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THE WHITE HOUSE

Office of the Press Secretary

‘or Immediate Release ' . March 29, 1996

REMARKS BY THE PRESIDENT
AT CEREMONY FOR ANTI-CANCER INITIATIVE

The East Room

3:06 P.M. EST

THE PRESIDENT: Mr. Vice President, Secretary Shalala,
)r. Kessler, Congressman Richardson, welcome. To all of you who are
lere, I welcome you and I thank you, each in your own way, for the
ower of your example.

I thank Stacy, too, especially for being here and
zelling us her story, and doing it in the way that she did. We know
e can thank modern medicine, but you saw a little bit of her steel
ind grit when she was talking, and it's a great testimony to her
‘aith and to her inner strength. I think that we ought to ask her
yarents to stand since she mentioned them.

Would you stand up, please, Mr. and Mrs. Oller? Thank
rou. (Applause.) Thank you very much.

Perhaps more than any other health statistic in America,
sancer touches virtually every family. My mother and my stepfather
succumbed to cancer; the Vice President lost his sister. Just before
soming here today I proclaimed April Cancer Control Month over in the
)val Office, and I was there with several cancer patients and their
‘amilies. They're all over here, and I want to thank all of them for
soming to visit with me, the children and the adults alike, the
yarents, the brothers, the sisters. As families, they are fighting
‘'or a way to win this battle, and the rest of us owe it to them to
jive them every chance they can to win. That's why we're here today:
1e want to have more people like Stacy.

More than ever before, we know from the sheer statistics
‘hat cancer is treatable and beatable. We know that early detection
ind prevention are critical. We have, therefore, put more resources
.n to mammograms for women over 50, -and we ‘have taken a very strong
stand - against the use of tobacco by young people and against any

ittempt to induce them to use it.: .

.. When cancer. does strike we have an .ever-growing arsenal
f new drugs ‘and cutting-edge therapies to fight it. But before any
.reatment can get to patients, we need to make sure it is safe and
ffective. The development and approval process can take years.
lhen a member of a family gets cancer, the whole family bears the
)ain, and years are sometimes far, far too long. These families
should not also suffer from the stress of knowing that there may be
)etter remedies already out there, but they're somehow not quite



available.

So I'm happy today to say to those patients and to their
families, the waiting is over. Today, we announce a major new
initiative to speed new cancer therapies to our people. These
changes will affect at least 100 drugs now being studied. Dozens of
them will get to the market sooner, and that means they can help
Americans suffering from cancers of the breast, lung, ovary, prostate




ind colon, among others. For these Americans, we cannot guarantee
1iracles, but at least now new hope is on the way.

With our reforms, cancer patients won't have to leave
:he country to look for promising treatments. If a drug does
lemonstrate effectiveness, patients will have access to it here even
thile the drug continues to undergo tests for approval. Let me
xmphasize, these steps will speed cancer drugs to patients who need
:hem when they need them. They will help to save lives. They will
jive cancer patients a better chance. They will do all this by
sutting red tape, but they will not -- they will not -- cut corners
m safety. We are doing this the right way and it is the right thing
o do.

This initiative is part of our National Performance
leview, popularly known as REGO, Reinventing Government. This
emarkable effort has been chaired brilliantly by the Vice President,
ind it will, among other things, now cut the development time for
Irugs by as much as several years. At the same time, the FDA will
:ut is review time for these drugs from 12 months to six months.

The initiative contains four major proposals. First, we
ropose to accelerate approval for cancer drugs by allowing companies
0 apply to market a treatment that is still being tested. In other
iords, if a drug shows promise by shrinking tumors, for example, it
an be considered for approval. That could cut several years off the
:ime needed to get a drug to market.

Second, we propose to expand access to drugs that are
i1lready approved in other countries. The FDA will encourage the
sponsors of these experimental drugs to apply for permission to
listribute the drug to eligible cancer patients before final drug
ipproval is granted here in the United States.

Third, we propose that cancer patients be better
‘epresented in FDA advisory meetings. These committees play a major
‘ole in policy and product decisions. And cancer patients who have
-aluable insights and the most at stake should be at the table when
‘hese decisions are made.

Fourth, we propose fewer applications for additional
1ses of approved cancer drugs. Often, these applications are for
1ses the drug maker does not even intend to market. By cutting out
:hese unnecessary applications we will free investigators from
)aperwork and allow them to devote more time to cancer research.

These four steps are the results of listening to
)atients, to their families, to their advocates, to the
harmaceutical industry, the doctors, and the researchers. This
nitiative shows what- we..can do when we work together.”. .

Since 1938 our; nation has looked to the FDA to protect
nd improve the publlc ihealth by making sure that medicines we take
ielp us, not harm us;w}Ourwcommltment to safety. must never waver..
Inder Commissioner David Kessler, the FDA has reinforced that
:ommitment while working to speed drug approval in the right way. In
987 it took an average of 33 months to approve new drug
ipplications. 1In 1994 96 percent of new drug applications were acted
n within 12 months.

On AIDS drugs the United States was the first to approve



five of the six antiviral treatments for the disease. The most
recent of these drugs was approved in 42 days -- a record. And the
FDA has been the first to approve new drugs for ovarian cancer, for
lymphocytic leukemia, for cystic fibrosis, for multiple sclerosis,
for Lou Gehrig's Disease and Alzheimer's. Under Dr. Kessler, more
than ever, the FDA is a place where advance science and common sense
sork together for the American people.



Now, using the principles of the National Performance
Review, we have an opportunity to help more Americans conquer cancer.
These four steps will make a big difference, and we are glad to give
them to the American people today.

Now I'd like to ask the Vice President to come up here
and talk just a few moments about the reinventing of these
regulations -- how we did it, what we hope will happen. And let me
say, again, how grateful I am to Secretary Shalala, to Dr. David
Xessler and to the Vice President, and to all the other good people
at FDA. We can keep our people safe and save more lives, and that's
axactly what we're determined to do.

Thank you, God bless you all.
Mr. Vice President, please come up. (Applause.)

