PRESIDENT AND THE FIRST LADY ANNOUNCE NEW INITIATIVES TO IMPROVE
PREVENTION AND EARLY DETECTION OF BREAST CANCER
October 24, 1997

- Today the President and the First Lady announced new steps to ensure that more women get
regular, high quality mammograms. Early detection, followed by prompt treatment, can reduce
the risk of death by as much as 30 percent. However, a mammogram can fail to do its job because
of poor medical techniques, processing or reading of the films; inadequate record keeping and
reporting of results, and lack of effective quality assurance controls. In 1995, about 35 percent of
mamography facilities that sought accrediation initially failed the quality requirements. Moreover,
far too few women get regular mammograms. Thirty-three percent of women ages 50 to 64, and
45 percent of women over age 65 reported not receiving a mammogram in the last two years. The
initiatives the President and the First Lady are announcing today include:

Improving Quality Standards of the Mammography Facilities Nationwide. The new FDA
regulations announced today, authorized by the Mammography Quality Standards Act (MSQA),
set new high standards for mammography facilities. They include important new clarifications
that require facilities to hire capable technologists, to use equipment that produces clear and
accurate images, and to ensure that physicians have the skills to interpret the rules. It also requires
facilties to display their FDA certification, so women and their families know facilities have met
the quality standards. They also require that patients be fully informed of results of a

- mammogram so that follow up testing and treatment can begin immedjately. These new standards
will ensure women receive high quality, accurate mammograms. The National Breast Cancer -
Coalition applauded the implementation of the final regulations stating that “this Rule will ensure
that every woman in America will receive the highest quality mammography.”

Initiating a New Mammography Education Campaign at the National Cancer Institute
(NCI). Today, the NCI is initiating a new national education campaign that provides women and
their families and health professionals clear, up-to-date information about steps they should take to
detect mammography and breast cancer. The materials being released have been developed to
educate women about the recommendations made by NCI this spring that women in their 40s and
older should get regular screening mammograms. The NCI materials will be released to
community organizations, doctor’s offices, and other health care facilities around the country,
providing education about the risk factors for breast cancer, the benefits and limitations of
mammography, and the importance of regular mammograms for women in their 40s and older.
They also highlight breast cancer incidence and mortality rates for women in different racial/ethnic
groups.



Launching the First Lady’s National Annual Medicare Mammography Campaign. Each year the
First Lady has launched a mammography campaign to encourage older women to get mammograms.
Despite the fact that mammography can significantly reduce mortality rates, 45 percent of women over
age 65 have not had a mammogram in the last two years. To encourage more older women to get regular
mammograms, this year the First Lady’s campaign includes:

. New Nationwide Public Service Announcements to Encourage More Older Women to Get
Mammograms. Today, the First Lady is announcing two new public service announcements to
encourage older women to get mammograms. One of the PSAs features Candice Bergen and was
aired this week at the close of the Murphy Brown Show. The second PSA includes breast cancer
survivor and spokesperson Carol Baldwin and her sons, Alec, William, Daniel and Stephen. In
addition to these PSAs, a number of corporations have made important new commitments to
educate women about the importance of regular mammography and screening.

. HORIZON Grants to Improve Mammography Rates Among Minority Women. This year
HCFA has focused the Medicare mammography campaign to reach minority Medicare
beneficiaries who are even less likely to get mammography screenings. HCFA launched Horizon
Project grants, a three-year initiative in six major cities which focuses efforts on increasing

~ mammography rates among Hispanic and African-American Medicare beneficiaries. These
comprehensive efforts will not only encourage more women in these areas to get regular
mammograms but provide insight on how to overcome barriers that prevent women from getting
mammograms. This week, we received the project’s first report, and it is teaching us a great deal
about how to identify barriers including lack of awareness about the Medicare mammography
benefit, language barriers, and misconceptions that only women of childbearing are at risk for
breast cancer, and strategies to overcome them. :

The Initiatives Being Announced Today Build on the President’s Strong Record in the Fight
Against Breast Cancer.

. The Balanced Budget Act Made Medicare Mammograms More Affordable and Accessible.
The balanced budget the President signed into law this summer took steps to encourage more
women to get regular mammograms by waiving deductibles for all mammograms and covering
mammograms on an annual basis. Although Medicare has covered screening mammography since
1991, only 14 percent of eligible beneficiaries without supplemental insurance receive
mammograms, indicating that cost can be a significant barrier. The balanced budget also
expanded coverage to pay for annual screening mammograms all Medicare beneficiaries age 40
and over -- making coverage consistent with the new recommendations of national experts. '
Earlier in the year, President Clinton took action to bring Medicaid and Federal Employees Health
Benefits in line with the new recommendations. '

. The President Has a Long Record in Fighting Breast Cancer. The President has taken a
number of important steps to fight breast cancer. Since the President took office funding for breast
cancer research, prevention and treatment has nearly doubled to over $500 million in 1997; the
CDC breast and cervical program which provides screening low-income women has expanded
nationwide; new space technology has been applied to research to gain valuable knowledge
important about detection and treatment of breast and ovarian cancer; and funding has increased
for an unprecedented partnership at the Department of Defense between the military, scientists,
physicians and community members for grants to invigorate breast cancer research.



CLINTON ADMINISTRATION INITIATIVES TO FIGHT BREAST CANCER

Introduced Legislation to Prevent Discrimination Based on Genetic Information.
The President has urged Congress to pass bipartisan legislation to prohibit health plans
from inappropriately using genetic screening information to deny coverage, set
premiums, or to distribute confidential information. For many diseases, such as breast
cancer, we are beginning to identify hidden genetic disorders which can spur early
treatment. However, genetic testing also can be used by insurance companies and others
to discriminate and stigmatize groups of people. In fact, studies show that a reason
women do not get genetic testing for breast cancer is because they fear the information
will be used to discriminate against them.

Expanded Medicare to Pay for Annual Screening Mammograms for all Medicare
Beneficiaries Age 40 and Over. The balanced budget expands coverage to pay for
annual screening mammograms for all Medicare beneficiaries age 40 and over, enabling
women to follow the National Cancer Institute’s (NCI) recommendations to undergo
regular mammogram screening at age forty. President Clinton has also taken action to
bring Medicaid and federal employee health benefits in line with NCI recommendations.

Made Medicare Mammograms More Affordable and Accessible. The balanced
budget enacted by the President this August waived deductibles for all screening
mammograms, making annual mammograms more affordable for older women. Costs
can be a significant barrier for older women to get mammograms. Although Medicare
has covered screening mammography since 1991, only 14 percent of eligible
beneficiaries without supplemental insurance receive mammograms.

Built on HHS Commitment to Breast Cancer Research, Prevention and Training.
Since the President took office, funding for breast cancer research, prevention and
treatment has nearly doubled, from about $276 million in FY 1993 to an estimated $513
million in the President’s FY 1997 budget. :

Continued Department of Defense Funding for Breast Cancer Research. In FY
1997, the DOD will spend $112 million on breast cancer research. This is an
unprecedented partnership between the military, scientists, physicians, and the
community to fund grants to invigorate breast cancer research. One of the most
important and innovative aspects of the program is that breast cancer survivors are
actively engaged in defining the program and serve on scientific panels which review
grant proposals.

Increased Funding for Genetic Research. HHS-funded research led to the discovery of
two breast cancer genes -- BRCA-1 and BRCA-2 -- which holds great promise for the
development of new prevention strategies. On October 26, 1996, President Clinton
announced $30 million in new funding for research into the genetic basis of breast cancer.



Educated Older Women to Use the Medicare Mammeography Screening Benefit.
The First Lady has launched a yearly mammography campaign to inform and encourage
older women to use the Medicare mammography screening benefit. Despite evidence
that early detection through mammography and clinical breast exams is essential, 45
percent of women over age 65 report they have not had a mammogram during the past
two years. This year the First Lady’s campaign focuses on encouraging women with
particularly low mammography utilization rates to get mammograms.

Improved Mammography Quality Standards. The final regulations the President
announced today strengthen and improve the program the FDA implemented for
mammography standards in 1994 to ensure that they meet standards for equipment,
personnel, record-keeping, and quality control. Women and their families can look for
the FDA certificate as evidence that the facility meets quality standards. These new
standards will ensure women high quality, accurate mammograms. Women can find a
certified mammography facility by calling 1-800-4-CANCER.

Supported Legislation That Prevents Women From Being Forced Out of the
Hospital Only Hours After a Mastectomy. In his State of the Union Address, President
Clinton endorsed bipartisan legislation to ensure that women are not forced out of the
hospital before they are ready because of pressure from their health plan. The
Department of Health and Human Services also sent a letter to all Medicare managed care
plans making it clear that they may not set ceilings for inpatient hospital treatment or set
requirements for outpatient treatment, and that a woman and her doctor should make
decisions about what is medically necessary. ‘

Provided Screening for Low-Income Women. CDC’s National Breast Cervical Cancer .
Early Detection Program offers free or low-cost mammography screening to low-income
elderly and minority women. On October 1, 1996, Secretary Shalala announced the
expansion of the program to all fifty states. The goal is to reduce breast cancer deaths
among these women by 30% and cervical cancer deaths by 90% through increased.
mammography and pap testing.

Applied Space Techn_ology to Detect and Treat Breast Cancer. NASA is applying
cutting edge technology to improve ways to diagnose and treat breast cancer. For
example, NASA uses the microgravity of space to grow human tissue for research and
transplantation; gaining valuable knowledge important to the treatment of breast and
ovarian cancer. Mars Pathfinder technology has been developed to enhance pictures is
being modified to make three-dimensional models of breast tissue. This enables doctors
to differentiate breast tissue more accurately without using painful invasive procedures.



QUOTES SUPPORTING THE PRESIDENT’S INITIATIVES ON BREAST CANCER

“Thank you for your continuing commitment to eradicating breast cancer. . .Over the past five
years, your Administration has helped make finding the cause of and a cure for breast cancer a
national priority by increasing research efforts and improving current breast cancer policy.”

“We applaud the Administration’s dedication to improving breast cancer screening and the
promulgation of the final regulations implementing the Mammography Quality Standard Act .
(MQSA). This Rule will ensure that every woman in Amenca will receive the highest quality
mammography.”

--National Breast Cancer Coalition

“The American Cancer Society (ACS) applauds President Clinton for his leadership on breast
cancer issues. ACS supports the issuance of the final regulation of the Mammography Quality
Assurance Standards Act (MQSA) because it will give wormen more confidence in the quality of
their mammography.”

“ ACS also supports the investment in screening programs to reach poor and underserved women
who may not otherwise receive health care.”

“ Finally, ACS supports the National Cancer Institute initiative to educate women about the need
for annual mammograms beginning at age forty.”

--American Cancer Society

“On behalf of the National Alliance of Breast Cancer Organizations’ 375 member organizations
and the many thousands of women under their care, please accept our appreciation for your
leadership in the fight against breast cancer. With new plans and initiatives and through support
of federal programs and legislation, all American families have felt your concern about this most
common form of cancer in women in our country.”

“With your guidance, millions of women are now hearing lifesaving messages, and poor and
underserved women are linked to health care services they require and deserve.”

