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NOV 13 1997

MEMORANDUM FOR THE PRESIDENT

Now is the time for our Nation to increase substantially its investment in research that will
combat disease and enhance health. As we look toward the final years of the Clinton-Gore
Administration, I urge you to set in motion what could prove to be one of your most enduring
and significant legacies -- a plan to significantly improve the Nation's health by doubling the
research budgets of our major scientific research agencies, the National Institutes of Health
(NIH), the Centers for Disease Control and Prevention (CDC), and the Agency for Health Care
Policy and Research (AHCPR).

Today, because of your leadership, our Nation is at peace and on firm economic ground. Many
of our citizens are once again living the American dream. They have good jobs. They have the
income to buy a home, raise a family, and educate their children. Inflation rates are low. The
budget is virtually balanced. High among the remaining concerns of our citizens are disease,
disability, and untimely death. Only health research can overcome these scourges and promise
longer, healthier lives for ourselves, our children, and our children's children.

At the dedication of the NIH campus in 1940, Franklin Delano Roosevelt said, "We cannot be a
strong Nation unless we are a healthy Nation." In recognition of that principle, the Federal
Government decided more than half a century ago to invest systematically in health research.
This research has led to important innovations in high quality services.

Today, the U.S. has an unrivaled record of achievements inspired by the challenges of human
illness. Many of the diseases and disabilities that our parents and grandparents faced a
generation ago can now be prevented or treated:

. Age-adjusted mortality from coronary artery disease and stroke has been halved.

. Cancer death rates have begun to fall for the first time in history, and certain formerly
lethal cancers like childhood leukemia and testicular cancer are now rarely fatal.

. Smalipox has been eradicated from the entire world, and polio has recently been
eliminated from the Western Hemisphere.

. Surgical interventions, such as organ transplantation or cardiac pacemakers, can restore
virtually normal life to many who are gravely ill.
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. An entire generation of those suffering from severe depression or schizophrenia is able to
lead productive lives because of modern drugs.

. The incidence of childhood diseases preventable with vaccines is at its lowest leve! ever.

. AIDS patients can plan for a future they would have otherwise been denied just a few
years ago, because of new combination therapies.

. Because of new clot-dissolving drugs, many stroke patients no longer live with severe
disability.

The ability of patients and clinicians to make informed treatment choices has been greatly
expanded as a result of outcomes and effectiveness research. These achievements, and many
others, would not have occurred without our Nation's strong and sustained support of research.

While such public health accomplishments are unprecedented in human history, they pale in
comparison to what is yet to come. We have entered the "golden age” of biomedical, prevention,
and health services research. Today's researchers are unveiling the fundamental properties of
cells and genes, the structure of proteins, and the circuitry of the world's most awesome
computer, the human brain. Science is yielding stunning new insights into the mechanisms of
disease and envisioning the means to treat devastating illnesses and disabilities. It promises a
future in which the fear of cancer, heart disease, AIDS, mental illness, birth defects, or diabetes,
among others, is enormously reduced.

To deliver on this promise, a bold new investment in health research is needed. To ensure that
we all reap the full rewards of this wealth of innovation, our health research agenda must include
a substantial investment in health services and prevention research. Health services research can
correct the underuse of effective interventions and continued reliance upon outmoded approaches
to patient care that contribute to the cost of care and the loss of life. Prevention research can help
us to reduce dramatically the incidence of birth defects, injuries, certain cancers, and
cardiovascular and sexually transmitted diseases.

This type of research has led to remarkable reductions in vaccine-preventable diseases and
childhood lead poisoning. Additional investments in research, conducted in partnership with
communities throughout the Nation, could lead to further dramatic reductions in illnesses,
injuries and deaths. For example, we know that at least 50 percent of spina bifida and
anencephaly could be prevented if all women capable of becoming pregnant took 400 micro-
grams of folic acid daily. At present only 25 percent of such women take this amount each day;
research is needed to learn how to increase this proportion to virtually 100 percent. Or if all
bicyclists could be convinced to wear safety helmets, we would reduce the risk of brain injury
among bicyclists by 88 percent. Diabetes is another major area for potential prevention research
intervention. This research could reduce significantly the development of adult-onset diabetes,
as well reduce the complications of diabetes by about half.
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Several converging trends argue strongly that the time for investing boldly is now. The aging of
the baby-boom generation will increase the prevalence of chronic diseases, such as osteoporosis,
Parkinson's and Alzheimer's diseases; preventing or delaying the onset of such diseases will
deliver enormous social and economic benefits. The growing health needs of minority and
socioeconomically disadvantaged populations demand specific attention to guarantee that all
Americans reap the benefits of new health knowledge. Changes in our health care system are
challenging traditional means of delivering care and conducting research. Government, industry,
academnia, and health care providers will need to develop new ways to assess the health of the
public, to provide the highest quality care, to measure health outcomes, and to ensure that the
most effective interventions —- old and new -- are being used in everyday practice. In addition,
much of our Nation's research infrastructure is obsolete. Investment in new buildings,
refurbished facilities, innovative instrumentation, information technology systems, and, most
critically, training of scientists, are all vital to preserving our world leadership in health research.

