
without hospita:lization . 

. I 

The! Daschle bill requires insurers to pay for aC least 48 hours 
of hospitalization for a. mastectomy, and a minimum of 24' hours for lymph 
node removals. I It leaves important health care decisions' up to a 'woman 

,and her doctor,: not accountants. Under this legislation, a woman could 
chose to have ~ mastectomy on an outpatient basis,. but could not be forced 
to do so. 

Th~' bill is supported by the National Breast Cancer Coalition, 
the National Alliance of Breast Cancer Organizations, the American College 

I' 

of Surgeo!,!s, the American Society of Plastic and Reconstruc.tive Surgeons, 
the American Cancer Society, the Y -Me National Breast Cancer Organization, 
Families USA apd the Women's Legal Defense .Fund. 

I 
I 

Ano~her issue important to breast cancer patients -- coverage 
for breast reconlstruction surgery -- will be addressed in separate bill to. be 
introduced soon by Senators Edward Kennedy (D-MA) and Daschle. 

I 

I 
### 

'. "'.' 

I. 
! 
1 



j ,.,; 

, ' ' 

The :Breast Cancer Patient Protection Act of 1997 
, Fact Sheet 

(S.143) 
Summary 

The Breast Cancer Patient Protection Act would put critical health care decisions back in the hands 
of breast cancer patients and their providers. 

, 

It would require insUrance companies 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 jointly 
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 hospitalization following mastectomies and lymph node surgery, 
this bill establishes a clear and reliable standard upon which women and their doctors can depend. 

Statistical highlilfhts: Breast Cancer , , 
• In 1997, more than 180,000 new cases of invasive breast cancer will be diagnosed, and 

approximately 44,~ women will die 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 dissection 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 i~ the leading cause of death for American women between the ages 9f 40 

and 55. 
 I 

Support~rs 

This bill is supported by the National Breast Cancer Coalition, the National Alliance of Breast 
Cancer Organizations, the American College of Surgeons, the American Society of Plastic and 
Reconstructive SUFgeons;the~Y-Me National Breast Cancer Organization, Families USA, the 
American Cancer ~ociety, and the Women's Legal Defense Fund. 

Senate cospons'prs 

S. 143 was introdu~ed on, January 21, 1997 by Senators DaschleHollings, Kennedy. Mikulski, 
Moseley-Braun, Boxer, Reid, Feinstein, Levin, Inouye, Murray, Bryan, Sarbanes, Ford, and' 
Lautenberg. As of; Febraury 26, 1997 Senate cosponsors include Senators Reid, Harkin, Leahy 
and Glenn. ' I ' 

House companion
I, 

On January 7, Representatives DeLauro, DingeU and Roukema introduced with considerable 
bipartisan support'the Breast Cancer Patient Protection Act of 1997 (H.R. 135). ' 
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December 20, 1996 

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

Dear Colleague: 

We a~e writing to urge you ~o became an original co· sponsor 
of leg1sl21tion to guarantee that: women who must undergo surgery
for t:he treatment of breast cancer get· the hospital stay they
need and deserve. The DeLauro-Dingell-Rqukema Breast Cancer 
Patient protection Act of 1997 guarantees a minimum hospital stay 
of 48 hou;-s for a woman having a mastectomy and 24 hours for ' 
lymph node removal for ene treatment of breast cancer. OUr bill, 
modeled a+t:.er the' law protecting mothe.rs from "drive-th:i::ough" 
deliveries, ensures tbatwomen and ,their doctors, not insurance 
companies; would de~er.mine if a shorter stay is needed. . 

Unde~ pressure fram managed care organizations (BMOs) to 

reduce costs, doctors across the country have had to perfor.m 

mastectami'es and lymph noae dissection as outpatient: surgery. 

This has resulted in women being sent home groggy from. 

anaes~esia, in pain, and with drainage tubes still in place. 

Doc~ors w40 oel1eve it would be more appropriate and better for 

their patients to stay in the hospital longer are forced to 

choose between giving their patients the individual caze they 

need or :b"i:g pen.al.i,:?:ed by the HMO for not following their 

guidelines.


I 

Pleas.e join us in working, to ensure that wom.en with breast 
eancer ree,eive treatment dete:rminedby doctorS who want co 
provide good health care for their patients -- and no~ by, 
1nsu.rance'lcompanies who are .motivated solely to lower (!osts. 
Please contact'one of us or .uissa Topel in Rep. DeLauro's office 
at 5-366l by January 6th to sign on or if you have any questiOns. 

Congress 



ONE HUNDRED FIVE CO-SPONSORS OF H.R. 135, 

i THE DeLAURO ..DINGELL-ROUKEMA 


BREAST CANCER PATIENT PROTECTION ACT OF 1997 

I 

, \ 

. .!. 
Abercrombie 
Ackerman ' 

· 'Allen'" 
, Andre1lrS I 

"Barrett (WI)
, :

Bentsen 
· Bonior 
Boucher 
Brown (FL) 
Brown (OK)' 
Carson 
Clayton. 
ClemeI.l.t 
Conyers 
Costello 

·.DeFazio 
DelahWlt 
Dellums 
Dingell
Behoo 
Engel '\ 

Bvana i 
Faleomavaegai 

Farr ' 
Fazio 
Pilner 
Fog11etta
Fox 
Frank (MA) 
Frost 

, t!'urse 
" "'OejdeutJOD 

·'Gepl'4\r<1'C
Gonzalez 

:, Gordon 

. \ 

Green 
Gutierrez 
Hinchey 
Hinojosa 
Jaokt!lon·Lee 
Kaptur '. 
Kennedy (MA) . 
Kennedy (.aI) 
ICennelly
I(ildee, 
LaFalce 
Lewis (GA) 
Lofgren 
Lowey 
McCarthy (NY) 
Mocarthy (MO) 
McDeIll'lott 
McGovem 
McHugh
McNulty 
Maloney (NY) 
Maloney (CT) 
Manton 
Marke~ 
Mateu. 
Meehan 
Meek 
Miller . 
Millender-MCDonald 
Mink' . 
Moakley
MOran . 
Morella. 

Mur.l:ha , 
Nadler 
Neal. . 
Norton 
Oberstar 
Olver' 
Owens' 
Pallone, 
l?ascrell 
Payne
Pelosi 
Pickett 
Quinn 
Rahall 
Rangel 
Iiivers 
Roukema 
Roybal·Allard 
R.omcro- Barcello. 
Rush 
Sand~rs 

Schwner 
. Scott: 
Serrano 
Skaggs 
Sla.ughter 
Spratt 
Stokes 
'l'auscher 
Tbuxmail 
Tierney 
Towns 
valazquez
Waters 
Weygand
Woolsey
Yates 

I ' 
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- H.R. 617s~aryof Mammogram Availability Act 

ICongressman Jerrold Nadler -- 10Sth congress 

Breast cancer is the single leading cause of death for women 
ages 40-49:in the United states. Guaranteed access to mammograms 
1s crucial! to women's health and will save lives. On Januar:' 23, 
1997 an expert.9anel convened by the National Institutes of. 
Health unanimo1 sly called for insurance companies to cover 
mammograms!forwomen ages 40-49. The report of the NIH panel 
states: "For women in their forties who choose to have 
mammography

1 

performed, costs of the mammograms should be 
reimbursediby third-party payors or covered by health mainten~nce 
organizati6ns." The decision whether to have a mammogram is o'~e 
best made by a woman in consultation with her health care 
provider on the basis of medical concerns -- not cost. 