- --National Alliance of Breast Cancer Organizations



“] am pleased to join millions of other Americans in applauding your leadership in all areas of
women’s health, especially breast cancer detection and treatment.”

“Your initiatives to broaden access to mammography for all American women and to ensure that
mammograms are done only by trained personnel at properly equipped facilities will
undoubtedly save many lives.”

“We also applaud your efforts to increase funding for breast cancer research.”

--Society for the Advancement of Women’s Health Research

“The American College of Radiology (ACR) today strongly supported the Administration’s far-
reachmg efforts to bring high quahty screening mammography to under-served women across the
nation.” :

“As a result of this private/public partnership with the ACR accreditation program and FDA
certification women can be assured of getting the best mammography available, which can save
their lives through early detection.”

--American College of Radiology

“The American Medical Women’s Association applauds the efforts of the Clinton
Administration in the area of breast cancer research, education, detection, diagnosis, and
treatment.” :

“As a long-time advocates for women’s health, President and Mrs. Clinton are to be commended
for their support of the FDA’s Mammography Quality Standards Act, which ensures that all
mammography facilities in the United States are certified by the FDA as providing quality
mammography in order to lawfully continue to provide mammography services.”

--American Medical Women’s Association



“I want to commend you for your leadership of a national effort to combat breast cancer.”
“The efforts of your Administration to expand Medicare coverage of mammograms are critical if
elderly women are to take advantage of this important screening tool. Of equal significance is

making women aware of the need for mammograms and that coverage is available.”

--American College of Obstetricians and Gynecologists

“Shaklee applauds the efforts of Hillary Clinton and the Clinton Administration to change
Medicare guidelines to allow women over 50 access to annual mammogram testing.”

--Shaklee Corporation
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' STATEMENT FROM THE AMERICAN CANCER SOCIETY

" The American Cancer Society (ACS) applauds President Clinton for his leadership on breast
cancer issues. ACS supports the issuance of the final regulation of the Mammography Quality
Assurance Standards Act (MQSA) because it will give women more confidence in the quality of
their mammography. ACS also supports the investment in screening programs to reach poor
and underserved women who may not otherwise receive health care. Finally, ACS supports the

- National Cancer Institute initiative to educate women about the need for annual mamograms
~ beginning at age forty.

- 316 PENNSYLVANIA AVE., S.E., SUITE 200, WASHINGTON, DC 20003-1146 » 202-546-4011 o FAX 202-546-1682
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AMERICAN MEDICAL WOMEN'S ASSOC1ATION

FOR IMMEDIATE RELEASE CONTACT:Anne Pritchett
703-838-0300

American Medical Women’s ASSOClatIOH Applauds
Breast Cancer Efforts

Alexandria, VA (October 23, ] 997) The Amencan Medical Women’s Asso<:1at10n
applauds the efforts of the Clinton Administration in the area of breast cancer research,
education, detection, diagnosis, and treatment. It is particularly appropriate during
National Breast Cancer Awareness Month that we recognize the efforts of the Clinton
Administration in the area of breast cancer. As a long-time advocates for women’s
“health, President and Mrs. Clinton are to be commended for their support of the FDA’s
Mammography Quality Standards Act, which ensures that all mammography facilities in
the United States are certified by the FDA as providing quality mammography in order to
lawfully continue to provide mammography services. We also applaud them for their
support of the Breast Cancer Patient Protection Act of 1997, which would require heaith
plans to allow women who have undergone mastectomies to remain in the hospital for at
least 48 hours, and 24 hours for those undergoing lymph node dissections. :

Almost 2 million women will be diagnosed with breast cancer in this decade, and
approximately 450,000 will lose their lives to the disease within this same timeframe.
The number of breast cancer deaths will likely be reduced as a result of early detection
and appropriate management. The American Medical Women’s Association applauds the
efforts of President and Mrs. Clinton for their efforts to help increase access to quality
mammography and to improve the health of the Nation’s women.

Founded in 1915, the American Medical Women’s Association represents more
than 11,000 women physicians and medical students who are dedicated to promoting
women’s health and furthering the personal and professional development of women in
medicine. AMWA, has long focused on breast cancer as a key public health issue, and
currently is providing training in breast cancer diagnosis and treatment to more than
6,000 primary care managers throughout the country.

. Representing Women in Medicine Since 1915

801 NORTH FAIRFAX STREET o SUITE 400 » ALEXANDRIA, VIRCINIA 22314
TELEPHONE (703) 2380500 » FAX (703) 549-3864 « EMAIL:info@unwa-doc.org » hitp://sww.amwa~-doo.ore
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San Franciséo, CA 94111-5325 (415)954-2007
' : ' ktopping @aol.com
Shakiee Cor‘poration Goes to Bat for Breast Cancer Awareness Month

San Francisco, CA — Shaklee applauds the efforts of Hillary Clinton and the,
Clinton administration to change Medicare guidelines to allow women over 50 access

- to annual mammogram testing. Recognizing the importance of breast cancer

education and early detection, Shaklee Corporation initiated three breast cancer
awareness programs targeted to its nationwide base of independent distributors,
employees and the public during October of 1997. The company alerted both its
distributors and employees through publications and notices about ways to be
involved in educating themselves and others in combating this epidemic disease.
Shaklee also provided funding to programs that raised awareness and encouraged
individual action.

Special bulletins in Shaklee's Late breaking News went to over 14,000 independent
distributors that encouraged readers to have regular physical check-ups and to ask
their doctors about preventive measures. The notices included the reminder that
Medicare covers the cost for mammography every other year for women that qualify.
As part of its Wellness Program, the Company also underwrote the entry fee for any
employee participating in the Race For the Cure, a run benefiting the Susan B. Komen
Foundation.

Additionally, Shaklee provided seed money to help fund the compelling documentary,
Rachel's Daughter’s: Searching for the Causes of Breast Cancer which aired on HBO
six times during October. Taking an original approach to exploring the broad spectrum
of suspected causes, the film included interviews with twenty-one scientists and
medical doctors by its lay investigators, women who are fiving with breast cancer. This
powerful film is a fitting tribute to Rachel Carson, author of the landmark book, Silent
Spring. A conservative estimate is that four to five million people will have seen
Rachel’s Daughters by the end of October.

Founded in 1956, Shaklee Corporation is an innovative global marketing company
with operations in the United States and seven other countries. A diversified
consumer products company, Shaklee includes multilevel marketing, research and
technology development under the Shaklee name and direct mail and retail product
operations through its Bear Creek Corporation subsidiary. The Shaklee Global
Marketing Companies include Shaklee North America and Shaklee International. in
1989, Shaklee was purchased as a wholly-owned subsidiary by Yamanouchi
Pharmaceutical Co., Ltd., one of the largest and mast profitable pharmaceutical
companies in Japan with operations worldwide. The combination of the two firms has
created a global entity on the cutting edge of science and technology, offering high
quality products that continue the tradition of health, wellness and sensitivity to the
environment.

#HARE
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Contact: Michael J. Bernstein (703) 648-8910 | Embargoed Until:
Carolyn J. Jones (703) 648-8928 ‘ Noon October 25

American College of Radiology Praises White House
~ For Strong Mammography Screening Initiatives

The American College of Radiology (ACR) today strongly supported the
Administration’s far-reaching efforts to bring high quality screening
mammography to under-served women across the nation.

Today the White House announced a major initiative, to be led by First
Lady Hillary Rodham Clinton, targeting minority and other under-served
women. The major educational campaign is titled, “Get a Mammogram, a Picture
That Can Save Your Life.”

The campaign will emphasize that beginriing January 1 Medicare will cover
yearly screening mammograms for all women 40 and over covered by the -
program. ‘

In addition to announcing the First Lady’s initiative, the White House
inveiled final rules for the Mammography Quality Standards Act (MQSA), the
act which has been giving the Food and Drug Administration (FDA) the power
to certify mammography facﬂltles accredited by the ACR and other accrediting

.bodies

- “The ACR is delighted that Medlcare will now be covering screening
mammograms yearly,” College Board Chairman Dr. Ronald G. Evens said today

* “Scientific studies clearly show that the shorter the interval between

mammograms the greater chance for detectmg breast cancer at its earliest, most
treatable stage.”

AMERICAN COLLEGE OF RADIOLOGY
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Dr. Evens also highly praised the program for focusing on the under-served
women of the nation. “Too few low income women and minorities are havin 8.
screening mammograms and this effort by the First Lady can have a major
educational impact on both groups,” he said.

The ACR, Dr. Evens added, “ created the nation’s first mammography
accreditation program 10 years ago to assure that the women of this country
have the highest quality of mammégraphy possiblg As a result of this .
private/public partnership with the ACR accreditation program and FDA
certification women can be-assured of getting the best mammography j
available,which can save their lives through early detection.”

#
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 October 24, 1997

Williamm Jefferson Clinton

President of the United States of Amenca
The White House ,

1600 Pennsylvania Ave, NW
Washington, DC 20100

Dear Pre;xdent Clmton,

On of the behalf American College of Obstetricians and Gynecologists (ACOG) ‘an
‘organization representing 38,000 physicians dedicated to improving women’s health I.
want to commend you for your leadership of a pational effort to combat breast cancer. As.
with any serious challenge, breast cancer must be attacked on many fronts and your
Administration has been in the forefront on several initiative.

One weapon in the war against breast cancer is early detection and treatment. ‘The efforts
of your Administration to expand Medicare coverage of mammograms are critical if
elderly women are to take advantage of this important screening tool. Of equal
significance is making women aware of the need for mammograms and that coverage is

~ available. Here .too, we have been pleased to partner with your Administration. As
primary care physicians, obstetrician-gynecologists are critical to efforts expanding
access to mammograms. Obstetricians-gynecologist have an excellent record of assuring
that their patients know the importance of self-breast exam and mammogram, receive a -
clinical breast exam, and receive a referral for a mammogram. Thus, your continued
support of obstetrician-gynecologists as primary care physicians is critical to the war on
breast cancer. - Furthermore, we urge you to assure that any “Consumer Bill of Rights”
guarantees women's access to obstetrician-gynecologists.