. Most importantly, our scientists are poised to change the practice of medicine in the most
fundamental ways, in part because of extraordinary new research methods. Important strides in
imaging technologies make it possible to visualize living cells and whole organs, as well as the
architecture of individual molecules. The Human Genome Project is speeding the discovery of .
disease genes as it lays open the blueprint of human beings. Computer-based information
systems are enabling scientists to analyze rapidly the vast amounts of data being collected with
these new methods.

With these and other tools in hand, we can realistically anticipate sweeping changes in our
approaches to curing disease and protecting the public health. For example, physicians will be
able to select accurately the best course of treatment for cancers of the prostate, breast, ovary
and other tissues because of new knowledge about genes and the molecular fingerprint of
individual tumors. Laboratory and clinical research will change the management of diabetes;
with improved methods for accurate blood glucose measurement and new methods of metabolic
control, the debilitating nerve, eye, and kidney complications of this disease will be prevented.

One day, because of genetic research, we will be able to identify individuals at increased risk for
diseases like hypertension and stroke, glaucoma, osteoporosis, Alzheimer's disease, or severe
depression, and design appropriate interventions. We will have effective vaccines for pandemic
diseases such as AIDS, tuberculosis, and malaria. The discovery of the obesity gene and its
hormone product, leptin, will be parlayed into novel and safe strategies for appetite and weight
control. - We will be able to rejuvenate the failing heart by grafiing healthy muscle cells to
cardiac tissue damaged by a heart attack. New knowledge about the biological basis of craving

. &nd addiction will result in medications targeted specifically to receptors in the brain which play
a role in substance abuse.

Finally, research to move discoveries into the clinic, to determine what works best in daily
practice, and to improve the quality of patient care will lead to direct and immediate public
benefits, as well as contribute to the solvency of the Medicare program. Health services research
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bas shown that 30 percent of patients receive medical procedures that are not appropriate when
measured against rigorous clinical standards. By combining research on what works best in daily
practice and effectively transferring that knowledge to practitioners with effective strategies for
measuring and improving quality, we can reduce inappropriate variation, accelerate the pace at
which the benefits of science improve clinical care, and identify clinical treatments which can
reduce costs and improve quality.

To achieve these exciting goals, I strongly urge you in your State of the Union address and fiscal
year 1999 budget submission to propose these health research investments:

. Double NIH funding in 10 years, with a 50 percent increase in five years. We need a ,
1999 increase that is significantly larger than the 7.1 percent increase appropriated by the
Congress for 1998; I have proposed a 10 percent increase in 1999.

. Address most of the great research university and academic medical center laboratory
construction needs in a bold five-year program which combines matching grants and loan
guarantees. This would be funded within the NIH total.

. Create a bold new CDC prevention research program to ensure the maximum pubtic
benefit from the findings of health research, phasing up to $1 billion in 2008.

. Reinvent the Agency for Health Care Policy and Research to dramatically commit to the
new health services research we need to vigorously exploit new scientific knowledge to
improve the quality of health care plans while restraining health care costs, phasing up to
$0.8 billion in 2008.

. The best way to accomplish this dramatic increase in health research, without
endangering other priorities, is a dedicated funding source such as an assessment on
insurance premiums, or another suitable revenue source such as new tobacco legislation.

Mr. President, you lead the country at an auspicious moment in our history -- a moment when
scientific opportunity is matched by economic and political feasibility. There is already broad
bipartisan support for a doubling of our Nation's investment in health research in response

to the extraordinary scientific promises I bave outlined. You must seize this moment. By doing
50, you, like President Roosevelt a half century ago, will establish a lasting legacy of health for
future generations at home and abroad. :

TS5 B~

Donna E. Shalala
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DRAFT: National Institutes of Health (NIH) Funding Options
(Dollars in Billions, Fiscal Years)

OPTION BUDGET EFFECTS SPENDING LEVEL 5-YR AVG
GROWTH
5 Years 10 Years 1993 1998 2003 2008
1. HHS: Double $156 $53.2 $10.3 $13.6 $20.4 $27.1 8.4%
1998
2. Double 1998, $12.6 $50.5 $10.3 $13.6 $19.5 $28.0 7.5%
Equal Growth
3. Double $9.1 $34.2 $10.3 $13.6 $18.3 244 6.0%
Growth
4. Double 1993 $4.9 $15.9 $10.3 $13.6 $16.8 20.6 4.2%
5a. Double NCI by $4.9 $16.4 $10.3 $13.6 $17.2 20.4 4.7%
2003
NCI: $2.0 | NCI: $2.2 | NCI: $4.4 NCI: $5.6 | NCI: 14.7%
5b. Double NCI by $1.6 $6.8 $10.3 $13.6 $15.9 19.2 3.1%
2008
NCI: $2.0 | NCI: $2.2 | NCI: $3.1 NCI: $4.4 § NCI: 7.1%