The MammugramAvailability 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 

•• .1 
Prov~s~ons :: 

Section 2: Group Health Plans and health insurers offering group 
health ins~rance 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 ;aammography. The decision to have a mammogram 
resides with such women, following consultation with their health 
care pract~tioners. 

i
Plans ,may not (1) deny to a woman such coverage on the basis 

that it is Inot medically necessary, or on the basis that the 
mammography is not pursuant to a referral, consent, or 
recommendatiion by any health care practitioneri. (2) deny to a 
woman eligibility, or continue!=l eligibility, enrollment or 
renewal of: covurage under the terms of the plan in order to 
avoid the ~ill's requirements; (3) provide monetary payments or 
~ebates to !women to encourage such women to accept less than the 
minimum prqtections available in the act; {4} penalize or 
otherwise :xreduce or limit the reimbursement of an attending< 
provider b~cause 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 bill. 

Nothing in the bill shall be construed to require a woman 
who is a p~rticipant or beneficiary to undergo annual 
mammograph}j". 

I 
InsurEirs may charge deductibles, copayments, or other cos~

sharing mecl.sures in relation to screening mammography;. so long 3S 

such coinsurance is not greater than that for diagnostic 
mammography. 



-
. ~:.. 

Women betiween the ages of 40 and 49 should, but are not 
required to, consult with appropriate health care practitioners 
before undergding screening mammography. However, nothing in 
bill shall be!canstrl.ledas requiring the approval of such 
practitioner qeore undergoing an annual screening mammography. 

Insurers1may negotiate level and type of reimbursemept with 
a provider in' a',.:::cordance with the above provisions. 

This bil~ will set a floor, nota ceiling for coverage. 
Should a state haVe a law currently which provides for,at lec.lst 
the same or ain:'Jre comprehensive degree of coverage and 
associated penalties for non-compliance as stated 'above, this ..Law 
shall not sup~rsede it. ' 

. . 

Section J: The ·..lbove provisions shall also apply ,to individual 
health coverage. 

I 

Section 4: Me~:icare shall provide coverage for annual mammograms 
for women ages 40 and above. Medicare may set deductiblesor 
coinsurance wl.tb respect to screening mammography, provided suct 
coinsurance i~ not greater than that for diagnostic mammography. 

I 
section 5: Me~icaid shall provide coverage fur annual mammograms 
for women ages 40 and above. Medicaid may' Lnpose charges ,with 
respect to screening mammography, provided such coinsurance is 
not greater than that for diagnostic mammography. 

I 


The provision!s
• 

of this bill shall take effect in January 1998. 

I 

I 

I 
, Current Co-Sponsors: Rick Lazio, Louise Slaughter, Eddie Bernie.... 
Johnson, Sidrtey Yates, Frank Pallone, Jr., Eliot Engel, Sheila 

.Jackson-Lee, INita Lowey, John LaFalce, Matthew Martinez, Maurice 
Hinchey, Zoe Lufgren, Eleanor Holmes Norton, Eni Faleomavaega, 
Donna Chirst£an-Green, Julia Carson, Bernie Sanders, Patrick. 
Kennedy, 

, 

Gary AckermaZ? 

.. I I 
I. 



NEWS RELEASE 


OLYMPI SNOWE 

U.S. Senatorfor LVIaine 

FOR IlVIMEDIATE RELEASE 
Wednesday, February 26, 1997 

CONTACT: 
or T

DAVE LACKEY 
OM PATRICELLI 

(202) 224·5344 

SNOWE CALLS FOR END TO GENETIC DISCRIMINATION 
I 

WASHINGTON, D.C. - Calling for an end to genetic discrimination in health insurance, 
Senator Olympia 1. Snowe (R·Maine) today joined Congresswoman Louise M. Slaughter (D·N.Y.) and 
representatives of sereral major health organizations in calling for speedy passage of legislatIon to 
prevent the practice.: Snowe and Slaughter are the Senate and House sponsors ofthe 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 ofgenetic 
information," said Snowe, who first introduced legislation on this issue with Slaughter in the 104th 
Congress. "The Sndwe-Slaughter legislation will take the next important step by stopping insurers 
from charging highe:r premiums based on genetic information, prohibiting insurers from requiring or 
requesting a genetic Itest 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 
protections to 'Medigap' coverage." 

"Scientific advances have allowed us to isolate the genetic source of diseases 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 oflgenetic information. 

" "Yet, the fe~r of discrimination alone can lead to equally harmful consequences for consumers 
and for scientific re~earch. 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. "Patien,s 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 potentially groundoreaking 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 
• BRCA 1 ,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 t~e 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. II 

### 
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SECTION-BY SECTION ANALYSIS OF H.R. 306, 

GENETIC INFORMATION NONDISCRIMINATION IN HEALTH lNSURANCE ACT 

Section 1. Short title. 

Section 2. Amendments to ERISA. Health insurance providers are prohibited from 
'denying, canceling, refusing to renew, or changing the premiums, terms, or 
cdnditions ofbenefits on the basis ofgenetic information. " 

I • . • .' ,r' , , 

Insurers are prevented from requesting or requiring,that an individual take or 
di~close the results of a genetic test. ' 

! ' 
" 

An 'insurer 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 Implications (ELSI) 
Working Group. 

In 'addition to the existing remedies under ERlSA, victims ofgenetic 
di~crirnination may also receive compensatory, consequential, and punitive 
damages at the discretion of the court. , 

1 . 
Section 3. Amendments to the Public Health Service Act. Health insurance providers are 

I , 

pr?hibited from denying, canceling, refusing to renew, or changing the premiums, 
. terms, or conditions ofbenefits on the basis ofgenetic information. 

I 

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

Art, insurer must obtain prior written informed consent before disclosing genetic 
information to a third party. 
. . ,~:~',~~-
, , 

~neticinformation is defined in accordance ·with the recomm~ndations ofthe 
Human Genome Project's Ethical, Legal, and Social Implications (ELS!) 
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 
p~ovision would be placed, the Secretary is authorized to regulate such plans if 
the state fails to take appropriate action. 

I 

Victims ofgenetic discrimination under this section have access to the remedies 
under ERISA and may also receive compensatory, consequential, and punitive 
damages at the discretion ofthe court. 



Section 4. 	 '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 ofgenetic information. 

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

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

Qenetic information is defined in accordance with the recommendations of the· 
Human Genome Project's Ethical, Legal, and Social Implications (ELSI) 
\\forking Group. . 