For women with breast cancer, your support for banning clauses in physician contracts
that prevent physicians from discussing all treatment options is essential. These women
benefit from knowing that if they have a mastectomy their insurance will cover a hospital -
stay of the length their doctor believes is medically appropriate. We are pleased to join
you in support of such legislation. We encourage you to go further and support
legislation guaranteeing women with breast cancer access to second opinions and for
those choosing mastectomies coverage for reconstmchve surgery

THE AMERICAN COLLEGE OF OBSTETRICIANS AND GYNECOLOGISTS * WOMEN'S HEALTH CARE PHYSICIANS
© 409 12TH STREET SW WASHINGTON DC 10024-2188
MAILING ADDRESS: PO BOX 96920 WASHINGTON DC 20090-6920
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To be effecnve ‘women peed a quality mammogram. The College’s efforts in this area ’

_are long-standing. ACOG actively lobbied for the enactment of the Mammography
Quality Standards Act. Our goal and the goal of its sponsors was to assure quality.
Based upon the early experience with this law, we believe this goal has been achieved
while encouraging the availability of mammography in community settings, including
primary care physicians’ offices. We trust the fmal regulanons being announced today
will maintain this balance. ~

- While these effons address women with breast cancer, we also need to look to the future.
Your commitment to research on prevention and treatment does just this. ACOG is
pleased to have worked with, and pledges to continue to work with, your Adxmmstratmn ’
to improve the health of women with breast canoer :

Smcexely, |
Ralpl W, u.ﬂe. m.0
- Ralph' W.Hale, MD
. Executive Director
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AmericanAirlines

CONTACT: Corporate Commumcatrons ,
Fort Worth, Texas
(817) 967-1577 (CDT)

FOR RELEASE: Saturday, Oct. 25, 1897

AMERICAN LAUDS PRESIDENT AND FIRST LADY
FOR PROMOTING BREAST CANCER AWARENESS

Fort Worth, Texas~American Airlines foday praised the President and
First Lady for their outstanding and unprecedented efforts to create a heightened
national awareness of the need for far greater use of mammography to prevenf'
bfeast cancer deaths. In particular, American lauded the President and Mrs.
Clinton for using their weekly radio address to generate public attention to this
critical issue. \ | |
‘ American is particularly proud to have been cited by the First Couple asa
model of corporate support for breast céncei' awareness. | “Our cdrpofrate
commitment to promoting Selfexéms and mammography has been long-
" standing and grows greater evéry year,” said Dr. David McKenas, American's
Corporate Medical Director. | |
‘As part of its commitment, American was one of the initial sponsors-—and
is now the official carrier—of the Susan G. Komen Foundation, the nation’s

largest privately funded breast cancer research organization.

-more-

1101 SEVENTEFNTH STHREET MW. WASHINGTON, DC 2003, TFI FPHONE 202-496-5668, FAX 202-206-5560
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Na tional] COMMUNITY PHARNAC!STS Association
205 Daigorfictd Read » Alexandria Viginia 23314-2885 + phone 703.683.8200 ¢ fax 703.683.3619 - www.ncpancLorg

 CONTACT: Todd Dankmycr
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703-683-8200

NCPA JOINS FORCES WITH WHITE HOUSE
ON MAMMOGRAPHY INITIATIVE

Alexandria,ivirginia, October 25, 1997 -- The Natiopal
Community Pharmacists Assdciaﬁion}is working with the White
VHousc and First Tady Hillary Rodham Clinton on its Medlcare
Mammography Initiative, a campaign to 1ncrcabe public
awarcness qf the fact that Medicare now covers the cost of
annual mammograms for all womcn aged 65 and over.

*Rrcast cancer prevention énd detection are crucialvto
women's héalth care, sald Calvin J. anthony, NCPA Executive
‘Viée PresidenL. “We are p]eaeed to join wzth the CllnLon

"admnnnqtratlon in promoting this public awareness program
Communlty pharmac:qts are the most accessible health
professionals in every community in America, and are idcallyv
positibned to boost mammography awareness with seniors.”

Breast cancer is the second ]eadiné cause of cancer

deaths among American women. One in eight women risk

~More-
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developing bieast cancer in their lifétime. Mammographyv
screening is partly cfedited with the recent o§era11 decline
in bfeast'caneer death taLes.bBreast cancer treﬁtment_is nost
effective and survival rates highest when the discase is
diagnosed inviﬁs early stages.

- "Many women still don‘t know that mammograms are now
covered by Medicare. 1f we can help getfthat infofmation~to _
our patients, we can help the U.S. Public llealth Service savce
lives and‘improve cure rates,” said Anthony.

Begides promoling the availability of maLeriéls on
mammngaphy screening'to indépendentvcommunityvpbarmacists al
'its annual convention beginhiﬁg this weekend in Denver, NCPA
,will broadcﬁst public service announcements on the initiatiye
on its new in-store television nétwork, NPTV: Your -
Neighborhood Pharmacy Network. |

‘ ?romotiona] maLérﬁéls,'includihg ad slicks and posters,'
are available from the Officévon Women's Heélth af 202- 690~
7650. The Medicare.Mammpgraphy initjative is being'leé by
the United States Puﬁlic‘ﬂeaiLh‘Serﬁicé Office on Women's
'Health., |

Thé Natioha1‘¢ommunity Pharmaciﬁts Association, former]y
NARD (thc National Association of Retail Diuggists),
represents the pharmacist owners, maﬂagers, and employees of
nearly 30,000 independent pharmacies across ﬁhe country.
Independent community phafmacists -~ more than 75,000
nationwide -~ dispense Lhe majorfty of thé ﬁatibn's retail

prescription druge.
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AAHP IS PROUD CO-SPONSOR OF NATIONAL MAMMOGRAPIIY CAMPAIGN

WASHINGTON -- The American Association of Health Plans (AAIIP) is a proud co-sponsor of
the White Housc Mcdicarc Mammography Initiative (MMI) and the 1997 Mammography
Campaign. The program 1«; desig yned to cncourage Amu ican women, L,spcudlly those over 65, 1o
obtain mammograms.

“Our member hea}th plans congratulate President and Mrs. Clinton for their commitment and
dedication 10 cducating women about the importance of obtaining regular mammograms,” said
AAHP President and CEQ Karen Jgnapni. “Regular screening and carly detection of breast
cancer arc the best safeguards of women's health and our membcer health plans welcome the
opportunity to build on their excellent track record in providing these very 1rnponant prevemwe
measures for women.” :

Health plans are committed to improving mammography screening rates, especially for older
women and other underserved populations. AAHP membcers have designed innovative programs,
including thosc that enable mobile mammography vans to come o communities that may have
difficulty accessing health carc. In addition, AAIIP’s Women’s Health Initiative, a yearlong

~approuach to identifying best practices in women’s health, includes a focus on breast cancer
treatment.

AAUP was also a proud co-sponsor of the Susan Gi. Komen Foundation®s 1997 Race for the
Cure, and partnered with the American Cancer Society (ACS) on a Mother’s Day which stressed
the importance of early detection and preventivie screenings through television and radio public
scrvice announcements. ~

1 hc’ American Assocmlwn of Health Plans represents over 1,000 IIM()\ PPOs and olhw \nmlar
heahh plans that provide heﬂllh care for more than 150 million Americans nationwide.

##H
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‘Washington, DC — October 21, 1997 — Organizations Join Forces to Fight ﬁreast Cancer

The Food Marketing Institute (FMI) joins the many other organizations involved in women’s
health in support of National Breast Cancer Awareness Month. FM], along with these other
concerned organizations, is participating in efforts to educate women, especially African
Americans, about the importance of regular mammography in the early detectxon of breast cancer
and mammography Medicare benefits for women.

Breast cancer is the most commonly diagnosed cancer among American women, with 181,600
cases expected this year. While Black women are less likely than white women to develop breast
cancer, they are more likely to die from the dxsease

FMI, in collaboration with the National Cancer Institute, National Urban League and the U.S,
Department of Health'and Human Services (DHHS) developed the Take a Step Toward Good
~ Health brochure specifically for African American women 65 and older. This easy-to-read
* pamphlet provides general information on mammograms and their importance in maintaining
good health, as well as information about Medicare’s coverage of mammograms. For *
information on breast cancer, you may contact the Medicare Hotline at 1-800-638-6839 or the
Nanonal Cancer Institute’s Informanon Service at 1-800-4-CANCER.

“FMI comphments the President and First Lady, the Department of Health and Human Services

and the other partners, for their commitment to combat breast cancer. We are pleased to be part

of this important educational effort,” says Timothy Hammonds, presdent and CEO of the Food
- Marketing Institute.

“It is imperative that Black women over 65 years of age know that today, breast cancer is more
treatable than ever, especially when it is detected early. Mammograms, along with regular
clinical breast exams, are the most effective ways to detect breast cancer at its earliest stages,”
says Hugh B. Price, president and CEO, National Urban League, “The National Urban League is -
committed to women’s health issues and communicating information to its audiences. The Take
a Step Toward Good Health brochure i s one means of reachmg out and emphasmng the

- importance of regular mammograms :
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Take A Step Toward Good Health

The DHHS has set a goal of at least 60 percent of all women over 65 'receiving mammograms
and clinical breast exams every two years. deespread distribution of these brochures will help
in reaching that goal.

The National Urban League will distribute the Take a Step Toward Good health brochure to
older African American women as part of an educational program on breast cancer awareness.
FMI will distribute this brochure to its 1,500 member companies including subsidiaries, food
retailers, wholesalers and their customers in communities aczoss the country. You may order the
Take A Step Toward Good Health brochure through the FMI website at http://www.fmi.org.

The Food Marketing Institute (FMI) is a nonprofit association conducting programs in research, education, industry
relations and public affairs on behalf of its 1,500 members mcluding their subsidiaries — food retailers and
wholesalers and their customers in the United States and around the world. FMI's domestic member companies
operate approximately 21,000 retail food stores with 2 combined annual sales volume of $220 billion — more than
half of all grocery store sales in the United States. FMI’s retail membership is composed of large multi-store chains,
small regional firms and independent supermarkets. Its mtemauonal membership includes 200 members from 60
countnes

The wmission of the Urban League movement is to help African American and other people of color become
economically self-reliant and equal citizens under the Jaw. Building on the substantial work and influence of our
115 local affiliates, our three-prong agenda for achieving that goal is as follows: # Ensuring the academic and social
development of children so that they are equipped for self-reliance and citizenship in the 21* cenmury; e Fostering
economic self-sufficiency for their families through gainful employment, business development and home
ownership; and @ Promoting racial inchusion and harmony so the opportumity structure is open to those we serve.
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care covered services, choice of plans, changes in enrollment, and

~other relevant factors. The Secretary would be reqmred to penodl- \

cally report to Congress on progect progress.
e. Waiver Authority. The provision authorizes the Secretary to
waive such requirements of Section 1876 (relating to Medicare risk,.

.. cost, and HCPP plans) and of MedicarePlus as may be needed to
. carry out the demonstration project.

f. Denver Demonstration. Except as speélﬁed above the Secretary

* would be prohibited from conducting . or, contmumg any ongoing

demonstration project (i.e., the Denver demonstratlon) designed to
demonstrate competitive blddmg as an alternative to paying plans

" on the basis of the AAPCCs (as specified under current law) or the -

Medicare Plus capltatlon rates (as estabhshed under new Sectmn A
1853 of the prowswn) , K

SUBTITLE B—PREV'ENTION INITLATIVES

LSectzon 4101 Screemng mammography

Current. Law. Medicare provides coverage for screemng mammo-
grams Frequency of coverage is dependent on the age and risk fac-""
tors of the woman. For women ages 35-39, one test is authorized.

For women ages 40-49, a'test is covered every 24 months, except,
an annual test is authorized for women at high risk. Annual tests
are covered for women ages 50-64. For women-aged -65 and over, -

- -the program-covers one test every 24 months: Medicare’s Part B -

deductible and coinsurance apply for these services.

Explanation of provision. The proposal would authorize coverage
for annual mammograms for all women ages 40 and over. It would
also waive the deductible for screening’ mammograms. These provi-
sions would be effective January 1, 1998. ,

Section 4102 Screenmg pap smear and pelme exams -

Medicare covers a screening Pap smear once every 3 years for
purposes of early detection of cervical cancer. The Secretary is per-
mitted to specify a shorter time period in the case of women at
high risk of developing cervical cancer.

