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MEMORANDUM FOR THE PRESIDENT

T ara pleased (0 enclose an important new report on access 1o child care for low-income families
tha: HHS released last week. The seport confirms the desperate need for additional investments
in child eare, and reinforces the critical imponance of the Administration”s efforts (o secure
ad¢iitional child care subsidy funds in our on-going negotiations on the FY 2000 appropriations
bilis.

This report, titled Access to Child Care for Low-Income Working Families, finds that only 10
percent of the children eligible for Federal child care assistance are receiving the help they need.
According to the report, which incjudes estimates done by the nonpartisan Urban Institute, 14.7
miflion children were eligible under Federal law last year for subsidies 0 help their parents pay
the: high cost of child care, but due to the limited funds available under the Child Care and
Development Block Grant, only 1.5 million children actually received assistance. The
percentage of eligible children who were served varied by state, from 2 high of just 24 percent in
West Virginia to a low of 4 percent in Mississippi.

The report also finds that the price of child care is prohubatively high for low and moderate-
*income working families that do not receive assistance ~ from $3,500 t0 $7,000 a year for a
single preschool! child. Child care costs consume one-quarter of the income of low income
families that pay out of pocket for the care of at least one preschool child.

As you know, the Senate version of the Labor-HHS-Education appropriations bill included an
additional $818 million in discretionary funding for the Child Care and Development Block
Grant (CCDBG). The Dodd-Jeffords amendment to add this funding passed the Senate by 2
margin of 54.41 - the fourth time this year the Senate has voted 1o provide new money for child
care assistance, Unfortunately, the Republican leadership did not include this funding increase
for child eare in the Labor-HHS-Education-DC appropriations bill passed this week.

1 hope you will make this additional funding a top priority in Adminisiration negotiations with
the mngzcssional icadership and appropriators. The additional 3818 million would help
approximately 220,000 families pay for safe, reliable care for their children. Securing this
fanding would represent & major victory for the Administration. It would represent a significant
down payment on the $1.155 billion funding increase you requested for the CCDBG this year,
84 Since the entire CCDBG program is forward funded every year, the additional $818 milion
rould not significantly complicate the outlay picture for FY 2000.
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Thinks in large part {0 your economic policies, the U.S, economy continues to be remarkably
strong. Yet, as you noted in your speech on October 29, 1999, we as an Administration need 10
focus on helping parents balance work and family.

As you know, with the unemployment rate at a 30-year low, many employers are struggling to |
find workers. Even prior to this unprecedentsd economic expansion, the BLS predicted that
wonen would make up 60 percent of new entrants to the labor force between 1994 and 2005,
Welfare castloads have experienced historic declines over the past few years, further increasing
the number of women in the labor force. Unfortunately, parents cannot be productive employees
when they cannot find affordable, safe care for their children. The HHS child care report finds
that parents who do pot receive child care subsidies are much more likely o be late for work, or
miss it entirely, due to breakdowns in child care arrangements. Other parents, as you observed in
your speech, are at work but are too worried about their children to concentrate op the job at
hard.

Quality child care is necessary not only for parents to work productively, but for children’s
development and success in school. The overwhelming majonity of children today are in child
care at some point before entering school. New research from NIH reinforces the findings
highlighted at your White House Conference on Early Learning and the Brain - children in
higher quality child care programs develop stronger language, reading and math skills than do
children in poor quality programs. The better the child care program, the better the child is
prepared for school.

I an very proud of the progress your Adminigtration has made so far to ensure that parents can
succesd at home and at work, and in 50 deing help their children establish the foundation for a
healthy and productive life. Securing additional child care funding in this budget eycle would be
a tremendously important step that builds on this record. Thank you for your consideration.

Dopria E. Shalala
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MEMORANDUM FOR THE PRESIDENT

On behalf of Secretary Alexis Herman, my co-chair of the Quality Interagency
Coordination Task Force {QuiC) and myself, I would like to update you on the progress of
thet QuiC. You directed us to convene the QUIC to further the recommendations of your
Advisory Commission on Consumer Protection and Quality in the Health Care Industry,
W are very pleased and proud to report that the QuiC ~ in existence only a little longer
than a year — al;eady has proven 10 be a valuable and successful means of coordinating
Federal efforts to improve the qaalzt) of health care services provided in this Nation. We
are: very confident that the work of the QuiIC and its extraordinary collaboration will serve
as a modei for the private sector,

Af'you noted in March 1998, Federal agencies with health care responsibilities exen
significant power in the health care industry, and working together they could improve the
quality of health care for all Amernicans. Since they first met in May 1998, the Cabinet
Departments and Agencies participating in the QuIC — Departments of Defense, Veterans
Affairs, Labor, Commerce, and Health and Human Services, and the Office of Personnel
Munagement, the Office of Management and Budget, the Coast Guard, the Bureau of
Prisong, the Federal Trade Commission and the National Highway Traffic Safety
Afministration - have proven 1o be deeply committed to ensuring that we provide or
puchase high quality health care services, Dr. John Eisenberg, Administrator of the
Agpency for Health Care Policy and Research, serves as Operating Chair of the QuiC.

The QuiC has identified five areas that are common to the mission of each agency and that
are of profound significance 1o improved health care guality: 1) providing patieris and
consumers with information to assist in their choices; 2} pursuing key opportunities for
clinical quality improvement; 3) enhancing quality measurement, 4) developing the
warkforce; and 5} improving information systems. A multi-agency work group has been
assigned 1o each of these areas o develop innovative projects that will achieve its goals.
Health care leaders in each agency ~ and the QuiC as a full body — meet periodically to
stezr the actions of the work groups and ensure that participating agencies are aware of and
contribute to the projects.

Tha QuiC can already boast a pumber of significant achievements. We would like to
highlight a few: _

o [Diabetes Care: The QuIC has greatly enhanced Federal collaboration on the Diabetes
Quality Improvement Project (DQIP). This is particularly evident in three areas:
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?iage 2 — The President

» Under the auspices of the QuiC, a number of Federal agencies are collaborating on
the creation of a2 common chinical practice guideline 10 improve diabetes care.
These agencies will use the guideline to improve the performance of providers.

s A conference was held in August to share specific successful strategies for
improving diabetes care. The atiendees were organizations seeking 10 Improve
their current practices. The QuiC agencies brought their success stories and
strategies to this conference.

« The QuiC is seeking a broad agreement among Federal agencies 1o collect and
report the performance of providers using dizbetes measures developed by DQIPio -
judge the quality of clinical care.

Reducing Medical Errors: The Qul€ is working with the Institute for Healtheare
Improvement (1HI) to create an initiative that will test several strategies for rapidly

* reducing the number of medical errors committed in “high-hazard” health care settings,

including emergency rooms, intensive care units, and on-sife rescue operations, around
the country. Based on the results of previous IH] initiatives, we hope that some sites
will be able 10 achieve reductions of 25% 1o 30% in the number of errors within 12 ©
15 months.

. Making Information Available 1o Consumers: The Qui€ has aided the Federal Trade

. Commission in augmenting its Consumer.gov web site to include information on health

care quality. Through this gateway, the QuiC now links to all of the Federal sites that
provide information to assisi people in making choices about their health care plans
and providers, including information on the quality of health plans for Medicare
beneficiaries, Federal employees, and participants in DoD)’s Tricare plans, There are
also links to the Department of Labor's health benefits education campaign to help
people understand what they are getting and what their rights are,

A Glossary of Commonly Used Terms. The QuiC agencies realized that there could be
great benefit 1o the American people if we could agree to reduce the chance of

" confusion by using the same terms to mean the same things in our public

communications. A set of terms has been developed and is being circulated to the
Federal agencies to solicit their agreement 1o use the terms, We expect 1 have that

~ agreement in October.

Tte enclosed report includes more detail on these and other accomplishments of the QuiC.

We

would be pleased o brief vou on the work of QuiC 1o date and its plans for the fature.

a E. Shalala

i
Entlosure:
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Progress of the Quality Interagency Task Foree as of September 21, 1999



Progress of the Quality Interagency Coordination Task Force
As of September 21, 1999

In March 1998, your Advisory Commission on Consumer Protection and Quality in the
iHealth Care Indusiry reported that one of the critical steps in advancing the quality of
ixealth care in this country was to unify providers, purchasers, quality oversight and
improvement organizations, and the American people in their aims to improve health care
guality, The President noted that the Federal agencies with health care responsibilities
exert significant power in the healih care industry, and could improve the quality of
hiealth care for Americans if they had common aims and better coordination. He asked
Hiecretary Donna Shalala to bring these Agencies together in the Quality Interagency
Coordination (QulC) Task Force to work 10 improve health care quality. The QuiC has
provided a significant opportunity for the Agencies to discuss issues of mutual concern.
It has made substaptial progress on specific projects to improve health care since it first
met in May 1998,

Briefly, the Agencies that have been working together in the QulC are the Departments
of Defense, Veterans Affairs, Labor, Commerce, and Health and Human Services, and
1e Office of Personnel Management, the Office of Management and Budget, the Coast
Guard, the Bureau of Prisons, the Federal Trade Comrmission and the National Highway
Transportation and Safety Administration, Dr. John Eisenberg, Administrator of the
Aigency for Health Care Policy and Research, serves as Operating Chair of the QuiC.

b its initial meetings, the QuiC identified five areas of shared ierest: 1) providing
patients and consumers with information to assist in their choices; 2} pursuing key
opportunities for clinical quality improvement, 3) enhancing quality measurement; 4}
developing the workforce to provide higher quality care, and 5) improving information
systems.

The QuiC appointed multi-agency work groups in ¢ach of these areas and asked them 1o
develop specific projects that would move toward these goals. Key staff were appointed-
from each of the participating agencies and are working hard to bring these projects to
fiuitionn. The health care leaders in each agency meet periodicaliy to steer the actions of
the work groups and 10 ensure appropnate support is available, Its projects include:

QulC Efforts to Improve Current Patient Care Practices

The Work Groups identified several key opportunities to improve the care that is
dulivered. Some are areas in which there is scientific evidence demonstrating what
should be done to diagnose and treat patients, but where comman practice does not
confonn to those scientifically proven methods. Others are areas where research is
needed (0 inform the choices that health carg providers and managers make when
dzgimining what to do. The QuiC has undertaken efforts in these four specific areas:
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Diabetes Care. In 1997, you launched the Diabetes Quality Improvement Project
{(DQIP) which brought together the Health Care Financing Administration, The
Department of Veterans Affairs (DVA), and private sector partners to identify ways
in which diabetes care could be improved. Working from research sponsored by the
Agency for Health Care Policy and Research that identified what is most important
and effective in treating patients with diabetes, DQIP created 2 small set of measures
to use in judging clinical performance and determining where improvement was
needed. The DQIP efforts led 1o three specific actions under the QuiC.

First, before the QulC was created, the DVA and the Department of Defense
{DoD) had created a common guideline for care of diabetes and had planned to
use the DQIP measures to assess performance. Under the auspices of the Quil,
other Federal Agencies were invited te participate in the creation of the guideline
and to use the guideling 1o improve the performance of their providers,

Second, the DQIP group held a conference aimed at helping providers and

_community organization to identify successful strategies to improve the quality

of diabetes care. The QuiC was able to enrich this conference by bringing 10 it
the Federa) Agencies and care teams with successful strategies to share and by
bringing together teams who were seeking new ideas that could be tried in their
own communitics. The conference was highly successful, and its success will be
extended through efforts to compile and disseminate the "best practices” that
were described at the conference (o other providers and community
representatives who were unable to attend.

Third, the QulC is seeking a broad agreement among Federal agencies to collect
and report the performance of providers on the DQIP measures. The QuiC
discussed the importance of Federal Agencies agreeing to use this common set of
measures for patients with diabetes, and conciuded that it would significantly
help to improve patient care. The QulC has endorsed the idea of asking the
Federal Agencies to agree to use the DQIP measures. We are in the process of
making that request of all of the participating Federal Agencies and expect 1o
know by mid-Qctober how they have responded and what it will mean to use the
DOQIP measures m their programs,

Depression Diagnosis and Care. As with diabetes, there is substantial research
showing that the diagnosis and treatment of people with mild to moderate depression

. could be greatly improved. The DVA and DoD identified this as an area in which

they wished to create 2 guideline to improve the care of their populations. Through
the QuIC, their efforts were expanded in two significant ways. First, other Federal

+ agencies were invited to participate in developing and using the guideline, Second,

the research agencies, such as the National Institutes of Health, the Agency for Health
Care Policy and Research, and the Substance Abuse and Mental Health

_ Administration, were involved and able to bring the latest and most compelling
- egvidence from their research to the effort. A guideline that will enhance the care of

depressed individuals will be completed by the end of October and disseminated to



Federal providers and made available to the public. One of the final steps needed is
to marry performance measures to the guideline to ensure that the care for people
with depression 1s getting better. Unfortunately, there is no clearly generally accepted
superior set of depression care measures like the DQIP measures were for diabetes,
Therefore, the QuiC organized 2 conference of experts in depression and
measurement at the end of September and will produce not only the best measures
¢ available currently for monitoring performance, but also a research agenda for
creating a more enduring set of critical measures.

* Reducing Errors. As indicated in the Advisory Commission’s report (o you, there is

currently an unacceptable level of errors in health care. The QuiC is working with

., the Institute for Healthcare Improvement {THI) to create an initiative that will test
several strategies for rapidly reducing the number of errors committed. Our effort

" will be targeted specifically at health care delivery settings where patients are in oeed

~ of urgent assistance and decisions have to be made rapidly, which we are calling
"high hazard environments.” These would include emergency rooms, operating

+ 4 .Fooms, intensive care units, and on-site rescue operations.. This is the first such

initiative zargetzd at error reduction in these high hazard environments. Based on the

results of previous THI initiatives, we hope that some sites will be sble to achieve

 reductions of 25% to 30% in the number of errors within 12 to 13 months, The QuiC

1. endorsed this effort at its meeting on September 21, and we are in the process of

-+ asking the agencies to decide if they wish to participate and how many teamns they
would hike to have participate in the effort. Whatever is learned through this Federal

*  effort will be shared broadly to help others reduce errors in their own health care

v delivery settings.

« Effect of Working Conditions on Quality of Care. From studies in other
industries, we know that the conditions under which people work can dramatically
affect their productivity and the quality of work that they do, but hittle research has
been done on this issue in health care. Recent changes oceurring nationwide in the
levels of staffing in hospitals and nursing homes, as well as questions about how the
organizational structure and physical environment affect the quality of care delivered,
have made this an important topic in health care quality. These questions prompted
the Qul{ to Jook for research that could inform provider organizations about working
conditions within their control that could influence the quality of care they deliver,
but little research was available, Therefore, the QulC elected to organize an expent
meeting that will identify what 15 known about how working conditions affect the
quality of care in health care and, more importantly, to identify the critical questions
to be explored about the effect of working conditions on quality of care. We are
collaborating in this effort with health care provider organizations, unjons and other
represemtatives of health care workers, and experts in facility design, art,

, organizational design, and quality improvement. This conference will provide a
+ framework for Federal and private research efforts.
Frture efforts to improve patient care will be developed based on the prionties of the
Agencics involved and are likely to continue to expand on efforts 1o improve mental



health care and move into cardiac disease, cancer, and other major diseases. For
example, the QulC can take advantage of the National Cancer Institute’s Quality of
Cancer Care Initiative to affect the quality of cancer care delivered in ways that the NCI
can not do solely through research efforts. ' '

OuliC Efforts to Create Quality Improvement Tools

Ome of the major benefits of the coliaboration sccurring under the QuiC 1s the ability to
develop and share tools that enable the Federsl agencies and others 1o improve the quality
of care. The QuiC Work Groups identified several tools that were needed. By ensuning
collective use of these tools, the QulC will help to minimize the confusion that health
sare providers encounter in dealing with the various Federal agencies and improve the
efficiency of the agencies” work. These include;

" A Common Credentialing Effort. Currently, each Federal agency separately
credentials the health care professionals who work for them: When professionals
seek joint appointments from more than one agency, move from one agency to the
‘other, or are called upon in times of national need, such as the Guif War, to fill in for
their colleagues who are serving abroad, the credentialing effort must begin again at
the new agency. To prevent such duplication of effort and to improve the rigor of the
nitial credentialing process, the Federal agencies are working on a joint credentialing
program that would allow electronic sharing of information across the agencies. This

! process began with an effort between the DVA and the Health Resources and

" Services Admimstration to test the feasibility of creating such 2 credentialing process
for physicians and dentists. It has been judged successful, and the QuiC is working to
expand both the number of Federal agencies that will use the process and the types of
professionals who can be credentialed through the program. We expect this effort
will take many more months of effort, but it is progressing.

«  Information on Measures. A goal of the QuiC is 10 ensure that the Federal agencies
are using common measures and risk adjustrnent methods when possible. These steps
~ will help to reduce reporting burden for health care providers and increase our ability
© to compare performance across providers. Initial steps have been taken to enable us fo
" move toward this goal,

. The QuiC has created a compendium of all of the measures currently in use by

* Federal agencies. It is available to all who are seeking information on the measures
currently available for use in assessing quality. The information also will be available
through a National Measures Cleannghouse web site that is under development by the
Agency {or Health Care Policy and Research. The QulC members are sharing and
testing the most advanced risk adjustment methods available. Comparisons willbe
made on the results, the relative costs of each method, and their effectiveness. A
workshop ts planned 1o discuss which measures and risk adjustment methods work
best for particular purposes, and (o agree on which are best.
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Formulary Guidapce. Several Federal organizations maintain formularies for thewr
beneficianies, Others, such as the Health Care Financing Administration, must
oversee orgenizations that provide care to their beneficianies and need 2 method by
which they can ensure that the formularies of provider organizations are adequate to
meet the expected needs of the populations they serve. A team of individuals 1s
working to determine how to provide guidance based on sciemtific evidence that will
help provider organizations determine what a formulary must contain to be adequare
to meeting these expected needs.

A Taxonomy of Quality Improvement Methods, A ool that is essential if the
nation is to learn which quality improvement strategies work best in various situationg
is a common method and language for identifying and descnbing quality
improvement interventions. The QulC Agencies conducted an expert meeting and are
in the process of finalizing & taxonomy that will sllow us 1o describe and compare the
quality improvement strategies used in Federally sponsored research, and in projects
of the DVA, DoD and HCFA's peer review organizations, This taxonomy will be
published in a professional journal for broad use, and will be put to work immediately
upon completion by the Federal agencies in their solicitations for research proposals,
descriptions of on-going projects, and instructions to their provider organizations,

Improved Information Exchange across Agencies, Common information is used
by the Federal agencies, but much of it is not exchanged electronically in a format
that can be used by ail agencies. The information sysiems experts have been studying
methods to improve the efficiency and completeness of the data that are used in many
agencies, Thev have started with the “exclusions list,” which s the list of individuals

. and organizations to which the Federal agencies can not make health care payments,

Individuals and organizations appear on this Iist afier they have committed fraud or
other similar actions in the delivery of health care goods and services. Agencies have
noted that they are not sure they have accurate and up to date information on this list,
or that they are missing information, such as the individual’s or organization’s unique
identifier code, and must make inguiries to verify identities before paying for
services. Work is underway to determine if a single, searchable list that has the
complete informatien needed by the agencies can be maintained and shared
electronically. Further projects to explore the impact that information systems
improvement can have on guality are being discussed.

Strategies for Ensuring Patients’ Rights. In November 1997, the President directed
the Federal agencies 1o bring their programs into compliance with the Patients” Bill of
Rights that was developed by the Advisory Commission. As part of the efforts to
bring our programs inte compliance, key agency staff have been discussing their
approaches and the challenges. They have been able to share ideas and strategies for
bringing about compliance with the Bill of Rights to the extent that current legislation
permits. These discussions have proven useful for all of the agencies.



QulC Efforts to Help Inform Americans About Health Care

1

The Qui agencies share responsibility for communicating with the American people
about their health care choices and are developing three products that will greatly
enhance our ability to do so. These are;

» A Gateway to Consumer Iuformation Available from Federal Agencies. The
QuiC has atded the Federal Trade Commission in augmenting its Consumer.gov web
site to include information on health care quality. Through this gateway, the QuiC
now links to all of the Federal sites that provide information to assist people in
making choices about their health care plans and providers, including information on
the quality of health plans for Medicare beneficianes,; Federal employees, and
participants in the Do) Tricare plans. There are alse links to the Department of
 Labor’s health benefits education campaign to help prople understand what they are
©  petting and what their rights are.

* A Glossary of Commonly Used Terms. The QuiIC agencies realized that there

~ coukd be great benefit 1o the American people if we could agree 1o reduce the chance
< of confusion by using the same terms t¢ mean the same things in our public
communications. A set of terms has been developed and is being circulated 10 the
Federal Agencies 10 solicit their agreement to use the terms. We expect 1o have that
agreement i {tober.

»  Guidance for Producing Report Cards. Many organizations, including several
Federal agencies, large purchasers, and employers, are atternpting to help patients
make better choices about their health care by providing "report cards” on provider
and plan performance to the American people. There are scientific studies that show

I what 15 effective in providing these report cards to various types of people, and there
are many organizations with expeniences that can help others who are attempting to

" provide high quality report cards. To inform report card producers, the QuiC
agencies have brought together researchers and report card producers to develop
guidance based on the science and reported experiences. This information will be
made available through a web site that is currently under development. I is expected
to be available this spring. ‘
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To The Secretary
! Through: DS
COS
ES A
ﬁmm: Administrator
Subject; Report to the White House on QuiC — ACTION

You mf;izczzzt:& that you wanied 1o wrzd a repcrz to ihr Whne House on the progress of the Quahty '
aneragmcy Coordination (QuiC) Task Force. A memo to the President is enclosed for your
_signature,

wgy.sﬁm

At the QuiC meeting on Sepiember 21, vou heard about the substantial activities of the QuiC.
"Several of these activities are nearing completion, or are at 2 stage where there §s information that
should be made available 1o the public. You asked that we drafl 2 veport for you to use in
reparting 16 the President on the progress that the QuiC bas made, The memo for your signature

and an attachment providing additional detai! on the project are attached.

OPTIONS AND DISCUSSION

You indicated that the memo to the President should come from you and Secretary Herman,
Since Secretary Herman was unable to attend the last QulC meeting and iz not cognizant of gl of
the activitics underway, it may be best for you to forward this memorandum 1o the White House

ryoursetf,

_You asked that the memo be directed to the President. It has been drafted in that format. Given
jthat the Advisory Coamnussion r:;)omd through the Vice President 1o the President, and given the
Viee President’s continuing interest i health care quality, would you prefer that this memo be
-sent through the Vice President 1o the President? Or should we send it to the Vice President,
gsking that he share it with the President?

" This meme indicates your enthusiasm for the progress that the Departrents have made in
advancing health care quality. It does not suggest the possibility that the White House provide

* appropriate recognition for these multi-agency sccomphishments. Would you like to suggest that
some sort of recognition be given 16 the staff who have worked 6 hard on these projects?

i

79-0775"
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i;:’agc 2 - The Secretary
RECOMMENDATION

Send the enclosed meme forward to the President.

JIECISION o
"x’ ,"x
Option 1. Send the memo as wrilten,

Approved L Disapproved Date

Optien 2. Amend the memo for your signature and Secretary Herman's signature.

‘Spproved ’ . Disapproved : Date

Option 3. Send the memo via the Vice President.

Approved Dusapproved Erate

Gption 4. Amend the memo to suggest some recognition for staft,

Approved Disapproved Date
1
i
.]:

|

M. Etsen M.D.

. Attachment;
Merno 10 the President
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MEMORANDUM FOR THE PRESIDENT

it
v
i

As you know, the Department of Health and Human Services has heen working for a number of
yea:s toward umproving the Nation's sysiem of organ procurement and transplantation, Our goal
is 10 make the sysiem operate for the greatest possible benefit of patients. We belisve
Imgrovements in thc organ transp}ant syszem mu%d rcs&zlt in savmg hundreds more lives gach
ycal-_ Coealtt .‘.,,, r L REL '

Tovvard the goal of saving more lives, we have moved in two arcas. With the Vice President's
leaclership, we have undertaken a National Initiative to increase organ donation. This effort hes
produced successful results in its first year. At the same time, HHS developed regulations to
cany out the purposes of the National Organ Transplant Act of 1984, These provisions,
developed over a period of years with e:xtanswe opportunities for comment, were published as &
Finil! Rule on April 2, 1998,

Our Final Rule was supporied by patienis’ groups and many prominent transplant centers and
professionals, but was opposed by the HHS contractor which aperates the Organ Procurement
and Transplaniation Network (OPTN) and by others in the transplant cormunity. Last Fall,
Congress imposed a one-year moratonium on implementation of the Final Rule, and mandated
thal a sfudy of the 1ssu¢ be carried out by the National Academy of Science's Institute of
Medicine {10M). Congress also asked for further consultation between HHS and the transplant
connurnity. Both of these actions have been compleied.

The IOM published its study in July. Its findings strongly validated the concerns and the
approach of the HHS Final Rule. In particular, the study reinforced the need for Federal
oversight of the Nation's organ procurement and transplantation system - not o Impose
government in medical decision-making, but to ensure that the policies of the OPTN were
operating fairly and effectively in the public interest. Throughout this year, HHS also continued
menting with the various elements of the transplant community, listening to concerns about the
Fin ai Rule and identifying common goals.

On October 20, HHS published amendments to the Final Rule whick reflect the findings of the
YO report as well as our discussions with the transplant community. These amendments
especially benefit from the input provided by the I0M, and they represent improvements in the
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Et
Firal Rule. But 2t the same time, we have preserved the core features of our Final Rule, which
are the foundation for improving our system for patients. In panicular, this means using standard
medical criteria, é:vézopcd by transplant professionals themselves, to decide which patients will
vecive organs. This is the only way to ensure that organs will reach patacnts who need them
most.