I 
V,ictims ofgenetic discrimination under this section have access to the remedies 
underERISA and may also receive compensatory, consequential, and punitive 
damages at the discretion of the court. , 	 . 

Section 5. 	 Amendments to the Internal Revenue Code. Any health insurer found to have 
el').gaged in genetic discrimination in violation of this section may be subject to 
taX penalties. . . 

P~nalties may be levied if the insurer is found to have denied, canceled, refused to 
r~new, 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 
disclose the results of a genetic test. 

An insurer 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 Implications (E1.S1) 
Working Group. 
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STATEMENT OF SENATOR EDWARD M. KENNEDY, 


INTROIDUCTION OF THE HEALTH INSURANCE BILL OF RIGHTS ACT 
QUALITY ASSURANCE & PATIENT PROTECTION 


t 

For Immediate Release: 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 ~are has mushroomed over the past decade. In 1987, only 13 percent of privately 
insured Americans 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 fllTils and other insurance companies have decided that the shortest route to higher 
profits and a competjtive edge is by denying patients the care they need and deserve. 

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

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

Breast cadcer patients are being forced to undergo mastectomies on an outpatient basis, 
when sound mediCal advice requires a reasonable hospital stay. 

I ' 

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

Doctors ar,e being subjected to "gag rules" that keep them from giving their patients their 
best medical advice. 

t 

I People with rare and dangerous diseases are being denied access to specialists to [real theIr 
conditions. 

Patients c~' 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 adrpinistered by pharmaceutical companies bent on selling their own drugs and 
blocking competit,ion. ' 

-MORE
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Patients are being misdiagnosed, sometimes with fatal results, because insurance plans cm 
comers on diagnostic tests. . 

Victims of ~cer and other serious diseases are being denied participation in quality clinical 
trials offering the qnly hope ofcure for otherwise incurable conditions. 

Children. afflicted 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 typical of most insurance companies. But they are conunon enough 
that an overwhelming 80% of Americans now believe that their quality of care is often . 
compromised by their insurance plan to save money. It is time to deal with these festering 
problems. Good bu~iness practices can improve health care, but health care must be more than just 
another business. 

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

I 

( I) AccesS to care, including specialty care, emergency care, and clinical trials 

(2) Standards for quality of care 

(3) . Information that must be available to patients 
I . 

(4) Expeditious and fair appeal procedures when physicians or patients disagree with plan 
decisions . 

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

. I 

(6) A requi,rement that plan guidelines may not override good medical practice 

These step~ will not eliminate every abuse that occurs in the insurance industry, but ·they 
will go a long wax to addressing the major problems patients confront. 

At the mo~t basic levee 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 pripr 
authorization for care. Someone suffering from a serious condition requiring specialty care should 
not be denied tha.t '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 de'ar. fair, and timely appeal procedures for cases in which the plan fails to fulfill its 
obligations. I 

i 
Historicalliy, 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 dqctor-patient conununications or from establishing compensation plans that bribe 
or penalize doctor;; into representing the plan's interest at the expense of their patients' health. 

·MORE· 
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To maintain :and improv~ 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. 

I 

Patients will: be guaranteed full infonnation about plan coverage, appeal rights, access to 
primary'care doctors and other specialists, and other needed infonnation. Plans will be required to 
collect and make available standardized data for corisumers to compare plans. 

These provisions add up to a Health, Insurance Bill of Rights that will protect millions of 
Americans. . 

I look forward to working with a broad range of physician, patient, and industry groups as 
Congress considers :trus 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.

, . 

-30
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HEALTH INSURANCE BILL OF RIGHTS - QUALITY ASSURANCE AND PATIENT 
. '. PROTECTION . .t 

i 

Subpart 1: Access to care 
! 

Subpart 2: Quality Assurance 
I 

Subpart 3. Patient I~formation 

Subpart 4: Grievande PrOcedures 

SU,bpart 5:, Protectidn of providers against interference with medical cOmInunicationsand improper' 
incentive arrangements· . 	 '.• '.' . . 
. . . , ,!, 	 . .', . 

. Subpart 6: PrOmoting good medical practice and prOtecting the do"ctor-patient rehitionship 
'. l ' 	 , 

'Subpart 1: Access to Care 
. I 	 . . 

Emergency care. f:.. plan may not deny coverage for emergency care assessment and stabilization if a 
prudent layperson w,ould seek such care given the symptoms experienced. Prior authorization for such 
care is not required.! After assessment and stabilization, funher needed care is covered if medically 
necessary. I 

Access to specialty care 
-Obstetrician/gynecologist care. . '. .' 
If a plan requires piltients to designate a primary care physician, 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 obstetrician/gynecologist for routine gynecological care and pregnancy services without prior 
authorization from their primary care provider, . '. 

I 	 . 

-Other specialty care . .' . . . 
Enrollees with life-threatening, chronic, degenerative or other serious conditions 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-participating specialist at no additional cost. 

. 	 i .'. 


I 


Aplan must have a:procedure to allow individuals with a st::rious'-illness and o~going need for specialty 
cafe to receive careifrom a specialist who will coordinate all care for that individual. 
'.; 	 - .,' '\.. " . - ,,' 

. ,A plan must have~' procedure for'standingreferk!s for individuals requiring on-going specialty care if a 
. primary care prOVider, in consultation with the·.p~,t~eIit,~.the medical. director of the plan and specialist (if 
.apy) determine t!lat' a standing referral' is .needeq,·. .' . ..
" '.., ". '.' . I' . '. . .' .... . .. ' . ,'. ' ..' .' 
. Continuity of Car;e~ If a plan or provider terminates a contract for reasons other than failure to meet 
quality requirements, the plan must allow an enrollee continued treatment with the provider for a 
transitional peripci.i Time frames vary. depending upon type of care being provided (e.g. primary, 
institutional, pregnancy, terminal, etc.) '. ...... . . 

. i . . . 	 . . 
Participation in clinical trials. If an enrollee has a serious condition for which there is no effective 
standard treatmentWld is eligible for an approved clinical trial that offers the potential for substantial 
clinical benefit. the! plan must pay for the routine patient costs of participation in the trial. 

I 

1. 
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, 
Choice of Provider. A plan must provide an updated list of all participating providers and their 
ability to accept addi~ional patients. Enrollees must be permitted to obtain services from any provider 
within the plan identitied 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 improyement 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, diserirollment 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 profess~onal requirements. The process must include verification of the provider's 
credentials. Plans rqay not use a high risk patient base or a provider's location in an area serving 
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 drugyse and monitor and reduce illness arising from improper uSe. 

I 

Standards for utilization review activities. Utilization review refers to the plan's review of 
requests for care. It ~s 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 appropriately qualified staff. Tbere 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: Patient Information 
I 

Patient Information. Plans must describe and make available to current and prospective enrollees 
procedures for provi'ding emergency care and care outside normal business hours. for selecting and 
changing physicians, and for obtaining consultations. They must also list participating providers by 
category and make clear which members of that list are available to a prospective or current enrollee. 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 0'[ how the plan addresses the needs of non-English speaking enrollees and others with 
special communication needs. It must describe how providers are paid. 