Explanation of provision. . The provision -would authorlze cov-

erage, every 3 years, for a screening pelvic exam which would in--
clude a clinical breast examination. It would modify the purpose of

. Pap smears to include early detection of vaginal cancer.

The provision would specify that for both Pap smears and screen- :

" ing pelvic exams, coverage would be authorized on a yearly basis

for women at hlgh risk of developing cervical or vaginal cancer (as
determined pursuant to factors identified by the Secretary). Cov-
erage would also be authorized on a yearly basis for a woman of
childbearing age who had not had a test in each of the preceding
3 years that did not indicate the presence of cervical or vaginal
cancer. The prowswn would waive the deductible for screening Pap
smears and screening pelv1c exams. The provisions would be effec- .-
tive January 1, 1998. .
“The provision would require the Secretary, w1th1n 6 months of

- enactment, to submit a report to Congress on the extent to which '
... the use of supplemental computer-assisted diagnostic tests {consist- _ = . .
Jing of interactive automated computer imaging of an.exfoliative cy-



S

tology test) in comunctmn with pap smears 1mproves ‘the early de—
_ tection of cervical or vaginal cancer. The report must also cons1der
_cost implications,

Section 4103. Prostate cdnc’er screening tests

Current law. Medzcare does not cover prostate cancer screening
tests.

Explanatwn of provision. The provision would ‘authorize an an-
" nual prostate cancer screening test for men over age 50. The test
-.could consist of any (or all) of the following procedures: (1) a digital
“rectal exam; (2) a prostate-specific antigen blood test; and (3) after

2001, other procedures as thé Secretary finds a;])(proprlate for the "~

~purpose of early detection of prostate cancer, taking into account
such factors as changes in technology and standards of medical
practice, avallablllty, effectiveness, and costs. .

The provision would specify that payment for prostate-specific.
antigen blood tests would be made under the clinical laboratory fee
schedule. The pmwsmns would be effective January 1,-1998.

Sectzon 4104. Covemge of colorectal screening

Current law. Medicare does not.cover preventive colorectal
‘screening procedures Such services are covered only as diagnostic

" - gervices.

Explanation of provzswn The prov1smn would authorize coverage | A
of colorectal cancer screening tests. A test covered under the provi-

sion would be any of the following procedures furnished for the -

purpose of early detection of colorectal cancer: (1) screening fecal-
occult blood test; (2) screening flexible sigmoidoscopy; (3) screening

colonoscopy for a high-risk individual; (4) screening barium enema, - = -

- if found by the Secretary to be an appropnate alternative to screen-
ing flexible sigmoidoscopy or screening colonoscopy;. and .(5) after
2002, other procedures as the Secretary finds appropriate for the
purpose of early detection of colorectal cancer, taking into account .
such factors as changes in technology and standards of medical
practice, availability, effectiveness, and"costs. A high-risk individ-

- ual (for- purposes of coverage for screening colonoscopy) would be

defined as one who faces a hlgh risk -for colorectal cancer because
of family history, prior experience of cancer or precursor neoplastic
- ~polyps, a history of chronic digestive disease condition (including-

__inflammatory bowel disease, Crohn’s disease or. ulcerative colitis), ... ..

‘the presence of ‘any approprlate recognized gene markers, or other
- predisposing factors. The Secretary would be required to make a
decision. with respect. to coverage of screening barium enema tests
within 2 years of enactment; the determination would be published.
The provision. would establish frequ ency and payment limits for
the tests. For scréening fecal- occult%lood tests, payment would be
made under the lab fee schedule. In 1998, the payment amount
could not exceed $5; in future years the update would be limited -
to the update applicable under the fee schedule. Medicare could not
make payments if the test were performed on an individual under.
age 50 or within 11 ‘'months of a prevmus screemng fecal-occult
blood test.
' The provision would requlre the Secretary to ‘establish a payment
 amount under the physician fee schedule for screemng ﬂemble
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sigmoidoscopies that is consistént with payment amounts for simi- . g

- lar or related services. The payment amount could not exceed the = | .

amount the Secretary. specifies, based upon the rates recognized for
~-diagnostic flexible sigmoidoscopy. services. For services performed.

- in' ambulatory surgical centers or hospital outpatient departments, =

- the payment amount could not exceed the lesser of the payment -
- rate that would apply to such services if they were performed at
.either site. Medicare could not make payments for a screening
* flexible sigmoidoscopy if the test were performed on an individual -
-. - under age 50 or w1t;hm 4? months of a pre\nous screening flexible
A SlngldOSCOpy
+ The provision would requlre the Secretary to establish a payment
amount under the physician’ fee schedule for screening colonoscopy
. for high risk individuals that is consistent with payment amounts
for similar or related services. The payment amount could not ex- -
ceed the amount the Secretary specifies, based upon the rates rec-
ognized for diagnostic colonoscopy services. For services performed
in ambulatory surgical centers or hospital outpatient departments, .
the payment amount could not exceed the lesser of the payment -
“rate that would apply to such services if they were performed at
either site. Medicare could not make payments if the test were per-

- . formed on ‘a high-risk individual mthm 23 months of a previous

s

screening colonoscopy. ,
. The provision would estabhsh special payment rules in the case
of both a screening flexible sigmoidoscopy or screening colonoscopy,
if a‘lesion or growth is discovered during the procedure which re-

v ..sults in a biopsy or.removal of the lesion or growth during the pro- .. S

cedure. In these cases, payment would be made for the procedure
classified as either a flexible sigmoidoscopy with such biopsy or re-
moval or screening colonoscopy with such biopsy or’removal:
.+ The provision would require the Secretary to review from time to
" time the appropriateness of the amount of the payment limit for
“fecal-occult blood tests. The Secretary could, beginning after 2000,
reduce the amount. of the limit as it applies natlonally or in a given
area to.the amount the Secretary estimates is required to assure
. that such tests of an appropnate quality are readily and conven-.
- iently available. - '
.. The provision would requlre the Secretary to review penodlcally
_ the appropriate frequency for performing colorectal cancer screen--
ing tests based on age and other factors the Secretary believes to
" be pertinent. The Secretary may revise from time to time-the fre-
‘quency limitations, but no. revxslons could occur’ before January 1,
2001. :

Nonparticipating - physmlans - prov1dmg screening ﬂemble
sigmoidoscopies or screening colonoscopies for high risk mdmduals
would be subject to limiting charge provisions applicable for physi-
~ cians services. The Secretary could impose sanctions if a physician
or.supplier knowingly and willfully’ lmposed a charge in violation -

of this requirement.

‘The provision would require ‘the. Secretary to estabhsh payment
limits and frequency limits for screening barium enema tests if the -
Secretary issues a determination that such tests should be covered.

' Payment limits would be consistent with those estabhshed for dlag-
o nostxc ‘barium enema procedures -
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: The pfovisions would be effective January 1, 1998.

- Sectwn 4105. Diabetes screening tests

Current law. In general, Medicare covers only those items and.-
services which are medically reasonable and necessary for the diag-
nosis or treatment of illness or injury. In addition, Medicare covers
home blood glucose monitors and associated testing strips for cer-
tain diabetes patients. Home blood glucose monitors enable dia-
betics to measure their blood glucose levels and then alter their
diets or insulin dosages to ensure that they are maintaining an.
adequate blood glucose level. Home glucose monitors and testing
strips are covered under Medicare’s durable medical equipment
benefit. Coverage of home blood glucose monitors is currently lim-

~.ited -to-certain  diabetics, formerly referred to-as Type-I-diabetics; - -~

if: (1) the patient is an 'insulin-treated diabetic; (2) the patient is .
capable of being trained to use the monitor in an appropriate man- -
ner, or, in some cases, another responsible person is capable of
being trained to use the equipment and monitor the patient to as- -
. sure that the intended effect is achieved; and (3) the devxce is de-
signed for home rather than clinical use.
. Explanation of provision. Effective January 1, 1998, the provision
would include among Medicare’s covered benefits diabetes out-
patient self-management training services. These services would in-
clude educational and training services furnished to an individual
with diabetes by a certified provider in an outpatient setting meet-
ing certain quality standards. They would be covered only if the
physician who is managing the individual’s diabetic condition cer-
tifies that the services are needed under a comprehensive plan of
care to provide the individual with necessary skills and knowledge
(including skills related to the self-administration of injectable
drugs) to participate in the management of the individual’'s condi-
tion. Certified providers for these purposes would be defined as
physicians or other individuals or entities designated by the Sec-
retary that, in addition to providing diabetes outpatient self-man-
agement training services, provide other items or services reim-
bursed by Medicare. Providers would have to meet quality stand- .
ards established by the Secretary. They would be deemed to have
met the Secretary’s standards if they meet standards originally es-
tablished by the National Diabetes Advisory Board and subse-
. quently revised by organizations who participated in the establish-
ment of standards of the Board, or if they are recognized by an or-

- .ganization .representing persons-with diabetes -as- meeting: stand- .- .. -

ards for furnishing such services. In establishing payment amounts
for diabetes outpatient self-management training provided by phy-
sicians and determining the relative value for these services, the’
Secretary would be required to consult with appropriate organiza-
tions, including organizations representing persons or Medicare
beneficiaries with diabetes.

In addition, beginning January 1, 1998, the provision would ex-
tend Medicare coverage of blood glucose monitors and testing strips
to Type Il diabetics and without regard to a person’s use of insulin
(as determined under standards established by the Secretary in
consultation with appropriate organization). The provision would
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. .also.reduce.the national payment limit for testing strips by 10.per- ... ..

cent beginning in 1998.

The Secretary, in consultation with appropriate organizations,
would be required to establish outcome measures, including-
glysolated hemoglobin (past 90-day average blood sugar levels), for
~purposes of evaluating the improvement of the health status of
Medicare beneficiaries with diabetes. The Secretary would also be
required to subinit recommendations to Congress from time to time
on modifications to coverage of services for these beneficiaries.’

The Committee notes the important role of registered dieticians
and other qualified nutrition professionals in providing dietary
counseling and education services related to diabetes self-manage-
ment training. These health care professionals are trained and au-
thorized by the States to perform these services and regularly do
50 in private sector health plans. While this section does not au-
thorize direct reimbursement for these professionals to perform dia-
betes self-management services, nothing in this bill precludes them
from providing services under arrangements with individuals or en-
tities authorized to receive payment for services under this Title ‘

Section 4106. Standardization of Medtcare coverage of bone mass
measurements

Current law. Medicare does not include specific coverage of bone
mass measurement. ' '

Explanation of provision. The provision authorizes coverage of
_bone mass measurement for the following high risk persons: an es-
trogen-deficient woman at clinical risk for osteoporosis; an individ-
ual with vertebral abnormalities; an individual receiving long-term
glucocorticoid steroid therapy, and an individual with primary

“‘hyperparathyroidism;- or - an" individual -being ‘monitored-to- assess -

the response to or efficacy of an approved osteoporosis drug ther-
apy. The Secretary would be requireg to establish frequency limits.
Payments would be made under the physician fee schedule. The
provision would be effective July 1, 1998.

- Section 4107. Vaccines outreach expansion

Current law. The Health Care Financing Administration, in con-
junction with the Centers for Disease Control and the National Co-
alition for Adult Immunization, conducts an Influenza and Pneu-
mococcal Vaccination Campalgn The Campalgn 1s scheduled to
- cease operations in 2000.