Oppsonents of our Final Rule are once again seeking 1o use the Appropriations process o impose
& renewed moratonium on the Final Rule. The Administration is on record as strongly opposing
sny new moratorium, [want to urge that we remain strong in defending our current position and
insist that the regulation go forward as scheduled. Qur approach has been validated by the JOM
stucly that Congress ordered, we have listened to the concerns of all elements in the organ
transplant community and we must remain committed (o an organ transplant system that saves
moie lives by servlng panems in the fa:rest smd most m&dlca%ly cff&:c%xva way possible.

Lok e EI *zzx’&.z', ,'
In addition, borh Ca:m gress ahd the Executzve Branch shou&ﬁ be mmmcé about the miegm‘y o{
Fedzra] spending for transplants. Medicare and Medicaid alone pay for more than half of
transplant costs in the United States. However, without the Final Rule 1o define the Federal role
in our transplant system, the government has little usgable authority 1o assure that these Federal
dollars are being used in a fair and effective manner.

Our goal is 10 work cooperatively with the transplant comrmunity 1o ensure the best possible
traniplant system for Amenicans. We have been careful not 10 inject government into decisions
which must be left to medical professionals. Instead, we have designed a carefully balanced
approach in which the Federal Government can carry out the oversight role which the 10M so
clewly reaffirmed.

For 1hese reasons, | would urge you to reject any actions by Congress that would further delay
implementation of the Final Rule,

i
|

. Shalala

Attachments
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healthy system

By keeping the details open to doctors’ suggestions,
feds may produce a better organ donation network -
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Improving Access to.Organs _ _~

— JErap—,

Forum -
Join 8 Discussion on Editorials

or mmiore than 2 year the Clinton Administration has been trying
to inprove the way human organs donated for transplants are

distributed to patients eroudid (b eountry. Bot Congress;responding -

w intense opposition from transplant centers, bas blocked the use of
new Federal regulations that aim to broaden organ sharing scross
wrbivary local lines. A new report by the Institute of Medicine,
branch of the Nationa! Academy of Sciences, sonfirms that changes
are needed to make the gystem more fair end effective.

The current system directs most organs to be used in the locs] area
where they were dopated. That can create unfair situations whers
patients who are less ill may get transplants while meye severcly ill
individuals who happen w live putside the jocal organ procurement
erea are made to wait, This has become an increasingly important
public health issue, since aboyt 4,000 Americans die each year while
waiting for transplants.

The Department of Health and Human Services tried (o address the
problem by issuing new regulations iast year, These direct the
United Network for Organ Sharing, s private organization that
coordinates organ distribution nationally, to design & new allocation
system that puts more emphasis on medical criteria and Joaves legs
to geography. But Congress delayed that directive from going into
effect until this October. The network insisted that the rules would
force small transplant centers 1o close and discourage organ
donations if donors knew organs would go outside their community.

The Institute of Medicine report, commissioned by Congress, found
those fears to be pvarblown. The report, which focused on lver
transplants, said waiting periods for the very sickest patisnts were
actually comparable scposs the pation, But there were differences in
waiting times for patients who were Iess ill. The repert reconuvends
improving distribution by requiring thet organs be shared acrogs
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+  wider regions based on population, so long & the regions are not 5o
: | geographically large as to poss problems in ransporting the organs.

The repert also affirmed the pneed for more sctive Federal oversight
and gresier scientific review of allocation principles. These
recommendations are consistent with the Administration's approach.
. The transplant community should drop its resistance to Federal

"¢ regulations that could meke the systers more equitable for patients
everywhere,
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Changing the US transplant system

In the USA, wheoe you tiee can determine whedhor
or rux you roocive sn orpan wensplane, Thet is
because the US orpan sllacation systom it broken up
nto 11 regions and vperates @ “jocals first™ policy in

wtich orgens sre first offered 1n paticnrs in the &rea

where the crpan: were sbiained, hen o pstionty s
the surmunding region, snd finally to petients iy she

irest of the nstian As ¥ rosuly, 5 patent Eving in one

pact of the oouutry way reccive w0 irstplant bofure
Mupmvﬁmmmmmmh
saother part of the oounty, e -

To try 10 reduce such geographicet c!‘z'spmnu, US
Secxetary of Health end Human Services, Donng
Shalels, baz propowd sew pregpulalion: thal will
require the npotunal Orgen Procurement and
Transplanmdon Network (OPTN], & private socsor
tystem of ongun procuremsn: orgaaisgtions and
‘nplant centres ostablished by the 1984 Nudonal
OrganTransplang Acy, to rovise Its allocstion policies
o thet elighhle rpationts sre nor denied & tnaplant
lsecause of where they hive.

Precistly how the OPTN B 1o attain this gos! is
teft o te nerwork to work aur, bt the policles must
uatisly thee performeance gosly, Thcy moust ontahiish
szandardised criteria for determining which pationts
iee maadically eligible to be pur on toenaplant waldng
liss snd for determining the medics! swenus of
patents, o that the medicnl needs of different
pedent: can be gompered; snd thoy must st up
sHocation protocols that will reduce the Influence of
srographical factors 3o thar utpny wil firgt go W
thase with thie highest roedical urgency. In pravols of
these goxls, Lhowever, Bic rogulaztons &6 pot requies
the OFPN 1o afapt potisies which, because they s
knpractice! ¢r are conumry to scund medicl
badgment, lead o fotle wavsplana and omgun
.t

Qn&t&nﬁ&&kk&dwmmth,

oblectopnble wbowr Shalsis’s propotsl, but Uie
npunse of the United Nerwork of Orgun Sharing
EINOS), the DHIIS conuctor thit operstes
LN, has heon Rurious. In » lecter sent to every US
Seaarar Ryt spring, the outgelng prosident of
UNOS, L §F Hunsickar, doscribed die regulstiong nx
& “federalisation of he Surrent systom which mkes
sy contral af e (ramsplznt system from doctors

and puticnts in almost 300 aasplnt centzrs and
bands it over to Federal regulzron® and foroes
docrars 1o give Hvers “to the very sickest paoonu™,
wha gre Ykely o requite second or third wanaplants
and thus use organs thor could heve gone 1o v
other paticans. Hunticker prodics  thar the
rgulations w4 pake Rt more difficulr for moe
paiients 10 receiwe & treneplant becsuee orgens will
- be shunted cowards & few large tauplant centres

) ,,wim the Tongest waiting Hot and the vickest patients,

But fr is hard 10 see how the repulsdons smount 1o

8 “federslimdon™ of the US rmensplent system, when
they merely set performance goals snd aliow OPTN
10 develop the politdes. The regulstions also do not
rogquire that transplans be given o the “very
sickesr” pauients bur rather thao preference be given
to those whe are “very B but who, in e judgment
of thelr phyxicians, have & reasonable likelhood of
post-transpiant survivil” over Giose who are less
medically urgent. Flaslly, It is hard to prodicy, before
OPIN has formulsted the fisal policks, what
impect the seguizdors will bheve oo emalier
vansplent centees, However, # can be srgued tht
xince where organs will go wilf depond un dhe noeds
of paticoty snd nor the size of the reansplam ceor
smaller progremmes could fure well wnder the new
rules, -

Bt what s cfesr b daat the rhotoric adopted by
UNQS and eather opponcuy of dic pruposal & not
helpful snd has alrendy onised mischief, T soates
have passed fegistation that gives stute recddents
priority for organs donsied within those mates.
Severs! othar staow wre congidering sirnilar Lews,
which, if they wurvive court challongs, will further
fragment the US orgun aBiocstion system.

The sew rogulations proposed by  Scorerary
Shalsls seem 1o give the netwark sufficient leewsy 10
fuove Wt w e desined gas! without sequiring it
to sdopt policies thar will wawse ongens or force
doctors 10 perforia futiic mansplont. UNGS woull
betier serve the tansphigt community o R
sbandoned {s sience snd began working with
DHAYS o drow up Mllosxdun policion thar sre
praccal and fair,
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THE SECRETAHY OF MEALTH ANED MUMAK SERVICES
WASHINGTON, DA, #8201

0T 25 999

MEMORANDUM FOR THE PRESIDENT

I am writing to express my deep concern over discussions occurring in Congress that could result
in creation of 8 new, independent Medicare board. As envisioned by its proponents, this board
would operate as an independent entity designed to oversee the Medicare4+Choice program,
including the competition among private plans and between private plans and fee-for-service
Medicare. The creation of such a board seriously undermines your authority over Medicare, the
bene ficiary protections that you have worked hard to establish for this program, and the
sign ficantly improved refocused management which has reduced the Medicare error rate by over
fifty percent. This new board also sets the stage for capping government expenditures for
Medicare, threatening Medicare bepeficiaries’ entitlement to first-class medical care,

i
The board’s advocates say they want to bring private-sector expertise into the adminisiration of
the program and say they want to aveid conflicts of interest in running a competitive system,
Their first goal is being accomplished without undermining the current strengths of Medicare and
their second contention is a false promise. Not only will their proposals not achieve their goals,
but, for the reasons stated below, they would substantially undercut cur ability to serve
beneficiaries and efficiently administer the program. At the end of this memorandum, 1 will
describe the activities that we have-already undertaken to garner additional private sector
expertise in administering Medicare.

Medicare Board Lends to Reduced Beneficiary Protections. Under your leadership and
through the hard work of this Department, we have ensured that Medicare includes the
beneficiary protections outlined in your Patients’ Bill of Rights. Medicare was one of the first
programs in the country (o incorporate these protections and remains & model program. This
wou'd not have been possible if the Medicare+Choice program were administered by an

inde xendent board.

Given the hostility we have seen in the private sector 1o even the modest proposals in the
Pativnts® Bill of Rights, | do not believe that a board comprised of private sector health officials
wou'd have taken a strong, pro-beneficiary stance. It is not surprising that the strongest
proponents of 8 Medicare board, including managed care interests, are among the most active
oppcnents of strong patient rights Jegislation. 1 believe that we must maintain our gbility to keep
Medicare in the forefront of beneficiary protection. Crestion of an independent Medicare board
is nct consistent with that imperative,

Prepoicd by AP Lo :



Page 2 - The President

Medicare Board Dilutes Presidential Authority, Placing the Medicare+Choice program under
the wontrol of an independent board splits accountability for the program and substantially dilutes
youir authority over s substantial portion of Medicare. This is 2 significant loss given that
Medlicare serves 39 million beneficiarics and makes up 11 percent of the Federal budget.

The Administration’s ability to make changes to Medicare in the context of the President’s
Budzet would be limited, This is especially true since proposals for treating traditional fee-for-
service Medicare as a health plan under the structure of Medicare+Choice would allow & niew
boari to exercise substantial authority over the entire program. In particular, a board could be
given substantial authority over what private health plans would be paid by Medicare. It could
also be given authority 10 oversee aspects of traditional Medicare, including benefits and, under
som¢ proposals, total spending by traditional Medicare,

As a result, the presence of a board would have hampered our ability to exert strong budget
discipline, such as the steps we have taken to extend the life of the Medicare Part A Trust Fund
10 2015, Similarly, it would not have been possible 1o use Medicare changes to help finance key
domestic initiaitves 1¢ improve the health of the nation, such as the Children’s Health Insurance
Program.

Furthermore, creation of a board would limit the Administration’s authority 10 tnake key program
changes to address Medicare problems identified by beneficiaries, providers, or other segments
of the American pablic.

Medicare Board Diffuses Accountabilify for Medicare. Authority over certain key functions
would be unnecessarily complicated by bifurcating control of Medicare between a board and the
HBealth Care Financing Administration (HCFA}.

For example, Administration efforts to reduce fraud and abuse in Medicare have been suecessful
becausa we have provided clear, consistent policy guidance and because we have been willing to
iake the political heat generated by our aggressive stance, Ido niot believe that an independent
board (especially one that includes private sector health care executives, as would be likely with
any oo 1gressionally created board) would have initiated or sustained such a controversial, yet
productive, prograr. Specifically, the HCFA actuaries credit aggressive fraud control efforts ©
with bringing dowti the Medicare baseline through reducing cither the rate of growth or the
actual level of spending on inpatient hospital services, home health, and lab services, Our efforts
have also led to the firstever decline in hospital upcoding since the inception of & prospective
payment system in 1984, The bifurcation of autherity under a board would threaten the
sagmﬁ:ani advances made by this Administration by complicating the relationship between the
prograrn and the HHS Inspector General and between Medicare and the Department of Justice.
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il
Similarly, this Administration has taken significant steps to measure and hold health plans and
providers accountable for quality of care for seniors and other vulnerable populations. The
difiusion of accountability threatens our ability to move aggressively in this area as we havc on
the Patiznts” Bill of Rights.

Muedicare Board Creates Potential Confusion of Authority That Would Be Detrimental to
Beneficiaries. HCFA is currently responsible for & wide range of activities that might become
the responsibility of either the board or HCFA, or both. These functions include beneficiary
eduzation, procedures for appeals and grievances, provider enrollment, survey and certification
of providers, and quality essurance. If these functions were assigned to HCFA, their applicability
{o private plans would become uncertain; if assigned to the board, more functions would be
removed from the lines of public accountability. M assigned to both, there would be confusion
azzd mmmi‘v ‘among ali pam:s involved. _
: NN L N v
A Nledicare Board Provides the Infrastructure for Ending the Medicare Entitlement.
Altkough the proponents of a board deny that they intend to fundamentally change Medicare, it is
clear that creation of an independent board would establish the administrative framework for a
defined contribution plan, which specifies the government’s financial contribution toward
beneficianes’ health care but does not specify the benefits to which beneficiaries ars entitled.
Crezting an independent board is an ideal first step toward capping government contributions for
Medicare, and beneficiary advocates will see it as such. It is not surprising that some of the
strongest advocates in Congress for a board are the same Members who tried to cap Medicare
spending in the 1995 budget bil! that you vetoed.

Claims About Current Conflicts of Interest in Managing Medicare Are Not Legitzmaie
Adwmales for a board argue that HCFA has an inherent conflict of interest in both managing the
competition among private heaith plans and fee-for-service Medicare and operating the fee-for-
service Medicare program. In fact, the risk of conflict of interest could be greater if managed
care sxecutives, hospital administrators, physicians, durable medical equipment suppliers, or any
other individual who benefits from Medzcam paymentis were given statutory powers through
participation on the board. :

Today, HCFA mansges both original Medicare and Medicare+Choice, having successfully
supesvised the growth of Medicare+Choice to a program that enrolls about one of every six
beneiaiaries. HCFA's role is not unique - conflicts of interest are sucoessfully avoided by
CalPERS and many private employers that run self-insured plans while contracting with

wmgenng health plang.
;
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The assertion that HCFA’s dual role creates a conflict of interest may stem from certain decisions
tha' private plans may find onerous, such as those in setting standards for consumer protection .
ané quality assurance. Such decisions stem directly from HCFA’s primary concern for serving
the needs of beneficiaries, not from any desire to bias the competition. If a Medicare board also
pla:es serving the needs of beneficiaries as its core mission, it will inevitably make similar
decisions. Thus, it will also be subject to the same charges of conflict of interest.

Under your proposal for a competitive defined benefit, traditional Medicare and private health
plaiss would compete on an egual footing, allowing both Medicare and beneficiaries o save when
beneficiaries thoose efficient bealth plans. As discussed above, | believe that many board
prononents are using the conflict of interest accusation as an excuse 1o take the first step toward
ending the entitlement. -

Private Sector Involvement Can be Achieved Without & Medicare Board. While ] am

dee sly concerned about the proposals {6 create an indepcndem board to administer a portion of
Meidicare, 1 am committed to expanding the program’s access to private sector expertise. In
September, we chartered a Management Advisory Committee for HCFA. This step was part of
HCZA management modemnizations contained in your budget. The committee aliows HCFA (o
get 2xpert advice from individuals in the public and private sector regarding innovations in
management practices. It also will allow HCFA to maintain cnitical relationships with public and
private sector experts in management, leadership, and purchasing strategies. The committee will
add-ess issues including how HCFA can better manage its private secior contractors and how it
can be a more prudent purchaser of fee-for-service Medicare services. The committes need not
make recommendations regarding payment or coverage policy, because the Medicare Payment
Advisory Conunission (MedPAC) and the recently established Medicare Coverage Advisory
Coramitiee already fulfill these functions.

I will chiair the committee, which will inciude up to 11 additional members that I will appoint.
The members will be selected from among pationally recognized authorities in acaderia, private
consulting, public and private sector health purchasing entities, and private companies. The
sommitice would pot include provider or beneficiary representatives since they are already
represented in many advisory committees to the Congress and the Department,

M M edicare reform is successful, this committee could also easily be adapted to serve as an
advisory body for the implementation of the fee-for-service modemization reforms included in
your Medicare plan. Experts from private and public sector organizations that purchase health
care for their emnployees and beneficiaries, as well as experts in public administration, would
provide recommendations to the Secretary on how to implement these reforms to purchase
services more competitively,. HCFA would benefit from the advice of these experis in a fonum

open to public participation.

Dr
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In Conclusion, Creation of a Medicare Board to Qversee s Portion of the Program Would
B: & Grave Mistake. It would be 2 disservice to our successors and 1o future generations of
beneficiaries if we were t0 weaken the executive management of Medicare, not only because it is
a uubstantial and growing proportion of federal outlays, but because older and disabled
Amnericans are particularly vulnerable and need govemnment protection. This Administration has
strengthened Medicare in innumerable ways: extending solvency, increasing benefits, advancing
new beneficiary protections, and strengthening program integrity. The Medicare program would
maost likely not be experiencing the benefits of the Administration’s improvernents had the
M?dim board, as proposed, been in existence.
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Dondta E. Shalala
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I arn'forwardmgr herewith a Memorandums for the President, signed by Secretary Shalala., Inher
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Assistant Secretary for Planning and Evaluation
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Grary Claxto
Deputy Assi ecyetary for Health Policy

L

SUBJECT: Maedicare Board

At your request, my staff has prepared the attached memorandum on the subject of an
independent Madicare board. This memorandum states the ¢ase for why ¢reation of a board
would undermine the President’s authority for running this program and threaten the consumer
protections that have been established for Medicare beneficiaries. It also outhines activities that
the Department has already taken o involve additional privaie sector expertise i administering
Medicare.

The attached memorandum has been cleared by ASMB, ASL, ASPA| and HCF A, and their
conynents and suggestions have been inciuded.

o T
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MEMORANDUM FOR THE PRESIDENT

On February 18, 1998, you issued an Executive Memorandum 1o the Departments of Agriculture,
Education, Housing and Urban Development, Health and Human Services, Interior, Labor,
Treasury, and the Social Security Administration requesting that they participate in your public-
private imtiative 1o enroll children in the Federal-State insurance programs. The Departments
ms;iazxfiexi on June 36, 1998, with a list of over 150 strategies that (1) identified employees and
g:ra.lic:cs who work with families, (2) preparad strategies to ensure that employees and grantees
are'educated 2bout the availability of CHIP and Medicaid, (3) developed an Agency-specific plan
as part of the Administration-wide outreach plan and (4) identified any legislative or statutory

barders which affect the 1&&:}21&5313{}:; and enrollment of uninsured children in CHIP and

Medicaid.
E

I ary pleased to forward to you the Repornt of the Task Foree on Children™s Health Insurance

Ouireach. The Task Force has met quarterly throughout the past year 1o learn about children’s
hca&th insurance programs (CHIP and Medicaid), discuss specific ideas and coordinate the
mxplcmcma‘uon of new outreach efforts. Smatler Task Force workgroups have created outreach
tools and materials, shared data and developed strategies to access hard-to-reach groups such as
rum} and migrant children.

‘I’hv Task Force has accomplished much of its original work plan and proposes new strategies for
,hmg out 1o uninsured children and their families. In addition, there are three new partners in

thi¢, effort, the Departments of Justice and Commerce and the Environmental Protection Agency.
+

The Task Force will continue to work to irrzplment these new strategies, to add new partners and

to sustain complementary and aggressive outreach efforts, consistent wzzh the overal! initiative to

cover uninsured children. :

- O $ St
]. . | , Donna €. Shalala

Entlosure

415001699 oot



Report to the President

Interagency Tusk Force on Children's Heslth Insurance Outreach

Submitted by the
Secretary of Health and Human Services

October 12, 1999

In Collaboration With

The Secretary of Agriculture
The Attorney General
The Secretary of Commerce
The Secretary of Education
The Administrator of the Environmental Protection Agency
The Secretary of Housing and Urban Development
The Secretary of the Interior
The Secretary of Labor
The Commissioner of Social Security
The Secretary of Treasury
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MEMORANDLUM FOR THE PRESIDENT

We: in the Department of Health and Human Services (HHS) took note of vour address to the
Veterans of Foreign Wars, in Kansas City on August 17, where you noted that in Russia “the
average salary of a highly trained weapons scientist is fess than 3100 2 month,” Iwant to let you
know where we stand with a new initiative, the HHS Biotechnology Engagement Program
(BTEP), a program that grew out of requesis we received last vear from the Secretary of Defense
and the Secretary of State.

We are now working with our colieagues in the Departments of Defense and State to engage
fomer bislogic weapons scientists from Russia and from the New Independent States in
collaborative research on applied high-priority public health problems. We have just completed
ar initial sssessment in Russia involving experts on the cutting edge of tuberculosis (TB)
research and development. They have identified a number of good topics and pairings of former
weapon scientists with ULS. counterparts 1o develop rapid diagnostic tests, conduct basic research
on TR vaccines, and work on new drugs for the treatment of TB. This is particularly important
given the dangerous emergence of multi-drug-resistant TB.

The Department of State has provided HHS with $4.8 million in start-up funding not only to
address TR but for similar activities in areas such as hepatitis, HIV/AIDS, and other infectious
diseases. These projects will be implemented through the International Science and Technology
{enter, one of the State Department's very successful nonproliferation programs,

1 want to assure you that we are taking steps to engage these weapons scientists in mutually
groductive public health work and that we have both the capacity and the need for the funding
requested by t}m State Department to support this activity. We are ready to join with State in
te:ckmg Congrcss:onal approval for the full program proposed by the Administration.

Donna E. Shalala
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. ; : Office of the Secretary
DEPARTMENT OF HEALTH AND HUMAN SERVICES Office of Public Health and Science
-
‘b,,‘“m l* Assistant Secretary for Health
V' _ -Surgeon General
. . SEP -8 1999 Washington, D.C. 20201
TO: . The Secretary
Through: DS k/ [ s
COS _Urd 4
ES

FROM: Assistant Secretary for Health
and Surgeon General

SUBJECT: Letter o the President of the United States Informing Him of the Status of
' DHHS Biotechnology Engagement Program (BTEP) -- DECISION

This memorandum is in follow-up to a discussion I had last week with Dr. Thomas
Novotny, Deputy Assistant Secretary for International and Refugee Health, OIRH,
concemning the President’s speech to the Veterans of Foreign Wars in Kansas City on

" August 17 (Tab A). The President noted that in Russia “the average salary of a highly
trained weapon scientist 1s less than $100 a month,” and expressed his concern about
Congressional cuts to the multi-agency Expanded Threat Reduction Initiative, of which

. DHHS is a part, in the international affairs budget request. We agreed that a letter to the

+ President should be drafted to inform him of the status of the new DHHS Biotechnology
Engagement Program (BTEP) designed to encourage collaboration with former Soviet
bioweapons experts in an effort to reduce the threat of technology transfer (Tab B).

. BACKGROUND

'~ At the request of the Secretary of Defense and the Secretary of State, DHHS has been
asked to work with the United States Government (USG) security agencies to “engage”
Russian and the New Independent States (NIS) former biologic weapons scientists in
collaborative research on applied high-priority public health problems. The Assistant
Secretary for Health and Surgeon General has created the Biotechnology Engagement
Program and formed an interagency Advisory Group to oversee its operations. This
program now has funding in place and DHHS has become a “partner” to the International
Science and Technology Center (ISTC) funding mechanism which is also supported by
the Japanese and the European Union., Exploratory missions this spring and summer have
brought Russian and NIS scientists together with DHHS counterparts and project
proposals for work on tuberculosis, plague, and other infectious diseases are now being
developed.

U.S. Public Health Service P



Pege 2~ The Secretary

DiSCUSSION

The timing of this letter may be slightly premature in that specific projects have yet 1o be
approved, funded, and started. Nonetheless, the constructive engagement is underway
inzluding coordination with the Russian Ministry of Health to identify issues, such as
Multi-Drug Resistant TB, (MDR-TB) where research on drugs, vaccines, and new
diagnostics could be very helpful 1o long-term TB control efforts. We expect to complete
a set of TB-related research proposals shortly, and proposals to address other infectious
diseases are coming along nicely. We expect to have scientific merit reviews conducted
in September/October and funding decisions for a first round of projects completed by the
erd of November at the Iatest. Each step of this process is being overseen by the BTEP
Advisory Group you appointed.

It would be most unfortunate to have funding for this program cut at this point. Thus, an
esrly and timely message of progress may help to strengthen resolve that we are on the
right track.

RECOMMENDATION

That you sign the attached memorandum io the President.

DECISION

Date OCT 5 163

N

Divid Ratcher, MD,, Ph D,

Approved Disapproved

Attachment
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M?QM’{}W FOR THE PRESIDENT

4

|
} enourage you to sign the attached proclamation which will declare October Women's Health:
Take Time To Care (TTTCy month. Issuing-this proclamation will heighten visibility for a
suporb program that educates women on the safe use of medicine. This program is run out of the
F‘m.? and Drug Administration (FDA) and will sponsor events throughout October.