Protection of patient confidentiality. A program to assure compliance with state and federal 
confidentiality requirements must be in place. 



) 

Subpart 4: Griev~nce Procedures 

Provision~ 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, infonnation about appeal procedures, and the time frame within \¥hich 
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 pf adverse determinations include denial for emergency care, access to specialists, 
choice of provider, continuity of care, or payment for routine costs in connection with an approved 
clinical trial. In the dase 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. F.or appeals of other important issues, the plan must either (I) 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, imI?artial, and involving independent reviewers to make advisory decisions. 

Health Insurance Ombudsman. A Health Insurance 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 be appropriated to the Secretary to p,:ovide grants to state authorities to establish the. 
program. 

i 
Subpart 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 enrollee. Such 
communications may include discussion of the enrollee's health status, medical care, or treatment 
options; provisions o'f the plan's utilization review requirements; or any financial incentives that may 
affect the treatment qf the enrollee. 

Ban on improper ipcentive 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 malpractice 

. caused by the plan from the plan to the provider. . 

Subpart 6. Promoting Good Medical Practice and Protecting the Doctor-Patient 
Relationship 

Plans are prohibited from denying coverage for medically necessary and appropriate care otherwise 

covered by the plan, as determined by the treating physician and consistent with generally accepted 

principles of good m~dical practice. This provision would prohibit plans from arbitrarily limiting care 

provided, for example, by requiring that mastectomies be provided on an outpatient basis. 


, 
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Newstrom 

Congresswoman Sue Kelly 

The Women's Health &ClUlcer Rights Act of1997
,. . 

I 

EndorseeslSuppol1ers 
To date, the fonowing organizatiODS haw eadorsed or are suppcxting the Women's Heall" &

~ IJpaAct ,of1997 - evm beCoIe its fmmal introduction in either the House or theScnate: 

The American Cauter Society 
The Ameriam Medical Association 

: The Al1iance wi1h the Medical Society oftbe State ofNew Yolk 
. The American Association ofNtIISe .Anesdum.sts 

The American Physical Therapy Association 
The Centr:r for Patient Advocacy 

The Susan O. Komen Breast Cancer Foundation 
The Greater New Yolk Hospital Association 

The Mcm.orial SICNlll-Kettering Cm::er Center (m) 
The National Association ofBreast Cancer Organizations 

The National Breast Cancer Coalition 
The National Coalition for ~R.cscarch 

I Tho New Yark S1ate Chapter ofthc Amcric:an Cancer Society 
The New Yorlc Stale Chapter of the American College ofObstetriciaDs &: Gynecologists 

: The New York S1ate Medical Society 
"1 in 9" - The Long IsJaod (NY) Breast Cauccr Action Coalition 

The Strang-Comell Prevention ceitter (NY) 

f 

Here's _just a few of1hcm had to say ... 

"'We agree tbat.~~ ~ODl should be made by doctors, not by insumncc eompaDies. We 
also sbare your ooncx:m about the impact ofmanaged care OD the quality ofcare fhr persons with cancer. 
Yau are to be commended for your commitmcllt to improving the care ofwomen. with hn!ast cancer.n 

71re National Coalition/or CQ1fCer bsearch (1anwuy 14. 1997) 
"As you ~t 1hc diagnosis ofC8DCCl' am be devasw:ing - not only must patients QJD.ftont III 

array ofmedical decisions, they must deal with the fi.uancial and emotional burdens as well...(So) Like 
you. we stroagly opPose the arbitrary 1imitation of available treatmeats for patients with c:ancer. 
iDcladiDg limits on hospital services 1ha.t ate put into some health plans...We thank you for taking the 
leadership OIl iAu=I that ate critical to cancer patients." 

: TIre New York StQJ6 Cant:u Soci8Iy (January 15, 1997) 



News from 
Congresswoman Sue Kelly 

. TIl;, Women's Hetdth & CtmeerRights Act of1997

., 0rigi1UllSpoll8OrJ & Co-SptJlISDrJ 
. i . . 

To ..... bin II a CocIlI'''''1iIdDs of'bodl tbo SatIIIIIDIlHcmo ad...spaaIOIS md. co
spaDsom of1be Womm '& BedtIt &: C4nt:trRJPt.r Act0/1997: 

U.&.~-
0riPaL $poJuIon: 

Saa. D'Ama:I (R,:,Nl) 
Sea. Fcinsk:ia (D-Cd) 
Scu. HoUiIlgs (1J.SC) 
Scu. SDOWe (R-JIE) 

U.s.H--.t1/~-
0rigInIIl SpoNlOl'l.' 

: 	 Rep. KeJIy(.lt NY-I9) 
: 	 l\ep. LoBiondo (R, JU..1) 

Rep. MoIhwi(R, NY-/1) 

0ribuJ Co-Spon.1on (Sl): 
I 



Women's Health and 

Cancer Rights Act of 1997 


D'Amato-Feinstein-Snowe Bill 


MASTECTOMY, LillvlPECTOMY PROVISION 
•. 	 Senator D'An1ato' s legislation would address the problem of 

I 

the so-called "drive-through mastectomies". 

• 	 "This is ~boutpatients' rights, and about enswing 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 
physician, not the insurance companies. We cannot leave the 
matter ofone's health up to' an arbitrary time frame," 

, 

• 	 The bill guarantees coverage of inpatient hospital care for 
mastectomies, 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 tq be medically appropriate. 

• 	 The deci~ion on length of stay is made by the p atient 'and the 
physician, not the insurance company. 

PROTECTION· FOR DOCTORS 
• 	 The bill fllso guarantees that physicians will not be penalized 

for recorllinending proper medical care. 

• 	 The bill,31so prohibits .HMOs from making payments to health 
care providers as an incentive to reduce or limit care to their 

I 

. patients.: 

RECONSTRUCl rVE SIJRGERY 
, 
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• 	 ""It is menta"'ly and physically imperative that women have the 
option to:undergo reconstructive surgery after a mastectomy. 

" 	 ' 

To say ~is type of surgery is cosmetic is to deny the painful 
physical and emotional realities of a mastectomy. Under no 

I 	 . 

circumstC;U1ces should the insurance conlpany be allowed to " 
deny coverage for a woman in this position."" , 

.. 	 Recons1;r4ci ive surgery coverage is provided for all stages of 
reconstructit n including symmetrical rec~nstruction~ 

, . 

• 	 Studies h;avc documented that the fear of losing ~breast is a 
leading reason why women do not participate in early breast 
cancer det(~ction programs. With breast reconstruction 
available las a viable option more women would participate in 
detection: programs and discover the cancer at an early stage. 

I 	 . 