END 3:15 P.M. EST



October 20, 1997

MEMORANDUM FOR THE VICE PRESIDENT

THROUGH: Don Gips
FROM: Jerry Mande
CC: Ron Klain
SUBJECT: Cancer Initiative
. SUMMARY

We are at a pivotal point in the fight against cancer. Your leadership would result in
significant progress in this battle. Several factors have emerged to provide this opening.
First, the current “war on cancer” has fallen short of public expectations. Second, the
science has advanced to a point where additional investments in cancer research would

likely result in important improvements in patient outcomes. Third, there is a renewed,
visible, public interest in fighting cancer.

There is every reason to be confident of future success in the battle against cancer.
Cancer is not one disease but many. Progress to date indicates we will eventually prevent

- or cure most cancers. We already have cures for childhood cancers, Hodgkin's

lymphoma, and testicular cancers. But we have made only limited progress in the fight
against most adult cancers, and we must take advantage of emerging science to do better.

To seize the opportunity, we need money. Specifically, we need $714 million more in
FY99 than was in the President’s last request ($2.442 billion for FY98) and a $3.5 billion
increase over 3 years. As outlined below, this investment would: 1) protect millions of
people at risk of developing cancer; 2) greatly improve early detection and diagnoses of
cancer; 3) speed the discovery and development of new cancer drugs and devices; 4)
dramatically increase adult participation in clinical trials; and 5) provide all cancer

patients and their care givers with easy access to the latest information on treating their
disease.

Given budget constraints, you would need to begin now establishing support for such a
program. You could-signal your interest by giving a major policy speech this fall, and
advocating for an increase in the FY99 budget request. Comprehensive tobacco
legislation may one day provide substantial new funds for cancer research. However, a
cancer initiative funded through tobacco legislation rather than the FY99 budget would be
poorly received by the cancer community. The tobacco bill’s fate is just too uncertain.
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BACKGROUND

The “war on cancer” began in 1971, when President Nixon and the Congress enacted the
National Cancer Act (NCI was established by FDR in 1937). While significant advances
have been made over the past 25 years, especially in treating cancer in children, many
experts and much of the public are troubled by the lack of progress. Children’s cure rates
have approached 70-80%. Progress treating adult cancers, however, has been incremental

and frustratingly slow. The science is thriving, but there is a sense that the nation does
not have an effective national cancer program.

Each year, NCI publicly identifies key research opportunities and priority investments in
its so-called “bypass budget.” The 1971 Act authorizes NCI’s director to submit an
annual budget estimate directly to Congress after review “but without change” by the
Secretary, the Director of NIH, and the National Cancer Advisory Board. The bypass
budget is the holy grail of the cancer community.

PROPOSED VICE PRESIDENTIAL CANCER INITIATIVE

In his bypass budget for FY99, NCI Director Richard Klausner will request $750 million
more than the President’s FY98 request. I suggest you push for $714 million of this

increase to achieve the five outcomes outlined below (with projected first year/three year
cost of each outcome).

Enhance cancer prevention research_ protecting millions of people at risk of developing
cancer. ($121M/$559M)

-Clinical trials for evaluating cancer preventive strategies (such as drugs, vaccines, better

diet, more exercise, reduced environmental exposures) involve large numbers of subjects
and take years to complete. There is currently a waiting list of interventions that merit .

testing. More resources would enable researchers to test promising interventions, leading
to the prevention of millions of cases of cancer.

With the additional funds, NCI hopes to invest in the following new clinical trials:

° 22,000 women in a trial to test selective estrogen-response modulators to prevent
breast cancer.

° 20,000 men in a trial to test vitamin E and selenium to prevent prostate cancer.

° 5,000 subjects in a trial to test cyclooxygenase Type 2 inhibitors, and 5,000
subjects in a trial to test aspirin, calcium, and selenium, to prevent colorectal
cancer.



Improve early detection and diagnosis to make cancers more treatable. ($20M/$176M)

It is well known that early detection and effective screening can save lives because
cancers caught early are more treatable. There are currently a number of innovative
detection and screening technologies waiting to be explored. Added resources would

provide the means to explore these technologies and ready more technologies for the
field.

With the additional funds, we hope to:

] develop blood tests for detecting breast, lung, prostate, and colon cancer;

o develop new breast, lung, and bowel imaging technologies to detect cancers at
more curable stages.

Speed the rate of discovery of new interventions related to all phases of the fight against

cancer. ($220M/$1,376M)

We need to expand our understanding of the basic cellular pathways involved in making a
cell cancerous, and apply this understanding to cancer interventions. NCI can currently
fund only 25% of the grant applications it receives. This level of funding slows the
engine of discovery and in turn slows progress against cancer. Funding 40% of grants
would significantly speed the discovery of new interventions while maintaining
competition for funding that drives excellence.

With the additional funds, we hope to:

- ® ensure that 20 additional drugs per year will enter the clinic for the initial phases
of human testing;
° triple the number of clinical trials of new approaches to prevent, diagnose, and

treat cancer.

Improve patient outcomes through increasing patient participation in clinical trials.

($335M/$1,221M)

We could make an immediate difference in patient outcomes by increasing patient
participation in NCI experimental treatment protocols or clinical trials. Today, 90% of
children are treated according to an NCI experimental protocol, 70% participate in an
NCI sponsored clinical trial, and the cure rate is 70-80%. In contrast, only 2% of adult
patients are enrolled in NCI sponsored clinical trials. By increasing the percent of adults
enrolled in clinical trials from 2% to 10%, we could develop five times as many effective
treatment, detection, and prevention strategies each year.

With the additional funds, we hope to:



IV.

® increase from 20,000 to 100,000 the number of new patients enrolled in NCI-
sponsored trials;

. create new training programs in cancer clinical research in each of 10 NCI cancer
centers.