In the past two years, FDA's Office of Women's Health has reached more than 1.5 million
Amuncans with this important message. TTTC has been so successful that this year, with the
Navonal Association of Chain Drug Stores (NACUDS) as a co-sponsor, the program will reach al
feast § million women and their families about safe medicine use. To date, more than 20,000
drug stores across the country and more than 75 national women’s, professional, religious,
minrity, and business groups have agreed to actively participate in the October effort.

AS 5"011 have said, “Drugs are being constantly developed that help to improve the quality as well
as the length of life, and if they are properly taken, they can actually reduce long term
“hospitalization and other medical costs.” This is a program that directly addresses this issue.

] ha'}*e worked with TTTC since 11 incept"iani and just this past May gave it my Distinguished

Sertice Award. Istrongly recommend that you sign the proclamation and encourage full White
House support for this effort and related activities.

'l
o

Donna E. Shalala
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Women’s Health: Take Time To Care Monpth, October 1999

By the President of the Linited States of America
A Prociamation

‘Thanks to the extraordinary success of modern medicine, Americans now live longer
and healthier lives than a8 any time in our history. Today, more medicines are
available than ever before, and we are continually discovenring new.drugs that

successfully treat a wide range of diseases and conditions.

W
|

‘With many more prescriptions being written than in the past, the chance of misusing

medications has increased. Indeed, between 30% and 50% of Americans who use

medications don’t use them as directed.

“The consequences include increases in hospitalizations, nursing home admissions and
deaths. In fact, adverse drug reactions are estimated to be responsible for 10% of all
hospital admissions. Altogether, medication misuse costs the United States about §76

tillion each year.

These numbers are likely 10 increase in the new millenmium, As the U.S. Food and
Drug Administration (FDA) continues to make the drug approval process more

efficient, more medicines will enter the marketplace, As the baby boomer population

3
:
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:‘ngcs, more prescriptions are likely to be dispensed. In 1998, 2.78 billion prescriptions
were filled in retail pharmacies. By 2005, it is estimated that number will reach 4

% billion. This unprecedented availability and demand for medicines is putting
increasing pressure on our nation's health care system.

fz
The FDA plays a crucial role in reducing Amencans’ risks by working 1o ensure that

.

miedicines are safe before they reach the marketplace. But once products are on the

i#:
i

" market, the responsibility for using them correctly falls primarify on the consumer. This

iy s

is why all Americans must be told about safe medicine use—especially women. Women

mast often administer medications to family members and are also the leading users of

. medicines. However, today’s women are often so busy with family, work and community

B

&

responsibilities, that they lack the time to care for themselves and take medicines wisely.

i)ariné October 1999, the FDA's Office of Women's Health, in partnership with the
National Association of Chain Drug Stores and other organizations throughout the
country, wili lead an important national pubhic awmmsis campaign: Women's Health:
Take Time To Core. It is targeting women with an urgent message to “Use Medicines

Wisely” and 15 providing clear, concise information about medicine safety,

The Take Time To Care campaign is now in its third year. Because of extraordinary
public response, what began as a grassroots effort is now national in scope and is
expected 1o reach more than § million women and their families with the safe

medicine use message.
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E}\JC"\‘&’, THEREFORE, 1, WILLIAM 1. CLINTON, President of the United States of

H

B

3
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b

America, by virtue of the authority vested in me by the Constitution and laws of the
United States, do hereby proclaim QOctober 1999 as Women's Health: Take Time To
Care month. 1 urge Government officials, business people, community leaders,

educators, volunteers, women and all citizens of the United States 1o use this unique

¢ opportunity to take time 1o care about themselves, and those who need thens, by

+
i

learning to use medicines wisely,

IN WITNESS WHEREOF, | have hereunto set my hand this day of

, in the year of our Lord nineteen hundred and ninety-nine, and of the

independence of the United States of America the two hundred and twenty-third.
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C DEPARTMENT OF HEALTH & HUMAN SERVICES

i Food and Drug Administestion
Rockville MD 20857

%

5 September 8, 1999

’}‘i}-: The Secretary
Through: DS 7 ;WM
- cos Ty % F /w
0§ ES {
FROM; Commissioner of Food and Drugs

SUBJECT:  Presidential Proclamation on Women's Health: Take Time Te Care and Request
for White House Participation - DECISION

I3SUE

The purpose of this memo is 10 obtain your signature on the attached memorandum (Tab A) 1o
the President requesting his signature on a national proclamation that would make Octlober 1999
Women's Health: Take Time To Care (TTTC) month, 1 understand that since time is shott,
your personal support would greatly help us gain White House approval.

We would also like you to recommend that the White House take part in TTTC activities,
jollowing up on requests that have already been made to the First Lady and Mrs. Gore.

3AC UND

‘As you are aware, 10 help women lead healthier, longer Hves, the Food and Drug
Administration’s (FDA) Office of Women's Health (OWH) developed Women's Health: Take
Time To Care, 2 national public awareness campaign taking place this year in October 1999,
‘The award-winning program aims to reach women with the theme, "Use Medicines Wisely,” It
makes women, who are the principal users of medications and who often administer them for
family members, more aware of safe medication use with matertals and interactive events led by
pharmacists and pther health professionals. This fall, the campaign will provide materials to

-over 5 million Americans about safe medicine use with the messages: Read the Label, Avoid
Problems, Ask Questions and Keep a Record.

DISCUSSION

Since its beginning in 1997, TTTC has reached over 1.5 million people through more than 1,000
grassroots events across the country. In 1999, OWH is partnering with the National Association
of Chain Drug Stores (NACDS) to make TTTC a major national campaign {Tab B). More than

: 70 NACDS member chains will participate, representing over 20,000 outlets nationwide.

99-0@%*{



Page 2 ~ The Secretary

In addition to O'WH and NACDS, the program will be led by businesses, health-service groups,
nonprofit organizations, professional associations, other federal agencies, and state and local
govemments {see Jist of participating organizations and pharmacies at Tab C). These partners
will distribute "My Medicines" brochures (Tab D) and held interactive information sessions on
safe medicine use, The campaign will also reach the public through television, radio,
newspapers, magazines, newsletters, and the Internet.

Issuing a Presidential Proclamation and having an event at the White House would greatly
heig hten the visibility of the program and underscore the Administration's commitment to the
imponance of safe medicine use, especially as it relates to risk management,

The proposed proclamation has been reviewed and cleared at the Department by the Office of
Woinen's Health, ASPA and AocA.

RECOMMENDATIONS
1 recommend that you sign the attached memorandurm to the President (Tab A) requesting that he

sign the proclamation designating October 1999 as “Women's Health: Take Time To Care”
month.

ffli 9, f
, aTe E. Henngy, M.D.

SEP }4 T34

Nonwconcwr __ Date

182

Tab A  Memorandum to the President with National Proclamation
TabB  October 1999 program summary

TabC  Participating Orpanizations and Pharmacies

TabD  “My Medicines™ brochure

B
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Yo SECRETARY OF HEALTH AND wuMAN SERVICES
WASMING TN, .0, 28275

APR 28

MEMORANDUM FOR THE PRESIDENT

I um pleased to enclose a copy of the first Progress Report from the Home and Community
Bused Services Work Group. When you met with disability advocates, Administration

ap pointees, and others interested in disability and jong-term care issues in September 1997, you
asked that HHS establish and lead this Work Group to take actions 1o expand and promote home
and community based services, The enclosed Progress Report summarizes the Work Group’s
gcals and activities to date, '

. ] think you will agree that the group set for itself an ambitious agenda, and its leaders are to be
commended for setting in motion an array of responses 1o the challenges they face, 1am
perticularly pleased to note that the deliberations of the Work Group were helpfu) in developing
several of vour FY 2000 budget proposals. However, we know we still have much to do to
achieve your key goal of expanding and promoting home and community based services and
oflering Amgericans of all ages with disabilitics the opporfunity to receive long-term supports in

the sentings of their choice.

Dionna E. Shalala
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HOME AND COMMUNITY BASED SERVICES
WORK GROUP
PROGRESS REPORT

Submitted by:
115, Department of Health and Human Services
Bob Williams, Deputy Assistant Seeretary for
Disability, Aging, and Long-Term Uare Policy
Office of the Assistant Secreiary for Planning and Evaluation

and

Sally K. Richardson, Director
Center Tor Medicaid and State Operations
Health Care Financing Admigistration

March 1999 "



ﬁ DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

OHice of the Assistant Secretary

for Planning and Evaluation
j Washington, D.C. 20201

TO: The Secretary
|' Through: DS XTu I
J|'I ES __ AL N
b
FROM: Assistant Secretary for Planning and Evaluation

Administrator, Health Care Financing Administration

SUBJECT:  Progress Report from the Home and Community Based Services Work Group -
ACTION

Action Requested By: 4/20/99

1S3UE

Erclosed is the first Progress Report on the Home and Community Based Services Work Group,
which you established after the President and Vice President met with disability advocates,
Administration officials, and others in September, 1997. The purpose of the Work Group is to
exjand and promote community based long-term care services for people with disabilities. We
rec(uest that you sign the Memorandum to the President and send the Progress Report and memo to
hirn. If you approve the report, we suggest that it be widely disseminated.

DISCUSSION

1

The attached report summarizes the activities of the Home and Community Based Services Work
Group, from the time it was established in September 1997 to December 1998. Just over a year
agy, you asked Sally Richardson, Director of the HCFA Center for Medicaid and State
Orerations, and Bob Williams, ASPE’s Deputy Assistant Secretary for Disability, Aging, and Long-
Term Care Policy, to head an interdepartmental work group to identify options for reducing
unnecessary reliance on nursing homes, expanding and promoting consumer directed home
and community based services, and empowering consumers with disabilities to live the best
lives possible, in the most integrated environments. You challenged them to build off the
experience of successful States that were already operating affordable and effective long-term care
services systems, and “start a revolution” which would spread across the country.

Th: group has made substantial progress in meeting your goals. As indicated in the attached report,
the Work Group also provides important visibility within the Administration for long-term care
policy concems. It has spawned a wide range of new activities and now serves as'an organizing
point for many home and community based services programs, policies, and research/demonstration
activities that were already underway in HHS.



Page 2 - The Secretary

The Work Group includes HHS staff, “federal partners” from other Departments, and
"constitugncy partners,” including advocacy and consurner organizations, state officials, service
providers, and others involved in disability and long-term care issues,

This report reviews the work of the Home and Community Based Services Work Group and its
goals to date. }t glso proposes elements of a long-term care reform strategy which includes the
foliowing slements:

. peer-io-peer technical assistance o help states reduce the “institutional bias” in their long-
term care spending and expand access to home and community based services;

4

. s demonstration program 1o assist current nursing home residents who wish to live in the

community to do so; B R
* a package of policy changes that HHS could consider to help shift the balance between
institutional and community services;

. policy and research iniliatives to equip people with disabilities who want to work with the
i necessary tools and supports to gain and sustain employmenst; and :

*' efforts to explore ways to increase the supply of qualified personal assistance services
(PAS) workers while helping people with and without disabilitics move off of the welfare
rolls and into meaningful employment, ‘

The Progress Report demonstrates extensive interest and activity in the community based long-term
care arena. It provides « strong and positive response to questions about HHS activities to
¢ddress the "institutional bias” and seck consumer based long-term care solutions.

w

RECOMMENDATION

We recommend that you sign the memorandum to the President and send him the Progress
Report and memo. We also recommend that you agree to distribute the report widely to people
with disabilities, advocates for the elderly and people with disabilities, professional
organizations, state officials, members of Congress and others interested in promoting home and
conmmunity based long-term care services.



?ﬁgc 3« The Secretary
LECISION

Send the Brogress Report and memo to the President.

3

isapproved Dute APR 29 B2
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Nancy-Ann Min DeParle

Artachments:

Progress Repon of the Home and Comrmunity Based Services Work Group
Memo 1o the President
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MEMORANDUM FOR THE PRESIDENT
Every American should be healthy and safe. Your Admimstration has vigorously pursued this
fmdamental goal. In deing so, the Administration has'shown that there is a continuing and
central rele for government in meeting the basic needs of ordinary Amenicans. It has redefined
tins role by understanding the obstacles 1o meeting its commitments, and reinventing to find the
appropriate ways 1o address persistent and difficult problems. After six vears, the Administration
has achieved lasting and impontant improvements in the health and safety of the American
pco;;iz:

.- i Mo ¥ " .-
L - - Wl . b

Infant mortality is at an all time national low. The nation has achieved record high levels of
childhood immunization against preventable diseases, reduced childhood vaccine-preventable
diseases to the lowest levels ever recorded and has made great progress in eradicating others.
Chiidren, women, the elderly, and racial and ethnic minorities are receiving new and overdue
fl)Cl.lS in clinical care, outreach, prevention and research. The nation’s food supply and biood
spply are safer than ever before. Millions more working families and children are s&:mng
health insurance. New mechanisms are in place to strengthen the quality of the nation’s health
care, mform Americans about their health and faciiiate involvement in their own ¢are. Science
axd evidence-hased rescarch provide the underpinnings for new policy and practice. Investment
in biomedical research and prevention is generating new knowledge at a rapid pace, paving the
vi;ay to greaser health and safety for generations o come.

The enclosed paper, Legacy: Health and Safety 1993-2001, reviews our progress in fi ve general
aeas: access 10 quality health care; prevention, risk reduction and safety; expanding the frontiers
{;Finow%eége collaboration among scientific research, dehivery systems and practice, and
consumer involvement; and strengthening stewardship and demanding accountability to protect
a1d benefit consumers, Your commitment to improving the health and safety of all Americans
has been critically important to these extraordinary advances.

[
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Legacy: Health and Safety 1993.2001

Every Amencan should be healthy and safe. The Clinton Administration has vigorously pursued
this fundamental goal. In doing so, this Administration has shown that there 15 a continuing and
central role for government in meeting the basic needs of ordinary Americans. It has redefined
this role by understanding the obstacles to meeting its commitments, and reinventing 10 find the
appropriate ways to address pcrsiszcm and difficult problems. Afler six years, the Administration
hes achieved lasting and important improvements in the health and safety of ihe American
prople.

Infant mortality is at an all time national low. The nation has achieved record high levels of
childhood immunization against preventable diseases, reduced childhood vaccine-preventable
diseases to the lowest Jevels ever recorded and has made great progress in eradicating others.
Children, women, the elderly, and racial and ethnic minorities are receiving new and overdue
fozus in clinical care, outreach, prevention and research. The nation’s food supply and bload
supply are safer than ever before.” Millions more working families arid children are securing
health insurance. New mechanisms are in place to strengthen the quality of the nation’s bealth
care, informm Americans about their health and facilitate involvement in their own care. Science
and evidence-based research provide the underpinnings for new policy and practice. Investment
in biomedical research and prevention 1s generating new knowledge at a rapid pace, paving the
way to greater health and safety for generations to come.

Progress has been marked and measurable. When the Administration took office in the early
1990's, Americans were fanng poorly on many indicators of well-being. Thousands of children
wire dying in infancy. Tobacco use, the most preventable cause of death and disease,
coatributed o millions of deaths from cancer and heart disease as well as other diseases.
Cubreaks of contaminated food emerged, spreading sickness and alarming the public. Miilions
of Americans lacked access to regular health care either because they had no health insurance or
were under-insured. Families were reguiarly confronted with painful choices -~ paying for child
care o & parent can stay in the workforce, saving 10 send a child 1o coliege, or obtaining
nezessary medical care for themselves or their children in times of illness or injury.

To address these problems necessitated confronting existing economic and social realities and the
political realities that developed. Progress was made more challenging because of the ongoing
traasformation and upheaval in the health care market. A recent report by the President’s
Advisory Commission on Consumer Protection and Quality in the Health Care Industry
described the dimensions of the changes in the health care industry this way:

Four characteristics define the health insurance market teday, with implications both for
who gets coverage and also for the kinds of coverage and protections in place for those
who have insurance coverage: (1) pluralism, with a focus on emplover-based coverage for
the non-ekderly; (2; significant and growing numbers of uninsured Americans; (3) the
continuing pressure of costs on employers and consumers; and (4) the shift to managed
care and the growth of self-funded plans in the group insurance market. The implications
of these characteristics are profound, generating potential frades{Ts among cost conwrol,
coverage and aceess.



The Administration initially chose to deal with a market that was changing rapidly, becoming
increasingly complicated and functioning poorly for millions of Americans by proposing a plan
for universal health insurance that gave every American a gateway 1o health care. This effort
was based on an assumption that an unfettered market would continue to disadvantage significant
groups of Americans across the country. With the blockage of the Health Security Act came
critical lessons which informed the Administration’s approach to improving health and health -
gare, The public was not ready to accept massive intervention which it perceived would be
accompanied by added layers of impenetrabie bureaucracy. It was reluctant to entrust to
government selutions (o major systemic problems that touch the lives of ordinary citizens.
Generating large-scale investments in the face of $300 billion doBar budget deficits also proved
increasingly problematic.

To achieve progress in this environment required a new, more strategic and evolving approach to
govemment’s role and responsibility. Extensive regulation had (o be balanced against a need 1o
foster, not stifle innovation. Traditional mandates had 1o be weighed against the potential
peralysis of our efforts due 1o the opposition by some 10 any government intervention at all. The
~“Administration’s new approach called for strategies that were different from the past, buttressed
by strong commitments,

The abwding commitment has been to the American people, 10 addressing their needs and to
achieving better outcomes for them. Promoting scigntific inquiry and evidence-based research 1o
fir d the best remedies has driven the search for new and better ways to reach our goals. A quest
for new and effective trestments has been matched by a strong focus on identifving the best
methods for preventing or reducing the risk of harm or disease. Public health issues became
legitimate arenas of public advocscy, education and program development by government
lezdership bevond the traditional public bealth community. As effective practices emerge from
rigorous sciensific analysis, there has been vigorous and concerted effort to spread them. Fimally,
thore has been fidelity to the notion that interventions in markets should be targeted to protect
vulnerable populations, ensure quality, and strengthen the capacity of the consumer to obtain
nesded care.

In light of these lessons and commitments, the Adminsstration adopted an approach designed
arcund defined, strategic steps. It focused on expanding access (o the financing families need to
secure health care. It placed priority on unproving the benefits and services available to
consumers. Jt demanded heightened accountability for results, which requires the ability to
measure and report on progress to achieve desired outcomes, It promoted cooperation with gvery
affzcted sector and everyone with 2 stake in the enterprise. These include states and other
governmental entities, contraciors, public and private health plans, providers, professionals, the
public health sector broadly and consumers themselves,

In surmn, the new means to achieving the goals are realistic and pragmatic, faithful to the goals of
hezlth and safety through coverage, quality and prevention, building progress at a pace
appropriate to each’aspect of this multifaceted and complicated problem, The Administration
found ways to shape an active role for government, make the necessary investments, strengthen
the market, and positively touch the lives of virtually every American,

%



This memorandum concentrates on five general areas which illustrate and incorporate these new
approaches and reviews our progress in each: access 1o quality heglth care; prevention, nsk
reduction and safety; expanding the frontiers of knowledge; collaboration among scientific
rasearch, delivery systems and practice, and consumer involvement; and strengthening
siewardship and demanding accountability to protect and benefit consumers.

H

1. Access to Quality Health Car»
Expanding Health Insurance Coverage

Cne of the most critical components of the Administration’s plan to strengthen the health of
Americans invoived expanding health insurance to the millions of Americans without i1,

i 1993, move than 37 mutlion Americans had no health insurance at all, and another 25 million
had inadequate coverage with very high deductibles. Nearly 90 percent of the uninsured were
employed. Other families nisked losing health insurance if they changed jobs, were priced out of
the health insurance market even though they were working, or were prevented from purchasing
insurance as a result of specific medical conditions. '

j
Tie Administration initially delineated a proposal for universal health insurance, the Health
Security Act, opening an important national debate about need, health care and health delivery
ard articulating a goa! of universal access 1o care through universal coverage. With rejection of
this systemic approach, the Administration sought creative ways to address, step by step, specific
arzas of need: security, choice and eligibifity. Another important area involved cost control, as
the inflationary spiral in health care costs had contributed to making impontant routes to health
care inaccessible.

Iniproving access 1o care {or other groups stimulated different efforts to link public health
financing with private health plans. For many recipients of Medicaid, the federal-state health
imsurance support for the nation’s lowest income individuals, doctors and other critical health
care services were not readily available. Using waivers and other adrimistrative tools to
demonstrate new approaches, nineteen states contracted with managed care plans, linking an
es'imated 1.4 million Medicaid recipients to 2 routine source of preventive and primary care in
their community or 10 other critical benefits. For other low-income individuals making a
transition inte the workforee, and legal immigrants, the Adminstration’s support for maimtaining
thuir eligibility for Medicaid hag been critical.

The 1996 Health Insurance Portability and Accountability Act (HIPAA) strengthened protections
far those who are insured through their employer to ensure they do not lose health coverage
when they change jobs. The law also secured access to health insurance for individuals
purchasing insurance individually rather than in a group health plan, limited the use of exclusions
frem health insurance as a result of pre-existing medical conditions, and prohibited
disenumination against employees and dependents based on their medical conditions. In addition,
HIPAA guaranteed access to health insurance for small emplovers, regardiess of the health status
of any of its group members and renewability of insurance 1o all emplovers regardless of size,
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Hext, the Administration sought to address the serious gap in insurance coverage for children. In
1993, more than ten million children had no health insurance, placing them in stark jeopardy
Curing these formative years. Uninsured children are three tmes as likely to have unmet health
reeds as their insured counterparts, and much less likely to have seen a doctor in the previous
year. Some of these children are eligible for but not enrolled in the federal-state health tnsurance
jrogram serving low-income families; for others, their parents” employer either provides no
Lealth benefits at all, provides benefits which do not extend to dependents, or provides health
iisurance which parents forggoe because it is unaffordable.

The 1997 State Child Health Insurance Program {CHIP), proposed by President Clinton,
provides $24 billion in federal resources, matching state funds, (o provide health insurance
eoverage for children in families with too much income to be eligible for Medicaid, but not
snough 1o oblain employer-sponsored health coverage. This is the largest investment in health
care for low-income children since Medicaid was created in 1965, and paves the way for millions
more children to be connected to a regular source of health care.

Ey the end of January 1999, 50 states and territories had plans approved that will extend health
insurance to uninsured children in their states. States and territories estimate that by October
2300, under existing plans, they will be able to provide health insurance to 2.5 million more
caildren. A receni report sponsored by the Commonwealth Fund estimates that, when combined
with Medicaid outreach, the new CHIP program couid reach 9 million of the 11.3 million
caildren the report estimates are currently uninsured and eligible for coverage under one of the

fwo programs,

Unlike the under 63-year old population, elderly and disabled Americans in this country have
bznefitted from a universal health insurance system - Medicare -- for many years, The program
serves 38 million people, the vast majority of whom rely solely on this source of health insurance
coverage 1o pay for medical care. Some have been priced out of the complete Medicare package
as o result of thelr low income, others have had limited access to oritical therapeutics, including
prescription drugs. With the cobort of older Americans increasing, diagnostic tools and
treatments becoming more exiensive, and health plans becoming more diverse, it is critical to

rr odernize Medicare to ensure full participation and provide the elderly the range of choices that
it e health care market has to offer.

Given the size of the beneficiary population and the millions more who will be served by it each
year, shifts in Medicare’s structure or benefits have far-reaching effects on a huge number of
people a5 well as on a substantial portion of the health care market.

During the past five vears, the Administration has made significant advances i moodernizing
Medicare and improving access io it for the burgeoning elderly population. Medicare Plus
Choice opens the Medicare program beyond traditional fee-for-service providers and health
maintenance organizations to a wide array of health plans and benefits that serve many other
Americans in the privale market, Over time, as an expanded set of health plans and benefits
bucome available to Medicare beneficiaries, the elderly will have a set of options that can be
tailored more appropriately to a pasticular beneficiary’s needs.
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The Administration alse targeted subgroups of the elderly who faced special barriers. It is now
poassible, for example, for approximately 6 million low-income elderly to get special help in
pving their Medicare premiums so that they can get the benefits they are due like other senior
citizens, Improving medical care for Medicare-eligible military retirees will be achieved, in
stelected communities, by enabling them to receive comprehensive health care services through
ilitary health care facilities.

[i4
Even as the Administration has made significant strides in expanding health insurance
avafability and widening chotce of health care options, the private employer-based health
insurance system continues to erode. With health care costs increasing again at a higher rate and
piring profit margins, managed health plans migrate in and out of some commaunities, reflecting
recurring volatility in local and regional health care markets and undermining the continuity of
cere for their patients. A continuing challenge involves addressing the increasing number of
Americans who lack health insurance, Without the critical interventions during the past five
years, however, millions more children’and adults would risk losing insurance, not obizining itin
the first place or receiving inadequate care. {(See Figure 1)

Creating Patient-Oriented Health Care Systems for Veterans and for the Military

Th» largest health care system in the nation, Veterans Health Administration (VHA), serves
veterans -- individuals who have previously served the nation through the military and have been
honorably discharged or have retired from active duly. While more than 25 million Americans
are veterans, VHA provides health care o about 3.7 million velerans- those with service-
connected disahilities or illnesses and that much larger proportion of veterans who are low
income individuals with no private health tnsuranoe, including many who are homeless. This
popuiation is generally older and sicker than the broader public, with a significantly higher rate of
sul stance abuse and mental {llness. ‘

Beore 1995, VHA was rapidly becoming an outdated inefficient system based on acute care ~ a
collage of independent competing medical centers that provided hospiial-focused, specialisi-
based, uncoordinated and episodic treatment for iliness. This system was also experiencing many
of the same market forces thal were causing upheaval in the private health care market. 1 1998,
the Admunistration completely reorganized the VHA system 1o provide the most decent and
rehisbie health care possible, 1o take advantage of exploding scientific and medical knowledge,
and to address the spiraling costs of care. 1t 15 now a coordinated interdependent system in which
pat ents are enrolled in primary care and have their care, from preventive to acute, managed by »
single caregiver or team, Inter-facility and inter-provider variability in the provision of care ts
dirinishing. More patients are being treated and are receiving a broader array of coordinated
services in a greater number of locations.