Explanation of provision. The provwmn would extend the cam-
' paign throu h the end of FY 2002. The provision would appropriate

§8 million or each Fiscal Year 1998 through 2002 to the Cam-
paign; 60 percent of the appropriation would come from the Federal
Hospital Insurance Trust Fund. and 40 percent from the Federal
Supplementary Medical Insurance Trust Fund.

Section 4108. Study on preventive benefits

Current Law. No provision.

Explanation of provision. The provlsmn would require the Sec-
retary to request the National Academy of Sciences, in conjunction
with the United States Preventive Services Task Force, to analyze

- the expansion or modification of preventive services covered under
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Medlcare The study would consxder both the short term and. long
. -term benefits and costs to Medicare. The study would have to in-
- clude specific findings with respect to the following: (1) nutrition
therapy, including parenteral and enteral nutrition; (2) standard-
ization of coverage for bone mass measurement; (3) medlcally nec-
-essary dental care; (4) routine patient care “costs for- beneficiaries -

‘enrolled in approved clinical trial programs; and (5) elimination of | -

'~ time limitation for coverage of immunosuppressive drugs for trans-
. plant patients. The Secretary would be required to provxde 'such
‘ fundlng as may be necessary in’ FY 1998 and FY 1999. .

SUBTITLE C—RURAL INITIATIVES

' ', Sectwn 4206. Infarmatzcs, telemed;cme, and educauon demonstra-
tion prOJect .

Carrent law. No provision. ..

~Explanation of provision. :The -provision Would requxre the: Sec- e
: retary to begin, no later than'9 months-after enactment, a 4-year:
demonstration project designed to use eligible health care provider "~ .
telemedicine networks -to apply hlgh -capacity computing and ad-' -~

vanced networks for the provision of health care to Medicare bene-
ficiaries who are residents of medically underserved rural and
inner-city areas. The project would focus on improvements in pri-

mary care and prevéntion of complications for those residents with : . R
diabetes mellitus. The objectives. of the project would include: (1) -

" improving patient access to-and ¢ompliance with appropriate care
guidelines for chronic diseases through direct telecommunications

.. links with information networks; (2) developing a curriculum to

train, and’ provide -standards for. credentlahng and licensure of,
health professionals (particularly. primary care) in the use of medl-
¢al informatics and telecommunications; (3) demonstrating the ap-

" plication of advanced technologies to assist primary care providers

in assisting patients with chronic illnesses.in a home setting; (4)

" . applying medical informatics to residents with limited English lan- -

guage skills; (5).developing standards-in the application of tele-
~ medicine and ‘medical informatics; and (6) developing a model for
" the cost-effective delivery of primary and related care both ina
managed care and fee-for-service environment., .
The provision defines an eligible health care prowder telemedl-
cine network as a consortium that includes at least one tertiary
care hospital, at least one medical school (but no more than. two
such hospitals), and at least one regional telecommunications pro- '
vider, no more than four facilities in rural or ‘urban areas, and
"meets certain additional requirements. The provision would define-

those services to be covered under Part B for the purposes of this =

" “demonstration project. Medicare .payment for.covered Part B serv-
ices would be made at a rate of 50 percent of the reasonable costs
of prowdmg such services. The Secretary would be required to rec-

-ognize the following project costs as permissible costs for coverage
-under Part B: (1) the acquisition of telemedicine equipment for use
in- patient homes; (2) curriculum development and training of”
health professmnals in medical -informatics and telemedicine, (3) |

payment of certain telecommunications costs, including costs of . ...

telecommumcatlons between patlents homes and the ehglble net-
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) M‘“‘“w .Q.:‘_m" Secal MQ
PREVENTION INTTIATIVES INCLUDED IN THE ‘
BALANCED BUDGET ACT OF 1997 (SUBTITLE B)

ERt TN

Screening Mammography (Sectmn 4101)

Current law

0 Current law prowdes coverage for annual screening mammography for women age ;%» d
and for women age 40-49 at high risk for breast cancer. Screemng mammography for
women age 40-49 at normal risk, and women age ¢ 65 and over, is covered every 2 years.
One bascline mmnmogram is also covered for womcn age 35-39. Beneficiaries must pay
both 20 percent comsurance and any unmet pomon of the Part B deductible.

Pfovismn i :

0 The new law prov1des coverage for annual screemng marmmograms for all women age 40
and over, and ong baseline mammogram for women age 35-39. Application of the Part B
deductible for is wawed for screening mammography

i

Effective date of changes
o  Jenuaryl,1998.,
Screéeéning Pap Smear and Pelvic Exams (Sec'tion‘41025
Current law : |

0 Current law prowdes coverage for a screening pap smear every 3 years, or more often for
women at high nsk for cervical cancer. Beneficiaries do not pay coinsurance or deductlble
for clinical aboratory tests (including pap Smears)

Provision

o The new law prowdes coverage for a screening pap smear and pelv1c exam (including a
clinical breast exam) every 3 years, or annual coverage for women (1) at high risk for
cervical or vagmal cancer, or (2) of childbearing age who have had a pap smear dunng the
preceding 3 years indicating the presence of cervical or vagmal cancer or other

- abnormality. The'Part B deductible is waived for screening pap smears and pelvic exarhs.
Pap smears will continue to be paid under the cltrqcal laboratory fee schedule, and pelvic
exams will be paid under the physician fee schedule.
4 : 3
Effective date of changesfi, OPTIONAL FORM 88 07-30) f
; FAX TRANSMITTAL vorpugm s (]

o  January1,1998.°

" &(u\o(/u F“""%(, cuot Houas g
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Prostate Cancer SCreetfiﬂg Tests '(Sect‘ion‘AIOS)
Curfent law

o - Current law prowdes coverage for prostate ca.ncer testmg only when medically necessary
for diagnostic’ purposes ; : ‘

v

Provision

o} ' The new law provrdes coverage for annual prostate cancer screemng for men over age S0.
' Covered procedures include (1) digital rectal exam, (2) prostate-specific antigen (PSA)
blood test, and (3) after: 2002, other procedures the Secretary finds appropriate. Payment
for PSA blood test will be made under the clinical- 1aboratory fee schedule, and other
services will be pard under the physmran fee sehedul

Eﬁ'ective date of chang‘es

o January 1, 2000 “

Coverage of Colorectal Cancer Screenmg (Sectmn 41'54)
Curient law o I |

) ‘Current law provzdes coverage for colorectal cancer testmg only when medlcally necessary
for dlagnosttc purposes o ,

. Prowsron

o  Thenew law provrdes coverage for colorectal cancer screemng proccdures mcludmg (1)
fecal-occult blood tests for persons age SO and over, (2) flexible sigmoidoscopy for
_persons age 50 and over, (3) colonoscopy’ for persons at high risk for colorectal cancer,
and (4) other procedures (including screening banum enema) as the Secretary detemunes
appropriate. By 90 days after enactment of the new law, the Secretary shall publish notice’
regardmg a deterrmnatron of coverage for screerung barium enema

o ' Thenewlaw sets frequency limits for each covered procedure, except the Secretary sets
- frequency limits for procedures covered pursuant to determination by the Secretary.

o Payrnent for each covered procedure istobe based ‘on rates paid for the same procedure
when done for diagnostic purposes, except the Secretary sets payment limits for
procedures covered pursuant to determination by the Secretary. Fecal occult blood tests
will be paid under the clinical Iaboratory fee schedule and other procedures wﬂl be paid
under the physwran fee schedule. | {
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0 Speciél peyment f'ules (including limits on deductiﬁle and coinsurance) apply to flexible
sigmoidoscopies and colonoscopies performed in hospital outpatient departments or
ambulatory surglcal centers beginning January 1, 1999 and in cases where such
procedures result in biopsy or removal of a lemon

| \ ’ S

Effective date of changes | i
o  Determination oﬁcoverage for barium enemas to be made by 90 days after enactment.
‘ Rules regarding payment for flexible sigmoidoscopies and colonoscopies in hospital
outpatient departments and ambulatory surgical centers are effective January- 1, 1999.
Other provisions effective January 1, 1998.

Diabetes Self-Management Benefits (Section 4105)
Current law |

o  Under current law Medicare covers outpatxent dlabetes self—management training

furnished by hospxtal based programs. ‘

0 Under current 1aw Medlcare covers blood glucose monitors and testing strips for msulm-
' dependent dxabetlcs : !

Provision

) The new law provides coverage for outpatient diabetes self-management training furnished
in both hospital-based and non-hospital-based programs. Services may be provided by
physicians or other entities designated by the Secretary if they also provide other services
paid for by Medicare and meet quality standards established by the Secretary. A physician
managing the patient’s condition must certify that the services are needed under a
comprehensive plan of care. Services will be paid under the physician fee schedule in
amounts set by the Secretary in consultation with appropnate organizations.

0 The new law prowdes coverage for blood glucose monitors and testing strips for all
diabetics (without regard to insulin use). Payment for testing strips used with blood
glucosc monitors will be reduced by 10 percent.

0 The new law reqmrés the Secretary to establish outcome measures for evaluating
improvements in the health status of Medicare beneficiaries with diabetes, and to
periodically submit recommendations to Congress “on mod1ﬁcanons to coverage of
services for dlabetxcs

Ii

* Effective date of changes"

o Reduction in payment for testmg strips eﬁ‘ecnve I anua:y 1, 1998 Other provisions -
effectxve July 1, 1998

;’i
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Standardization of Mec{icare Coverage of Bone Mass I}Ieasurements {Section 4106)

¥

Curtent law

o Medicare initiated coverage for bone mineral density studies in 1984 according to a
national coverage policy. Given subsequent changes in technology, coverage decisions are
now rade by local Medlcare contractors, resultmg in some regional variation in coverage

policies.
Provision
) The new law provides coverage for procedures toidentify bone mass, detect bone loss, or

determine bone qua.hty including a physician’s 1nterpretatxon of the results, at frequencies
determined by the Secretary. Persons qualifying for these procedures include estrogen-
deficient women at risk for osteoporosis, and persons (1) with vertebral abnormalities, (2)
receiving long-term glucocorticoid steroid therapy, (3) with primary hyperparathyroxdlsm
and (4) being monitored to assess response to, or efficacy of , an approved osteoporosis
drug. Services will be paid under the physician fee schedule.

Effective date of changes S
0 July 1, 1998.

Vaccines Qutreach Ex;ziar’:sion (Section 4107)

Provision ¥

o The new law extends through fiscal year 2002 the'existing Influenza and Pneumococcal
Vaccination Campaign conducted by HCFA in conjunction with CDC and the National
Coalition for Adult Immunization. It authorizes $8 million for each fiscal year from 1998
through 2002 (60 percent payable from the Part A Trust Fund and 40 percent from the
Part B Trust Fund)

3

- Effective date of changes
0 Covers activities ﬁ-om October 1 1997 through September 30, 2002,

Study on Preventive and Enhanced Benefits (Sectxon 4108)

Provision

o The new law requzres the Secretary to request the' Natlonal Academy of Sciences (in
conjuncnon with the U.S. Preventive Services Task Force, as appropriate) to analyze the
expansion or modification of preventive or other services covered by Medicare,

‘considering both short and long term costs and benefits. The Secretary shall submit a
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-

report to Congress within 2 years of enactment of the new law on the findings of the
analysis including (but not limited to) specific findings about coverage for (1) nutriti’bn
therapy, including enteral and parental nutrition and services provided by registered
dieticians, (2) skin cancer screening, (3) medically necessary dental care, (4) routine
patient care costs for beneficiaries enrolled in approved clinical trials, and () elimination
of time limit for coverage of immunosuppressive drugs for transplant patients, Funding for
the study will come from funds appropriated to DHHS for fiscal years 1996 and 1999 as

..~ the Secretary determmes appropriate.