Increase the access of the American people to state-of-the-art information about cancer

and cancer interventions. ($18M/$116M)

Patients and doctors often do not have the most up-to-date information on treatment
protocols. Many experts believe that if all adults were treated with the optimal protocol
mortality would drop 10-20%. The extensive use of personal computers and the success
of the World Wide Web provide a powerful new means to make the latest discoveries
widely known. With additional resources we could place state-of-the-art information at
the finger tips of cancer care providers and families, increasing the percentage of patients
receiving optimal care and decreasing mortality.

With the additional funds, we hope to:

° create a Cancer Informatics Infrastructure;
] create patient-friendly clinical trials website for comprehensive information about
state-of-the-art treatments and the availability of clinical trials;

° develop the next generation of informatics tools that will provide tailored
messages to specific patients relevant to their own particular circumstances.
SPENDING BREAKDOWN

- We need to invest in six key, underlying and interdependent areas to build the needed
infrastructure to achieve these five outcomes.

FY99 Spending

3yr. Spending

Description

$286 million $1.218 billion Enhance the clinical trials network including prevention initiatives.
(Outcomes A, D)

$75 million $200 million Increase support of clinical investigators. (Outcomes A, D)

$20 million $75 million Improve the informatics associated with clinical trials and with
dissemination of information about clinical trials. (Outcomes A, D, E)

$40 million $195 million Increase training and education of new clinical investigators including
minority initiatives. (Outcomes A, D)

$93 million $560 million Increase the number of NCl-sponsored cancer centers. (Outcomes A-E)

$200 million $1.2 billion Increase funding of investigator-initiated research. (Outcome C)

$714 million $3.448 billion TOTAL




CONCLUSION

In this budget climate I had hoped to be able to recommend to you a cancer initiative that
costs little or no money, but I am convinced such an approach would not be credible.
Cancer control advocates have observed the tactics of the AIDS activists and are seeking
to replicate their successes. Cancer advocates are now pursuing a “show me the money”
strategy. The Administration has already acted on low-cost opportunities like speeding
FDA approval of cancer drugs. The top priorities for the cancer advocacy community --
increasing biomedical research and assuring that research findings are rapidly translated
into the clinic -- involve a significant investment of funds.

There are several paths you could take to author a credible Vice Presidential cancer

initiative. Which path we take will be determined by the amount of money we can
include in the FY99 budget.

Option 1-- You could advocate a comprehensive cancer initiative as part of the FY99
budget. The price tag is substantial -- $714 million or a 30 percent increase in NCI’s
budget over the President’s FY98 request -- but these funds will buy significant progress
in preventing, detecting, diagnosing, and treating cancer, and it will essentially implement
the FY99 bypass budget which will guarantee widespread support from the cancer
community.

Option 2 -- The second path is a more modest, "lite" version of the first path. You could
seek a $425 million increase in NCI's budget. This would buy a credible but scaled down
version of the outcomes described in this memo. It would pay for the "NCI Challenge"

. portion of the bypass budget, which focuses on translating scientific discovery into better
patient care. This approach is a very credible initiative, will still generate widespread
support, but Rick Klausner and prominent members of Congress will be calling for more.

Option 3 -- The third path is more modest still. You could seek less than $425 million
but enough to have a credible initiative -- probably at least $250 million. A $250 million
investment would increase NCI's budget 10%. A 10% increase should compare favorably
to the Administration's FY98 request (a 2% increase) and Congress's expected FY98
appropriation (a 7% increase). Under this approach, we would fund one or more of the
outcomes. In addition, we could shore up this approach by linking it to other initiatives
the Administration is already pursuing. For example, if OMB approves, you could
announce support for having Medicare cover the costs of its beneficiaries participating in
clinical trials. This change, a priority of the cancer community, would substantially
increase adult participation in NCI-sponsored clinical trials. You could also take
ownership of the sharp increase in biomedical research that the President has said must
be part of comprehensive tobacco legislation.
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Finally, whichever path you choose the next step is the same. We must begin an
immediate and public dialogue with the cancer community so that they have an
opportunity to shape the final plan within the budget level you choose. Their
participation and support will be critical to achieving our goals. You will have an
important opportunity to begin building that support on October 27, when you are
scheduled to meet with the Friends of Cancer Research, the leading cancer research
advocacy group. : '

DECISION

OPTION 1

Seek $714 million in the FY99 budget to fund all five outcomes of the cancer initiative
outlined above, and NCI's FY99 bypass budget.

OPTION 2

Seek $425 million in the FY99 budget to fund a "lite" version of the five outcomes and
the "NCI Challenge" portion of the bypass budget.

OPTION 3

Seek between $250 million and $425 million to fund a more modest cancer initiative, by
championing one or more of the specific outcomes outlined above.



July 25, 1997

MEMORANDUM FOR THE VICE PRESIDENT

FROM: Jerry Mande

SUBIJECT: Cancer Initiative

L.

II.

SUMMARY

We are at a pivotal point in the fight against cancer. Your leadership would result in
significant progress in this battle. Several factors have emerged to provide this opening.
First, the current “war on cancer” has fallen short of public expectations. Second, the
science has advanced to a point where additional investments in cancer research would
likely result in important improvements in patient outcomes. Third, there is a renewed,
visible, public interest in fighting cancer.

There is every reason to be confident of future success in the battle against cancer.
Cancer is not one disease but many. Progress to date indicates we will eventually prevent
or cure most cancers. We already have cures for childhood cancers, lymphomas, and
testicular cancers. But we have made only limited progress in the fight against most
adult cancers, and we must take advantage of emerging science to do better.

To seize the opportunity, we need money. Specifically, we need $600 million more in
FY99 than was in the President’s FY98 request ($2.433 billion) and a $3.2 billion
increase over 3 years. As outlined below, this investment would: 1) protect millions of
people at risk of developing cancer; 2) greatly improve early detection and diagnoses of
cancer; 3) speed the discovery and development of new cancer drugs and devices; 4)
dramatically increase adult participation in clinical trials; and 5) provide all cancer
patients and their care givers with easy access to the latest information on treating their
disease.