VHA established 22 integrated health care networks (Veterans Integrated Service Networks, or
VISiNg) that emphasize ambulatory and primary care. Through this philosophical, management
and operational reinvention, VHA closed, merged or consolidated hospitals and other treatment
ceniers, developed new mechanisms for sharing assets between and among VA facilities,

img lemented patient care service lines, and redirected savings from these changes to vastly
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expand ambulatory capacity, Numerous new conmunity-based outpatient clinics were opened
using new legislative authorities for leasing, contracting and sharing. Accompanying the
restructuring of the system inte networks, VHA instituted new systems of resource allocation,
performance contracts, measurement and accountability, customer service standards and consumer
feedback mechanisms, '

The Veterans Health Care Eligibility Reform Act enabled all veterans to apply to receive health
cae at VA medical facilities nationwide. For the first time, as a result of this new program,
envolled veterans will be able to receive comprehensive benefits in the most appropriate cost-
effective settings, within the resources available for the priorities of veterans being enrolled each
year.

With a reinvented system and new legislative authority, veterans now have better access to carc.
Massive changes were accomplished in transforming from the old to the new system. Compared
10 FY 1994, annual inpatient admissions in FY 1998 decreased 32 percent while ambulatory visits
increased by 38 percent. At the same time, 32 percent of hospital beds were closed, as were thres
acute care and one long-term care hospital. In 1994, less than 20 percent of VHA patients -
received primary care; by FY 1998, more than 90 percent were expected (o be enrolled in primary
care. Ambulstory surgeries increased from 35 percent of all surgenies performed in FY 1995 w0
W percent in FY 1998, Associated with this change has been ncreased surgical productivity and
rec uced mortality, with no change in the patient risk profile,

In addition to surgical mortality, onc-year survival rates for the nine high volume conditions
tracked by VHA also suggest the impact of these changes. From the baseline vear of 1992 o
1947, the survival rates remained stable for hive of the conditions and increased for four
conditions: congestive heart failure from 75 percent to 84 percent, chronic obsiructive pelmonary
discase from £4 percent 1o 88 percent, pneumonia from 82 percent to 89 percent, and chronic
renal failure from 72 to 81 percent.

The Defense Department provides health services 10 another 8 miltion eligible active duty service
members, their dependents and military retirees. The same kinds of financial, so¢ial and
tecanoclogical pressures that affect private health systems were constraining the capacity, benefits
and! services of this Jarge system.  As part of health care reform, the DOD redesigned the military
hezlth care systom indo & managed care system called TRICARE, using inventive ways to enhance
access, cost containment and performance. DOD purchased a substantial portion of health care
through long term, regional, risk contracts with large health care providers but produces most care
in military bospitals and ¢linics. The department created the Defense Health Program, bringing

" togsther inte a more cohesive and collaborative entity resources for the three mihitary services’
medical operations and enabling thetn as a result to use resources and technology more efficiently,
theleby serving patients more efficiently and effectively. DOD created a true tri-service defense
health program using managed care on a regional basis,

P , ,

Finally, DOD took important steps to bring modern communication and biomedical technology to
improve health care during deployment of military personnel and on the battiefield. Pioneering
advances have occurred in telemedicine, mobile surgery, air medical evaluation techniques and
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other critical technology which is enabling the military to push medical care further forward on
th? battlefield or provide it to deployed individuals wherever they are.

Consumer Protection and Quality
't
Access to care is only as good as the guality of the care provided. In an increasingly complex and
changing health care market, the Clinton Administration has focused significant attention on
strengthening and assuring quality care, protecting all health care consumers, and using the
purchasing power of the govermnment (0 achieve important new benefits, new rights and new
choices in health care for millions of Americans, :

To ensure that the best professional knowledge is used in the health care system, and to identify
the most promising ways to protect health care consumers, the President appointed an Advisory
Commission on Consumer Protection and Quality, chaired by the Secretaries of Health and
Human Services and Labor, The Commission made pioneering recommendations in a Consumer
Bill of Rights and Responsibilities that addressed fundamental practives to enhance the capacity
of vonsumers t secure quality care from health care providers: information disclosure, choice of
providers and plans, access to emergency services, pamr:xpatwn in treatment decisions, respect
and pondiscrimination, confidentiality of health information, complainis and appeals and
cor sumner responsibilities.

The: Bili of Rights applies to all health care consumers regardless of the type of health plan in
which they are enrolled. The Administration mounted s multi-faceted strategy, using
administrative as well as legislative levers, 10 reach every consumer sector with these protections,
First, given that the federal government tisclf is the largest purchaser of health care in the United
Stares, the President directed the six federal agencies that are health care purchasers to pursue full
compliance in their health programs, and ¢ identify obstacles to meeting that goal.

Medicare, Medicaid, and the Indian Health Service, the largest programs affecting over 70 million
peonle, have either already met or exceeded many of the Bill of Rights’ recommendations. Where
necessary, administrative steps are being used to upgrade standards in these programs. Medicare,
for uxample, covers an estimated 38 million elderly and disabled individuals, about 6.5 million or
17 percent of whom are currently errolled in managed care. The program is implementing rules
which require new patient protections such as access 10 emergercy services when and where the
need arises, patient parhicipation in treatment decisions and direct access o qualified specialists to
address complex or serious medical conditions. Medicaid, which covers about 40 million
indi7iduals, about half of whom are in some managed care arrangement, is adding new protections
including access to specialists and an expedited independent appeals process for patients.

The 285 participating health plans that reach nine million federal employees and their dependents,
have been directed to institute a series of protections for patients this year. These include access
10 erergency room services, access to specialists, coniinuity of care, and disclosure of financial
incentives and raethods of compensation used to pay physicians. Over § million beneficiaries
served by the Military Health System and another 3 million veterans will also recetve the patient
protections laid out in the bill of nghts as a result of actions by the Department of Defense and the
Veteran's Administration.



Second, the Administration has proposed legislation for a Patients” Bill of Rights, 1o ensure that
conswmers i private health plans are similarly protected. Without legislative action, the 125
milon Americans covered by 2.5 million private sector health plans governed by the Employee
Rétirement Income Security Act (ERISA) will be denied most of the patient protections identified
as ¢ntical to quality health care by the President’s Advisory Commission.

Third, a variety of efforts have also been made t0 strengthen the capacity of health care plans and
providers to develop and report quality data, and to share that information with the public. Use of

this information by employers, employees and other purchasers is critical to ensuring 4 system
thet is driven by the quality of care and not simply by its cost.

The Quality Commission also made strong recommendations about the need 1o enhance the
measurement and improvement of quality. It suggesied that health care quality improvement
driw on many of the same principles that have been applied in the Administration’s reinvention of
government. This evidence-based approach to quality improvement is narrowing the gaps
between what we know how to do in medical care and what we actually do for the American
public. The Administration’s commitment to biomedical research has been matched by a renewed
coramitment to health services research about what works in the delwcry of health care. This
coramitment was carried out by the Administration’s support of evidence-based research, the

dex elopment of the Natienal Guideline Cleaninghouse which will provide a central rcpt}siwi'y of
best health delivery practices, a focus on prevention , and emphasis on research about health
outzomes and effectiveness.

In :ddition to asking Federal agencies {o lead the way 1o consumer protection in health care, the
President organized the Quality Interagency Coordination Task Force (QulC), a collaboration
among all the federal health involved in health care, chaired by Secretaries of Health and Humian
Services and Labor. The purpose of the QuiC is w improve measurement, share best practices
and knowledge about how to use information generated by measufement to improve health care
quality, to inform patients about the options available to them, and to enhance the health care
workforce’s ability to provide quality services.

As technological invention has escalated the ability to store, analyze and distribute extraordinary
volumes of data, confidentiality of personal health information has become a paramount concemn.
The Administration responded to this concern with recommendations to the Congress fo preserve
con:identiality of federal health records, guarantee rights for patients and define responsibilities
for 1ecord keepers.

Strengthening Americans’ Role in Health Core

Respecting the health care needs of Amenica’s citizens and strengthening their influence have
beer: principal elements of the Clinton Administration’s approach to achieving a healthier nation.
At virtually every opportunity, there have been efforts to reach Armericans with accurate,
accessible and understandable information about health and health care. Emerging knowledge
abot1 nutrition, fitness and disease prevention is disseminated widely and in highly visible
mediums. Beyond these messages moreover, the information provided makes people’s
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expectations about choice real, by providing the practical information about how and where 10
otiain health and medical care, and how to choose among a range of health plans, providers and
treatments. The Administration has taken a comprehensive approach, drawing on the reach and
resources of every medium, advancing the use of high technology in the service of outreach, and
calling upon the organizations and institutions, community networks and professionals of every
sort who interact with the publi'c on a daily basis.

The federally-sponsored Consum: or Assessment of Health Plans (CAHPS}), which can be used by
managed care plans, employers and others {o get consumers’ views of the care they are receiving,
ill1strates the kind of information generation which can over time affect the basis on which health
ca’e purchasing is conducted. Among the first to get the benefit of this information will be
M:dicare enwollees in managed care plans and enrollees in the Federal Employees Health Benefits
. Program. Policy in these two programs frequently sels a standard that the private health care
system follows.

A massive Medicare education program using print and electronic media, individual counseling,
patnering with private organizations including employers, unions, advocacy groups and providers
will zid the 38 million Medicare beneficiaries navigate an expanded set of health plan choices as
they come o fruition, This tailored information program for beneficiaries and their families will
str2ngthen understanding of the program, break down its complexity, and foster more effective

use of the health and medical supports it offers. Such an information program will have lasting
impact as senicr citizens become more rzzzmcmus, hive Jonger, and have the ability to age actively
aru} in good health.

3

In Zoncert with states, there is also an extensive education and outreach initiative to reach families
wiih children who may be eligible for existing or new child heaith insurance programs. Given the
urgque opportunity to hnk millions of currently uninsured children to a regular source of medical
care, federal agencies are reaching out to every grantee, advocacy and professional network to
ser d the message of the importance of health care for children, Virtually al} states have
developed plans and are seeking the resources 1o expand health insurance for low-income
children. 1n addibyon, many states, including Connecticut, Vermont, Arkansas and Wisconsin
have taken critical steps to remove the stigma of Medicaid so that more families and children who
cotld take advantage of its benefits recognize its value and will enroll.

Using the information highway, scores of new governument-generated web sites are enabling
consumers 1o pavigate easily the vast array of health and medical information produced by the
federal government and its partners. New Intemet resources like Healthfinder. gov, Medicare.gov,
Na'tonal Women's Health Information Clearinghouse and MEDLINE, which offers the most
extensive collection of ;mi::ii shed medical information in the world, open new doors of knowledge
an<. data for the public, § mpmvmg their ability to become informed, make responsible choices,
and. contribuite 10 improving their health and that of their family.

Product labeling offers another way to advance the ability of consumers to affect their own health
and behavior, In general, consumers want to know more and more zbout the products they use,
espscially products central to their daily health and well-being such as food and drugs. In

'
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http:Healthfinder.gov
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addition to changing the ways in which information becomes available, the quantity of
miczzzza%zozz available is being increased substantially. The Internet has accelerated dissemination
of an increasing fund of information and the Administration has taken advantage of the new
technologies as noted above. Careful and accurate labeling of consumer products offers another
approach (o enhancing information for public use. Just as with food labeling, over the counter
dritg Iabeling will be revised by the Food and Drug Administration to provide more useful
information fo the consumer. In the future, drugs for use by children will also be made safer by
proper. labeling, based on newly required studies of safety and appropriate dosage. This
mformation can be used by physicians and health providers to make science-based judgments
about appropriate treatments when prescribing drugs for children.

. Ergvcnno r/Risk Reggg;gﬂf&jegi

l
M:ny things have the potential 1o cause harm Motivated by a commitment to 3 public health

approach, the Administration saw an important role for govemment in increasing public attention
to these factors, applying scientific tools to understand the nature, scope and characteristics of the
factors, testing strategies io control and prevent them, and strengthening clinical practice to use
the most effective methods to address them. The Administration sought to improve safety and
re¢ uce the risk of harm regardless of whether the harm resulted from disease, behavior and
life: style, environmental hazards or under use of care. Consequently, issues from reducing
u‘cepzﬁ}l ity to communicable diseases to early detection of chronic illnesses, from secunng the
saiezy of the food supply to preventing hazards and viclence at work and at home and to
pre pareﬁiness for glohal threats, took a central place in the mswr of Administration priorities.

‘; Child Immunizations
In 1992, less than sixty percent of all children under age two received the recommended
imypunizations against vaccine preventable diseases. Low-income children’s vaccination rates
ware considerably lower. Since 1993 the Administration’s Childhood Immunization Initiative
{Ci I} has been dedicated to reducing the risk to children of acquiring vaceine preventable
infctions diseases. This national initiative focuses on five areas: (1) improving the quahtv and
qu;mm}; of immunization services, (2) reducing vaccine costs for parents, (3) increasing
community participation, education and partnerships, (4} tmpmvmg systems for mmmwr}ng
dzs sase and vaccinations, and (5) improving vaccines and vaccine use.

Of particular note in this effort is the Vaccines for Children Program (VFC) which provides
vaccines at not charge to many of the Nation’s most vulnerable children. Not only has VFC
pregram made vaccines more available and affordable to these children, but it also promotes
cortinuity of health care and has also improved access to the latest vaccines. This year the
rotavirus vaccine was recommended for use in young children. The vaccine works 1o prevent one
of the most severe causes of diarrhes in children. In 1999 this vaccine will be available through
VEC program. Prior to the VFC program, these children may not have received timely access to
the newest recommended vaccines. QOther efforis of the CII include many vigorous and creative
public education campaigns conducted by public agencies, private agencies and marny pubbic-
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private parinerships that have made possible wider acceptance and readier availability of
immurszations to millions of children. Now a record high percentage of young children
throughout the nation are immunized. For children under the age of two, the most vulnerable age
group, the immunization rate for a recommended series has risen to 78 percent, a record high
level,
This record has stimulated great strides in preventing specific pediatric illnesses. Measles is
disappearing, moving from epidemic status to about 138 cases per year, most of which are
imported from outside the U.S. Diseases such as acquired mental retardation, deafhess, and often-
faral meningius, caused by Haemophilus influenzae type b, have been substantially reduced. In
all, childhood vaccines prevent 12 infectious diseases: polio, measles, diphtheria, mumps,
pertussis (whooping cough), rubella (German measles), tetanus, Haemophilius influenzae typeb,
varcella {chicken pox}, and hepatitis B. By 19%7 over 90 percent of children under age two were
immunized against measles, polio, and Haemophifus influenzae type b, and over 80 percent were
immunized against diphtheria, pertussis, telanus, and hepatitis B, (See Figure 2)

Mammograms and Other Preventive Screening

As we have learned from research about the value of regular screening o identify the presence of
disease at an carly stage, the Clinton Administration consistently has sought ways to make these
Tife saving approaches available and a{fordable to the public. To make this possible, coverage is
now provided through Medicare for vital preventive benefits that can help prevent future iliness or

injiy.

Breast cancer is the most common nen-skin cancer in women; and the second leading cause of
cancer deaths for American women. Yet only 61 percent of women ages Sl andoverhad 2

- mammography in the previous two years, according to a 1994 study by CDC. Based on evidence
that screening measures could prevent approximately 15.30 percent of all deaths from breast
caricer among women over the age of 40, in 1997 the NIH issued guidance that women age 40 and
over should receive mammography screening once gvery one 1o two years. Now all Medicare
beneficiaries over 40 bave access to annual screeming mammograms, and women ages 35-39 can
obtain a one-time initial, or baseline, mammogram. The FDA also put in place standards that
uprade the quality performance of personnel and equipment at alt U.5. facilities for
mammnography screening, :

Changes in Medicare coverage also have made more accessible other critical cancer detection
tecimiques, such as a screening pap smear, pelvic exam and clinical breast exam including
manmography. Osieoporosis, for example, afflicts 10 million Americans annually, 80 percent of
whom are women. Usteoporosis causes about 1.3 million fractures a year, costing $10 billion in
dirtct medical expenditures. With tests of bone mass density now covered for postmenopausal
wonen, millions of women will have an opportunity fo take steps to avoid this debilitating
disease and avert many of its painful and costly consequences.

Preventive approaches are not limited to women. Screenings for prostate and colorectal cancers
are now more widely covered benefits under Medicare.  Approxumately 16 million Americans
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hive diabetes and nearly 798,000 new cases are reported annually, Minorities - especially
African-Americans, Native Amenicans and Hispanics/Latinos - comprise a disproportionate share
of those who suffer from diabetes. Under Medicare, critical education and self-management
training for diabetes, which will aid individuals in developing the skills and resources generally
needed to control the disease, are now more widely available, :

Curbing Tobacco Use

Recently-appointed dirgctor of the World Health Organization, Dr. Gro Bruntland, calls tobacco
use the most preventable disease worldwide. In the ULS,, smoking is the largest single cause of
morbidity and mortality. Every year more than 400,000 people die from tobacco-related cancer,
resprratory iliness, heart disease, and other health problems. At the same time, each year another
million teenagers become regular smokers.

{
Research has demonstrated that children expenment with tobacco use at ages 10-13, become
addicted at ages 14-16, and once addicted, by age 18 become tobacco indusiry customers for life.
Tt break this cycle, the Administration set 2 goal of reducing the smoking rate among voung
peanle by 30 percent within seven years, thereby curbing unnecessary disease, disability and
death in adulthood. !

The insight that tobacco use is a pediatric disease persuaded the Administration to open a new
conprehensive campaign in the war against smoking. First, the Administration used its
‘regulatory powers 1o prohibit young people’s access to tobacco and to curtail its visibility and
appeal to youth by limiting the industry’s marketing tools, such as advertising, billboards,
giveaways and sponsorship of events and other products. Second, the proposed rule itself and the
flood of public response to 1t exposed hundreds of thousands of pages of industry documents
revealing the depth and duration of the industry’s knowledge of tobaceo™s addictive qualities, and
the manufacturing and marketing strategies used by the industry to expand and secure a customer
bace despite extraordinary compromises to public bealth.

Third, implementation and enforcement of the Synar rule became 2 priority. The Synar
Amendment requires states to conduct random unannounced inspections of a sample of tobacco
vendors o assess their compliance with laws prohibiting tobaceo sales to underage children.
States failing 10 meet their goal of reducing violation rates 1o 20 percent risk losing a percentage
of their federal funds for substance abuse prevention and treatment. HHS placed a special Office
on meak& ng and Health at the CDC, including a clearinghouse to assist states with effective
practices, established a public health research program to demonstrate and evaluate state-based
programs, and created new strategies to address the effects of secondary smoke and other
environmental issues. In 1899, CDC wil] be providing support to all 50 states, the District of
Coumbia, and the territories to conduct comprehenstve tobaceo control programs, Several states
programs include counter-advertising, community coalitions, and policies on environmental
1obaceo,
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Fcurth, the Administration expanded the surveillance tools available to track tobacco use. In
addition to the Youth Risk Behavior Survey and Monitoring the Future, which provide important
national information about teens’ health behaviors, by 2001 a household survey administered by
SAMHSA will provide smoking-related data by state and by brand. This will advance markedly
the ability to target specific geographic areas and specific company practices in order to reduce
tezn smoking.

Finally, significant initiatives have been taken to strengthen clinical practice to help people stop
snioking. A 1993 CDC study found that 37 percent of smokers ages 18 and older were in the
przvious year given advice by a health professional to quit smoking. Research also demonstrated
that such advice by a health profession was an effective intervention. In 1996, these findings,
reviewed and enhanced by a consensus conference, generated governmental guidelines for health
professionals on smoking cessation practices that recently have been widely disseminated,

There is little question that the social climate in the country has changed as a result of the
Administration’s willingness to confront the life-threatening nature of tobacco use. No longer are
public health professionals the only ones calling to "“take the billboards. down.” It is now widely
accepted and politically safe for individuals to talk about the hazards of smoking and the impact
of smoking on the environment and for communities to take measures to countervail the vast
advertising and marketing by the tobacco industry. Several states and many localities have
banned smoking in public places and work-sites. The November 1998 settlement between states
and the tobacco industry bans billboard advertising everywhere as of April 1999.

More important, these efforts are affecting the smoking habits of millions of Americans.
Massachusetts’ aggressive set of activities against tobacco use has returned a 31 percent drop in
cipzarette consumption between 1992 and early 1997 and smoking among teenagers has remained
lesel while it has risen in the rest of the country. In the U.S., adult smoking declined between
1692 and 1996. That the incidence of teen smoking nationwide continues to increase -- CDC
reports that the number of teenagers taking up smoking as a daily habit has increased 73 percent
between 1988 and 1996 -- reinforces the importance of holding steadfast to this campaign.

Prevention and Response to Emerging Infections

Just as new tools are needed to address a global economy, new tools are required to deal with
global health. With trade more open and international travel more accessible and affordable,
individuals from throughout the globe are coming into the U.S. At the same time, urbanization
has brought more crowding in congregate spaces for both adults and children, and agricultural
practices and food production are undergoing rapid change. Such transformations increase the
risk of exposure to new pathogens that may never have been seen before in humans, increase the
prsence of infectious agents that previously were insignificant or less virulent, and increase the
likelihood of diseases that were generally found in animals finding their way into humans.

The Administration faced these new dangers by establishing comprehensive plans for prevention
and response systems to address new infectious diseases regardless of their origin, including
building the capacity to identify, track, diagnose and treat them rapidly and effectively.
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Strengthening the public health infrastructure as a whaole (including federa) laboratories and

surveillance, as well a3 state and local capacity 1o identify, diagnose, and respond) will enhance

the nation’s capacity to deal with health emergencies of many types. The critical capacity
necessary to address all of these issues of emerging infection involves detection of the infection,
isolation of the infectious agent, identification and characterization of the microorganism, and
Hikage o a system of prevention and/or treatment.

Through the leadership of the Centers for Disease Control and Prevention, the U.S, launched in
1994 and updated in 1998 a strategic plan to prevent emerging infectious diseases, The strategic
planning documents, developed with the Committee on Intemational Science, Engineering, and
Technology (CISET) and a score of federal agencies, provide the framewaork for specific action
intiatives to address, for example, food safety, an influenza pandernic, and bioterrorism. The
initial plan spurred Presidential action and congressional appropriations, a resolution and plan by
t1e World Health Qrganization, 2 plan for Canada, a Department of Defense plan and an NIH
fectious disease rescarch plan. Other indicators of progress include new resources for state
Lealth departments, training young professionals to build new leadership, and renewed attention
on infectious diseases which had been considered conguered rather than only controlied, and for
swhich we had not imagined new kinds or sources of infectious agents,

i the international sphere, the United States recognized the importance of addressing global
f1ealth through ceoperation with interational organizations and as a high priority issu¢ in bilateral
~elationships. The World Health Organization {WHQO) plays a eritical yole In coordinating
sstablishment of international standards for vaccines, bleod products, other biclogical products,
drugs and redical devices and for the data and information that help medical and health
professionals assess, diagnose, treat and prevent disease and disability worldwide. Working with
other reform-minded countries, the U.S. led the effort to reinvigorate the WHO by searching for
and recruiting new leadership, uliimately Installing Gro Bruntland, of Norway, as the new WHO
Director. In addition, global health is now an issue on the agendas of the European Union and the
Organisation for Economic Cooperation and Development (OECD), and the U.S. is working
closely with the Pan American Health Organization to increase the use of existing and newer
vaccines, to strengthen the National Control Authonities and the National Control Laboratories
involved in the regulation of vaccines and other biclogical products, and 10 increase the research
and surveillance activities in the region. Finally, commitiees to address health through
information, technical assistance and other exchanges were established as part of bilateral
relationships such as the commissions between the U.S. and Russia and between the U.S. and

" South Africa. Several other bilateral working groups, including the US/European Union Task

Force, the US/INDIA Joint Working Group, and the US/Japan Common Agenda, are pursuing

activities 1w address emerging infectious diseases.

T

Food Safety

. Foodbome ilinesses kill approximately 9,000 people annually and make up to 81 million others

sick. New, more virulent, more drug-resistant pathogens, life style changes such as eating more

. meals outside the home, the importation of more foods from around the world, the increased

consumption of seafood, and other shifts in food production are creating new challenges for the
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netion’s food safety system. The inspection system, first established in the 1920s and operated by
several different agencies, had become completely outmoded.

To overcome this fragmented, divisive and archaic system of monitoring and protecting the food
supply, the Administration advanced & comprehensive new initistive to make sure that the food
Americans consume is one of the safest in the world. This concentrated attention to the food
safety system has resulted in sibstantial improvements, from modernizing inspections to creating
a nigh technology early waming system to detect and contro} outbreaks of foodborne illness.