I 

SECOND OPINIONS PROVISION 
I 

• 	 The bill would require health care providers to provide 
coverage!foj" secondary consultations whenever"~ny cancer has 
been diaguo.-:>ed by the patient's primary physician. 

• 	 The health plan would be required to cover second opinions 
i" 	 • -. ." 

. even wh~n the specialist fmds that the patient does not have 
cancer; , : " ' 

• 	 Additionally, if the attending physician recommends 
consultatfor by a specialist not in the HMO's plan, the bill 
would all~:r;v the doctor to refer a patient to a specialist outside 
the plan, ,at 0(' additional cost to the patient. 

I· 



List of AdditibnaJ. Co-Sponsol'S for the RecOnsttuctive Breast SurgeIy Bem:fD:s At;t of 1997 

Update: February 26, 1m 
I 
I 

,'!, . 

". : 

."',,' ..." 

! 
: 

Rep. Alma P.aboo 

I 

I " 

I 
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. ~0FRCIf. 

3CI8 CNfNON BUILDING 1IIUIKlOIAtl. rtB 
,wASHlHGTON. DC 2Il515-Cl814 ~T1ONSAIIIOIlINANCE 

IS'IQ2) 225-8104- • CM9ISIIIHT AIC) 1MIIi'S'IIGA"I'IOttS 
~r.house.gov 
~.goY/ §raur4J. 4M.Joo REGIOfW:. WHIP 

14tb at'trid, (aUfotnia , CQ..awR,
IlG1IIIC:r ~ r.EDICAl1'ECH1IIOLOGY CAUCUS 

..eMIfISOH $TIIEET 6nlJRJS of tbe: llnittb 6tl1tt1 p~At.:ro. CAIM301 

C4111l~ 

UOII)~ J;oUlrof~ 

February 4, 1991 ~JK205~14, 

Q: WBAf DO ~ TWELVE ORGANIZATIONS HAVE IN COMMON? 

,The ~ Omcer Sodety 

. TM:NatIolUll·Breast Caeer Coalition 


..The BieQst Coneer Fund 

Bie4ft Ctzn.ur ActID", 0/ Sa Prtmeisco 


.77Ie;'Amerielm Sodety 01 PIDstk 11114 ReC(l1lSlnlcdve'SlUpOIl8 " 

, I ' .' n,. .Anlerietm College ofSurgeo1l8 ' 


The Breast RtN!(ill8trru:t/.on Aihoco,cy PrtIjed 

TIuJ Y-ME NaIiolUll BrelJ8t Cancer Org(llfl:uldo" 


. :me 'eommruliiy BntJst'Health Prqjeet, 
, De ArJ.erictm Sodety. ofPIIistlc tmd ~C(JlI8ti'IIdiN Surgiail Nunes 

,TIuJ AsUJCillJion 0/ Wonren SuigeoIU .,' , 
TU .Bay Area Bnuzst Cllneer Network 

A: TREY ALL ENDoRSE THE BCONSTRUCTIYB BRlUSTSlJRGBRY BENEFrrs ACT OF 
i'· ' .\" "1m (ILR.. 164) TO GUAR.ANTEB THAT INSURANCE COMPANlESPROVlDING COVElRAGE 

FOR MASTECl'OMIEs ALSO C'QVD THE COST .QF RECONSTIlUC11VE BREAST SURGERY. 
i ' 

Dear Colleague: 
I . , .' . 

Please join with me aDd eighteen Of oUr House colleagues from both parties. and twelve of our DldiDn's 

leadiDg cauccr paticDt.:advocacy groups' in supporting this impormm legislation. 


The broad support.tor tile ~ Breast Surgery Benefits Act ~ a growing recogoitioD. that 
recoJJStnICtivebre8st'Surgery is: CJ,ential to 'tile physical and mental rccovet:Y of breasfc8ncet patients who 
UDdeqo JD8~:. ~~:;ompaDie~nbat dismiss m:oostructive1m:ast surgery as'D:ieIdy tCOSDJedc' 
either do DOt blow the n:a1ities.of'bieast cancer or have a callous ~ for tbe'Deed! Oi'.'.WOlQCD, who 
have suivive.fdlia hQfnbly disftaUiing·disease~ '. . .:;..' , 

'I . '" " , ' 

For the sab Of the .~ iiJ.·yOWdistrict - aDd ibeir famiUes - I urge yOU: to ~;1lDs critical piece 
of IegiSJatioD. A mceat }Vashingron Pq!t article outlining the significance of H.R. 164 is On. the back of 
this letmr. If you are, iDferestcd iilmore' iDformatioD, please comact my sraff person, Kristin Holman at 

Q"~'&P/__velaLbImI on ~.WanI WOIe Web. 

,IQ,. ..5 l1S --. , . 
, G. Bsboo:'" . 

Membef of Coqi'eSS ; 
. 
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Fact Sheet: the Reconstructive Breast Surgery Benefits Act 
, Introduced by J;tep. Anna G. Eshoo (D-CA) 

, 	 , 

The ~Bmut Surgery Benefits Ai::t wouldameod tbePubIic Health Service Act aud 
Employee Remenieut Income Security Act,tq-:db, the following:, 	 , 

., 	 xeqUire health iDswaDce comltaDies that provide cowragc for mastectomies to COWIr 

recOnitructive breast IIIIpl'y that rauJts &om those mastectomies (mdlJdins iurgary to 
esq.blish symmetry between breasts); 

• 	 prohibit insurancccompames from denying coverage for breast reconstruction resn1tin,g 
ftoIn mastectomies on the basi& that the coverage is for cosmetic; surg~ 

• 	 prOhibit insurance Companies from denying a woman eligibility or continued eligibility
fut cove.ragt soJcly to avoid providirJs payment fur breast reeoDBtnJdioD;

I 	 ," 

• 	 ~hibic insurance companies from providing Jnonewy payments or rebates to women to 
c:u.OOurage such women to 8(:Cept leu than the miniuuun protections available under this 

, Act; 
I 

• 	 ~ insura.oce companies from peoaUriag an atteadiug care provider because such 
care provider gave care to an individual participant or beneficiary in accordance with this 
~~ , 	 , 

" ! 

• 	 '~'bii insurance compmies frOm providing ina:utives to an aaxmdill8 care provider to 
induce such care provider to give care to an individual participant or lxmefi.ciary in a 
lOanner incoDsisteDl with this Act. ' 

I 

, ' i " 

The Reconstructive Breast Surgery Benefits Act would.NOr. 


• 	 ~ a woman to undergo reconstruotive 'breast surserYt 
" 

• apPfy to any iiisuraDce comPanY thai'does DDt offer beDdits for mastectomies; 

• prIMm an.insunmce company fi'omimpoaiDg reasonable dedudibIes. ~ or 

.;. OCher cost-sbarlng in,relation to recoostructive breast surgery'beaefits; 

~ 

'~: :'.~,; • ~ insurance ~ fi:om negotiat.iDg the level and type ofl\'4mbursemem with a ' 
'" 
.~, care provider tor care siven in accordance with this Act; and 

• 



," .