Given budget constraints, you would need to begin now establishing support for such a
program. You could signal your interest by participating in one or two cancer events this
summer, give a major policy speech this fall, and advocate for an increase in the FY99
budget request.

BACKGROUND

The “war on cancer” began in 1971, when President Nixon and the Congress enacted the
National Cancer Act (NCI was established by FDR in 1937). While significant advances
have been made over the past 25 years, especially in treating cancer in children, many
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experts and much of the public is troubled by the lack of progress. Children’s cure rates
have approached 70-80%. Progress treating adult cancers, however, has been incremental
and frustratingly slow. The science is thriving, but there is a sense that the nation does
not have an effective national cancer program.

Last year, NCI publicly identified key research opportunities and priority investments in
its so-called “bypass budget.” The 1971 Act authorizes NCI’s director to submit an
annual budget estimate directly to Congress after review “but without change” by the
Secretary, the Director of NIH, and the National Cancer Advisory Board. In his bypass
budget for FY99, NCI Director Richard Klausner is likely to request $900 million more
than the President’s FY98 request. [ suggest you push for $600 million of this increase to
achieve the five outcomes outlined below.

SPECIFIC OUTCOMES

Enhance cancer prevention research protecting millions of people at risk of developing
cancer.

Clinical trials for evaluating cancer preventive strategies (such as drugs, vaccines, better
diet, more exercise, reduced environmental exposures) involve large numbers of subjects
and take years to complete. There is currently a waiting list of interventions that merit
testing. More resources would enable researchers to test promising interventions, leading
to the prevention of millions of cases of cancer.

Improve early detection and diagnosis to make cancers more treatable.
It is well known that early detection and effective screening can save lives because

cancers caught early are more treatable. There are currently a number of innovative
detection and screening technologies waiting to be explored. Added resources would

provide the means to explore these technologies and ready more technologies for the
field.

Speed the rate of discovery of new interventions related to all phases of the fight against
cancer.

We need to expand our understanding of the basic cellular pathways involved in making a
cell cancerous, and apply this understanding to cancer interventions. NCI can currently
fund only 25% of the grant applications it receives. This level of funding slows the
engine of discovery and in turn slows progress against cancer. Funding 40% of grants
would significantly speed the discovery of new interventions while maintaining
competition for funding that drives excellence.

Improve patient outcomes through increasing patient participation in clinical trials.
We could make an immediate difference in patient outcomes by increasing patient

participation in NCI experimental treatment protocols or clinical trials. Today, 90% of
children are treated according to an NCI experimental protocol, 70% participate in an
NCI sponsored clinical trial, and the cure rate is 70-80%. In contrast, only 2% of adult
patients are enrolled in NCI sponsored clinical trials. By increasing the percent of adults



enrolled in clinical trials from 2% to 10%, we could develop five times as many effective
treatment, detection, and prevention strategies each year.

Increase the access of the American people to state-of-the-art information about cancer
and cancer interventions.

Patients and doctors often do not have the most up-to-date information on treatment
protocols. The extensive use of personal computers and the success of the World Wide
Web provide a powerful new means to make the latest discoveries widely known. With
additional resources we could place state-of-the-art information at the finger tips of
cancer care providers and families, increasing the percentage of patients receiving
optimal care and decreasing mortality. Many experts believe that if all adults were
treated with the optimal protocol mortality would drop 10-20%.

IV. SPENDING BREAKDOWN
We need to invest in six key, underlying and interdependent areas to build the needed
infrastructure to achieve these five outcomes.
FY99 Spending 3yr. Spending Description
$160 million $960 million Enhance the clinical trials network including prevention initiatives.
$75 million $200 million Increase support of clinical investigators.
$20 million $75 million Improve the informatics associated with clinical trials and with
dissemination of information about clinical trials.
$40 million $195 million Increase training and education of new clinical investigators including
minority initiatives.
$93 million $559 million Increase the number of NCl-sponsored cancer centers.
$200 million $1.2 billion Increase funding of investigator-initiated research.
$588 million $3.189 billion TOTAL
V. CONCLUSION

In this budget climate [ had hoped to be able to recommend to you a cancer initiative that
costs little or no money, but I am convinced such an approach would not be credible.
Cancer control advocates have observed the tactics of the AIDS activists and are seeking
to replicate their successes. Cancer advocates are now pursuing a “show me the money”
strategy. The Administration has already acted on low-cost opportunities like speeding
FDA approval of cancer drugs. The top priorities for the cancer advocacy community --
increasing biomedical research and assuring that research findings are rapidly translated
into the clinic -- involve a significant investment of funds.



September 1, 1997

MEMORANDUM FOR RON KLAIN
FROM: Jerry Mande

SUBJECT: Cancer Initiative

At our last meeting, you asked for a more detailed breakdown of the specific elements of the
proposed cancer initiative. This memorandum provides those details.

At our meeting we discussed investments in six areas that would result in the following five
specific outcomes: 1) protect millions of people at risk of developing cancer; 2) greatly improve
early detection and diagnoses of cancer; 3) speed the discovery and development of new cancer
drugs and devices; 4) dramatically increase adult participation in clinical trials; and 5) provide all
cancer patients and their care givers with easy access to the latest information on treating their
disease. You requested examples of concrete actions that would link the investments to the
outcomes. We could commit to some or all of the actions set forth below.

CONCRETE ACTIONS (with projected cost for individual outcomes):

1. We will enhance cancer prevention research to prevent millions of cancer cases by conducting
new clinical trials that focus on some of the most common and deadly cancers ($121M). NCI
will enroll:

o 22,000 women in a trial to test selective estrogen-response modulators to prevent breast
cancer.

L 20,000 men in a trial to test vitamin E and selenium to prevent prostate cancer.

° 5,000 subjects in a trial to test cyclooxygenase Type 2 inhibitors, and 5,000 subjects in a

trial to test aspirin, calcium, and selenium, to prevent colorectal cancer.
2. To improve early detection and diagnosis to make cancers more treatable ($20M), we will:
] develop blood tests for detecting breast, lung, prostate, and colon cancer;

] develop new breast, lung, and bowel imaging technologies to detect cancers at more
curable stages.