Not all the improvements in food safety rely on high technology solutions. The Administration
also has given renewed visibility to high impact low technology practices, such as hand washing
ard everyday actions that individuals can take 1o handle and prepare food safely. Fight Bacl, a
censumer education campaign, focuses on four basic principles: CLEAN, SEPARATE, CHILL,
ard COOK. Mounted by the Parinership for Food Safety Education, a coalition of government,
industry and conswmer organizations, the campaign is vigorously communicating messages to the
broad public (0 convince them to change unsafe food handling behaviors and to adopt sound,
sczmcewbaseé public health pmizc&s that ensure food safety. ... .. . s .
Bazh the {.ES‘ Department of Agricalture (USI}A} and FDA now use a new highly science-based
approach 10 inspections and enforcement, called Hazard Analysis and Critical Control Points
{(FIACCP), which places considerably more responsibility than in the previous sysiem on the
cemmercial food producers or processors. This new basis for inspection and detection has been
pui inio place for seafood, meat and poultry and will be applied as well o juices.

The new system also includes enhanced surveiliance capacity through FoodNet, a network of
lasoratories (o do active surveillance regarding foodborne illness, and PulseNet, a network of
lasoratories specializing in genomics and genetic fingerprinting, which will facilitate rapid
rezognition of outbreaks so they can be investigated and controlied before they spread. PulseNet
is expanding its reach and capacity by connecting many state public health laboratories with CDC,
ard by bringing USDA and FDA laboratorics on linc. A Food Safety Council, established by the
President in 1998, will institutionalize coordination among the nine agencies involved in food
safety across the government 1o ensure that a seamless food safety system is achieved.

Q.e early indicator of progress is the reduction in time between detection, diagnosis and response
w.th regard to certain emerging infections. In 1993, it took weeks to determing the commeon food
source of the outbreak of foodborne illness caused by a deadly strain of bacteria, £. coli 0157:H7.
Today, it can take PulseNet and its new computer links as litle ag 48 bours to match strains of
bzcteria and recognize foodborne illnesses occurring at the same time but in different
ccmmunities. In the near fature, PulseNet will be able to perform these functions not only on
E.coli 0157:H7 isolates, but also on other bactena that cause illness through food. This
technology and coordination can detect major outbreaks and provide the bagis for determining
public health actions, including product recalls, nlumately reducing illness and saving lives.

\
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Bisterrorism

The U.S. has increasingly become vulnerable to terrorist attacks with weapons of mass
destruction. Biological weapons present some unique chellenges, including 2 silent release in a
public space and a prolonged process of identification more likely to occur in context of z health
professional, which call for a special response capability,

To address the health consequences of any incident mvolving use of nuclear, biological or
ctemical materials, the Administration is developing a strategic plan with four components:
erhancing the public health infrastructure with emphasis on the surveillance system;
stengthening the medical response capability; creating and maintaining a stockpile of
pharmaceuticals and other materials; and enhancing research, design, development and approval
o diagnostics, antibiotics/antivirals and vaccines. Implementing this plan will require creating
purtnerships to enhance the local health and medical system capability 1o respond effectively,
while at the same time improving the federal capability io augment rapidly state and focal
response resources, including local emergency medical systems,

i : L gefe . P
: Promoting Reproductive Health: Preventing Infertility
“Reproductive health 18 a state of complete physical, mental and social well-being and not
merely the absence of disease or infirmity, in all matters relating to the reproductive
systern and its processes, Reproductive health therefore implies that people are abie 10
‘1 have a satisfying and safe sex life and that they have the capability to reproduce and the
‘ freedom to decide if, when, and how often to do s0.”

These words represent the resolve of the 1994 International Conference on Population and
Development that publicly transformed the world understanding of health and reproduction, No
longer are these issucs to be viewed only from the perspective of controlling population, Instead,
with significant engagement by the U8, the delegates from around the world crafted a
“programme of action” designed to promote reproductive health and to recognize reproduction as
¢ health and human rights issne. As the National Research Council subsequently stated, implicit
in this vision of reproductive health are three principles: 13 every sex act should be free of
coercion and infection; 2) every pregnancy shouid be intended; and 3) every birth should be
healthy,

"These have been defining tenets since the Clinton Administration took office. In one of his
carliest actions, the President overturned a previous directive prohibiting women in the military
“rom receiving abortions. There have been consistent efforts to promote choice, enhance
reproductive health and take a comprehensive view of women’s health.

Stemming sexually transmitted discases, especially chlamydia and syphilis, is one of the arenss in
which progress is most promising as a result of this important shift in framework. Chlamydia, the
most common infectious disease reported (o the CDC, is the most common preventable cause of
potentially fatal rubal pregnancies and involuntary infertility.  This sexually transmitted disease
can facilitate the spread of HIV, and infant eye infections and newborn pneumonia can result from
maternal transmission of chlamydia,
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In the past six years, the nation has tackled chlamydia using a reproductive health paradigm, a
different strategy than is used to address other $TDs. To address jointly the prevention of
pregnancy and prevention of STD infection required collaboration across STD prevention and
family planning programs at the federal, stale and local levels. Federal funding for chlamydia
prevention are now shared between these two branches of public health departments, creating
more connection across the two programs. Data from the states in which this approach has been
mounted indicate dramatic declines in chiamydia positivity in both older women and teenagers
atending family planning clinics that were participating in the screening program. A similar
effort use chlamydia screening in a managed care setting showed a reduction by 60% of pelvic
inflammatory discase {PID) which is the central link to negative health outcomes.

Building on this recognized success, federal resources now cover about 40-50 percent of women
in publicly funded family planning clinics in 20 states. However, in the other 20 states, only
ashout 15 percent of women at risk are reached with the sereening protocol. The Administration is
praposing to expand successful screening and treatment programs for chlamydia.

Another STD, syphilis, 15 targeted for total elimination in the U.S, Prevention of syphilis is
critical to reducing transmission of HIV. Currently, the U.8. is at record low rates of syphilis; 75
persent of counties have eliminated the disease. In the past several vears, progress has also been
made in bringing down the disparate impact of the disease by race from 60 percent higher among
Airican Americans than whites to 40 percent higher. Nevertheless, just 31 counties produce half
of all the new syphilis cases, and the racially disproportionate impact persists. A focused effort o
eliminate the disease will involve using the biomedical tools already avatiable and building the
public health infrastructure which is necessary to address other persistent and new mfectious
diseases -~ other STDs, AIDS, tuberculosis, bioterrorist threats -« in areas that currently suffer
from severe lack of capacity.

Traffic Safety

Inz the decade preceding the advent of the Administration, considerable progress had been made in
iy proving trzffic safety. However, a vobust economy stimulates greater mobility and increased
use of vehicles. As a result, stagnation in traffic safety markers such as fatality rates, fatalities

re ated 1o alechol use, and the use of seat belts essentially meant falling behind with more deaths
and injuries - virtually all preventable.

New leadership at the National Highway Traffic Safety Administration (NHTSA) reenginecred its
approach 1o traffic safety 1o place it once again on the public agenda not only of government, but
of industry, public health professionals and a wide vaniety of community stakeholders. Further, it
foind a range of non-regulatory remedies to promote positive safety practices on the road. As
with other public health problems, many of these new solutions rejied on reaching out to a broader
constituency, and developing partnerships at the state and community Jevel, to share responsibility
and ownership of the problem of motor vehicle injuries.
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To make the new collaborations effective, NHTSA created constituency-specific networks to
focus on discrete problems. The Network of Employers for Traffic Safety (NETS), for example,
enubies industry to focus on traffic erashes as an internal cost issue. Techniques for Effective
Alk:ohel Management ({TEAM) draws together representatives of athletic stadiums and arenas,
inially to address alcohol-related motor vehicle injury, and more recently 10 highlight seat belt
use, Engineers from the automobile industry are now linked 1o a wide spectrum of scientists,
hezdth professionals, law enforcement personnel, and crash investigators at seven trauma centers
arcund the country through CIREN (Crash Injury Research and Engineering Network) to improve
the knowledge base about injury resulting from vehicle crashes and about the factors contributing
to crashes. Through this new information, medical professionals can make better decisions about
risk, diagnosis and interventions.

Scientific knowledge became a catalyst for change in other arenas as well, Research findings
stitnulated renewed interest by law enforcement agencies whese participation was essential. The
fact that the majority of felony arrests result from routine traffic stops energized police and other
law enforcement personnel to give greater visibility to enforcing use of child safety seats, seal beit
.usage and other safety measures.

Strengthening the data system which undergirds traffic safety efforts has also proven particularly
effective in engaging states in taking actions to address their local problems. NHTSA linked state
dats to enable states 10 analyze and assess their own information instead of relying solely on the
fedzral agency to identify the problems. In addition, through CODES (Crash Quicome Data
Evuluation System) wraffic records are connected with data about hospital discharges emergency
medical services,

Finally, NHTS A created the Safe Communities program to elevate traffic safety as a public health
issue, catalyze community-based coalitions, and make availgble the tools communities need to
address the problem in a sustained and results oriented way. Other federal agencies such as CDC,
iniergovernmerital organizations such as the National Association of Governor’s Highway Safety
Representatives, and other public and private organizations became partners with NHTSA to
assist localities to identify and 1ake conwol of the safety issues in their communities. More than
550 commurities have opted to be “Safe Communities,” and with suppert from other federal
ageacies, these coaliyons are mobilizing to address other safety issues as well,

The renewed interest in traffic safety at all levels of government and the community is beginning
to reap benefits in greater use of safety measures and reduced injuries. In 1997, seat belt use
inctied up o 69 percent, alcohol-related traffic deaths dropped by two percent, declining to a
recard Jow of 38 percent, and the fatality rate from crashes fell shghtly to 1.6 percent, also an all
ume low, With Americans traveling more every vear, continued effort along this path will be
necissary to meet NHTSA's goals of a 20 percent reduction in waffic fatalities and injuries by the
Year 2008,

|
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Improving the Safety and Health of America’s Workers
Many serious workplace hazards threaten the health of workers who labor in their midst.
Whether through injury or disease, these hazards jeopardize the productivity of the workforce, the
will-being of the workers and their families, and the fiscal vitality of the industries involved.
Drespite progress in reducing workplace deaths between 1980 and 1994, an average of 137
individuals die each day from work-related disease and an additional 16 die from injuries on the
jcb. Millions more are injured or permanently or temporarily digabled. The estimated annual
econemic burden of disease and injury for occupational disease and injury in 1992 was $171
billion. Yet reducing the nisks presented by many of these hazards has proven an arduous task as
a result of the polanzation of interested sectors, debates over regulation, and tensions about what,
if any, degree of risk is aceeptable.

The Admimstration realized that the debates were protracted, resolved little and often resulted in
stalemate, Millions of workers remained unprotected. Both public and private sector efforts have
faced increasing fiscal constraints brought about by the downsizing trends of the 1990's. It was
¢lear to the Administration that it was necessary to go beyond tradition and the usual approaches
to test a different strategy. To address this issue, the National Institute for Qccupational Safety
and Health and its more than 500 partners created the Natienal Occupational Research Agenda
{NORA) in 1996 to target and coordinate occupational safety and health research and to leverage
resources for research to protect working Americans.

The Agenda identifies 21 prionty research areas for the entire occupational safety and health
somymunity, In 1998, the largest single infusion of federal funding for extramural occupational
health and safety research was achieved. Science and new technology became tools for consensus
building around pragmatic solutions rather than the source of debate about relative levels of risk
reduction,

Partnership 1s vital to the Agenda’s success.  An illustrative example involves a pioneering
partnership with the asphalt industry and the associated labor organizations which led to a tirnely
voluntary solutien 1o the probiem of workers® exposure to asphalt fumes during paving
‘operations. The partnership turned the traditional approach on its head, seeking to prevent rather
‘than react to the carcinogenic effects of asphalt fumes on workers. Traditional rulemaking in this
case would have provoked years of litigation and would have lost tire to protect the affected

- workers. The partnership, by confrast, was able to sidestep a protracted debate and deliver
practical controls in the workplace. Through the use of innovative engineering controls, the

. partners were able to achieve 100 percent of an industry voluniarily agreeing 1o implement conrol
technology equipment -- which reduces worker fume exposure by about 80 percent — on all new
highway pavers.

Over the past five vears, successful oceupational health and safety research partnerships with

~ private industry and labor, imcluding General Motors, Walmart, United Auto Workers, Browning

. Ferris Industries, Laborers” Health and Safety Fund of North America, Ford Motor company, and
pthers have laid the groundwork for a new era of protecting America’s workforce.
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Partnerships have also become the hallmark of efforts o the improve the safety of consumer
products. The U.S. Consumer Product Safety Commission has, whenever possible, used
voluntary and pragmatic approaches to achieving safety for the public in preference to more
ad.versarial regulatory measures,

Strengthening Safery of Consumer Products

Rucalls of hazardous products are now accomplished, for example, with an innovative process of
cellaboration with industry. This Fast Track Product Recall Program, which received the 1998
Innovations i American Government Award from the Ford Foundation and Harvard’s Kennedy
Scheol of Government, achieves recalls three Smes more quickly than in 1995, In this program, if
an industry volurtanily identifies and reports a product problem to the CPSC, and agrees to do
recalls within 20 working days, the CPSC agrees not to make a letter of findings that would
otterwise be placed in public files about the industry, This new process has minimized
adversarial proceedings, increased the rate at which products are retummed to the manufacturer,
efectively getting unsafe products off the shelf faster and away from consumers. From products
Suzh as Hasbro’s “Soft Walkin” Wheels™ toy to Sunbeam’s Gas Grill, fast-track récalls occur in an
average of seven 10 ten days, effectively deterring most hazardous products from ever getting to
consumers in the first place.

Regulating product safety has traditionally been time consuming and often contentious, CPSC
sought alternatives to regulation as ways to achieve safety while retaining the power o regulate.
For example, to overcome the problem of children strangling when the strings at the neck of their
puterwear garments caught on playground or other equipmeni, CPSC asked industry voluntanily
1o remove the strings and replace them with snaps, butions or Veicro closures. Industry agreed o
do so voluntarily and later adopted a voluntary standard on this issue.” Industry solved a different
problem, eliminating the loops on venetian blinds cords in which some children were strangling,
in a similar cooperative fashion. First, the industry agreed (o give away replacement safety tassels
free. Subsequently, » new voluntary standard was adopted and industry developed 2 number of
new safer products fo eliminate the sirangulation hazard. When CPSC told manufacturers of baby
wilkers that ¥t was considering @ mandatory standard fo address the thousands of injuries 1o
children resulting from falls down stairs, the industry came up with 2 variety of new designs.
Bcth the affirmative efforts 1o collaborate with industry and the continuing authority and
willingness 1o regulate where necessary have produced significant improvements in the safety of
cosumer producis.

Ef’oris 1o promote safe products and to reward good practice have also heightened awareness and
atsntion by the public of ways to protect people from harm. In cooperation with Gerber Foods,
CFSC developed the “Baby Safety Showers™ program, which the First Lady helped launch. This
idea has been picked up by hospitals, organizations that work with new mothers, parenting
education programs and many others to help educate new parents about safety in infancy. The
CFSC Chairman also initiated a Commendation for Substantial Contributions to Product Safety,
given periodically 1o industry, which offers another way to give public attention to positive
actions for safety.
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Prevention of Family and Interpersonal Vislence

Intentional injury between intimates reached very high levels in the early 1990s, In 1993, there
were more than one million violent victimizations of women by an intimate. A 1994 study of
clild abuse and neglect, using a methodology that includes children both reported to child
piotection agencies as well as children believed to be nraltreated but not reported, found that 2.8
million children were abused or neglected. The Administration made a major commitment to the
prevention of family and intimatr violence,

Ir the context of a comprehensive effort to address crime, the Administration collaborated with the
Congress to gain adoption of the Violence Against Women Act. While efforts to prevent and end
sexual violence began as grass-roots, community-based movements more than two decades ago,
these landmark provisions of the Cnme Act of 1994 provided new legal tools and bolstered
funding to address violence against women. The Violence Against Women Act made certain acs
federal crimes. 1t doubled funding for shelters and other critical community-based help for
battered women and their children. It also substantially increased funding for rape prevention and
education, especially for school-age children. M provided new support to local law enforcement
and police for training and special focus on domestic abuse. It enhanced research opporunities,
stimulating collaborative investigations acrass domains and disciplines. It strengthened
surveillance and applied to crimes against women public health methods of tracking, testing and
evaluating interventions, and spreading effective practices and public health messages. These
asproaches are making it possible to link more ¢losely surveillance processes and service delivery
s/stems to sirengthen the science base for sysiems that prevent and respond to family violence.

Signs of progress are emerging. The Crime Victimization Survey, administered by the Department
of Justice, reponts that since 1993, the rate at which women experience violent victimizations a3 the
hands of an intimate has declined. For every 1000 women in the population, the rate dropped from
9.8 violent victimizations in 1993 10 7.5 in 1996, Vigorous implementation of the Violence
Against Women Act, knitting together legal protections, social supports and public health
approaches st the community level have contributed 10 a ¢limate in which viclence hetween
iitimate partners is not condoned.

Eiscalating reports of abuse and neglect of children propelled the Administration to seek ways 10
reagsert the importance of safety in both policy and practice. Through the Adoption and $afe
Families Act of 1997, states are given streamlined legal requirements and new financial incentives
1> facilitate and expedite adoptive or permanent families for maltreated children who have been
Ianguishing in foster care. The new Jaw also increases support for preventive and early
1tervention activities to help vulnerable families stay together safely,

Together, these new laws and the additional resources flowing into communities are establishing
for the next century essential frameworks for enhancing farmily safety.
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1. Expanding the Frontiers of Knowledpe

Commitment 1o the continuous development of knowledge has been a canon of the Clinton
Administration. Scientific discovery is exploding at an unprecedented pace. Technology,
genetics, and information capacity have all contributed to this flourishing and complex enterprise.
Fiading ways to continue and accelerate these developments and harness them for the public good
has required many careful and strategic steps, as well as a deep respect for and understanding of
the nonlinear nature of the processes of scientific research and advancement. Rigorous research
us 1ally takes not only talent and creativity but time, rarely proceeds without complications or
detours, and requires commitment for the long course.

A first and fundamental step taken by the Administration involved recognizing the need 1o
strengthen the intellectual, managerial and Gnancial underpinnings of the government’s vast
scientific activities. The Administration attracted one of the world’s most distinguished scientists
to lead the National Institutes of Health, the world’s largest biomedical research institution. He, in
turn, attracted a number of distinguished biomedical researchers to lead the various Institutes and
Centers. In addition, the Administration cailed annually for significant support for science
research, and crafted a 21st Century Research Fund to stabilize high level investment in
biomedical, behavioral, and prevention research for the next generation.

QOver the past five years, building on the multi-year research activities of a large number of
investigators and collaborators, many imporiant discoveries have emerged and several have been
swifily transferred into clinical practice. Significant and durable changes have generated much
mere active processes for transhating basic science into ¢linical practice and then into broad use.
New communication tools are making it possible to give greater visibility to and graphically
portray basic science stories.  These stories atfract public attention, convey vividly the excitement
of new scientific discoveries, show the progress that is occurring and give a vision of what is
possible. Through stories, the public can become more knowledgeable about personal health,
allowing individuals, where possible, 10 be healthier,

One result 1s a much more holistic approach to disease, 10 health and to basic human behavior and
functioning. It1s possible now, for example, to understand and promaote the notion that when digt
is changed in certain ways, it is affecting risk factors not just for one disease -- heart disease or
cancer or osteoporosis -- but potentially for many of them at the same time. Further, research on
any disease frequently confers unanticipated insights inte other diseases.

Vaccine Development and Use

The development of safe and effective vaccine has been one of the outstanding accomplishments of
bignedical research in the 20th century. The beneficial impact of vaccines has been especially
great in improving the health of children. Childhood vaccines, used in national immunization
programs, have eradicated one infection (smallpox), eliminated another from the Americas (polio},
and dramatically reduced the incidence of many other infectious diseases of children. In the Jast
five years there has been significant progress in vaccine development, led in major part by the
National Institutes of Health (NIH). (8ee above) The FDA and #1s biologic laboratories in

22




ccoperation with the NIH and the CDC have provided critical contributions fostering the
acceleration of new cutting edge technologies by establishing standards and methodologies
ensuring the safety of these new product areas.

’
Several vaceines for use in children are in advanced stages of development. One of these, the
vaceine to prevent rotavirus diarrhea has been licensed by FDA for use in the United States in 1998
and has been recommended for routine use in children by the Immunization Practices Advisory
Committee. This vaccine prevents the most comumon cause of dehydrating dimrrhea in infants and
is widely expected 1o markedly reduce this problem. An experimental live vaccine, the cold-
adapted (¢a} influenza virus vaccine is also under development. Based on reports of
investigational clindeal trials, it 15 expected o improve significantly the health of children by
preventing abowt 30 percent of the cases of acute influenza infection that occur in children and also
rezluce the rates of middle ear infection by nearly one third. Vaccxms 1o prevent the serious
e npizczzwzzs of the food borne infection caused by Escherichia coli O157:H7 and related
epterotoxigenic sirains are also on the horizon,

Pediatric éI‘DS

" HIV has been one of the leading causes of death in the U.S. between the ages of 1 and 24 years
since 1991, Transmission of the virus from HIV-infected pregnant women to their offspring is the
major source of new pediatric infections in the U.S. and worldwide. In 1994, an N1H-sponsored
study group reported a clinical trial which demonstrated that zidovudine (ZDV or AZT)
adrainistered 16 the mother dunng pregnancy, labor and delivery and to the infant in the first weeks
of jife can reduce mother 1o child transmission of this fatal infection from 25 1o 8 percent, A
Public Health Service Task Force led by an NIH researcher published recommendations which
forim the major basis for the use of this drug to prevent perinatally-transmitied pediainc HIV and
AIDS, Recent reports from 2 number of areas around the country indicated that maternal-fetal
transmission of HIV has fallen (o 5-7 percent as a resuli of this treatment regimen. Drug
development for therapies for HIV is an area which facilitated and broadened the ability of
chifdren to access both clinical trials and new therapies.

The recently presented findings of another NIH reseascher, based on a comprehensive international
stucly, suggests that elective cesarean delivery can reduce further the transmission rate in ZDV-
treated pregnant infecied women to only two percent. Furthermore, s a result of NIH-sponsored
rese arch and public health service clinical guidance, this nation is also on the way to eradicating
mother-to-child transmitted pediatric AIDS, beating the two percent rate of perinatal HIV
transmission set as 8 goal a few years ago by the private Pediatric AIDS Foundation,

H
i . .
" Chronic Disease

Nev: knowledge has changed some chronic diseases to acute diseases and these can be treated more
effestively. For example, with the discovery that about half t¢ three-quarters of peptic ulcers are a
result of an infectious agent, the disease can now be managed through the use of antibiotics. The
length and frequency of crises from sickle cell disease, which affects African-Americans
disproportionately, have been diminished through the use of hydroxyurea added to peniciliin to
prevent infection. This treatment has been approved fer use by adulis but ot yet for children,

!
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The first indications have emerged of a decline in the incidence and death rates from cancer.
While not yet confirmed, likely contributors to this decline include: a decrease in smoking among
adnit men and improved screening procedures including mammography and pap smears, which
lead to earlier detection and management of the disease, increasing the survival rate. Another

lik sty contributor involves greater sophistication in defining nsk enabling better advice to be
pr(nffercd on prevention.

Deaths from coronary heart disease continue to decline, reflecting new treatments such as beta
blcckers. New diagnostic techniques also enable earlier detection, finding heart disease that may
have gone unnoticed in the past. On the horizon is making sure that the successful treatments are
made widely affordable and available.

IV;I' Collaboration Among Science Research, Delivery Systems, Prevention, and Consumer

Imolvement

1
E L

One of the hallmarks of Clinton era strategies for change has been to maximize collaborations
between government and anyone with a real interest in the issue. Complexity has been a major
factor inherent in trying to conquer health and safety problems that contain scientific and
technological, fiscal, political and social dimensions. The Administration made certain
assumptions in the face of these complexities. Foremost among them was that no one sector could
devise solutions or take action alone. So the Administration crafted collaborations to bridge
scizntific research, dissemination of findings, application of findings to new treatments and making
the treatments available safely and as quickly as possible. -Thcsc partnerships drew on both public
and| private health care delivery systems to put new findings into practice, and involved consumers
as ieachers as well as beneficianies, Wherever possible, cooperation included providing
infarmation, and developing, testing and marketing prevention strategies.

HIV/AIDS: A Case Study

Nowhere has this collaborative approach been more historic and had greater impact than in the
fight to stem HIV/AIDS in the United States. In the 1990s, AIDS diagnoses and deaths dropped
markedly in this country. At least 15,000 fewer people died of AIDS in 1997 than in the previous
yeer alone, a 42 percent decline. (See Figure 3) Among the leading causes of death, HIV infection
fell from 8th to 14th place between 1996 and 1997. The result is increasing numbers of people
-wh> are HIV-infected and still alive and whose quality of life has improved. The number of new
cases of HIV infection reported annually in the United States has leveled off to approximately
35,000 to 40,000 per year, far less than in the early years of the epidemic. However, rates of
infection in some racial/ethnic minority communities have increased over the years and remain
alarmingly high.

This legacy builds on the work, creativity and perseverance of many who came before and has
achieved its significant changes through the multiple and layered efforts of many throughout the
govemment, the private sector and by the public. Actions by the President from the outset of the
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Administration, dedication of the federal scientific enterprise, public health agencies and many
others, and unprecedented investment of resources for treatment and prevention, however, have
coniributed to deepening and accelerating progress in controlling this disease.