Me~icare Cancer Clinical Trial Coverage Act of 199i 
. (previously S. 1963 in the 104th Congress) 

Sponsored by Senators Rockefeller and Mack 
I Seriate C;osponsors orS, i 963: Lorr. Inouve, Hollings, 


Hutchison, Leah\', ,\/ikulski, Boxer. \/o\'nihan. 

D'Amato, Inhore, Craig, Exon, and Cochran 


Current law I 

i. , 
'Medicare's policy regarding coverage or clinical trials is unclear. Medicare 

carriers occasionally deny coverage of physician services or hospital cha~ges 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 normallv covered 
by Medicare if they choose to enroll in a clinical trial, even though such trials are 
regarded as th~ standard of care for treatment of cancer. . 

Proposed Change 

The Secretary of H HS would be required to 'conduct a demonstration' project, 
beginning no later than januarv 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 or 
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 or Veterans Affairs. No later than January 1, 2002, 
the Secretary would be required to report to Congress concerning any incremental 
costs of such coverage and the advisability or covering other diagnoses under the 
same circumstances. The demonstration proi~ct would sunset on june 30, 2002., 

Supported by: 

National Coalition for 'Cancer Association of American Cancer 
Survivorship Institutes 

Candlelighters Childhood Association of Community C{ncer 
Cancer Foundation Centers 

Cancer Care, !Inc. . Cancer Research Foundation,:/ 
. National Alliance of Breast Cancer. of America 

. Organizations (NABCO) NorthAme~ican Brain Tumor Coalition 
US TOO International Leukemia Society of America' 
Y-ME National Breast National Breast Cancer Coalition 

Cancer Organization' NationaJ! Childhood Cancer Foundation 
American Cancer Society National Coalition for Cancer Research 
American SoCiety of Clinical Oncology Oncology NurSing Society 
American Society of Pediatric Prostate Cancer Support-group Network 

Hematology/Oncology Society!?f Surgical Oncology . 

I. 
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FACTIS 

i 

aD 
About FundingiYear-by-Year 

~~L~ 
The following repre~ent 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.) 


FY 1992 $25 million 
For research on screening and diagnosis for military women 
and dependents 

FY 1993 $210 million 
For the Breast Cancer Research Program 

FY 1994 $30 million 
$25 million for the Breast Cancer Research Program 
$5 million for a breast cancer Center ofExcellence at the 
National Navy Medical Center 

FY 1995 $150 million 
$115 million for the Breast Cancer Research Program 
$20 million for mammography efforts 

.: $15 million for dedicated breast cancer centers 

FY 1996 $75 miUion 
For the Breast Cancer Research Prog4'am 

FY 1997 $112.5 million 
$100 million for the Breast Cancer Research Program 
$6mimon for computer-based decision support systems 
$3 million for computer-aided diagnostic research 
$3.5 million for an advanced cancer cell detection center 

. I 

I 
I' . 

I 
I 

P6/b(6)

P6/b(6)



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

I ' 

Overview 
The Department ofDefense Breast Cancer Research Program is an unprecedented partnership 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 res~arch; 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 oferadicating 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 pr~blems in this country. From an initial $25 million appropriation in fiscal year 1992 to 
research the screening andi diagnosis of breast cancer among military women and dependents, the BCRP has 
expanded to become second only to the National Cancer Institute in the funding of breast cancer research. To date, 
Congress has appropriated a~total of approximately $600 million for the program. ' , 

Key Components of th~ Breast Cancer Research Program: Advocacy and In,novation 
One of the most important and innovative aspects of the BCRP is that selected 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 populations to help make breast cancer 
education, diagnosis and tr~tment more widely available to all women. 

, 
To stimulate and give life :to the most creative and cutting-edge scientific ideas, the Breast Cancer Research ' 
Program initiated the Innovative 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. ' 

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 y~s, the scientists involved have already 
published more than 380 ~uscripts about their work and participated in more than 300 national and international 
meetings to share the knowledge they have gained. Researchers currently hold nine patents or licenses for advances 
resulting from the Department ofDefense Breast Cancer Research Program. 
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NATIONAL BREAST CANCER AWARENESS MONTH, 1997 
" 

Message Creation Date,was at 1-OCT-1997 15:02:00 

THE WHITE HOUSE 
§ 

Offic@ of the Press S~cretary 
~ 

For Immediate Release! . October l, 1997 

NATIONAL BREAST CANCER AWARENESS MONTH, 1997 

BY THE PRESIDENT OF THE UNITED STATES OF AMERICA 
I 
I 

A PROCLAMATION 

, 
Every year we ded1caee the month of October to! focus on breast cancer and to 

reaffirm our national"cornrnitrnent to eradicate it. But for thousands of 
American women and th~ir families and friends, ~reast cancer is a devastating 
reality that casts a ~hadow OVer their lives every day. In this decade alone, 
nearly half a m111ion~women will die of breast cancer, and more than 1.5 
million new cases of the disease w1ll be diagno~ed. 

I , 

Our greatest weapon in the crusade against brea5t cancer is knowledge; 
knowledge of its causes and knowledge about prevention and'treatment. My 
Administration has estab11shed a Nat10nal Actiorl Plan on Breast Cancer to unite 
organizations across the country in a collaborative 'effort;to find out more 
about the disease and:.how best to respond to it. , 

The Department of Health and Hurnan Services 113 tak1ng the lead in this 
national effort, through education and research,at the National Cancer 
Insti~ute and the Agency for Health Care Po11cy~and Research; through 
nationwide screen1ng ~nd detection programs at the Centers for Disease Control 
and Prevention; throu9h certification of mammography facilities by the Food and 
Drug ~nistration; through p~even~ion services and treat~nt by health 
benefit programs such~aa Medicare and Medicaid;f.and through increased access to 
olinical treatment triials for cancer patien~s wno are .beneficiarie!l in 
Department of Defenseiand Department of Veterans Affairs proqra~.The 
Department of Defense~as also initiated a brea$t cancer research program to 
reduce the incidence of breast cancer, increase. '·survival rates; and improve the 
qua11tyof fife for women diagnosed With the disease.