Dear 7

National institutes of Health (NIH) Funding Options
(Dollars in millions}

1993 1998 1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 1994-1998 1999-2003 1999-2008

PRE-CLINTON BASELINE 10,328 11,973 12,332 12,702 13,083 13,476 13,880 14,296 14,725 15,167 15,622 16,091
CURRENT BASELINE 10,328 13,648 13,648 14,057 14,479 14,914 15,361 15,822 16,296 16,785 17,289 17,808
Increase over Baseling 1,675 1,316 1,355 1,396 1,438 1,481 1,525 1,571 1,618 1,667 1,717 4,090 6,986 15,084
Growth 7.1% 0.0% 3.0% 3.0% 3.0% 3.0% 3.0% 3.0% 3.0% 3.0% 3.0% 57% 2.4% 2.7%
1. HHS: Double 1998 $ by 2008 13,648 14,999 16,201 17,499 18,902 20,418 21623 22899 24250 25681 27,197
increase over Baseline 1,351 2,143 3,020 3,989 5,058 5,81 6,602 7,465 8,392 9,389 4,090 16,560 53,209
Growth 9.9% 8.0% 8.0% 8.0% 8.0% 5.9% 59% 5.9% 5.9% 59% 5.7% 8.4% 7.1%
2. Double 1998 § by 2008: Constant Growth 13,648 14,665 15,757 16,932 18,193 19,549 21005 22,570 24,252 26,058 28,000
Increase over Baseline 1,017 1,700 2,452 3,279 4,188 5,183 6,274 7.466 8,770 10,192 4,090 12,636 50,521
Growth 7.5% 7.5% 7.5% 7.5% 7.5% 7.5% 7.5% 7.5% 7.5% 7.5% 57% 7.5% 7.5%
3. Double Growth 13,648 14,467 15,335 16,255 17,230 18,264 19,360 20,522 21,753 23,058 24441
Increase over Baseline 819 1,277 1,776 2,317 2,903 3,538 4,225 4,968 5,769 6,634 4,090 9,092 34,226
Growth 6.0% 6.0% 6.0% 6.0% 6.0% 6.0% 6.0% 6.0% 6.0% 6.0% 5.7% 6.0% 6.0%
4, Double 1993 § by 2008 13,648 14,222 14,819 15,442 16,01 16,767 17,472 18,207 18,972 19,768 20,600
Increase over Baseline 574 762 963 1,178 1,407 1,650 1,910 2,186 2,480 2,792 4,090 4,883 15,002
Growth 4.2% 4.2% 4.2% 4.2% 4.2% 4.2% 4.2% 4.2% 4.2% 4.2% 57% 4.2% 4.2%
5a Double 1958 NCI $ by 2003 13,648 13,907 14,622 15,401 16,255 17,191 17,795 18,421 19,670 19,744 20,444
Increase over Baseline 259 564 922 1,341 1,830 1,873 2,124 2,285 2,456 2,636 4,080 4,917 16,391
Growth 1.9% 51% 53% 5.5% 5.8% 3.5% 3.5% 3.5% 3.5% 3.5% 5.7% 4.7% 4.1%
Note: NCI baseline 1,978 2,217 2,284 2,352 2,423 2,495 2,570 2,647 2,727 2,808 2,893 2,979
NCI proposed spending - 2,217 2,543 2,916 3,345 3,836 4,400 4,620 4,851 5,094 5,348 5616
Increase over Baseline 259 564 922 1,341 1,830 1,973 2,124 2,285 2,456 2,636 4,090 4,917 16,391
Growth . 14.7% 14.7% 14.7% 14.7% 14.7% 5.0% 5.0% 5.0% 50% 5.0% 2.3% 14.7% 9.7%
§b. Double 1998 NCI § by 2008 13,648 13,738 14,248 14,780 15,335 15,914 16,519 17,152 17,813 18,505 19,228
Increase over Baseline 91 191 3 421 553 698 856 1,028 1,216 1,421 4,090 1,556 6,774
Growth 0.7% 3.7% 37% 3.8% 3.8% 3.8% 3.8% 3.9% 3.9% 3.9% 57% 31% 3.5%
Note: NCI baseline 1,978 2,217 2,284 2,352 2,423 2,495 2,570 2,647 2,727 2,808 2,893 2,979
NCI proposed spending 2,217 2,374 2,543 2,723 2,916 3,123 3,345 3,582 3,836 4,109 4,400
Increase over Baseline 91 191 301 421 553 698 856 1,028 1,216 1,421 4,090 1,556 6,774

Growth 7.1% 7.1% 7.1% 7.1% 7.1% 7.1% 7.1% 7.1% 7.1% 7.1% 2.3% 7.1% 7.1%