Since the disease was identified in 1981, the past five years stand out for the number, nature and
pa:e of changes that have been made. During the 1980's, HIV was addressed using a
rehabilitative, chronic care model, focusing heavily on hospice care and with virtually no resources
desoted to wreatment. The pertod of time from diagnosis 10 death was 12-18 months. From the
mid-cighties until 1990, scientists began to be able to describe opportunistic infections. With the
ability both to identify and 10 anticipate infections, practitioners began to apply a therapeutic

me del, resulting in sigmficant drops in morbidity and to some extent mortality. Still, however,
only minimal funds were available {or treatment and the period of time from diagnosis to death,
while widening, was about 18 {0 26 months. The early 1990's brought significant scientific
breakzhmaghs in the development of nucleisides (AZT, DDI, DDC, 3TC, D4T), extending the time
fro'm diagnosis to death to about 36 months. In 1991, the Ryan White Act provided for medical
trestment and support services that identify and retain people in care,

Adzquate funding for these treatment and support services, though, were only realized when the
Cliston Admanistration fought for them. Provided in combination with the nucleicides, these new
services extended significantly the amount of time someone could Iive with HIV/AIDS,
fenzthening the time from diagnosis 1o death 1o four to five years. These shifts were accompanied
by consistent presidential attention marked by establishing an AIDS office in the White House,
creating 2 Presidential AIDS Advisory Council and holding a Presidential Summit on AIDS.

Fur ding for AIDS research, treatment and prevention was a priority in every budget submitted by
the Administration, resulting in a 266 percent increase in Ryan White CARE Act funds, and & 787
percent increase in assistance for the purchase of AIDS drugs. In addition, the President used his
executive powars 1o heighten focus on ensuring that teenagers get the message that they are not
immune to HIV and that employers, including the federal government, have an obligation to
provide accurate, sensitive raining for employees shout HIV/AIDS in the workplace.

The most promising developments emerged in 1993, The use of protease inhibitors in combination
with nucleisides was rigorously tested and returned promising findings with unusual speed. These
findings provided incentive to place HIV-infected individuals in phase 3 clinical trials enabling
thers 10 receive the new treatment regimens. The early 1990's brought significant scientific

" breakthroughs, including the development of nucleoside analogues, that dramatically improved the
durztion and quality of life for people infected with HIV. They have also decreased the number of
new cases and shifted the mix of who is affected by the disease.

HIV/AIDS has become a disease of major proportions in poor, minority communities. Stemming
the (lisease in thess conunumities by strengthening access to care and treatment, ensuring that the
drug combination is available and affordable, and investing in outreach, education and prevention
poses critical challenges for the future, In collaboration with minority elected officials, the
Administration has enhanced its activities and gamered new funding to address the AIDS crisis in
thes: communities.
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Development of a vaceine that can lead to eradication of the disease remains an essential goal. The
Prasident, in May 1997, laid a challenge to develop such a vaccine within ten years, and
esiablished a comprehensive AIDS vaccine research initiative. Afier only one year, the Food and
Drug Administration authorized the first large-scale trial of an AIDS vaceine in this country.

The Admunistration 13 also Wking the lessons from the recent ULS. progress in reducing the
devastating impact of HIV/AIDS 1o the developing world which is suffering even more far
recching and catastrophic effects, 1t is worth illustrating more gpecifically the nature of these
contributions, since they reflect robust and continuing attention, consistent and high level
investment, and engagement of every sector of government from the scientific enterprise to the
public health infrastructure. They also reflect critical partnerships with social, faith, education,
business and community networks, and those who have been directly affected by HIV/AIDS.

This collaboration has vielded significant results in development of knowledge and application of
new interventions, ways (0 position surveillance systems to monitor target populations in the face
of smerging infections, and rapid translation of research inte medical therapeutics and clinical
information for systems of care, Alse gmerging from the collaboration has been scientific
definition of the mechanisms in the replication and distribution of the virus, a description which
then enabled drug companies o focus on developing drugs that could block or inhibit the
functiomng of these mechamsms and not harm the cells of the body.

Deselopment of new effective drugs led to the creation of standards of care for the combined use
of protease inhibitors and nucleisides for adulis and adolescents, infanis, and pregnant women.
These guidelines were disserninated and applied in care systems in a timely fashion, protecting
thousands of individuals who otherwise would not have received treatments appropriately,

Ali zning the regulatory approval process for new drugs with emerging scientific findings and
disiogue with the affected community fostered understanding that the better established, the carlier
in 3¢ process and the more open the dialogue, the better quality the product is likely to be, A
similar finding arose from involving the affected community in devising services for a continuum
of care. :

Breast Cancer: A Case Study

As noted earlier, breast cancer is the most common cancer in Amencan women. As reported i the
July 1998 issue of the journal Cancer, scieniists have found that the recent decline in mortality
among all decades of ages of white women between 30 and 79 and black women between 30 and
62 15 due o 8 rend toward progressively earlier diagnosis of breast cancer,

Through invesiment in treatment and prevention, research, outreach and education, the past five
years have generated a significant expansion in the awareness and understanding of breast cancer,
identification of alterations in two important genes that are associated with inherited breast
cancers, enhanced and higher quality tools for and use of early detection, approval and testing of
new drugs and treatment regimens, and greater access to clinical trigls. The fight against breast
cancer is another arena in which the Administration’s model of partnership and collaboration
across disciplines, professionals and citizens, and the public and private sector is reaping
significant dividends.
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Twe key collaborations set the framework for these efforts. The first drew together a pioneering
efiort with public and pnivate sector partners. In late 1993, the Secretary of Health and Human
Services launched a process which established the National Action Plan on Breast Cancer. A
working group representing government agencies, elected officials, the scientific cammunity,
pr.vate industry and breast cancer survivors developed and oversees implementation of the ;}Zarz
which focuses on six priorities: 1) information for consumers, practitioners and scientists; 2}

ex pansion of biomedical, epidemiolegicat and behavioral research; 3) establishment of a national
biological resources bank for obtaining and storing tissue for research; 4} involvement of
consumers In all levels of research, education and services programs; 5} im;&mving access and
paticipation in clinical mials; and 6) assessing the legal, ethical and policy i issues cormected with
he: edz:ary susceptibility 1o breast cancer.

insl 994, a second collaboration formed, this one to draw together federal government agencies
with responsibilities that in some way affect, or could affect, the campaign for earlier and more
effective dizgnesis, treatment and elimination of this disease. This Federal Coordinating
Cemmities on Breast Cancer was designed to strengthen cooperation across the federal
government in order o ensure a coherent, strategic and organized effort 1o address this disease.

Resources to address breast cancer have grown markedly during the past six years. A significant
breast cancer research program, st the Department of Defense, has grown to $650 million in FY
1979, The National Institutes of Health resources dedicated to research on breast cancer will reach
$430 million, an 11 percent increase from the previous year alone. Additional funds at HHS are
desdicated (o early detection, diagnosis, and prevention, including funds 1o improve access for all
wemen to marmumography scréening and follow up services. Resources are also derived from
Medicare for coverage of mammography screening for all recipients over age 40, as well as from
Medicaid and the Indian Health Service.

As evidence grew about the benefits of early detection, these public-private efforts took several
ste s to improve the knowledge base, make the tools affordable, and encourage women o become
aware of and to take advantage of the various methods available. As mentioned above, the

Prc sident attained expanded Medicare coverage to help pay for sereening mammograms for all
Medicare beneficiaries age 40 and over. Several targeted campaigns, some feanwring the President
and the First Lady, have been launched urging older women, African American women and
Hirpanic American women to obtain regular mammograms and highlighting the new Medicare
benefits, Through a CDC program, more than half a million free and low-cost mammography
screenings have been provided to uninsured, low-income, elderly, minority and Native American
women and the program now reaches every state. Efforts have also been made to ensure that

sut stance sbuse and mental health programs providing primary health care services to women also
include education on early detection methods and counseling on risks for breast cancer. The miost
recart data available, based on median of state estimates from the Behavioral Risk Factor
Swveillance System, show that the percent of women 50+ receiving a2 mammogram and clinical
breast exam in the past two years continues (o grow, increasing14% between 1991 and 1997, (See
Figure 4)

Access to mammography screening must be accompanied by quality technology and accountability
if women are to be reassured that detection efforts will produce accurate results. In keeping with

1
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its general attention to health care quality, the Administration took two important steps to ensure
the quality of mammography screening. First, in implementing the Mammography Quality
Siandards Act of 1952, the FDA issued high standards for the estimnated 10,000 accredited
mammography facilities throughout the nation as well as for the equipment used and the personnel
who administer and interpret the screenings. Second, clinical practice guidelines for
mammography were developed and disseminated to mammaography providers, health care
professionals and consumers. Finally, a variety of efforts are underway to improve mammography
te:huology and quality, including use of new technologies to interpret the screenings. Several
agencies, including the Departments of Defense, CIA, NASA and HHS, have also been
ecllaborating with private sector pariners to examine ways to apply new imaging technologies to
the early detection of breast cancer.

(i the treatment front, several promising drugs have been developed 1o stem advanced stage

breast sancer as well as 10 retard the cancers detected earlier. In 1998, the FDA approved

Herceptin, the first genetically-engineered antibody therapy for individuals with advanced stage

brzast cancer. In 1998, the FDA also approved the use of tamoxifen for reducing breast cancer

* ~risk in women at high risk for the disease. “A multi-site ¢linical trial of the drug Taxol is producing”

" promising early findings with regard to the drug’s effectiveness, when used in combination with
stzndard chemotherapies, in initial post-surgical treatment of seme women with localized, node
positive breast cancer. STAR (The Study of Tamoxifen and Raloxifene), 2 large-scale clinical irial
involving 200 institutions across the U.S, and 22,000 high risk post menopausal women, will
compare the effectiveness of the drug Raloxifene to the drug Tamoxifen m reducing invasive
brizast cancer incidence among women who have not been afflicted, Anocther clinical trial, the
Wamen's Health Initintive, involves 49,000 women in a test of the impact of a2 low-f23, high fiber
diet on breast cancer prevention.

Adlvances in genetics are also revealing important information about inherited breast cancers.
Research sponsored by the National Human Genome Research Institute and the National Institute
of Environmental Health Sciences has found that alterations m two important genes, BRCA1 and
BRCAZ, are associated with many inherited breast cancers. NCT has established the Cancer
Gé}w{ics Network, a national network of centers focused on issues related 1o inherited
proedispositions (o cancer, including breast cancer, &nd also a Cooperative Family Registry for
Brrast Cancer Studies to gather family histories and 2 range of other family information and
specimens in the hope of preventing or delaying inherited breast cancers in individuals with
genetic susceptibility. The Administration recognizes the value of enabling the public to
understand and become knowledgeable about breast cancer, and that there is an important role for
govsernment in both developing the information and making sure it is accessible and widely
aviilable.

Given the increased knowledge and breakthroughs in detection and treatment, there are now a
record 2 million American women who are breast cancer survivors. Through the National Breast
Cacer Action Plan and many other initiatives, cancer survivors are now participating in a wide
range of governmental entities that review and make critical decisions about research, education
ancl outreach activities. In addition, the Administration created an Office of Cancer Survivorship,
opened at NCT in 1996, o study the economic, psychological and physical status of women who
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hzve survived their cancers. Through these mechanisms, cancer survivors are ¢ollaborating with
government in finding ways 10 improve the survival prospects of millions of other women as well
as their own. -

Tl;;e partnerships spawned in the past six years across science, government, clinicians, the
pharmaceutical industry, and women either afflicted with or survivors of breast cancer have made
sigmificant advances in the early diagnoss, the nature of the treatments available, and the
likelinood of survival of the breast cancers which affect millions of American women,
Government has played an imporntant role in providing empowerment and hope in efforts
conquer a deadly disease.

it

V. Strengthening Stewardship and Demanding Accouniability

Executing our fiduciary responsibilities for benefits and services on which millions of Americans
rely has generated a new frontier of accountability. The Administration has taken a broad-based,
multifaceted approach to detecting, identifying, and rooting owt fraud, waste and abuse. Using new
technologies and tncentives for identifying illegal acts, govemment has become more efficient and
prudent in managing its fands in the service of the public. Creative partnerships with providers,
consumers and enforcement agencies, performance measurement, and increased resources are all
elements of the efforts to protect the integrity and quality of the nation’s publicly funded health
enferprise.

Drug Approval Process

To bring to the public quickly and safely the benefits of advances in science and medicine, the
Food and Drug Administration streamlined operations and redesigned its drug approval process. It
ad¢'ed several hundred new reviewers, increased its spending on information technology and
implemented new review process management inftiatives. These changes have helped the agency
to reduce the time it takes to get a drug reviewed by nearly half, Simslarly, the number of drugs
reviewed in a year has increased by approximately half and those applications with the requisite
data to suppon approval get through the system. Similar strides are being made in review of
meidical devices. The FDA Modemization Act of 1997 will extend this progress by improving
reg ilation of food, medical products and cosmetics. A “new use” initiative issued by the FDA in
1957 will also accelerate the development of new and supplemental uses of medications. By
bringing new medical treatments to the public as quickly as possible while holding firms to high
scientific standards of review, the health of Americans is demongtrably affected by this
improvement in management and accountability,

Fighiing Medicare and Medicaid Fraud, Waste and Abuse *
The Administration instituted a fundamentally new strategy to root out waste, fraud and abuse in
the aation’s most expansive and far-reaching health programs .- Medicare and Medicaid -

invoiving the Inspecior General, Health Care Financing Administration and the Adminstration on
Aging in HHS, plus the FBI and the Department of Justice.
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Operation Restore Trust, initiated as a five-state pilot in 1995 and expanded nationwide in 1997,
reariented the health fraud-busting apparatus of the government with a new comprehensive
approach.

Three areas of the Medicare program were targeted for additional vigilance and specific fraud

control measures: horne health care, durable medica! equipment and mursing home services, Inall

of these areas, audits were increased, control processes were tightened, law enforcement was
strengthened and program structures were reformed. For home health, the segment of Medicare

that is growing fastest, a temporary moratoriurn on bringing in new providers provided time to
strengthen the enrollment process. New fegislation provides that home health care will be paid on

a prospective basis for each episode of care and eligibility standards were augmented 10 ensure that
home health compames are qualified and experienced in service delivery. Bimilarly, nursing

homes now are subject to prospective payment or consolidated billing systems. These will not

only ensure that services are obtained at reasonable costs, but also promote a more coordinated and
therough program of care of each nursing home resident. New requirements have been set for

suppliers of durable medical equipment and for home health care providers to ensure that they are
legitinmate and capable contractors. Eligibility for jong term hospice care patients wil] be reviewed g
meee freq uently, ensuring appropriateness and adeguacy of care provid ed, v

The lessons learned from Operation Restore Trust are now being institutionalized. Stepping up
gorernment fraud contro] activities in health care programs required stable and enhanced
reseurces. The Health Insurance Pontability and Accountability Act (MIPAA) provided a new
dedicated Health Care Fraud and Abuse Control account, funded cach year through Medicare Part
A ‘Trust Fund. These funds are enabling HHS and the Department of Justice to expand
investigations, audits, evaluations and inspections related to the delivery and payment of health
care; increase traming of older persons who can help inform peers about how to remain alert to
hewith care fraud; strengthen enforcement of civil, ¢riminal and administrative statutes addressing
he:dth care frand and abuse; devise and disseminate information for the health care industry about
fraad and abuse; and create a national data bank 1o receive and report final adverse actions against
hezlth care providers. These new resources also have supported expansion of the HHS Office of
Inspector General's field operations from 26 to 31 siates.

Law enforcement is being improved with better coordination of resources and activities of
arganizations both within the Federal government and the States. New enforcement tools,
including stronger penealties and disclosure requirements, wers zuthorized and better methods for
ide nifying, referring, investigating and prosecuting those who would defraud the Federal
government of public resources and take from the consumers of health care resources to which
ihejg were entitled,

New approaches were also developed to prevent fraud and waste from even getting started or to cut
it off at it source. For example, with the cooperation of the health care industry, the Inspector
General has developed compliance guidelines for health care providers to give them better tools 10
redice their own risk of fraud. Incentives have stimulated the involvement of beneficiaries
theimselves in the identification and reporting of fraud. A fraud hotline was greatly expanded,
made more user friendly and widely publicized to beneficiaries. The Administration has recruited
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thsusands of volunteer and paid long term care ombudsmen and other service pmviders in the field
of aging and provided training in how to identify and report fraudulent practices in nursing homes
and other long term care settings.

Undcr the Health Care Fraud and Abuse Control Program created under HIPAA, HHS has reported
more than $1.2 billion in fines and restitution returned to the Medicare Trust fund during fiscal
years 1997 and 1598, During these yvears, HHS also excluded more than 5,700 individuals and
entities from doing business with Medicare, Medicaid, and other federal and state health care
pragrams for engaging in fraud or other professional misconduct - up from 2,846 in the previous
two years. In addition HHS increased convictions by nearly 20 percent in 1997 and another 16
percent in 1998, Since 1993, actions affecting HHS health care programs have saved taxpayers
more than $38 billion, and have increased convictions and other successful legal sctions by more
than 240 percent.

V1. Continuing Challenges

Araericans are healthier and their prospects for living longer are greater today than they were just
six years ago. The Clinton Administration set out to contribute to z healthier and safer nation, and
has succeeded in that goal. Millions more children will be able to enjoy their early years protected
frem contagious and debilitating childhood discases or premature death. Millions more families
will be connested to a regular source of affordable quality medical care. Children and adults alike
will reap the benefits of new medical treatments for chronic illness, The food Americans eat will
be the safest in the world,

While there have been measurable gains, gaps in bringing good health and safe surroundings to
evury American remain. Serious challenges - economic, philosophical and ethical - remain about
how to get sophisticated care to millions of Amencans who may not be wealthy or well informed,
We have vet w fully comprehend and surmount all the reasons that far toe many people
compromise their health by ignoring proven evidence about the imporiance of nuirition and
phsical exercise, We do not vet have proven ways 1o stop young people’s abuse of substances --
drvgs, aleohol, tobaceo - that can be life-threaiening either immediately or later in their adulthood.
W have vet to test, and hope never to have to use, comprehensive plans to address global health
risks such ag pandemic flu or bioterrorist attacks.

in 3l these instances, however, the Administration has recognized the dangers and the
opportunities, expanded and retooled the capacity {o undersiand, identify, track and respond o
public health emergencies, tested new strategies and incentives for reaching special groups o
prevent unnecessary illness, injury, disability or death and 1o promote health{ul lifestyles and
behavior, We have invested in biomedical, behavioral, health services, and prevention research
which is producing an extraordinary array of discoveries and will provide the engine for future
pragress in achieving a healthier and safer nation.

Finally, while the legacy of specific improvements in health and safety positions the nation for

making additional improvements into the next century, what may be an even more enduring legacy
is t1e active, pragmatic, nonideological approach to governing that the Clinton Adrministration
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pioneered and used successfully. This legacy underscores the critical rele for the federal
government 1o meet people’s evolving needs, and the imperative to hold firm in the behef that
govemment matiers.
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FIGURE 1

The Effect of 1115 Waivers on the Number of Uninsured
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FIGURE 2

Vaccine Specific Coverage Rates '
Among U.S. 2 Year Olds, 1991 - 1997
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FIGURE 3

Estimated Incidence of AIDS and Deaths of Persons
with AIDS*, 1985 - September 1997, United States
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- FIGURE 4

Mammogram and Clinical Breast Exam in the
Past Two Years
Percent of All Women, 50 Years and Over
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THE SECRETARY OF HEAL THW AN UM AN SERVICES
WASMIMGY N, )G, 36201
MAR 22 193
MIMORANDUM FOR THE PRESIDENT
Intreduction
The: purpose of this memorandum is to provide & mr;ﬁmry of:
»  what we know now about the effects of welfare reform;
» what we know sbowt the implementation of welfare reform, including State policy
and! spending choices; and
« what implications this information has for the next steps and the unfinished agenda of
welfare reform.

Welfare reform has been successful in moving many, many families from welfare 1o work, Yet,
the available evidence suggests that there are “winners” and “losers” among welfare families -
some families are benefiting substantially from the new incentives, reguirements, and
opportunities and others are being left behind. And while 2 variety of studies show positive
impacts on éamings, smany parents leave welfare for work yet still do oot eam enough to raise
the'r families out of poverty. Our challenge now is to make work pay so that no working family
is forced to live in poverty,

In order to achieve this full promise of welfare reform, we need 1o focus attention on supporting
wo king families through & range of strategies, including health insurance, child care, Food
Stamps, and other supports, so that families who Jeave welfare for work that may be low-wage
and Jess than full-time are able to support themselves and their children. We also need to
strongly encourage States to focus pohcy attention and resources on those families who remain
on welfare and need more intensive services, including substance abuse and mental health
services, domestic violence services, and supported work, Finally, we need to continue our
effunts 1o ensure that legal immigrant families are trested fairly.

]
i

Despite the broad arrsy of ongoing research about welfare reform, it is still early and our
knc"wiadge in many areas is still limited, We know a lot about effects on employment and
carnings, but we know little sbout effects in other domains, such as child well-being or family
strecture, and we know very little about low-income families who do not enter the welfare rolls.
Also welfare reform has been implemented in the context of & strong national economy, 50 we
kncw little about the effect of welfare reform in other economic circumstances.
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There is solid and consistent evidence from g variety of sources that welfare reform has
increased the average employment and eamnings of welfare recipients. This finding, that welfare
refom and the strong economy have indeed had a positive impact on work, is the most solid of
the :esea:ch findings we have, because it comes from so many different sources.

. Iaxpenmental studies of State waiver demonstrations and other work programs that are very,
timilar to TANF programs show consistently positive impacts on employment and earnin 35
Recent results from specific State programs &t the upper range show employment increases in
the range of about 710 29 percent, and earnings increases of about 16 1o 27 percent. For
example, in the evaluation of the Minnesota Family Investment Program (MFIP), earnings
for single-parent long-term recipients in wban counties increased by §1,041(26.9 percent),
end the g&wﬁ ever employed increased by 17.0 percentage points (28.8 percent) over 18
raonths. : -

s TANF administrative data from 39 States shows a 30 percent increase in employment among
TANF recipients in the fourth Quarter of FY 1997, compared to the first three quarters. Over
the same period, the average earnings of those employed increased by 17 percent, from $506
> $592 per month,

«  Analyses of data from the Census Bureau's annua! Current Population Survey (CPS) indicate
a clear pattern of increased employment. The March employment rate of previous-year
AFDC adult recipients increased from 19 1o 25 percent between 1992 and 1996, and jumped
to almost 32 percent in 1997, Also, the March employment rate of single mothers whose
F revieus-yw income was under 200 percent of poverty rose from 44 percent in 1952 10 54
percent in 1997, \mi?& average annual increases in 1996 and 1997 twice as large as in the
grekus 3 years.’

The wvidence about impacts on family income, on food security and hunger, on health insurance
statu, on child cutcomes, and on other family experiences, are much less clear at this point. The
best reading of the available evidence suggests that because the baseline levels of employment
and earnings for welfare recipients are so low, even with substantial increases most families
exiting welfare continue to be poor; and that while some families are benefiting dramatically

! " Fein, David et al, Indiana Welfare Reform Evaluation: Program Implementation and Econamic Impacts
After Two Years, AR Associgies, Inc., November 1998
¥ Bloom, Dan et al, The Finily Transition Program: Implementation and Interin: Imynm of Florida's Initial

Time-imited Welfare Program, MDRC, April 1998,

Milier, Cynthis of 8], Making Welfare Work and Work Pay: Implementation and 18-Morgh Impacts of the
Minnesote Family Investment Program, MDRU, October 1957,
2 Miller, Cynthia ot gl, Making Welfare Work and Work Pay: Implementation and 18-Month Impacis of the
AMinnesoia Family Invessment Pragram, MDRC, October 1997,
3 U.S. Department of Health and Human Services, Administration for Children and Families, Feniporary
Assistance for Needy Families (TANF) Program. First Annual Repors to Congress, Angust 1998



" Page 3 - The President

fron: the new incentives, requirements and opportunities, others are being left behind. However,
current evidence does not support the hypotheses that large numbers of people are becoming
homeless or that more children are being moved into foster care (see below).

»  Results from weiver demonstrations and studies of reclpaents who left welfare (“leaver”
itudies) for the most purt indicate that average famiy income has been unchanged with some
families increasing their iucome but others experiencing declines. For example, 2-year
impacts on clients assessed as “job-ready” from Indiana’s waiver demonstration showed
earmings up 17.0 percent (SI 374) and quarters of employment up 12.8 percent, but total
combined income from earnings and benefits was unchanged *

» 'When earnings are combined with the EITC and other benefits, most families who go to
work would have 2 higher i income than 1f ihs:y Esad remameé on weifare 151!19_529{389

oy

mggld bg Qg welfare, However nm chgrbic t‘am;t ies are msszsg tax cz*eézzs and
tenefits, such as Food Stamps, child care, and transportation subsidies. In some cases State
policy choices may have the effect of restricting families” access to Food Stamps and
Medicaid.

»  There is some cérfy evidence that the most disadvantaged families may be losing income,
P8 data indicate that real average family income for the bottom t;wmzic of female-headed
families with children declined between 1995 and 1997, after increasing from 1993 10 1995°

»  Some individuals leaving welfare may earn too much to qualify for Food Stamps, or they
riay be unaware of their eligibility. For example, s South Carolina leaver study found that
17 percent reported having had no way to buy food some of the time since leaving TANF.
{This was true of nine percent while on TANF ) Having a job did not reduce the probability
cf not having a way to buy food ®

v .&nmher area of concern is the impact of welfare reform on child well-being in such areas as
adequate shelter, health and development, family stability and other outcomes. In particular,
vre need 10 measure effects on child health and development, foster care and child sbuse.
There are no early indications that rates of the latter two have increased with welfare reform.