3. To speed the discovery and testing of new interventions ($220M) we will:

ensure that 20 additional drugs per year will enter the clinic for the initial phases of
human testing;

triple the number of clinical trials of new approaches to prevent, diagnose, and treat
cancer. '

4. To improve patient outcomes through increasing participation in clinical research ($335M) we

will;

increase from 20,000 to 100,000 the number of new patients enrolled in NCI sponsored
trials;

create new training programs in cancer clinical research in each of 10 NCI cancer centers.

5. To increase access of the American people to information about cancer and state-of-the-art
cancer interventions ($18M) we will:

create a Cancer Informatics Infrastructure;

create patient-friendly clinical trials website for comprehensive information about state-
of-the-art treatments and the availability of clinical trials;

develop the next generation of informatics tools that will provide tailored messages to
specific patients relevant to their own particular circumstances.
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- Toby Donenfeld @ OVP
% 10/23/97 04:39:35 PM

M R BN L P B TR AN S LRI LAY S SRR T AR T e

Record Type: Record

To: Jerold R. Mande/OSTP/EOP

cc: N
Subject: Re: Cancer |37

The VP got your decision memo in his briefing book Tuesday and we just discovered today that he

didn't decide anything. We resubmitted it to him today and his WW office said they'd get the VP
to answer it today.

Attending the meeting on Monday: Sherry Lansing, Jack Valenti, Ellen Segal, Don Coffee, Tony
Podesta, Jean Prewitt.

They said their agenda is: history of Friends, plans for the future, impact of cancer (particularly for
baby boomers), disproportionate share of funding that goes to cancer, agenda for Hollywood, new
Klausner by-pass budget and new ideas. | told them that of course the VP would want to hear
what they have done and will do on tobacco. | asked Jean Prewitt for all the info on the topics
above by noon tomorrow so that you and | could look at it.

Regarding a meeting, Don told me to check w/ Ron to see if we should request 15 minutes
tomorrow or take 15 minutes out of the meeting on Monday.

The meeting is now scheduled for 12:40 -1:25.

I'll let you know what | hear from Ron and the WW office as soon as | hear.

Jerold R. Mande @ EOP

Jerold R. Mande @ EOP

10/23/97 03:20:25 PM

To: Toby Donenfeld/OVP
cc: Donald H. Gips/OVP
Subject: Cancer

Has the VP received the cancer memo? What are the plans for Monday's meeting? Who will be in
attendance? Will we have time to discuss the memo with him before the meeting?



PRESIDENT CLINTON ANNOUNCES NEW CANCER INITIATIVES
Sunday, October 27, 1996

In honor of National Breast Cancer Awareness month and the 25" anniversary of the National
Cancer Act, President Clinton today will announce three. important new initiatives that will build on his
Administration's efforts to fight breast cancer and to address the needs of cancer survivors.

The new initiatives being announced by the President are: (1) a $30 million increase in funding
for new research into the genetic basis of breast cancer, through a collaborative initiative between the
Departments of Defense and Health and Human Services; (2) the opening of a breast cancer web page
site, a recommendation of the National Action Plan on Breast Cancer, a public-private partnership created
under the Clinton Administration; and (3) the new Office of Cancer Survivorship in the National Cancer
Institute, which will research issues relating to the physical, psychological, and economic well-being of
the growing number of cancer survivors in this country.

Prior to his announcement in the Rose Garden, President Clinton will meet in the Oval Office
with five cancer survivors and their families and sign a pink ribbon, the symbol of the nation's fight
against breast cancer. They will be joined by Susan Blumenthal, Deputy Assistant Secretary in charge of
the Office of Women's Health at the Department of Health and Human Services; Steven Joseph, Assistant
Secretary for Defense for Health Affairs, Rick Klausner, Director of the National Cancer Institute, Ellen
Stovall, Executive Director of the National Coalition for Cancer Survivorship; and Elizabeth Clark,
Director of the National Coalition for Cancer Survivorship.

Biographies of the survivors are attached. The speaking program in the Rose Garden is as follows:
Remarks by Susan Blumenthal, Deputy Assistant Secretary in charge of the Office of Women's Health at
the Department of Health and Human Services; Remarks by Jane Reese-Coulbourne of Alexandria,
Virginia, a cancer survivor; and Remarks by the President.

Over the past 25 years, the United States has made great strides in reducing cancer rates and
increasing cancer survival. For example, 25 years ago, only one in 10 children survived childhood cancer
and leukemia. Today, seven out of 10 children who get cancer are cured. Still, nearly 1.4 million people
will be diagnosed with cancer this year, and over forty percent of Americans will have the disease over
their lifetime. And, while the President will note today that death rates from breast cancer have fallen
seven years in a row, studies estimate that the disease will be diagnosed in about 1.5 million American
women and claim nearly half a million lives in this decade.

$30 MILLION IN FUNDING FOR BREAST CANCER GENETIC RESEARCH

President Clinton will announce a $30 million increase in funding for new research into the
genetic basis of breast cancer, through a collaborative effort between the Departments of Defense and
Health and Human Services. This represents a major increase in funding devoted to genetic breast cancer
research over FY 1996. Of the $30 million, $20 million is being directed from within DOD's FY 1997
general breast cancer research funding to focus specifically on breast cancer genetic



research; $10 million is being directed from within NIH's biomedical research funds, also to focus on
breast cancer genetic research.

The Clinton Administration has responded to the significant threat posed by breast cancer with
increased efforts in research, prevention and treatment. Since the Administration has taken office,
funding for these activities has increased more than 95 percent, from $276 million in FY 1993 to an
estimated $541 million in FY 1997 at the Department of Health and Human Services alone. This
investment has yielded promising results, including the recent identification of two genes, BRCA1 and
BRCA2, which researchers say may account for five to 10 percent of the breast cancers diagnosed each
year. Researchers estimate that more than half of the women who inherit these genes will be diagnosed _
with breast cancer by age 50, and more than 85 percent will have a diagnosis of breast cancer by age 70.