N b3
k)

Eﬁ'e;:twe date of changeg

0  Report to be submitted to Congress within 2 yearéf of enactment.
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33. Eéccxﬂ Occult Biocd

frere will be approximately 149,000 new cases of colorcetal ¢ancer and 56,000 deaths caused

-y it in 1994, On average, clinically diagnesed colorectal cancer deprives its victims of 6 to 7

of Life. Principal risk factors for colorectal cancer include a history of one of the farnilial

yposis syndromes, familial cancer syndromes, colorectal cancer in first-degree relatives, or

g petsona] history of ulcérative colitis, adenormatous polyps, or endometrial, ovarian, or breast
Pnzer If dztccwd at an early stage, solotecial cancer ¢an be successﬁmy weated with

.-

}Jahgnancxes and to a lesser extent, polyps bleed mt.ermstrcntly This bleeding can be

“detected by tasts that identify oceult blood or breakdown products of blood in fecal material.

Recent evidence indicates that the sensitivity of commonly used fecal occult blood tests for
detecting colorectal cancer in low-risk, asymptomatic patignts may be as low as 25%. (Rehy-
dration of dried samples before testing can increase scositivity, at the cost of producing more
false-posmve results.) The predictive value of a positive fecal secult blood test for colorectal
cancer in general populations is only 5% to 10%. Thus, up t 75% of cancers will be missed -
and up o 20 patients will undergo workups that will be negative for every case of colorectal
‘cancer detected by fecal occult blood testing.

Until recently, no s(udses had shown decreased moml:ty as a result of fecal occult blood
testing. In 1593, howcver Mande! et al found that yearly fecal occuli blood testng using
rehydrated stool specimens decreased mortality from colorectal cancer by about onc third.
In that study, gumwxmprcgnazed paper slides were usa-d w© test for fecal blood.

For informason abom other tnethods of screening for colore:csal cancer, refer to chapters 29
and 40.

;

CEION

& American Aadem;e of Family Physacw.ns {AAFP), Canadlau Task Force on the Periodic
Health Examination, and US. Preveative Services Task Force (USPSTF)—There is insufficient
cvidencs © racommend either i iutiating or terminsting the routine provision of fecal occult blood
testing in Jow-risk, asympiomauc indivicnals (see above). These recommendations are currently
under review. AAFP and USPSTF recommend that it may be clinically prodent 1o offer sereening,
including fecsl oceult blood wsting, to mdlwduals 50 years of age or oider who are at increased risk
for disease. : fy

" American. Ca.ncer Sotiety (ACS), Anierican Cnuege of Pliysicians (ACP). Atnerican
Gaslroenteroldgical Association, American Society for Gastrointestins! Endoscopy, and
National Cancer Iastitute (NCI)=~Annya] fecal occult blood testing should be done for all
asymptomatic individuals without known riek factors beginning ar 50 years of age. ACP recom-
mends annval fecal oceult blood testing beginning at 40 years of age for individuals at high risk

for disease. ACS and NCT recommend that spezial surveillance be considered for individuals at
high risk for drsease, without specifically desigrating fecal: occult bloed testing.

Sinkcion's andbfa'ck of Proveative Sorices - 1994 . 183
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' M cancer ls thc most common type of cancer in womcn and the second lcadmg cause of

' hfonahty from nre.&st cancer is suongly influenced by atage at detection. The S-year survival

HCFA PRESS OFFICE 202 698 7153 P.@711

T Adults/Older Adults — SCREENING

s

amcer death in American wornen (after lung cancer). There will be an estirnated 182,000 new °
osses and 46, 000 deathsin 1994 The average lifetime risk for a woman in the United States
of developing breast cancer is approximately 1 in 9. Brcast cancer mortality iiSreases with-
.gg, with first deatbs o:ccumng a1 approximately 30 § years of age. Mortality from breast cancer

mot plateau; even in exreme 0ld age. Aside {rom age, the next swongestrisk factorisa s
m’ly history of breast cancer in 2 ﬁm-degrw relative:(sister or mother). Very modest ‘ ;
~ s in risk are also associated with nulliparity, ﬁm pregnancy sfter 30 yearsof age, . - B
marche before 12 years of age, menopause after SO yeaxs of age, postmenopausal obesity, j
gme types of benign breast disease, high socmeccnonuc status, and 2 personal history of i

avanan or endcmcmal cancer.

\with distant spread is only 18%. African-American women have somewhiat lowsr survival
'rges than white wornen at every stage of d:agno:;is Mamimography is the most effective

A‘&cans of early ¢ detection for breast cancer. with sensitivity estimates of 70% to 90% and
pecxﬁcuy esumates of 90% to 95%. Although mammography can detect small tumors in
younger women, there has been controversy about thther mammography ;..cteemng actually
| reduces monaluy in wornen less than S0 years of age. '

M
3
is 93% for women found to have localized discase! The S-year survival rate for women ‘/
N
/
i\
A

Well- maintaine“d 'modem mammography cquipmem is‘." very safe, using very low levels of
rediation. Screenmg does, however, carry the added nsk of morbidity from aane:essary
biopsies pcrformcd to follow up fal sexpositive mmmogrmns.

‘ For mformauon about clinical breast examination 0 detcct breast cancer, mfcr to chapter 29.

Rcwmmendahom of Major Authorities _ 1 ' } ’
B For wvmen 50 and oldar All majO!' authorities, mciudmg Ameman Academy of Family
Physicians, American Cancer Society, American College of Obstatricians and Gynecologists,
", Américan Cotlege of Physicians, Canadian Task Foree on the Periodic Heafth Examination,

and US. Preventive Services Task Force (USPSTF)—Rouune mammography screening is
reeommended. Yearly screening is recommended by au these authorities, with the exceplion of
USPSTF, which recommends 2 frequency of 1 to 2 years. American Geratrics Soclety recom-
mends that; woman over 65 years of age receive mammograms ar [east every two of three ye.an

. ungla 1eas: 85 yéars of age. National Cancer Ir;sﬁrutz states that experts agree that routine -
mammography and clinical breast examination scrocmng every 1 to 2 years can rt:ducc breast.

. cancer monahty by about one‘:h:rd in women aged 50 and over. ’

@  For women under 507 American Cancer Society and Amencau College of Ohstetrmians and
G:’necolog:sts«—-\‘/omcn 40.49 years of age shOuId mcclve screening mammograms every Lo 2

Clinician's Handboak of Praventive Services ~ 1994 ) 19
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i Cancer in elderly

examination: 2, 1985 gt :
s » ' un:m:ly 15; 000 cases of invasive cervical cancer mll be dxagnosed and 4600 women’
ests. Philadelphia, pa; - | “11 die of ccrvu:al cancer in the United States in 1994, Risk factors for cervical cancer in- :
dude early age at ﬁrst intercourse, having multiple scxualfpmners, and smoking. Rates for
. mmoma in sit reach a peak for both black and white women between 20 and 30 years of
© ige. After the age of 25, bowever, the incidence of invasive cancer in black women increases
finical Preventive : &amahcaliy with age while in white women the incidence rises more slowly. Over 25% of
' ' },mswc cervical cancers occur in women older-than 63, and 40% to 50% of all women who
‘di; from ccmcal ¢ancer are over 65 years of e -

Screz:ung and Early
wm RR, eds. Cw,m,

The effectiveness, of ear!y detecuon through Papamcolaca {Pap) smear testing and carly
wesrment has been i 1mpressxve, resulting in 2 marked decrease in mortality from cervical -
eancer. The mc1dence of invasive cervical caﬁ‘éz has been esimated to have been decreased

gd middle-aged ¢ poor women, have not had
75% of women over 65 bave not bad a Pap ear wnhm :he previous five years.
fpependmg on thc techmque used Pap testing'has a scnsmvxty of 50% to 90% and a specifi-

gity of 90% 0 99‘% Alarge proportion of false-negativepap smears are thought to be due to
poort technigue i in perforrmnce (as many as half of all false negatives) and inadeguate labora-
tory mterprcmuon Because of the long lead time from development of precancerous changes
1o invasive carcinoma (8 to 9 years by some ¢ nmaics}. almost all precancerous or eaﬂy stage
malignanc;es mxually missed can stll be d, ted by rcpeat :gsnng

Remmmendatxons of Major Authorities &
» Amcnm Academy of Family Physici: Womcn who are sc:wally active or (if thc sexual
history i3 thought to be unreliable) are {8 yéars of age or older should bave annual Pap tests. After
awoman has had three or more consceulive satisfactory noma! annual examinations, the Pap test
msy be perfoxmed atthe ducreuoa of the physician and the paucm bt not less frequm:ly than
every 3 years.

¢

8 Ameman Cance.r Soﬂety. Americai ege of opsutrlda;"s and Gyi!ecologlsts. and
National Cancer Institute—All women shodld begin haying annual Pap 1ests at the onset of sexual
actwu:f orat 18 yeurs of age, whichever oceurs first, After 2 woman has had three or more consec-
‘utive satisfactory normal aanual examinati he Pap tcsz may be pcrformed less frequently at the
‘dxscretioa of the patient and chmcxan

aiiy active women betiweén 25 dnd 65 years of age
‘ems Women 66 to 75 ycars of age who have not
66 should be screened every 3 years. Womenat .
aed every 2 years, Initial screcning tests may be

xamznauous 1o ensure diagnostic accuracy.