‘ Fein, David ¢t al, /ndiana Welfare Reform Evaiuation, Program Implementasion and Economic hnpacts
After Two Years, ADt Associgies, lic., November 1998

South Carolias, Department of Social Services, Survey of Formar Family Independernce Progrom Clients;
Cases Closed During April Through June, 1997, July 1998,

Canclan, Maria et al. Post-Exit Earmings and Benefit Receipt Among Those Who Left AFDC in Wisconsin,
Institute for Research on Poverty, Usiversity of Wisconsin-Madison, October 1998.

Bioom, Dan et al, The Family Transition Program: Implemensiation and Imterim Impocts of Flerido ‘s Initial
Time-limited Wellare Progrom, MORC, Apnl 1998

Fein, David, end Karweit, Jeanifer, The 4BC Evaluation: The Early Econumic Impacts of Delaware 's A
&zm Chance Welfore Reform Program, Abt Asscciates, Ing, December 1997,

© Bavier, Richard, “An Early Look a1 the Effects of Welfare Reforin* unpublished manuscript,

® - South Carolia Department of Social Services, Swrvey of Former Family Independence Progrom Clients;
Cases Closed Duwring April Through June, 1997, Iuly 1998.
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A 1997 Maryland study found that, of the 1,810 children in their sample of families leaving
‘welfare, only 3 children, in one family, had been placed in foster care in the 3-6 months of
follow-up. The recently published Wisconsin report found that 5 percent of respondents - 19
families ~ reported that since leaving welfare they have had & child live with someone else
hecause they couldn’t care for them, but almost as many respondents — 16 families - reported
vhat this had happened to them before they left welfare.” We are investing in additional
research on child outcomes under welfare reform, and reports will be svailable over the
woming months,

‘We are currently supporting research in 8 number of other sreas where we do not yet have
sesults 1o repart. For example, we do not yet know what the full impact of time limits will
be, as only a small fraction of recipients have reached them, Over the next four years, an
increasing share of the caseload will come up against them, We are 8lso currently
undertaking studies to increase our limited knowledge of how families are faring in which
there are persons with disabilities, substance abusers, or victims of domestic violence,
Finally, early research is not yet avmiab%z: on xhe cﬁ‘ec:s of weifam r&fam’z on child hzalth
snd development. 7 T A . ,

Enrcliment in both Medicaid and Food Stamps has fallen recently, for 8 variety of reasons.

Because of your efforts, Medicaid coverage has been preserved to s substantial extent under
welfare reform. Nonetheless, Medicaid enroliment dropped by about 1 million from 199610
1997. There are many potential reasons for the decline, and we o not have any definitive
gnswers about why it has occurred. Improvements in earmings and employment resulting
from the strong national economy have probably played an important role in this decline,
riaking it possible for some low-income Medicaid families to find jobs that offer health
insurance. it is alse important to note that, while Medicaid enrollment has declined, the
number of people under the poverty level who are uninsured has not increased from 1996 to
1997. Changes in attitudes toward public assistance may also be playing a role in falling
TANF, Food Stamp, and Medicaid caseloads,

I»iowcver as States change how they deliver cash assistance, we need to be concerned that a
variety of other factors might be affecting Medicaid participation. These include:

turmination of the long-standing programmatic linkage between eligibility for cash assistance
and Medicaid; potential barriers to enrollment for working families (e.g., limited application
&'1es and hours of operation), and confusion about the eligibility of legal immigrants and their
citizen children, Finally, as States continue 10 experiment wiath strategies that encoursge
fimilies to seek employment prior to applying for TANF, some eligible adults and children
may be diverted from Medicaid, and may not even know they are ¢ligible.

H

Bom, C. 2 al. Lijfe Afler Welfare. Family Investment Administration, MDHR and University of Maryland

School of Social Wark, September 1997. (This analysis was not repeated in the later revorts in this series.)

Survey of Those Leaving AFDC or W-2 January to March 1998, Preliminary Report, Wisconsin

Deparment of Workforce Development, January 1999, .
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« Food Stamp participation fell from an average of 27.4 million persons in 1994 to 21.5 million
persons in 19597 — a drop of 5.9 million. During this same periad, the number of persons
living in poverty fell by only 1.5 million, from 38.1 million to 36.6 million. Since 1997,
Food Stamp participation has dropped even further to 18.6 million persons in December
1998 Part of this drop is due to the new restrictions on Food Stamp participation by certain
Jegal immigrants and able-bodied unemployed adults without dependent children, Also,
many eligible individuals may erroneously believe that once they leave or are diverted from
TANF they are also ineligible for Food Stamps. In addition, many of the factors cited for the
decline in Medicaid participation also apply to Food Stamps. While immigrants and able-
bodied unemployed adults without dependent children account for a significant portion of the
Jecline in Food Stamp participation, 60 percent of the decline can be attributed to fewer
AFDC/TANF perticipants.

Legal immigrant families were among those most at risk after welfare reform. Their
disproportionate declines in participation are consistent with anecdotal reports we have received
about the chilling effect of public charge policies and confusion over changing eligibility
requirements on the use of benefits by legal immigrant families. The findings lend support 1o
cur imteragency efforts to develop clear guidance on public charge policies, and they provide
supporn for the Administration’s recent accomplishments and current budget proposals to restore
certiin bensfiss 1o vulnerable legal immigrants. We also have research efforts underway in New
Yorl City «.a0 Los Angeles that are studying ihe situation of legal immigrants.®

State Policy Choices

States have a wide array of choices when it comes to desigmng their programs, However, the
primary focus of State policy choices continues to be encouraging, requiring, and supporting
work. A major study of the implementation of welfare reform noted that the pervasive changes
in social programs since enactment of the Personal Responsibility and Work Opportunity
Reconciliation Act “have occurred in large part because strong signals have been sent by
governors and State legislators that & work-based approach to welfare reform is no i{mgcr just
one Federal priority among many but is now a central abngm within each State.”® Almost all
of the States have moved 10 “Work First” models, requiring recipients to move quickly into
available jobs.

Beyond the focus on work, three other themes stand out sbout State policy choices:
i

s Zimmerioan, Wendy snd Mickasl Fix, Declining Immigrant Applications for MediCal and Welfare Benefits
in Loy Angeles Covnty, The Urban Institute, Washington, D.C,, July 1998

Fix, Michac! and Jeffrey S. Passel, Trends in Noncitizen's and Citizen's Use of Public Benefiis Following
Welfare Reform, 1994 1o 1997. The Urban Institute, March 1999,
4 Nathan, Richard P, and Gais, Thomas L., Implementation of the Personal Responsthility Act of 1996,
Federalism Research Group, The Nelson Rockefelier Institute of Government, State University of Now York.
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= Agenvisioned in the statute, there is considerable variety in the choices States have made
sbout policies such 85 time limits, sanctions, diversion, and policies for families who face
specific barriers to work. There is no single, typical program,

»  State choices sbout TANF policy and implementation can affect families’ sbility to receive
other benefits for which they are eligible (such as Medicaid and Food Stamps), sometimes in
anintended ways. The “delinking™ of eligibility for Medicaid and TANF, for example, offers
States both challenges and new opportunities. When families learn they can receive
Medicaid coverage without having to receive welfare, they may be Jess likely to turn to
welfare in the first place. Therefore, we must be clear that States are accountable for

- ensuring access to these benefits for eligible families.

= Many States have not yet reinvested the TANF resources freed up by declining caseloads to
help families with more intensive nesds (for example, families with 8 disabled parent or
child, families with a member who needs substance sbuse or memal health treatment,
families suffering from domestic violence} move to selfesufficiency before the time himits
take effect. We must keep ci}aiicngmg States to make these xavcszmzrzzs, while at the same

" {ime protecting the TANF resources in the Congress, . -

Statss have enacted policies 10 muke work pay, generally by increasing the amount of carnings
disregarded in calculating welfare benefits. Forty-seven States made changes to simplify and
expend the treatment of earnings compared to the AFDC treatment. In conjunction, all States
have raised their limits on sssets and/or vehicles so that families do not have to get rid of 2
vehisle that may be their only transportation 1o work and so that they ¢an accumulate savings.

Parents or caretakers receiving assistance are required to engage in work (as defined by the
State) within 24 months, or shorter at State option. Most States have opted for & shorter period,
with 23 States requiring immediate participation in work; B States requiring work within 45 days
to 6 months; 17 States requiring work within 24 months; and 3 States with other time frames for
work., In addition, some States use 8 narrow definition of “work.” whereas others sllow fora
broadler range of activities, including training or volunteering. There is no Federal penalty
associated with failing to meet this requiremem, so States have considerable flexibility in how
they structure and enforce it. Many States have chosen to treat this requirement as & broad goal
for the system, and we are not aware of any State except Pennsylvania that is treating it as a strict
time limit that could lead to termination of individual families from assistance.

Another major feature of State policy regarding work is the increased use of sanctions if a family
fails to participate in required activities, While we do not have good national data at this point,
the State waiver studies suggest that there is much more aggressive State use of sanctions under
welfare reform. For example, waiver demonstrations indicate that 4 demonstration county in
Florida increased its sanction rate from seven to thirty percent and Delaware’s sanction rate
increased from nearly zero to fifty percent.’® Under PRWORA, if the individual in a family

10 Bloom, Dan ¢t 8}, The Family Transizion Program: Implementation and Early Impacis of Florida's Infrial
Time-Limited Welfare Program, MDRC, May 1997,

Fein, David, and Karweil, Jennifer, The ABC Evaluction: The Early Economic Impocts of Delaware's A
.8#!?& (f.'hanm Weifore Reform Program, A Assciaies, Inc., December 1997,
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reciiving assistance refuses to engage in required work, the State has the option to either reduce
or tsrminate the smount of assistance payable to the family, subject to good cause. Thirty-eight
States heve elected to terminate the amount of assistance payable 1o & family for not cooperating
with work requirements (typically sfier several infractions), and thirteen States have chosen 1o
reduce the amount of cash payable to & family.

Time Limiting Assi

State policies related to tirne limiting assistance to a family vary greatly. States have chosen the
following time limit policies:

« 27 Staies use the federal time limit {Alabams, Alaska, Colorado, District of Columbia,
Hawaii, Jowa, Kansas, Kentucky, Maine, Maryland, Minnesota, Mississippi, Missouri,
Montana, New Hampshire, New Jersey, New Mexico, New York, North Dakota, Oldahoma,
Pennsylvania, South Dakota, Vermont, Washington, West Virginua, Wisconsin, and
Wyoming),

» & States (Louisians, Nevada, North Carolina, South Caroling, Tennessee, and Virginia) have
chosen “intermittent” time limits with a lifetime limit of 60 months (for example, Louisiana
limits TANF receipt t0 24 months in any 60 month period, with a lifetime limit of 60
iponths};

» 8 States have chosen a lifetime time limit shorter than the federal limit {Arkansas,
Connecticut, Delaware, Fiorida, Georgia, 1daho, Ohio, and Utah),

+ 3 States have chosen options involving supplements for farmilies reaching the federal tirne
limit (Illinois, Massachusetts, Michigan, Nebraska, and Oregon); and

« ! States have ¢hosen time limits for adults only (Arizona, California, Indigna, Rhode Island,
sind Texas).

 Divegsion

Many States are experimenting with g vanety of strategies to divert families from receiving cash
assistance. These strategies are quite diverse and include lump-sum cash payments, where
families receive s payment sufficient to resolve an immediate emergency (such as a car
bresicdown) and keep the family working and off of cash assistance; applicant job search, where
the applicant is required to look for a job for some period of time (with or without structured
assistance from the welfare office) before receiving benefits; and other alternative support
services {such a3 linkages to child care or community resources), These strategies are quite new
and there is little research vet on their effects.

However, s recent study, funded by the Department, has examined the emergence of diversion
programs as & welfare reform strategy and the potential for diversion to affect access to
Med'caid. The study reported on the use of diversion in a}l 50 States and the District of
Columbia; and also included an examination of the experiences of five Jocal communities in
estat lishing end operating diversion programs. In addition to noting the importance of
procassing Medicaid applications even in cases i which TANF assistence is deferred, it
highlights promising approaches that other States may follow to easure access to Medicaid and
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other supports, such as child care, for those who obtain crnp‘lcymcm through diversion or are
otherwise diverted from the TANF rolls."

One of the local programs examined in the study is Montans’s, which provides s child care and
Medicaid only option for families with work or child support income. The study found that this
has greatly increased demand for child care in Montans,

Altiough there have been dramatic geins in work for many TANF families, toc many families
witf"multip]e barriers to success could be left behind. While many parents on welfare have
succeeded in moving to work despite extraordinary obstacles, others will need additional
trearment and support services 1o work and succeed at work, and the States vary s great deal in
the extent to which they have planned and invested in programs to provide these supports. There
are no completely reliable estimates of specific family needs among welfare families, but recent
studies suggest that as many as 27 percent of adults in the caseload nationally have a substance
abute problem; up to 28 percent have mental health issues, up to 40 percent have learning
disasilities or Jow besic skills; and up to 32 percent are current victims of domestic violence,

The Department (including both the Administration for Children and Families and the Substance
Abuse and Mental Health Administration) has co-sponsored with the Department of Labor a
series of conferences on Promising Practices under welfare reform, which hag featured
practitioners and researchers providing information on the approaches to treatment and support
that enable parents facing these obstacies to prepare for work and succeed at work., However,
while there are 8 numiber of States that have developed i 1m0v&twe and impressive approaches
and 1 few States that have already made substantial investments, ™ we are concerned that too few
States are operating at & scale that will meet the need. One important sccomplishment te note is
that 83 a resalt of your strong focus on domestic violence, many States have made policy
decisions and investments that focus for the first txme on protecting and supporting women on
welfare who have experienced domestic vielence."® The challenge now is to convince States of
the importance of investing unspent TANF funds in these hard-to-serve sdults remaining on the
rolls,

i Maloy, K., & al, A Descriplion and Assessment of State Approaches to Diversion Prograrts and Aciivities
Unde~ Welfare Reform. The: George Washington University Medical Cexser, Center for Hemalth Policy Research,
August 1908,

Pavetts, LaDomna A, et al, Diversion as & Bork-Oriented Wellare Reform Srotegy and its Effect on Aceess
to Medicaid, An Examination of the Experiences of Five Local Communities. The George Washington University
Medica) Center, Conter for Health Policy Research, publication pending.

& Ancilicry Services 1o Support Welfare-do-Work, prepared by Mathematics Policy Research, Inc., under
contrast 1o DHHS/ASPE, June 1998

8 in Harm's Way? Domestic Violence, AFDXC Receipt and Welfure Rejorm in Massochusetts, University of
Massixchuseits, 1992,

Mo For example, mmamﬁwwmmmmmmmmngmmmabm ¢lients,
and Washington is reporied to have focused stiention on the learning disabled.

# Ancillary Services to Support Welfareo-Work, prepaned by Mathematica Policy Research, Inc, under
contrect to DHHS/ASPE, Jung 1998,
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While 17 States {including California, Rlinois, and Texss) have committed all of their FY97 and
FY58 Federal TANF funds, the remainder of the States have about 83 billion (10 percent of the
tota') unobligated as of the fourth quarter of FY 98, th.e subject of much attention in Congress
and the press (see attached chart). The reasons include: State choices to hold resources for the
future in rainy day funds; a tinx lag in reallocating funds leRt uncommitied as a result of
unenpected caseload declines; and a time lag in implementing welfare reform on a statewide
basis. :
Inncvative investment of these funds is essentinl 10 the success of welfare reform.  States need
both to help working families to sustain and improve their employment and 16 help hard-to-serve
family members overcome their various obstacles within the time limits, so that all families are
gives the chance to sucoeed.

L

;f'bg Lnfinished Apends

Making work pay - to lift families out of poverty — has always been one of this
Administration’s major goals. Your intiatives 16 expand the EITC and child care, to raise the
minimum wage, and to encourage States to expand their earnings disregards through waivers,
have been important steps toward the goal of every working parent being able to provide for their
children’s basic needs. Yet millions of young, low-income parents are not benefiting from
programs like hiedicaid, Food Stamps, and child care that could support their entry into the
workforce and 1ift them out of poverty once they do work,

Worxing parents, including both those who have left welfare and those never on assistance,
should not have to worry about being unable to feed, house, clothe, or secure medical care for
their children. Yet there are millions of children now living in working familics with incomes
below the poverty level. To make work pay and ensure the long-term success of welfare reform,
forceful action is needed in at least three areas: supporting low-income working families who no
longer receive, or never received, cash assistance; helping the less employable TANF recipients
secuie stable jobs; and continuing our efforts 10 ensure that legal immigrant families are treated
fairly.

Many of the proposals below are in your FY 2000 budget. We will se¢ them enacted only if the
Administration as 8 whole makes these items high pricrities in any budget, tax or appropriations
neRo 18tions.

i. Bold the States’ feet to the fire.
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Milijons of eligible individuals are not participating in programs that would §ift them out of
poverty, We must use every means svailable to get States 10 reach out to these people and
provide them vith the benefits and services they need,

2. Enact your Child Care Initiative, which would make child care more affordable for
bundreds of thousands of low-income working families and, through the Early
Jearning Fund, increase the quality of child care and promote school readiness for
shildren across income levels. (in FY 2000 budget)

We are currently providing child care assistance through Child Care and Development Block
Grams for only 1.25 million of the 10 million children eligible. '

In aidition, an extensive body of research shows that the poor quality of care many young
children receive threatens their cognitive and social development. As you and the First Lady
highlighted in the 1997 White House conference on early learning and the brain, the first three
years are absolutely critical to an individual’s inteliectual development, Children who fall
behind during this crucial period may never catch up, with devastating educational and economic
conmsequences. This is why the Early Learning Fund should be 8 centerpiece of the
Administration’s education sgends.

3. Maximize access to Medicaid by publicizing the range of aptions available to States
under current law to widen outreach and broaden coverage, and by continuing to act
on reports that States may be inappropriately diverting eligible persons from Medicaid.

Shortly, we will issue & guidebook describing the requirements governing Medicaid eligibility,
application and enrollment. Under Medicaid, States have great flexibility tn how they operate
their. programs. The guide will also highlight the options States have for facilitating enrollment
-« guch as expanding coverage of working families under section 1931 and providing
presumptive ¢ligibility and 12 month continuous eligibility. As part of our ongoing technical
assistance activities, the Department will sponsor g “best practices™ conference to help
disseminate information on how to improve enroliment. We are also, as you know, working with
the MGA on a range of outreach activities for both Medicaid and CHIP,

4. Eliminate unnecessary reporting requirements for transitionsl Medicaid, in order to
grovide this transitional bealth coverage to more working families. (in FY 2000 budget)

This will lessen one of the main reasons cited by States and families for low utilization of
transitional Medicsid.

5. Expand allowable uses of the $500 million Medicaid fund created to cover the cost of
extra eligibility determination work resulting from the bresking of the link between
welfare and Medicaid, (in FY 2000 budget)

Giving States greater fiexibility in the use of these funds for outreach would allow them to enroll
in Madicaid and CHIP more children in families that are diverted from or never connected to
TANF.
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6. Resist efforts to rescind the funds available for CHIP.
7. Enact your proposal to increase the minimum wage from $5.15 to $6.15.

Various studies have found that the average wage for those leaving TANF for work ranges from
approximately $5.50 to $7.50 per hour. A minimum wage increase would put significantly more
moiey in the pockets of those parents currently working for less than $6.15 per hour and would
likely also bump up the wages of many now earning just over $6.15.

8. Make Food Stamps more accessible to working families by:

+ Eliminating the vehicle fair market value test (while retaining the more appropriate
equity test; the equity is the amount the bousehold would receive, and could use for
food, if the car were sold);

»  Giving States the option to implement quarterly reporting (in addition to the
. current options of monthly reporting or reporting any change within 10 days); and

» Increasing the error rate tolerance from the current $5, an action that would reduce
potential State liabilities for serving working families with changing circumstances.

The latter two proposals do not require legislation.

If savings are identified from the larger-than-expected decline in the Food Stamp caseload, it
would be appropriate and desirable to reinvest those dollars in the Food Stamp program to
expind access for working families. I know this is a priority for Secretary Glickman, and |
completely share his goals in this area.

The availability of Food Stamps as a support for such families can also be enhanced by
enccuraging State outreach, especially for families diverted from or leaving TANF, and by
clarifying State obligations under current law and regulations (which USDA did in & January 29
letter to State commissioners).

9. Publish the final TANF regulations, which will encourage States to help working
{amilies with transportation, child care or post-employment education or training (to
upgrade skills), and to otherwise use TANF dollars creatively to accomplish the goals of
welfare reform. ‘

In addition, the Department will continue to explore through demonstration projects innovative
strategies to stabilize the employment and boost the earnings of TANF recipients who find jobs.

This year, the Department will award the first High Performance Bonuses on job retention and
earnings gains, as well as initial job placement. We will continue to encourage States to focus on
thes:: goals, which will in turn provide us with a wealth of information regarding State
performance in welfare reform.
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10. iecure the additional $144 millien requested for HUD's Welfare-to-Work bousing
voucbers and the additional $75 millicn sought for the Department of Trausportation’s
Jab Access program in the FY 2000 budget.

11. Reauthorize DOL's Welfare-to-Work pregram, which is targeted to high-poverty areas
1nd to hard-to-employ recipients. {in the FY 2000 budget)

12. Encourage States to make the additional TANF investments (0.2, in substance abuse
snd mental health services, services for victims of domestic violence, intensive work
services) needed (0 move some of the more disadvantaged recipients into long-term
employment. Also encourage States to invest in services for non-custodial parents, to
telp them increase their earnings and child support payments.

-

13. Give States the option of providing Medicaid and CHIP to Jegal immigrant children
who entered the country afier enactmeat of welfare reform. (in the FY 2000 budget)

14. Giive States the option of providing Medicaid to pregnant legal immigrants who entered
the country after enactment of welfare reform, to ensure that their children, who will be
(LS, citizens, get the best start in fife. (in the FY 2000 budget)

15. Felease DOJANS/State guidance on public charge.

Clanifying the public charge policy will ensure that immigrant families know which benefits they
can socess without fear of deportation or other adverse impact on their immigration status, thus
addressing the potential effect of public charge on this community’s receipt of needed benefits,

16. Festore 881 and Medicaid for Jegal immigrants who entered after enactment of welfare
rzform, have been in the country for five years, and became disabled after entry. (inthe

FY 2000 budget)

17. Kestore Food Stamps {or aged legal immigrants who were i eountry prior to passage of
welfare reform and turned 65 after that date. {in the FY 2000 budget)

18. Hesist efforts to reduce the TANF block grant aod enact the Administration's budget
proposal to uncap the contingency fund; this combinstion will enhance States” ability to
mieet needs pot currently suticipated.

As welfare reform has m’impiemmﬁ in & time of & strong national economy, we know little
about how effective the TANF program would be in other economic circumstances. In addition,
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it is lxkely that falling caseloads have left on the welfare rolls a higher proportion of famxhes who
need intensive services.

- Conelusi

Perliaps the most important step you can take as President is to help working families by
fundamentally changing the perception of programs such as Food Stamps, health care
(Medicaid/CHIP), and child care so that they are seen as supports for working families. Low and
mocerate-income working families should think of Food Stamps, Medicaid, CHIP or child care
subsidies as no different from student ioans, Hope scholarships, or Pell Grants - which no one
consiilders welfare. States are the critical actors in this transformation and we need to hold them
accountable for both moving more forcefully in restructuring their income support systems to
meke them worker-friendly, and investing TANF resources to ensure that all families move to
work and succeed at it. The States need to focus on lifting working families out of poverty, not
Just gettmg them mto jObS
i . T EUR CO
The initial success of welfarc reform is clear Now we must, through the actions descnbed
above, take the next steps toward making work pay and ensuring that no working parent is
unable to meet their children’s and their own basic needs. Qur goal must be to lift every working
family out of poverty.
|

Attachment
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TrE SELRETARY OF MEAL TH AND HMURMAN SERVITES
WASIINGTOM. B . 20801

MAR 31999

MiEMORANDUM FOR THE PRESIDENT
z?
The attached 15 an Urban Institute analysis of Census’ Current Population Survey (C‘PS} data
regarding the participation rates of eligible citizens and non-citizens under welfare, Medicaid,
and Food Stamp programs. The analysis finds evidence of “chilling effects™ in that fewer
immigrant families, compared to citizen families, have been accessing a wide array of public
benefits, including important health and nutrition benefits. This greater rate of decline was
evident prior 1o the implementation of eligibility changes as part of welfare reform. For example,
welfare use by noncitizens declined by 35 percent from 1994 to 1997, while use by citizens
declined 15 percent. While Medicaid use by citizen housebolds under 200 percent of poverty did
no'; change sigmificantly, non-citizen family participation dropped 19 percent,

These findings replicate at a national leve! the findings that were released last summer by the
Urban Institute for Los Angeles based on county administrative data. Both analyses were finded
prirnarily unider a cooperative agreement grant supporied by the Department of Health and
Hu'man Services {HHS), the Department of Agriculture and the Immigration and Naturalization
Service, We shared an embargoed version of the analysis with interested Members of Congress
and their staffs the week of February 22nd, and HHS staff briefed Hispanic Caucus staff on
Fesruary 26th. The Urban Institute had originally targeted release for March 1, 1999, but now
plens 10 issue a press release regarding the analyis on March 9, 1999,

i
"i}z}?sc findings are important for several reasons.

. i? They provide evidence of a chilling effect on immigrant families’ access to benefits,
¥ consistent with many reports we have received. These effects, which include
#  benefits use by citizen children, may be the result of public charge policies, as well
I; as confusion over changing eligibility requirements. We have been engaged for some
’i time in extensive inter-agency discussions about how immigration officials should treat
I benefit use within the context of public charge provisions in immigration law and

» eligibility provisions in benefit laws. We have made significant progress and are hopeful

1 that we can resolve expeditiously the few remaining issues.