" This new research initiative, a collaboration between the Department of Defense and the National
Institutes of Health, will focus on a broad range of investigations related to the role of genes in the
development of breast cancer. The Administration’s objective is to move rapidly toward the goal of
identifying high-risk women and preventing breast cancer before it strikes.

NATIONAL ACTION PLAN ON BREAST CANCER GOES ON-LINE

President Clinton today announced that the National Action Plan on Breast Cancer (NAPBC) will
take its resources on-line. The launch of the web site coincides with the three year anniversary of the
creation of the National Action Plan on Breast Cancer, which catalyzes and supports innovative research
and outreach projects on breast cancer, with a special emphasis on the development of public-private
partnerships. The web site, coordinatéd by the Department of Health and Human Services in partnership
with the private sector, provides answers to frequently asked questions about breast cancer and serves as
a gateway to information on breast cancer clinical trials and research, breast cancer organizations and
advocacy groups, educational conferences and meetings, publications, and other resources. The web site
location: http://www.napbc.org

NEW EFFORTS PART OF A COMPREHENSIVE STRATEGY TO FIGHT BREAST CANCER

These new efforts are part of the Administration’s comprehensive strategy to fight breast cancer in
this country. For example, on October 1, 1996 the Administration announced the expansion of the National
‘Breast and Cervical Cancer Early Detection program to all 50 states, with $102 million in federal funding
for the upcoming year. The program, run by the Centers for Disease Control and Prevention, provides
screening services for low income and medically underserved women. In March 1996, the FDA proposed
regulations to implement the Mammography Quality Standards Act (MQSA), to ensure that mammography
facilities meet high quality standards for equipment and personnel. First Lady Hillary Rodham Clinton also
launched a campaign urging older women to get mammograms and promoting Medicare’s coverage of
mammography. In addition, the Department of Health and Human Services, the Central Intelligence Agency,
and the Department .of Defense have created a unique partnership to transfer defense and imaging
technologies to improve early detection of breast cancer.



LAUNCHING OF THE OFFICE OF CANCER SURVIVORSHIP

President Clinton also today unveiled the new Office of Cancer Survivorship at the National
Cancer Institute. Recent success of cancer prevention, early detection, and treatment efforts has created a
new need: research into the physical, psychological, and economic well-being of the growing number of
cancer survivors. The Office of Cancer Survivorship will support research covering the range of issues
facing survivors of cancer, including: long term medical and psychological effects; factors that predispose
survivors to second malignancies; reproductive problems following cancer treatment; and their unique
insurance and employment issues.

Today, more than 10 million Americans are cancer survivors. Seven million of these individuals
are long-term survivors who were diagnosed with cancer more than five years ago. About 135,000 of
these survivors are under the age of 15, and one in every 1,000 Americans between the ages of 20 and 40
is a survivor of childhood cancer. The number of breast cancer survivors is also growing, largely due to
improved mammography screening and more effective treatment. The death rate from breast cancer has
gone down seven years in a row. According to provisional statistics released earlier this month by the
National Center for Health Statistics, there was a 7.7 percent reductlon in age-adjusted breast cancer
mortality from 1989 to 1995.

-30-30-30-



ne i i e ident's An cement

Jane Reese-Coulbourne of Alexandria, VA

Jane Reese-Coulbourne, 42, is a breast cancer survivor for six years. She discovered a lump
in her right breast during self-examination. Her cancer was in an advance stage and
considered inoperable. She joined the FLAC clinical trial at the National Cancer Institute
where she has received all of her treatments. She went through eight rounds of chemotherapy,
eight weeks of radiation and four and a half years of tamoxifen treatments. A chemical
engineer, Ms. Reese-Coulbourne is now a full-time breast cancer advocate, serving as
executive vice president of the National Breast Cancer Coalition, representing over 350
member organizations involved with breast cancer. She has testified before Congress on such
issues as the Department of Defense breast research program and health care reform. She is a
member of the steering committee of the National Action Plan on Breast Cancer.

Dorothy Bankhead of Fort Washington, MD

Dorothy Bankhead, 72, retired U.S. Navy civilian worker and realtor, is a breast cancer
survivor for 19 years. A lump was detected in her left breast during a regular checkup.
Following the checkup, a biopsy was performed and her tumor was diagnosed as cancer. Her
surgery was performed at the National Institutes of Health. She has been recovering very well
through the years and is now a part-time student at the University of Maryland. She is the
mother of one son and grandmother of four. '

Patrick Garbe of Fairfield Connecticut

Patrick Garbe, 37, is a cancer survivor of 16 years. He is a legal assistant with the law firm
of Shearman & Sterling. He was diagnosed in 1980 with a rare soft tissue tumor

~ (paraganglioma-a tumor on the nerve system) which was removed successfully. Over the next
few years, Mr. Garbe found tumors in different areas of his body — the pelvis, cervical
vertabra,.and throat. All were slow growing tumors. Since 1993, he has been in remission
and in good health. Mr. Garbe is an advocate for increasing funding for all cancers.

Olda Mondragon of Baltimore, MD

Olda Mondragon, 54, the mother of one daughter, is a breast cancer survivor of three years.
She was treated at Johns Hopkins Hospital in Baltimore after a mammography detected a
lump in her left breast. She had a mastectomy and has been recovering very well. Ms.
Mondragon said that the cancer changed her life and now she is dedicated to teaching others
about cancer. As a member of The Center of the Hispanic Community in Baltimore, Ms.
Mondragon teaches others about the importance of early detection and mammograms.