" , 

lor3 10/01197 19:40:22 
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., 
We can be proud of the progress w~ have made. One of the: most promising 
recen~ research achievemen~s is our increased understanding of the role of 
genetics in the cance~ process, w~ have learned that cancer is a disease of 
altered genes and alt~red gene function, and re~earch into the relationship 
between breast cancer~and genes is helping us to better understand ~he basis of 
the disease. However';' we must ensure ~hat: progress in genetic information is 
used only to advance and to improv~ the Nation'~ health ,not as a basis for 
discrimination•. Thatris why this year I have ufged~he congress to pass a law 
that prevents health insurance plans from discriminating against: individuals on 
the basis of genetic lnforma~ion. ~ 

more 

(OVER) 

High-quality mammography has also proved to be a powerfully effective tool in 
the effort to detect breast cancer in its earliest, most treatable st:age. The 
National Cancer Institute, the Amelican Cancer Society, and many other 
professional organiza~ionB agree that women in ~heir forties benefit from 
mammography screening; and earlier this year I ~as pleased to sign legislation 
that will help Medicate beneficiaries with cost~shar1ng for annual screening 
mammograms. The First Lady has also launched a~ annual campaign to encou-rage 
older women to use t:he Medicare mammography screening benef1~s. 

f 1,
We have real cause for celebration during National Breast·Cancer A.wareness, . ' 

Month ~his year: rec~nt data show that the bre~st cancer rat:e for American 
women is declining. ~eartened by this knowledge, let us reaffirm our 
commitment to the cru~ad8 against breast cancer; Le~ U6 ensure that all women 
know about the dangers of breast cancer, are informed about. the lifesaving 
poten~ial of early detection, receive recommended screening services, and have 
access to health care·services and information. Let us continue to move 
research forward to improve treatments and find a cure for,this disease. 
Working i 

together, we can !ooklforward to the day when o~r mothers, wives, daughters, 

sisters, and friends can live long, healthy lives, free from the specter of 


{brea5~ cancer. I 
! 

NOW, THEREFORE. I, W1LLIAM J. CLINTON, President of the United Stat~s of 
Am@rica, by virt~e of fthe authority vested in m~ by the Constitution and laws 
of t~e United ~tates, Ido hereby proclaim Octobe~ 1997 as National Breas~ Cancer 
Awa.reness_Month. I C~ll upon government offici~lS, businesses, corranunities, 
heal~h care professionals, educators, volunteers" and all the people of the 
United States to refl~ct on the progress We have made in advanCing our 
knowledge about breas~ cancer and to publicly r~affirm our ,national commitment 
to cont:rolling and cu~ing this disease. - . 

[ l 
IN WITNESS WHEREOF, ~ have hereunto set my hand thia , 

first day of October, :1n the year of our Lord nineteen hundred and 
ninety-seven, and of the Independence of the Un1~ed States of America the two 
hundred and cwency-sernd. 

1 
WILLIAM J. CLIN,ON 

# # # 
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I 'TH E WH ITE HOUSE
I 

WASHINGTON 

November 17, 1997 
I 

MEMORANDUMFOR THE PRESIDENT 	 j" 

FROM; PHIL CAPLAN ftJl 
! 

SEAN MALONEY ,, 
I 

SUBJECT: Recent Ir)formation Items 

We are ji)rwarding the following recent information items: 
I 
, 

" 	 , 

(A) 	 Prostate Cancer Update from Chris Jennings -- Chris has sent you a detailed memo 
responding to the issues rais~d with you recently and provides an overview of possible

I ' 	 ' , 

actions under review by the Administration'. Please see memo Jor,deiails, 

'\,1 Berger Memo o'n Gulf War Veterans' Comp.lHealth Care Oversight Panel-
, responds to your: question, "Is there a recommendation to creat~ an oversight par:e! to 
review the handling ofGulf War veterans' compensation or health care?"; Sandy :jayS the 
Presidential Advisory Corrimitt~e (PAC) on 'Gulf War Veteran~' Illnesses was not tasked 
to address benefits/compensation issues and he is not aware of.any recommendation in 
any of the relevant GAO reports to create such a panel; notes that in its Special Report, , 	 ' 

the PAC did aga~n recommend that V A incorporate Gulf War veterans into its health care 
case management process; NSC has tasked VA, along with other agencies, to respond to 
the PAC recommendations by December 19. " " , ' 

Secy Glickman Lake Tahoe Follow Up-- reports on Oct. 29 signing ceremony in 
Zephyr Cove, NY, following up on .Tuly's ~ake Tahoe Summit; Gov, Miller; Washqe 
'f'ribe leaders and others made very supportive remarks (i.e" you delivered on your 
commitments); Glickman signed a Federal Interagency Partnership Agreement, 
committing agencies to work together on the Lake, and an Inte~goverrimental 
Memorandum of Agreement, committing the States, Washoe Tribe, and Tahoe Regional 
Planning Agency to adhere to the Regional Pimming COITipact and to adopt and 
implement an en:vironmental improvement program; Glickman: also announced a package 
of deliverables from variou? agencies; media coverage, was good; clips attached. " 

(D) 	 Jacob Weisberg piece from Slate, "Big Tent Democrats" -- Forwarded by Rahm. 
, Weisperg writesithat, "If Democrats are doing less infighting,i,tisn't be~ause they've 
, reached som_e sort of ideological cOllsep.sus." Weisberg argues, that the election of 1994 

galvanized Dem?crats, but '~as the NeWt peril fades, nemocrat~c differences are becoming. 
clearer." [piece was written before fast-track was pulled]. , ' 

" I 

.~~ •. 
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i THE WHITE HOUSE 

WASHINGTON 

11-l...D-'17 

.November 7~ 1997 

·MEMORANDUMFolTHE~ENT 

FROM: <;:11fis Jequings 

! 
SUBJECT: Prostate Cancer 

I 

cc: Bruce Reed 

Responding to your interest in developments on the p:::ostate cancer front, this memo ,summarizes 
our response to the issu~s that were raised with you recently and also provides an update on 
actions the Administrat~oh can take to help advance the fight against prostate cancer. 

BACKGROUND 

This year over 210,000 inen are expected to be diagnosed with prostate cancer anq oyer 42,OOQ
I '. 

men are projected to die from this disease (virtually the same number pfwomen who die from 

breast cancer). Only lUIlg cancer claims more cancer deaths for men. ' 


, , 

Prostate cancer ,does not manifest its~lf in most men until they have reached traditional retire
ment age and, when it does, there are great disparities amongrriinorities relative to incidence, 
In fact, fully 80 percent of those diagnosed withthis disease are over age 65. African American 

I . . . 

men have an incidence rate over 35'percenthigher than white men. h~terestirigly, Asian- .' . 
Americans' have an incidence rate that is less than half of white. Ameri'cans. (Clinical trials c:re 

. underway at NIH to determine the causes of these differences.) 
.' ", I 

CONCERNS RAISEq BY PROSTATE CANCER ADVOCATES 
I 

The concerns that were recently raised to you and echoed by prost~te ~ancer patient advocates, 
such as the American C~ncer Society's Man to Man, lJSTOO, CaPCure (Michael Milken's 
foundation for prostate cancer), and Beth Kobliner Shaw are as follows: (I) Federal funding for 
prostate. cancer research is inadequate, particularly relative to breast cancer and AIDS, 
(2) administrative shortcomings have unacceptably delayedtlie allocation of Defense Department 
prostate cancer research! funds to scientists, and (3) there has been inSllfficient high level. 
Administration attentiofti paid to this devastating disease (some have suggested a White HOllse
sponsored conference). ; The following responds to the concerns that llave been raised. 