= Ameﬂcan College of Physac:ans—~Sa
shoyid be screened with a Pap smeat every,
been screem:d within the 10 years priof 1o 3pe’
increased risk for cervical cancer should be
dong as frequemly as annual) y tor two of thr

SN T
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Colorectal cancer 1s the second lexix ng cause of- dcath fmm caficer in the United Swates. =
afflicting people mamly over the age of 40 ycars‘ Of the three widely used methods of screen-
ing for colorectal cancer (digital rectal exami
other two), exarmnmon using a sigmoidosco!
_ enables the examiner to perforin a bsopsy durmg the proccdurc, the specificity of sigmoid-
oscoby approaches} 00%. Sensitivity is Iargely detarmined by the skill of the examiner and
the length of the instrument. Approximately 30%,; of colorecta.! caneers are within reach of the
25<m rigid sxg;mmdoscope. The 35-cm flexible xgmmdoscope can reach 43% 10 50% of
cancers, and the 60-cm flexible sigmoidoscoféican reach 50% to 60%. Screening with sig-
moidoscopy has been limited by costs, pane;?g
- sbout effectiveness. Paticnt compliance prob]
advent of the more comforuble flexible ms‘?}\m
well-accepted by pauem:., and the 60~cm i

'mm‘ml studies (Selby et al,,
decreases in rigk (59% and 79%, respectiv

S

A chaptefs 29 and 33

Recommendanuns of Magor Authorities

Nomal Ruk

@ American Academy of Fa:miy Phys:c
Examination. and U.S. Preventive Services Task Force (USPSTF)~There is insufficient
evidence 1o recommend elther inftiating or
for IGW-nsk asymptamanc mdz viduals. Tn

"USPSTF ,;

®  American Cancer Society, American C
American Collége of Physicians (ACP), A
Society for Gastrointestinal Endoscopy, and
should be screened with sigmaidoscopy evé

stated that performance of an air-contrast bari

w0 mgmx_doscogy

B

on and fecal occult blood testing Being the -
s the most specific and sensitive. Because it

ol provxder noncompliance, and controversy
’% ave been somewhat diminished by the

1992, and New;

i = ey

Canadian Task Force on the Periodic Health

g the prowsxon of sigmoidoscopy sCreening
cndation is currently under review by

3
ge of Obstetricdans and Gynecologists,
1¢an Gastroentervlogical Association, American ‘ |
uena.l Cancer Institute~-Patients at normal risk .
§ years begmmng a1’ S0 years of age, ACP has . ,
cnoma every 5 years is an accoptable aliarnative ©

Jinician's Handbook of Preventive Services
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REPTIETR , L

(Includmg Ch'ldhood Immunizctlon)

T

s A A

R ¢ v

Influenzais a s:gmﬁca.nt cause of monaluy and morbldnty in the United States, Between 1977
and 1988, at lcast 10,000 deaths occurred in each of seven separate influenza cpidemics in the
United States. More than 40,000 deaths occq red in thrée of these epidemics. Approximately
80% to 90% of cieaths oceur jn individuals 655yeax3 of 3ge or older. Older adults with under-
lylng health problems, such as pulmonary or.cardiovascular disorders, are particularly at risk
¢f death and scrious illness from intluenza. Nonelderly adults and children with certain

chronic medical: problems are also at increased risk for mﬁuenza-rc]atcd complications (see
Thble 48- 1).

Influenza vaccine is approximately 30% to 40% effective in prevenung clivical illness and
80% effective i m prevenung dea!h in older adults Approxxmst:ly 40% of nomnsutuucnahzed

{liness.

EXS W

Remmmendanous of Major Authorities:

Imumwon @
n Advxsoxy Committee on Lmmu nisatop:Practices, Amenmn Academy of Family

<31

Physicans American College of Pbyﬁcléns ‘Canaﬁlsr\z Task Force on the Periodic Health

o TN R
w“

ge
complications due to certain medicyl conditigns. such as chronic pu!monary and cardiovascular
disorders (see Table 48-1), or who may trar§ influenza to 1ndividuals at increased nisk, such as
health.caze workers and household members'(sa¢ Table 48-2).
':E

Prophylacis '

LI Adﬂsory Committee on Immunizatson?mctzcas Ammn Cni!ege of Physicians,
American Gerlatrics Society, Canadian msk Force on the Periodic Health Examination, and
us. PreVentgve Services Task Fm%Amantadme shoitld be given p:ophylmacaliy o the fol-
lowing individuals: residents of msumuons"}}f Susing hxghlnsk patients in which an inflienza A
outbreak occurs: older adults and others at highi'risk for whom immunization is contraindicated:
older adults apd other high-risk patients wh < been récently cxposcd to influenza A, bur are
unimmunized or only recendy immunized; munocompmmxsed patients and others cxpected to
have a subopumal response to :mmumnuo&

282 538 7159
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. ﬁGUMOCOCCUS

m:teaSed risk include the very young and individuals
ary cond;uons. organ wransplants, diabetes mellitus,
mic asplenia (e.g. sickle cell disedse or splenec-

mphome.s, multiple myc!oma renal faxlure neph.rouc

;".'v ¥ Hodg,kms and non-Hodgkin’

endations has been poor, with ofly about 20% of
e, including older adults, receiving the vaccine. Many -
' Such as durmg hospx:ahzanon or on discharge. Two

ients at risk for pneumococeal dis
Forrumtxes for vaccination are xms

5

?\thm thc . preceding 5 years, Recen: 1
paticnts hospitalized for pneumonia
l;ospmhzanon for pncumococcal di

\

®  Agdvisory Committee ¢n Imami
Physicians, American College of Ph:

. Gynecologlst.s and U.S. Preveative
or older should be immunized at les
living tonditions putting them at hi
‘' mise) should also be immunizad (see
tion be strongly considered for patent
risk of sericus or fatal preumococeal
~ asplenia). ACP recommends revace]
- mend Lhat adults who recewed the

a!mn Practices tACIP) Amencan Aczdemy of F:umly
icians {ACP} American College of Obstetricians and
rvices 'lhsk Force (USPSTF)~—All people 65 years of age

nce with paeumococcal vaceine, Paticnts with medical and

sk for pnemnococca! discase (including immune compro- ,

ble 49-1).ACIP and USPSTF recommend thar revaccina- ‘
who received the 14.valent vaccine and who are at highest

ections (such as patienty with surgical or functional

jon for such parients, ACIP, ACP, and USPSTF recom.

nt vaccme € or more yeats ago and who are at the hxghesr

?,
¢

[
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RECOMMENDATION

Aoutine scrsemng for breast cancer every 1 b 2 years, with mammogrspby alons
or mammography and annusl clinical breast exammanon {CBE), is recommended
for women aged 50-69. There is msu!f:c:sni av:denge o recommend for or
against routme mammography or CBE for women aged 40-49 or aged 70 and
oldes. affhaugh recommendations for mgh-nsk wormen ’aged 4049 and healthy
woman aged§e70 may be mads on other’ grounds (see Clinical Intervention).
Therg is insuff icient evidence o recommend for or agsfmst the use of screening
CBE alone or} ithe reachmg of brgast. salf-exa ination. «

b

AT

PISYLN

Burden of Suffermg

In the U.S. ini 199:;. there were an esummed 182 ObO new cases of breasz
cancer d:agnosed and 46,000 deaths’ from thxs disease in women.'

Approximately 32% of all newly dxagnoscd cancers in women are cancers

of the breast, the most common cancer dlagnosed in women.! The annual
incidence of breast cancer increased 55% between 1950 and 1991.2 The in-
cidence in women during the penod 19871991 was 110/100,000.% In
1992, the annual age-adjusted mortality from breast cancer was 22,100,000
uomcn.:" The age-adjusted mortality ratefrom breast cancer has been rela-
tively stable over the period from 1930 to the prcs::nt 12 For women, the es-
timated hfcumc risk of dying from breast cancer’is 3.6%. ¢ Breast cancer
resulted in 2 2 i years of potential life lost ‘before age 65 per 1,000 women
upder age 65 i m the U.S. during 1‘386-19"48 1 Thisrate was surpassed only
by deaths resultmg from motor vehicle injury and mfecnons. Breast cancer
is the lcading contributor to cancer mortality in women aged 15-54,! al-
though 48% of new breast cancer cases and 56% Aof breast cancer deaths
occur in women age 65 and over.? As the large m.imbu' of women in the
"baby boom™ generation age, the number’ of breast*cancer cases and deaths
will increase substannallv unless agc-specxﬁc incidénce and mortality races
decline, .
Important risk factors for breast can’cer include female gender, resi- -
dence in North America or northern Europe, and older age.® In American
women, the mnua! incidence of breast cancer mcreases with age: 127
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cases/ 100, 000 for women aged 40-44; 229/100, 000 for women aged 50-54;

348/100, OOG for women aged 60-64; and 450,{:100 000 for women aged
70=74.2 The«nsk for 2 woman with'a family history of breast cancer in a
first-degree rclauve is increased about 2-3-fold, and for women under 50 it
is highest when the relative had premenopau«ally dxagnosed breast can-
cer."? Women with previous breast cancer or car¢inoma in situ and womcn

with aty plcal*‘h}fperplasm on breast biopsy are. alse at sighificantly increased

risk.87.1%-!2 @ther factors associated with increased breast cancer risk in-
clude a hmory of proliferative breast I¢sions without atypia on breast
biopsy, late age at. first pregnancy. nulliparity, hxgh sociocconomic status,
and a history of exposure 10 hi gh-dme‘*égduuon.” 1012 Associations be-
tween breasticancer-and oral’ contrac
ment therapy, obesity, and a diet h'g:§
relauonshlps ‘have not becn estabhés,he

"we bun suggested, but causal
114
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€ ed foré,carty dcu.cuon of breast
cancer are cllmcal breast exammapqr & SBE), xiray mammography, and
breast self-exdmination (BSE). Estimates of the sensmww and specificity of
these maneuv%ers depend on a numbei

lcsmn the charactenstxcs of the brea

1egauves‘ t.he skill and expe-
prct::r and {in the case of

Uniform dcf’znmona. however, are necessa y; for such comparisons. For ex-
ample. different studies may use similar deﬁmmns of scnsitivity, such as
the number of screen-detected cancerv. com‘ ared to the to(al of screen-de-

5.4 i time to next screen) i6
ty.to, detect interval cancers

SIE 2R

A review!? 3of the current clinical data, {,pubhahed and unpub~
lished, summarxzed screening test performance for mammography using
uniform deﬁmrmns. Sensitivity of mammcgraphy did not dramatically
differ across the trials. Estimates from thfee Swedish trials using mam-

" mography alonie averaged about 75%, while stimates for mammography
combined with; CBE ranged from 75% in‘thic Health Insurance Plan of
Greater New-York (HIP) to 88% in the Edm urgh trial and the Canadian

Narional Breast Cancer Screening Study in omeniaged 50-58 (NBSS 2).

es, long-term estrogen replace-
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spccnﬂcuv esumates rangcd from 98.5% in the HIP mal to 83% 'in the
Canadian NBSS 2. Semmv'lty estimates for mammography alone and for
combined screemn% with CBE have generally been ;}0—16% lower for
women aged 40—49 compared with women greater than age 50. 15.17-19
preliminary results from two North American demomtrauon pm_]eas sug-
gest jmproved sensitivity of mammography, especnally for women in their
forties, with current/mammographic techniques. 20 Slgmﬁcant variations in
interpreter performance have also been obscrved.?!-%3 In the Canadian
urials, agreement was about 50% beyond that attnbuzablc to chance be-

ween radiologists at five screening centers and  single reference radiolo-

gist.” 2

The cffectiveness of CBE alone has not. bcen evaluatcd direcdy, but
comparisons of theisensitivity and specificity of this' maneuver to that of
mammography can be considered. The Canadian NBSS:2 was designed to
assess the mcrcmentfﬂ value of mammography above 'ﬂcareful thorough
{510 minutcs) CBE:* 2125 Preliminary results shoving nd incremental ben-
efit hnghllghted the? fact that higher sensitvity (88% for mammaography
plus CBE vs. 63% for CBE alone)!” may not guarantee improved effective-
ness. Specificity was comparable or slightly better for CBE alone. Sensitivity
of CBE for wonien aggd 40-49 (Canadian NBSS 1) was about 10% lower at

* initial screen compared to the estimate for women aged :50-59 (Canadian

NBSS 2).2 Spemﬁcnry estimates were similarly lower for younger women.