Erin Schraibman of Rockville, MD

Erin Schraibman, 9, is a seven-year cancer survivor. She was diagnosed with acute lymphatic
leukemia (known as childhood leukemia) at 2 and a half years old and has been in remission
more than six and a half years. Erin is doing well and is very athletic. She is a fourth-grader
at Ritchie Park Elementary School.
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linton mini ion ncer-Related Initiative

Since taking office, the Clinton Administration has devoted increased resources to the
prevention, detection, and treatment of cancer. The following are examples of new initiatives
launched by the Administration to reduce cancer rates and increase cancer survival in this country:

. Developed a National Action Plan on Breast Cancer. The Clinton Administration
has established a National Action Plan on Breast Cancer (NAPBC), which supports
innovative research and outreach projects on breast cancer, with a special emphasis on
the development of public-private partnerships. On October 27, 1996, President
Clinton announced the new NAPBC web site, coordinated by the Department of
Health and Human Services, in partnership with the private sector. The web site
provides answers to frequently asked questions about breast cancer, information on
breast cancer clinical trials and research, breast cancer organizations and advocacy
groups, educational conferences and meetings, publications, and other resources.

. Created the Office of Cancer Survivorship. Recognizing the need for research into
the physical, psychological, and economic well-being of the growing number of cancer
survivors, on October 27, 1996, President Clinton unveiled the new Office of Cancer
Survivorship at the National Cancer Institute. The Office of Cancer Survivorship will
support research covering the range of issues facing survivors of cancer, including:
long term medical and psychological effects; factors that predispose survivors to
second malignancies; reproductive problems following cancer treatment; and their
unique insurance and employment issues.

. Increased spending on cancer by $400 million. In FY 1997, the National Cancer-
Institute was funded at $2.38 billion, a $400 million increase over FY 1993. Since the
Clinton Administration has taken office, funding for breast cancer research, prevention
and treatment has increased by more than 95 percent in HHS alone, from about $276
million in FY 1993 to an estimated $541 million in FY 1997.

. Accelerated approval of and expanded access to cancer drugs. The Food and Drug
Administration (FDA) has taken several steps to speed approval of cancer drugs and
provide patients access to promising therapies not yet approved. For example, the
FDA is using tumor shrinkage as a "surrogate marker" for effectiveness, cutting years
off drug development time and months off of FDA review. This year the FDA
approved fopotecan, the first member of a promising new class of anti-tumor drugs
that provides new hope to ovarian cancer patients and others. The FDA has given
patients more of a voice in the drug review process by placing patient representatives
on all cancer drug advisory committees. FDA is also working with other countries
and manufacturers to make promising drugs approved in other countries available to
patients in the United States.

. Launched the Medicare mammography campaign. The Clinton Administration has
made it a priority to educate older women about the importance of detecting breast
cancer early and to inform them about Medicare coverage of mammography services.
Both the President and the First Lady have appeared in TV public service
announcements encouraging older women to get mammography screenings.



Worked to ensure quality mammography facilities. In March 1996, the FDA proposed
regulations to implement the Mammography Quality Standards Act (MQSA). The rules will
ensure that the roughly 10,000 mammography facilities nationwide accredited by the FDA
meet high quality standards for equipment and personnel.

Proposed expanding Medicare coverage for mammograms. In his balanced budget
proposal, President Clinton proposes to expand Medicare coverage to include: annual
mammograms for beneficiaries age 50 and over with no copayment or deductible
requirement; and procedures for early detection of colorectal screening.

Launched National Breast and Cervical Cancer Early Detection Program. The
Centers for Disease Control's (CDC) National Breast and Cervical Cancer Early
Detection Program offers free or low-cost mammography screening to uninsured, low-
income, elderly, and minority women. The program, which has been operating in an
increasing number of states over the past six years, has provided screening tests to
almost one million medically underserved women. In October, 1996, the program
went nationwide, with funding for all 50 states.

Adapted imaging technologies from the defense, space and intelligence
communities to detect cancer and other diseases earlier and with greater
accuracy. The Department of Health and Human Services has been working with the
Departments of Defense, the CIA, NASA, and other public and private entities to
explore ways in which imaging technologies from other fields may be applied to the
early detection of breast cancer.

Signed the Kassebaum-Kennedy legislation into law, ending pre-existing condition
exclusions. As a result of this legislation, no American will live in fear of losing their
coverage just because they have a pre-existing condition. This legislation is
particularly helpful for the millions of cancer victims who will no longer face the
dilemma of hesitating to go to a new and better job for fear of losing their health
Insurance.

Protected children from tobacco. President Clinton announced in August 1996,
measures to eliminate easy access to tobacco products by children and to restrict
advertising that makes tobacco appealing to kids. More Americans die every year
from smoking related diseases than from AIDS, car accidents, murders, and suicides
combined. Each day, almost 3,000 children start smoking and nearly 1,000 of them
die earlier as a result. Tobacco use is responsible for over 30 percent of American
cancer deaths and over 90 percent of lung cancer (NIH report: President's Cancer
Panel, Report of the Chairman, Sept. 1996).
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THE WHITE HOUSE

Office of the Press Secretary

For Immediate Release October 27, 1996

REMARKS BY THE PRESIDENT
ON ANNOUNCEMENT OF BREAST CANCER
RESEARCH AND CANCER SURVIVORS INITIATIVES

The Rose Garden
1:20 P.M. EST

THE PRESIDENT: Thank you so much. Thank you. First of
all, thank you all for joining me on this beautiful, beautiful Sunday
afternoon to discuss our common efforts to fight cancer.

I want to thank Secretary Shalala and Dr. Susan
Blumenthal for their tireless service on behalf of women throughout
America. I thank Dr. Harold Varmus, the Director of the National
Institute of Health; Dr. Richard Klausner, the Director of the
National Cancer Institute; and Dr. Steven Joseph, the Assistant
Secretary of Defense for Health. They have all been instrumental in
the efforts we are here to talk about today.

And thank you, Jane Reese-Coulbourne, for your courade,
your dedication, your willingness to come up here and make a public
statement today that represents the feelings, the convictions, the
interests and the hopes of millions and millions of people throughout
the United States.