. The findings also provide support for the Administration’s current budget
proposals to restore health, nutrition, and cash benefits to particularly vuloerable
legal immigrants (e.g., children, pregnant wemen, and disabled immigrants
entering the country sfter 8/22/96). The pre-implementation declines in irmigrant use
of benefits may in part be due to the well-publicized debate and passage of welfare

e
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reform and immigration reform. The trends bear careful monitoring as current faw E
inrigrant eligibility restrictions, which will likely further reduce access to vital
benefits, ase implemented. The Administration’s current and past (e.g., BBA) benefit
restoration proposals, in conjunction with clear guidance on public charge policies, will
allow us to begin sending clearer messages to immigrant families regarding their
eligibility for benefits.

The analysis provides an important and timely contribution to the literature
regarding both welfare reform and the fiscal impacts of immigration and
immigrants. The analysis confirms that, contrary to assertions made during the welfare
and immigration reform debates, low-income immigrant families in 1994 were no more
likely than low-income citizen families to receive welfare (AFDC/TANF, $81, GA), and
by 1997 were less likely than citizen families to receive weifare. In 1994 immigram
families were more likely to receive Medicaid and Food Stamps, but immigrant
enrollment dropped significantly so that by 1997 they were only as likely as citizen
families to be enrolied. This information will be important as we develop policies and
outreach strategies for our TANF, Medicaid and CHIP programs.

-%?‘M

Donna E. Shalals

Attachinent
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Vice President

First Lady of the United States
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Gene Speriing



TRENDS IN NONCITIZENS® AND CITIZENS' USE OF PUBLIC BENEFITS
FOLLOWING WELFARE REFORM, 1994.-1997

Michael Fix
Jeffrey S. Passel

"The Urban Institute
Washington, DC

February 1999

[T ————

(202) 261 5517; mfix@ut.urban.org
{202) 261 5678; jpassel@ui.urhan.org

§

The iuthors would Jike fo thank Scott Anderson for his excellent research support and Wendy
Ziminermann, Leighton Ku and Karen Tumlin for helpful comments.

The riews expressed are those of the authors and do not necessarily reflect those of the funders or the
Urban Institute and its trustees.


mailto:jpassei@ui.urban.org
http:mfix@ui,urban.org

L

THE SECRETARY OF HEALTH ARD HUMAN SERVIZES
WASHINGTON, 3.0, #820:

MR 2 1090

MEMORANDUM FOR THE PRESIDENT

I am writing because of my deep concern sbout the direction of the recent Medicare Commission
discussions as Senator Breaux and Representative Thomas continue to court support for their
proposal. While I believe the Admindstration has and should continue to vigorously articulate
specific recommendations for strengthening and modernizing Medicare, we should be extremely
cautious about accepting the vague “pmmium support” model develop&:i by the Commission
without fully exploring the significant policy tssues it raises. In my view, it would also be a
taz:iwai mistake to cede political leverage by validating a premium support approach in advance
of the upcoming congressional debate.

Despite the very hard work of your é;&;iéintées, your staff, and the other Democrats involved with
the Commission, | think that we must conclude that the Commission has failed in its primary
task, which was to engage the policy community and the public in an open process that could
develop reasonably broad, bipartisan egreement on how to address the Jong-term financing issues
faciing Medicare. Instead, the work of the Commission has focused largely on recasting and
dressing up the Republican’s 1995 Medicare reform goal of privatizing Medicare under the guise
of “aremius suppon.” While the Democrats (helped considerably by your budget proposal) have
remained willing to engage on the primary mission of the Commission - long-term fnancial
selvency — hiftle progress has been made in this area. Indeed, et the last Commission meeting,
Republicans sought to recast the solvency debate in terms of the “rate of program growth” rather
thar: trust fund solvency - s fairly transparent attempt to dismiss your strong argument for

ded eating a portion of the surplus to extend the life of the Medicare Part A trust fund.

As the Commission winds up its work, we are lefl with 2 vague proposal that enjoys no public
creclibility, that fails w address the long-term financing problem of Medicare, that fails to address
the sritical need for an outpatient prescription drug benefit, and that fails to achieve any true
bipurtisan consensus on the appropriate future direction for Medicare. These problems are
fundamental. Even if some last minute maneuvering brings about some coverage for prescription
drizs or some use of the surplus, it seems doubtful that, after & thorough review, the “deal”
wonld long survive the Commission’s end.

In sddition, we have extraodinarily few details on many of the major elements of the proposal,
teaving the door open for the Republican leadership and Commission members to later
selectively invoke the Commission's endorsement for items they decide 1 include in theiy
legislative proposals. Another serious problem is that we only last week received an objective
analysis {from the HCF A actuary} of the financial impacts of the proposal, and we have yet to
reosive any information on the distributional consequences (the winners and Josers). | do not se¢
how we or the congressional Democrats can move forward on & bipartisan basis when there is no

i
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firn: meeting of the minds about what this proposal is intended to do, wha it affects, how it
would be structured, and who would pay for it

Although the proposal put forth by Senator Breaux and Representative Thomas lacks specificity
in many areas, the information that has been provided raises significant policy concemns. These
include:

A substantial portion of the savings from the propoesal result from raising
beneficiary costs. The estimates from the HCFA actuary indicate that roughly 45 percent
of the savings from the Breaux/Thomas proposal come from increasing costs to
heneficiaries, including specific proposals that would increase cost sharing (particularly
for home health care}, delay program eligibility fo age 67, and create a new income-
related premiwmn (&Zthough these savings may be spent on new low-income protections),
The income-related premium would begin at $24,000 for single beneficiaries and $30,000
for couples, a threshold so lowW that it essentially chang&s the social insurance nature of
the program. In contrast, the income related premium proposed in the Health Security
Act began at $90,000 for single beneficiaries and §110,000 for couples. The change in
the eligibility age will increase the number of uninsured Americans, whether or not 2 buy-
in proposal is included in the package. 1 do not believe that these proposals, as currently
specified, are good for Medicare or will be acceptable to most congressional Democrats.

The proposal places the traditiona! fee-for-service Medicare program and the
beneficiaries that it serves at risk. While the Breaux/Thomas proposal contains soroe
improvements for fee-for-service Medicare, including the new suthorities that vou have
regularly requested o make HCFA a more prudent purchaser, the premium support
program that is being considered would increase costs for those beneficiaries who elect to
stay in fee-for-service or who have no choice of plans (e.g., millions of beneficiaries in
rural areas}. According to the HCFA actusry, fee-for-service premiums will increase by
roughly 18 to 30 percent under premium support, with somewhat Jower increases, 10 to
20 percent, if BBA extenders are enacted at the same time. Such increases may force
lower income beneficiaries into private plans; beneficiaries in rural areas with no private
plan choices will be forced to pay much higher premiums,

The proposal does not guarantee that all beneficiaries will receive the Medicare
defined benefits. Although the Democrats on the Commission have repeatedly stated
that the benefit package for private plans should be defined so that it includes all existing
Medicare benefits, the proposal appears to allow a proposed Medicare Board 1o spprove
benefit variations. Without a defined benefit package, aggressive risk selection aetivities

by private plans could lead to greater adverse selection against the fee-for-service

program, Without perfect risk adjustment, which we do not have, fee-for-service costs
and premiums will increase.
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Premium support, which is the most contentious element of the proposal, neither
sddresses Medicare’s long-term financing problem nor produces sufficient savings
to justify its adoption at this time. According to the estimaies of the HCFA actuaries,
the inclusion of premium support will reduce Medicare spending in 2030 by just 2.5 to
3.1 percent. Over the 30-year period, premium support would provide only a little more
savings than would be gained from the combination of the proposed fee-for-service
modemizations and extending the BBA savings policies for about § years. While any
method of improving the efficiency of Medicare should be sericusly explored - and
premium support has some positive attributes — it is clear that premium support has little
impact on the long-term financial problems faced by the program.

As stated above, while we know something about the savings that may come about from

. premiem support, we still do not have distributional analyses of who wins and who loses

under different prenium support approaches. Given the political controversy that
premium support engenders, combined with its adverse impacts on beneficiaries without
other choices, it would be premature for us to give any indication that premium support
might be appropriate for Medicare. '

We also need to be mindful that the premiumn support concept rernains a moving target,
despite the attempts of Senator Breaux and Representative Thomas to provide some
direction. For example, at the last Commission meeting, three of the advocates of
premivm support suggested that their support was based primarily on the ability of private

plans under premium support to provide substantial additional bepefits to beneficianies.
"However, the premiuns support specifications released by Senator Breaux either eliminate

or substantially restrict {two options) the ability of private plans to offer additonal
benefits. Some members of the Commission and most of the public are not yet aware of
this fact, and many potential supporters may have second thoughts when they understand
the new direction. Again, I think that there is need for extreme caution in our public
pronouncements until the details are wrinten down and well understood by all of the
relevant parties.

The proposal does not include a critically needed outpatient pharmaceutics! benefit
for all beneficiaries. As you well know, prescription drug therapies are increasingly
important to improving the health and well-being of our citizens, particularly those with
chronic health conditions. Medicare simply cannot operate efficiently unless providers
and health plans can use all of the tools available to improve the health of the elderly and

the disabled.

Unfortunately, Senator Breaux and Representative Thomas have not agreed to support
inclusion of a prescription drug benefit that would be available 1o all Medicare
beneficiaries, instead suggesting a combination of different approaches for different
segments of the Medicare population. Their stated reason for opposing a Medicare
outpatient pharmaceutical bepefit is a concemn about substituting for existing prescription
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© drug coverage, but much of this concemn is misdirected, A substantial portion of existing

© spending is either in public programs (i.e., Medicaid) or government subsidized (i.e.,
smployer-provided retiree benefits, Medicare+Choice plans). Further, all of the trends
indicate that employers will be providing fewer retiree health care benefits in the future.

Another concern raised by some Commission members is that a Medicare pharmaceutical
benefit would give HCFA too much power over the prices that the elderly pay for
prescription drugs. 1 view this argument as saying that we should be putting the profit
+ peeds of the pharmaceutical industry above the needs of beneficiaries to have access
adequate health care. We must assure that beneficiaries are provided an affordable
prescription drug benefit and that HCFA and private plans have sufficient authority to
~ procure needed drugs at the best possible prices for beneficiaries and taxpayers.

.« The new Medicare Board that wounld be created under the proposal would bifurcate
" federal responsibility for Medicare and significantly reduce executive branch
influence over Medicare policy and spending. The Breaux/Thomas proposal to create
a new Medicare Board would result in a split of administrative responsibility for
Medicare, with the new Board overseeing private plans, and HCFA continuing to have
responsibility for fee-for-service Medicare. This split of responsibility would eliminate
the single point of accountability for Medicare that we have today, and would make it
much more difficult for the President and the Executive Branch to coordinate overall
" Medicare policy in a way that focuses on the needs of all beneficiaries, It also could
i diffuse our successful anti-fraud efforts, particularly the aggressive initiatives undertaken
by the HHS Inspector General, by separating accountability over program finances. Such
a change is not prudent given the important role that Medicare plays in the lives of
millions of Americans as well as its significant impact on the federal budget.

£

«  Current beneficiaries may experience significant disruptions. We also need to be

I cautious about the extent to which we cause large disruptions for current beneficiaries.
Last year, when a large number of managed care plans Jeft the program, there was a
considerable backlash from beneficiaries who experienced changes in plans, benefits and
providers. Significantly greater changes for beneficiaries are likely under the
Breaux/Thomas proposal. For example, the proposal would significantly limit the extent
1o which private plans could offer additional benefits to beneficianies, which would mean
that most current beneficiaries in Medicare4Choice plans would Jose many of the benefits
that they have (oday. In addition, market shake-ups and plan withdrawals could well be

more frequent and more extreme under premium support, particularly in the early years
+ *  before the system stabilizes, These issues have received no attention by the Commission.

@

Iri raising these serious concerns, I am also reminded that the Administration has a vision for
aiddressing Medicare’s financial problems and for strengthening and modernizing the benefits
and program operations. As your budget proposal demonstrates, the Administration, working
with congressional Democrats and interested Republicans, can begin to address Medicare's
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problems without undermining the financial security of present and future beneficiaries. A
thoughtful approach that includes dedication of a portion of the surplus to Medicare, the
authority for HCFA to use more competitive purchasing practices, a responsible income-related
premium aimed at truly higher income beneficiaries, an affordable prescription drug benefit,
more rational cost sharing, and an extension of BBA savings proposals would be a package that
coud receive substantial support. These policies have been discussed before and are fairly well
understood by the public and the Congress, and, unlike premium support, would not be
considered radical change to the program.

We have an opportunity this year to make real improvements in Medicare that both secure the
financing of the program for years and enhance the health care protection that we offer the
eldedly and disabled. But as we continue to put forth our vision for change, 1 believe that we
need to be careful not to provide political cover to an untested, radical restructuring proposal that
may be taken up in Congress this year. In my opinion, providing Administration validation of
premium support would diminish our ability to control the details through the legislative process,
poteatially handing us a tske-or-leave-it proposal for Medicare restructuring imbedded in a
broaler legislative vehicle at the end of this session. As we move forward, we need to protect
the program from those whose ultimate goal is simply to privatize rather than improve Medicare.

The :ormmissian process has been s trying one for all of us, and everyone who supports this
prog-am appreciates the effort that you personally and your appointees and staff have made to try
and 1nake the process a success. | hope that we can shift those energies now toward developing a
propasal that is consistent with the values that underiie this program and which can garer broad
public support and bipartisan support in Congress.

E. Shalala
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MEMORANDUM FOR THE PRESIDENT

Please accept the enclosed implementation plan in response to your Executive Memorandum
directing the Department to take steps to make wbaceo industry documents more readily
siccessible 1o the public health community, the scientific community, the States, and the public at
large. The plan we have developed will ensure greater access to these important documents and
ssgnificantly increase our understanding of the health consequences of tobacco use and the extent
to which this information has been systematically concealed from the public.

With your concurrence, we are prepared to immediately execute the plan and launch a broad,
collaborative initiative of research and education that wall help us te better understand the
iobacca epidemic and identify the most effective regulatory and programmatic strategies to
reduce the harm caused by tobacco products. Your challenge to the Department and commitment
to the nation’s public health have been critically important to the success of this historic

L ﬁ{iz%l\mg and 1o our common goai of a tnb&cco»free adolescence for every child.
E:
§

: Ké{) a B Shalala

Enclosure



Response to Executive Memorandum
Public Availability of Tobacce Documents

On July 17, 1998, the President issued an Executive Memorandum highlighting the importance
of tobacco industry documents that have heen released as a result of recent 1obacco litigation and
congressional subpoenas. This initiative is designed 1o lift the tobaceo industry’s veil of secrecy
so that all Americans can know the origins of our epidemic of teen smoking and the history of
our national addiction 1¢ tobacco, and allow us to use the industry’s darkest secrets (0 save a new
generation of children from the deadly habit of tobacco use. Citing the potential value of these
documents to the American people and the nation’s public health community, the Kémm‘aﬁéam
directed the Secretary of Health and Human Services to do the following:

1. Propose 3 method for coordinating review of the éeczzmcm& and making
available an easily searchable mdex and/or digest of the reviewed
documents.

2. Propose a plan to disseminate widely the index and/or digest as well as the

documents themselves, including expanded use of the Internet,

3.-  Provide a strategy for coordinating a broad public and pnvate review and
analysis of the documents to gain cnitical public health information. Issues
to be considered as part of this analysis inchude: nicotine addiction and
pharmacology: biomedical research, including ingredient safety; product

. design; and youth marketing strategics.

This paper proposes a plan o fulfil] the objectives cutlined in the Executive Memorandum.

L. % Preface
Importance of Tobacco Industry Docaments

: Landmark tobacco litigation brought by the State Attorneys General and others,
Congressional inquiries, and the Food and Drug Administration’s historic investigation
have resulted in the release of millions of previously inaccessible internal tobacco
industrv documents. Among other things, the documents contain information about what
manufacturers know and have known about the health consequences of tobaceo use, how
they have concealed this knowledge from the public, how cigarettes are designed, how
the industry abandoned research into safer products for fear of litigation, how the industry
has targeted its marketing to particular demographic groups including youth, what factors
are most important in determining tobacco use, and how the industry has worked w
undermine public health efforts that effectively reduce tobacco use.

e



The mformation that is now available, but not vet analyzed in detail or effectively
disseminated, will be invaluable in helping scientists, educators, public health specialists,
and regulators understand the development of the tobacco epidemic, and will allow them

to better educate the public and 1o develop effective regulatory and public heaith

strategies (o reduce the harm caused by tobacco producis. This information will help us
design betier public health strategies to break the addictive hold that tobaceo currenily
has on 4.5 million children and 47 million adults in this nation.

Available Documents

The single most comprehensive helding of documents is in Minneapolis, Minnesota, &t
the State of Minnesota’s Document Depository, established as part of the settiement
reached in May 199K 1o resolve the lawsuit brought by the Minnesota Attorney General
and Blue Cross and Blue Shield of Minnesota against the tobacco companies. The
depository contains an estimated 26 million pages of docurnents acquired through
discovery in the Minnesota litigation and will, as a condition of the Minnesata settlement,
incorporate documents released in any other smoking and health litigation in this country.
Another 7 million pages of documents acquired through the litigation are stored in
Guildford, England. However, the vast majority of these 33 million pages are only
available on site at the two depositories.

Additionally, the depository is also home 10 the Minnesota Select Set, which contains the
1-2 percent of the 33 million pages selected by the Minnesota trial atiomeys as possible
trial exhibits. Also gvailable only on site is an electromic search engine and index (the
“4-B index™} which allow documents to be searched by date, author, and title [etc.], but
not by subject matter,

A fraction of the documents in the depository, as well as other documents, are available
through five primary Internet sites: the House of Representatives Commerce Commines
Site {http://www.house.govicommerce/TobaccoDocs/document himl; 39,000 documents
released in the Minnesota trial for which the industry had claimed privilege; these
documents were subpoenaed by Commerce Commitiee Chairman Bliley and are not
available at the depository); the Smokescreen site where many of the Commerce
Committee documents are available in a searchable format

{hitp://www smokescreen org/documents); University of Califormia Library site
{http:/fwww library ucsf.edu/tobacco; Brown & Williamson documents released in 1994
and the Mangini collection released in 1998); the Tobacco Resolution (tobacco industry)
site (http://www.tobaccoresolution.com); and the Blue Cross/Blue Shield of Minnesota
site (htp://www.mnbluecrosstobaceo.com/toblitvinalnews/index html; the 3,000
documents used as Minnesota trial exhibits).
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The challenges o researchers and others interested in obtaining information from the
documents include the following:

. a fraction of the documents are in electronic format, and the vast majority of
documents are available only in hard copy at the Minnesota depository;
the 4-B index is only available on site at the Minnesota depository;
documents are not organized by broad subject categories; :

+ lack of subject indexing prevents searching of documents by subject or key word,
full-text searches for most documents are not possible; and
documents are sorted separately by company or institution, requiring searching of
several databases for a single area of interest,

Users of Documents

In determining priorilies to improve accessibility to the documents, it is critical to
understand the wide range of potential users of the documents and the needs of those
users.

Three primary groups of users will be the research community, the public heaith
community, and regulators. Researchers will play the critical role of analyzing the
documents for their public health value, including decades-worth of industry-sponsored
studies on the nature of nicotine addiction, tobacco-related illnesses, and marketing
strategics targeting children. Members of the public health community will use the
documents to deternine strategic priorities for shaping public policy, devise
interventions o help people quit and prevent young people from starting to smoke. and
educate policy makers and the public. Regulators will use the documents to obtain
detaiied information that will help guide and inform their work.

Other users include the journalistic and legal communities. Journalists and lawyers will
want direct sccess 1 documents, but they will also rely on researchers and members of
the public health community to learn about information of potential value in the
documents.

While the general public will not be the primary users of these materials, the American
people -~ especially educators, parents and youth - should be the ultimate beneficiary of
information contained in the documents. The public deserves (o leam both what the
industry knew about the dangers of smoking while marketing their products, and steps
that can taken to improve their health. Researchers, advocates and journalists can help
the public better understand how the tobacen industry sought for years to hide the guth
about the dangers of smoking and about their own systematic efforts 1o targes children.
Finally, these documents ¢can be an immensely important education too] and shouid be
provided 1o teachers, parents, and students. Because research shows that an effective way
to reduce youth smoking is 1o expose industry efforts to lure children by glamorizing



smoking, special attention should be devoted to packaging and distributing educational
f materials based on documents that reveal this practice.

The Changing Landscape of Document Accessibility

v Intaking steps to increase the accessibility of tobacco industry documents, the federal
: government should devise a svstem that can be adapted and upgraded 1o keep pace with
other public and private ¢fforts. As litigation continues, more documents and information
will become available to the public. For instance, the recent settlement between the states
+  and the tobacco industry promises to improve access 1o documents. Moreover, the
Department of Justice has filed'a brief on behalf of the Department of Health and Human
Services in support of the State of Minnesota’s efforts 10 unseal the tobacco industry’s
own rulti-million dollar computerized index (the “4-A Index™). The court has recently
ruled in favor of the government. The 4-A index would permit far more precise searches
and focused identification of documents than the 4-B index currently available at the

Minnzsota Depository.

The privaie secior has expressed a keen interest in processing the documents. Firms are
already marketing full-text searchable CIDV-ROMs of subsets of the documents, but these
sets are often expensive. It is likely that the activities of the marketplace will expand,
making more docwments more easily accessible.

if
il Nesxt Steps

{raportant steps can and should be taken now, however, to make the incredibly valuable public
health information in these documents available and easy to use. Working with the Department
ot Justice, the Department of Health and Hurnan Services will:

o Within 60 days, create a comprehensive HHS Internet site with a searchable version of
the 4-B index that will enable the public to locate and order through fax or mail from the
Minnesota Depository a1 cost electronic images or paper copies of its tobacco industry
documents. For the first time, the 1obacco industry documents in the Minnesota Depository will
be readily accessible. In addition, this gateway site will have links 1o other Intemet sites with
whacco industry documents and will provide information on how best to use those other sites. To
expedite and facilitate coordination in the rescarch effort, HHS will establish communications
svstems through the Internet site and other electronic means to enable researchers to coordinare
their activities and share (he results of their findings. As additional research tools or indices
become available, they, too, will be added 1o the HHS Internet site.

0. Within 120 days, make availabie to the public on CD-ROM, imaged copies of all the
wobaceo industry documents contained in the Minnesota Select Set. These documents, totaling
about 500,000 pages, were chosen by the Minnesota Attorney General’s office and its co~counsel
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as the most imporiant documents for that state’s litigation. Currently, most of the documents are
not available electronically, but instead are available only in hard copy on-site at the depository.

o Within 120 days, announce the intention of the National Cancer Institute (NCI) to suppornt
additional research on tobacco industry documents. NCI has already taken an initial step in this
d'rection by funding research based on recently disclosed tobaceo industry documents. This
aiditional funding wili enable NCI to expand its research in this area and others of ¢critical
irnportance to public health, including nicotine addiction and pharmacology; biomedical
research, including ingredient safety; product design; youth marketing strategies; and
environmental tobacco smoke. A special ad hoc review group will be formed (o review research
proposals in this waque field, Under this program announcement, twbacco industry documents
used in the research along with an index prepared by the researchers will be made available in an
appropnate elecironic format on the HHS Internet site. In addition, NCI will convene semi-
annual research meetings (o give tobacco document researchers the opportunity to report on their
progress, to discuss common problems and solutions, and to develop collaborative research. A
centralized inventory of published analyses in the scientific literature will be maintained on the
HHS Intemet site to monitor progress toward the Department’s goals.

G Within 180 days, the Minnesota Select Set will be made available in a text-searchable
‘ormat on the HHS Intemnet site. At the same time, HHS will post on the HHS Internet site a
single search interface able to search other tobacco industry document sites, within technological
Himitations. This would allow a user to enter a single set of search parameters into the HHS
search interface (which would sequentially search all other sites that it is technically able to
search), browse the results of the search on the HHS site, and link 0 the documents on other sites
resulting from the search.

‘o Within a year, an assessment will be made on what additional steps can be taken 1o ensure
:the widest available dissemination and most efficient public health analysis of the information
contained in the tobacco mdustry's secret documents.

1. Conclusion . ‘

The documents discussed in this paper offer the most valuable information on tobacco
and bealth issues 1o become available in the past several years. As research into effective
tobacco use reduction suggests a shift from clinical to public health and public policy
approaches, the industry’s internal documents provide information relevant to these
approaches not obtainable through other means.

The steps outlined in this plan will greatly enhance the ability of researchers and the
public health community 1o understand the tobacce epidemic and to identify effective
strategies to combat the epidemic. Improved access to documents and the activities of
researchers and public health interests will ultimately resull in a nation better informed
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researchers and public health interests will ultimately result in a nation better informed
about the risks of tobacco use, about the nature of tobacco marketing, and about steps that
individuals and government can take to reduce tobacco use in their families and
communities.
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RVICES Chief of Stalf

wWashington, 3.€. 20201

January 6, 1999

MEMORANDUM FOR THURGOOD MARSHALL, JR.

N )
- Atiached is a Memorandum for the President detailing a departmental implementation plan o

mzke tobacco industry documents more readily accessible to the public health community, the
scientific community, the state and the public at large. This implementation plan was prepared in
response to an Executive Memorandum from the President,

Should you need further assistance, please contact me at {202} 690-7431.
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