Data regarding the accuracy of BSE are exuemely lnmlted One report .
calculated an upper limit of sensitivity ranging from 12'to 25% by assuin:
ing all interval cases'in the clinical trials were detected by BSE. 17 Using a
similar approach, the overall sensitivity of BSE alone iwas estimated 10 be °
26% in women also. screened by mammography and CBE in the Breast
Cancer Detection Démonstration Project (BCDDP).?? Eétimated BSE sen-
sicivity decreased with age, from 41% for women aged 35-39 to 21% for
women aged 60-74.27 Thus, as currently practiced, BSE appears to be a less
sensitive form of screening than is CBE or mammography, and its speci-
ficity remains uncertain. The sensitivity of BSE can be xmproved by train--
ing as measurced by [he proportion of benign lumps-“ de‘tecled on human
models and artifi Cl‘ll'lumps‘q on silicone breast models, dl[houg’h whether
this improved detection on models translatcs into xmproved personal BSE
performince is unknown - i

Adverse effects of; iscreening tests are an 1mp0rlant consxderquon Falbt-
positive tests, rcsulung from the effort to maximize dlsease detecion, may
have negative consequences including unnccessary dxagnostlc tests. In the
Canadian trials there:were 7-10% false positives from combined screening
with mammography:and CBE among women aged 40~49 and 4.5-8%
among those aged 50-59.243% In a study of the yicld of a first mammo-
graphic scrcening among wornen, hall as many cancers per 1,000 first

i . ¥

i,
¥
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:,ure:enmg£ mammograms were diagnosed | in women aged 40-49 (3/1,000)
cnmparecélto women aged 50-59 (6/1,000). ‘§ Yet, women aged 40-49 un-
_ derwent twice as many dzagnomc tests per gg;’mcer detected compared to
wormen ahcd 50-59 (43.9 vs. 21.9). Women aged 60-69 had a hxg er yield
from acreenmg with' 13 breast cancers- d:agnoscd per 1,000 first screening
mammograms and 10.2 diagnostic tests per&zrmed per cancer detecred.
.Mammographic srreemng may alsa adversely affecr psychological well

gram has been reported both at short-and long-term follow-up in studies
surveying groups of screened women. 323 No i impact on compliance in ob-
taining future screening examinations was observed, however, Women who
underwent a surgical biopsy as a resuliof a f.:tlse-pos:uvc :creemng mam-
mogram were morc likely to repor "f
than were ‘those who did not havii

Excussbreast cancers in pop &%&
diation q:gmﬁcanﬂy greater thﬁ&?
such us sur‘vwors from atomic bq
breast dnsc;aﬂe. have raised c?.;i o
from screening mammograms, Ther

risk of brc ist cancer from mammOgraphlt :cre%nmg howev«.r Assummg a
L B

:..<:§
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Lhr: 'potenual radmuon nsk
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wamen rccemng ammal screeumg{

s wauld bc gamed thmugh a
rcsult of thac wcreemug

hc:d e,rxal cva}uaung performance
c was found in a randomized con-
; ‘breast modeIs.m The ].allLl’

Effectiveness of Early Detection

Scven randomized controlled rialst 3.0 510 have evaluated the eﬂ’ecuu.—
ness of screening for breast cancer ; )
alone or «.ombmcd with CBE comparcd

¢ penodzc screening. Thc age
ged from 40 to 74. The six tri-
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statistically slgnzﬁcam in the Health Insurance Plan of Greater New York
(HIP).? the Swedish two-county trials, 16 an ovérview of the chdwh wi-
315‘40 and two meta-analyses of the trials. 4142 5, o
The results of these six trials including women aged 250 have convinc-
ingly demonstrated the effectiveness of mammographxc screening (with or
without CBE) for breast cancer in women? ged 50-69. The HIP trial
,cnened women age.d 40-64 with annual CBE and two-view mammogra-
v.¥ For women ‘who were over age 50 at the ume of'entry into the study,
mofcahq fromn breast cancer in the i m(ervcnuon group was more than 50%
Jjower than in the com.rol group at 5 years, decrea.smg,,to a 21% difference
aftcr 18 years of followup The Edinburgh trial®® screened women aged
45-64 from 84 gqneral medicine practices with two—\ncw mammography
and CBE on the u;m:ﬂ screen followed by a.nnual CBEgand biennial single-
view mammography. Preliminary results at sev 'n | years; “found a relative risk
of 0.80 (95% confidence interval [CI], 0. 5410 1.17) for women aged 50

- and older at entry. The results from 10-}’63!‘ follow-up showed little

change.!” An ovérview pooled the daia through 1989 from the four
Swedish randomucd controlled trials of breast cancer screemng with mam-
mography alone.* 10 All women diagnosed with breast cancer before ran-

domization were excluded and endpoints were mdependcndy reviewed.

Breast cancer mormhty was reduced by about %0% for women aged 50-69
at entry using an; endpomt of breast cancer as the undcrlymg cause of
death. A mct.a-aniﬂyns that included the most. ecendy published results of
these trials reported a 23% reduction in breastcancer mortahty for women
aged 50 and older”‘* A meta-analysis of Eumpe an casexcontrol studies donc
within screening mammography programs also reported significantly re-
duced breast cancer mortality among women agcd 50fand older.*?

There are few; data regarding the opu‘ n ali'penodmty of screening in
this age group. Although an annual interval

lide evidence that an annual interval would} onfer greater benefit than
screening every 2 years for women over the age of 50.1% This trial used

mammography alone, but the reduction in breasx cancer mortality was sim-

ilar 10 that seen iri the trials combining CBE with mammography 3637 The

similar mortality reductions found in screenmg trials using periodicities
ranging {rom 12 to 33 months in women agcd?ai} suggcsts that bienniul
screening intervals are as effective as annual inlervals. iIna micta-analysis of
the trials evaluatmg screening mammography, ¥ the esumated reduction in
breast cancer mortahcy was the same (23%) for scrcemng intervals of 12
months and 18-33 months in women aged 50—74 ;

There is llmued and conflicting evxdence ,regarding the henefit of
screening women; aged 70-74. The Swedish Mo«county trial and BCDDP
timc series mcluded women up (o age ?4 at en::y, and each found a re-

‘been recommended by
" many groups, an analysis of data from the S&vedlsh two-county study found

202 690 7159 _P.05/16
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‘MEDICARE PREVENTIVE SERVICE BENEFITS o

Ovemew' Physzcmns and other expem' agree prevennon and early :h’etectzon '
~ of disease can lead 16" substantial reductions in life-threatening iliness. Pap smears,
© for example, are responsible for dramatic reductions in the numbers of cervical
cancer cases and deaths. The Clinton Administration is committed to makmg sure
‘Medicare beneficiaries get recommended preventive screening tests. That is why the
President worked with Congress to expand preventive benef ts for Medicare’s
benefczanes in the Balancea’ Budget Act of I 997. .

Mammograms As of szuary 1, 1998, Medlc(zre coverage is being expanded tb ‘pay: for annual
( screening mammograms for women age 40 and over. Medicare also covers.a orfestime initial, or o‘\
\;}3 baseline, mammogram for women age 35-39. Beneficiaries will only have to pay thelusual 20 percent .
%g copayment, arid Medicare will pay the other 80 percent. Beneficiaries will not havé o pay the $100 $
)

annual Part B deductible for this service. Routine screening mammography every 1 to 2 years is é

0D -

,\‘ recommended forall women age 40-75. Women over 75 should consult with their doctor” § % s
":‘ $ Until now, annuai screening mammogr‘tms have been covered for womén 50-64, and for 0};
~ W\ women 40-49 at high risk for breast cancer. A screening mammogram for womer 40-49 at normal !
3 g
~$ ﬁ risk, and women 65 and-over, has been covered only every 2 years. One baseline fnammogram also s &
f*C: T
8\3 has been covered for women 35-39. Beneficiaries have had to pay both 20 percent ¢otnsurance and
§°ﬁ ) 'Y any unmet pomon of their Part B deductible. * v
%\4;; - .

Pap Smears As of szuary 1, 1998 Medlcare coverage is bemg eXpanded to pay fdr a screening pap

N
12
N &
~x
\\
smear and pe1v1c exam (including a clinical breast exam) every 3 years for most women. They are é
gg
T

=8

QP
Qv

9
o129 S

covered every year for women at high risk for cervical or-vaginal cancer, and those of childbearing age
who have had an abnormal pap smear during the precedmg 3 years. Medicare wifl pay 100 percent
f the lab tests. Beneficiaries must pay the usual 20 percent copay for the doctor’s service, and
Medicare will pay the other 80 percent Beneﬁcxanes will not have to pay the annbal I deductible for
this service. : ~

. Until now, only screenmg pap smears have been covered every three years {or more oﬁen for
women at high risk), not the accompanying pelvic exam or clinical breast examination. Beneficiaries
W do not ii;omsuranpe or the Part B deductible for any clinical laboratory tests, inclhiding pap smears.
ng’ ‘} ¢
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Glucose Monitoring: As of July 1, 1998, all Medicare beneficiaries with diabetes, W}Jeihér or not they
use insulin, will have coverage for blood glucose monitors and testing strips. Bylmonitoring their

" blood glucose levels patients will have the information to better control their diabetes. This has the

potential to reduce the risk of complications associated with diabetes, such as blindress and the need
for amputation.

Until now, Medicare has only covered bl ood glucose monitors and ﬁestmg strips for
beneficiaries with diabetes who must use insulin.

Diabetes Educa:‘:’on: As of July 1, 1998, Medicare will cover a wider range of educdtion and training |

- programs to help teach beneficiaries with diabetes how to control their blood glucose levels. These

training programs do not have to be based in hospitals. A physwlan must certify thata patlent needs
the service under a comprehensive plan of care.

Until now, Medicare has only covered education and trammg funished by hospital-based
programs or incidental to the service of a physician,

- Colorectal Cancer: As of January 1, 1998, Medicare will cover colorectal cancer scifeénin,g including |

fecal-occult blood tests, flexible si gmoidoscopy, colonoscopy (for people at high fisk for colorectal

‘cancer), and in certain cases, barium enemas. Each of these tests are covered under different

circumstarices, so patients should check with their phy51c1an to determnine which testd are best for them

_and how often they should be scheduled.

Until now, these tests have been covered only when a patient had symptoms that could indicate

“cancer or another disease and the physician was using them for diagnostic, rather than screening,

purposes.

Bone Mass Measurement: As of July 1, 1998, Medicare will cover bone densmL measurement for
beneficiaries at risk for osteoporosis and other bone abnormalities. Beneficiaries sHOu d consult with

 their doctors about whether and when they might need one of these tests.

Until now, coverage of bone mass measurement tests has varied, to some extent, across the
country. The new law aims to standardize coverage of these tests.

Flu and Pneumococcal Vaccination Program Medicare’s existing flu and pneumococcal vaccine
outreach program will continue through the year 2002. This program is a joint effort by Medicare, the
Centers for Disease Control and the National Coalition for Adult Immunization. -

Medicare has covered flu shots since 1993. Thanks to the outreach program Medicare has
already met, and 1s now workmg to exceed, the Department of Health and Humah Services’ goal of
having 60 percent of all senior citizens immunized by the year 2000

o -