I 

.j" 

Issue:' Pr~state Cance~ Research' is I~adequately F~nded. Probqblytrue, but 
depefld'l on how you look at the numbers, The overall dollars for funqing eire low ,in comparison' 
to some highly-publiciz~d diseases such as breast cancer and AIDS. However,' relative to other 
diseases, prostate ciinc~r has increased significantly since you took office. Moreover, thiS issue 
is more comp!icated,thdn simple dollar comparisons. Overal, spending on breast cancer still is 
more than four times thM of prostate cancer research ($625 million ve~sus ov~r $140 milli'on). ' 

, ,I • , , , 

According to NIH,this~s due in par to limited opportunities for scie~tifically-soUlid prostate 
ca,ncer-specific researc~. They also argue that there is a great deal of ?verlap in, cancer research; 
so that the'most promising leads in pl'ostatecancerresearch may in faet result from dollars spent 
in research for another Gancer. It seems clear: though that the large am'ount of public. attention to 
breast cf.ncer has had a inajor impact on funding. ' ' " ' 

Notwithstanding the disbarity of i~~estment~, significql1t incre'ases in' prostate cancer funding 
have occurr~d tinder yo¥r Administr~tion and, as will be discussed belo'vv, more dollars are'likely 
to be recommended in the very near future. Prostate cancer research lias increased:about 60 " 
percent since 1993.' Suqh an increase is substantial when con!pared with other, majpr diseases, 
such as diabetes (11 percent increase) and he~ disease (21 percent inprease). Despite,these 
numbers, it does appear , that a good case can be made'that research fUljlding this type of cancer is 
inad(;qu<:lte. , : 

Issue:' DoD Needs to Allocate Their Prostate Cancer Funding More Quickiy. 
ReslJonse: Partially true, but understandable since DoD has never had su,chfunding befcire. 

...., ,:. ' , I 	 . 

In an attempt to address the limitations'in re$earch spending imposed py the budget caps, the 
Appropriations Commit~ees began in the 'eariy 19908 to, allocate breast cancer re$earchdollarsin 

, ,; 	 .' ,I . 

the Defense budget. Bu,ilding on the Congress' build-up 6f b~east cancer research at the DoD, 
, Congress appropriated about $45 million for prostate cancer in FY'97land again'this year~ , 

, I " 	 f 

, (Since the DoD believes biomedical research is not their inission, OMB has:never suggested 
using DoD dollars for reseatchin any budget proposal; ho~ever, this IS something we might ,,' 

.; • 	 I " 

want'to, discuss in this year~s budget) , , , 

Although there has been excessive delay in getting these dollars out; poD did just complete a 
multi-month consultativ,e process with Ptostate cancerexperts, patient~,.and advocates to find the" 
best ways to fund top-of-the-lineresearch'. Theyiuwe received over 600 grant proposals, and plan 
to fund as many peer reviewed grants as possible by no later than nexi!Apri1. ' 

: . ~ 	 . ; 
f 

Issue: Prostate C~ncet Needs a Higher Level Administration Foc~s. ResPonse: We ~gree, 
and, in [act, the Nationdl Cancer institute has already convened ahigh-livelp(mel that l1iUI ' 

, provide recommendatiors next Spring afroitt new research opportunities and the needjor i,;ore 
funding. This process was pulled together in order to assess how to best move forward on seme 
promising recent break-throughs in prostatecanc'er made in the last ye~r, i.ncluding::

\j(1) the discovery ofa n~w hormon~therapy whichgiven after radiatiop therapy can prolong 

,'\ ,- survival of patients W,itli locally adv,ancedProstate, cancer;, (2) the general location of the first 


\!	heredity prostate cancer igene; and (3) ~e !dentification of hundreds o~ geries'expressed in " 
prostate cancer as the fir;st cancer stp-dled 111 the recently-launched, Callcer Genome Anatomy' 
Project (CGAP) at NIH:I ' 

I, 
I 

I 

I 	 " . 

I 	 .1.• 
j 

I 
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NEW ACTIONS
,I

UNDER REVIEW ON PROSTATE
' 
CANCER 

Increases in Prostate €ancer Research Funding. The panel discus~ed above is scheduled to 
be completed by Marchi and Dr. Rick Klausner, the NCI Director, fully expects that it will result 
in greater attention to a~d more funding of this disease. Weare reviewing options to give this 
work even a higher profile. Preliminary discussions withNCI have led us to conclude that it may 
be possit Ie for you to announce their Spring recommendations for m~re funding of prostate. 
cancer research. 

Legislation for Medic~re Coverage of Cancer Clinical Trials. One of the highest priorities by 
the cancer research advocacy community is enacting a bill that would allow Medicare, f6r, the 

1 " " , 

first time, to cover cancer clinical trials. Having Medicare cover clillical trials would: be ' 
particularly helpful to iliose 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 the Itreatment, prevention, and'scre~i1ing for this disease; (3) given the 
promising new findings, NCI expects there will ,be an increase in clinibal trials for prostate 
canCer, creating a need for even more participants. 'I 

, 
We are working with HCFA, NIH, 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, particularly for a targeted new benefit. Having said this, it would have 
the dual benefit of incr~asing the number of cancer clinical trials and, !i~ so doing, likely help 
encourage private sector plans to' increase their coverage of these trials. This policy would be 
widely heralded by the ~cientific community, cancer patient advocates, and Senators' Mack and 
Rockefeller. If you decided you wantus 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 

I ' 
armounce it. I 

Currently, HCF A has t~e authority to pay for trials on procedures they believe have the potential 
to no longer be experimentaL (This is different than payment for experimental trials, mentioned 
above, on drugs and dey ices not yet given FDA approval for cel1ain kinds of treatments;) You 
recently saw a USA To~ay article referencing possible coverage for ~ trial on cryotherapy, a . , 
treatment that some thirik has the potential to reduce prostate cancer ~here the cancer hasllot yet

I ' " 

spread. We have since learned that both HCFA and NIH are skeptical that the procedure merits 
coverage a'1d may not authorize it. ,Having said this, it is' encouraging> that HCF A and NIH are 
working together to target such procedures for coverage. 

Revenue from the Nat~onal Tobacco Legislation for a Major ln~r~ase in Research Funding 
and/or Raise Funds fr?D1 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 P!ostate cancer, research. Senator Kennedy has just 
introduced his tobacco legislationbiU, which includes provisions to use his'assumed and 

I . ' 

unrealistically hightob~cco revenue to be used, in part, to double the NIH budget. Senator Mack 
and Senator Harkin are ~lso calling-for a doubling of the budget. In addition, DOlma Shalala's 
budget submission includes a new insurance premium tax to be used to eventually double the 
NIH budget. (If you are interested,'I can send you a pro/con memo ort this proposal.) 

. ." 

Certainly any such actidnscouHbe incorporated into a number of events that would visibly 
associate the Administr~tion'with an unprecedented new commitment to cancer research in 
general, and prostate cailcer'in particular. We will keep you informed of d~velopments. 