Let me thank all the survivors and advocates who are
here today, and who fight the battle against cancer every day for all
the rest of us.

our nation is only as strong as our families are
healthy. I have devoted a lot of time and thought to the question of
what we need to do to help strong families survive and thrive and
increase as we move into the 21st century. We have to help more
people succeed at home and at work. But, clearly, we have to help
people live as long and as well as they can and then help families
have the support they need when their family members are ill. That's
why I was glad to sign the Kennedy-Kassebaum bill to preserve health
insurance options for people when a family member has been sick; why
I was proud to sign the bill that bans insurance companies from
forcing mothers and their newborn babies out of the hospital after 24
hours; why in our new balanced budget there are funds for more
regular mammograms for women on Medicare and funds to give respite
care for families who are caring for members with Alzheimers.

We have an enormous opportunity as we stand on the brink
of this new century to take advantage of scientific possibilities, to
help people live as long as well as they can, and to build stronger
families in the process. Nothing is more devastating to a family's
strength than when someone is diagnosed with a life-threatening
disease like cancer. As Jane said, I know about this from my own
family's experience, and nearly every family does. This year alone
nearly 1.4 million American men, women and children will be diagnosed
with some kind of cancer. This is the 25th anniversary of the
National Cancer Act, and in those 25 years we've come a long way in
the fight.

This month is also breast cancer awareness month, a time

to remember the terrible toll breast cancer has taken, to assess our
progress, to redouble our efforts to find a cure. That's why I

MORE



wanted us to come together today, to talk about the new steps we are
taking in the fight against cancer and breast cancer, in particular.

Since I took office we have mounted a comprehensive
campaign to prevent and treat cancer. We are working to get tobacco
out of our children's lives forever. We have accelerated FDA
approval of cancer drugs and made it easier for patients to obtain
promising therapies before they are formally approved. The
Department of Health and Human Services, the Department of Defense,
NASA and the CIA have all joined forces to develop cutting edge
imaging technology for the early detection of cancer.

Most important of all, as has been said, we've increased
spending on cancer research, treatment and prevention by some $400
million. In the battle against breast cancer we've increased funding
for research and prevention by nearly 80 percent since 1993. We
launched a public awareness campaign to encourage older women to use
Medicare to have mammograms. And my balanced budget goes even
further, as I said. It will guarantee free annual mammograms to
Medicare beneficiaries, removing all financial barriers that prevent
some women from obtaining this vitally important test.

We are making progress. The survival rate has gone up.
Seven out of 10 children with cancer survive it. That's up from one
out of 10 just 25 years ago. The death rate for breast cancer has
gone down every year in the last seven, has dropped by nearly eight
percent since 1990. Just last week, the NIH announced a milestone in
the Human Genome Project, which is identifying the location and
function of nearly every human gene. We've now mapped out 20 percent
of all human genes, and anyone can use that map on the Internet.
Soon we will know the genes that contribute to cancer and our genetic
predisposition to inherit it =-- and possibly then be able to prevent
it before it strikes. ,

But as far as we have come, we still have far to go. We
must continue to build on our progress and strengthen our efforts.
Today, I announced three new steps to bring us closer to a cure and
to improve the lives of those who do survive.

First, we know that genetic research may be the key to
understanding and curing breast cancer. In the last two years,
scientists have discovered two genes that indicate susceptibility to
breast cancer. This remarkable discovery is giving hope to women
everywhere. Last month, I signed a budget that reflects our values
in devoting substantial resources to cancer research. Today, I'm
announcing we are directing $30 million of that new budget to support
and expand breast cancer genetic research at hospitals, universities
and labs all across America. This step represents a major increase
in breast cancer genetic research. It will ensure the development of
this promising new research and bring us that much closer to a cure.

Second, we must all use the technology and we must use
all the technology at our disposal to give women the information they
need about breast cancer. We must unite the forces of the public and
private sectors to achieve that goal. That's why I'm pleased to
announce the launch of the new National Action Plan on Breast Cancer
Web Site on the Internet. This is easily accessible. The web site
address is right over there. It will answer the questions women have
about early detection, clinical trials and much more.

And, finally, there's no greater proof of the progress
we've made then the more than 10 million Americans who have survived
cancer. Many have special psychological, physical and health care
counseling needs that we are only beginning to understand. Some face
recurrence of their illness. Some can't get health insurance. I'm
proud to have passed landmark legislation to guarantee that cancer
survivors will no longer live in fear of losing that health insurance
just because they have a preexisting condition.

MORE



Today, I announced that this Friday, November 1lst, the
National Cancer Institute will open its new Office of Cancer
Survivorship. The office will support mich needed research that will
help cancer survivors deal with the problems they face even after
their cancer is cured. Dr. Anna Meadows will be the Director of the
Office of Cancer Survivorship, and I thank her for her willingness to
de this ground breaking service on behalf of people with cancer who
have survived it all across America.

These steps help us to put science at the service of our
families and say we will do whatever it takes to continue the fight
until there is a cure for cancer. And we will do everything we can
to improve the lives of those who do survive.

Just a few moments ago I signed a piece of the Ribbon of
Hope. This yellow ribbon, which is already over 750 feet long in its
entirety, has been signed by more than 10,000 cancer survivors around
the world. The First Lady was the first person to sign the ribbon,
and I was honored to place my own signature along side that of so
many courageous people. The ribbon is a symbol of the hope that
sustains people in their struggle with cancer. It is also a symbol
of the progress we have made and the progress still to come in our
common fight. '

And now I'd like to present that piece of the Ribbon of
Hope that I signed to Erin Schraibman, herself a cancer survivor, a
very brave young girl whom I have very much enjoyed meeting today.

Thank you and God bless you all. (Applause.)

(The President presents Ribbon of Hope to Erin
Schraibman.)

THE PRESIDENT: We're adjourned.

END 1:30 P.M. EST
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The White House at Work

Friday, August 8, 1997
‘Balanced Budget -- Health

THE PRESIDENT'S BALANCED BUDGET:
REAL IMPROVEMENTS IN THE HEALTH OF MILLIONS OF AMERICANS

The historic balanced budget legislation I signed on Tuesday is about more
than balancing the books; it also honors our values, increases our chances of
keeping the American Dream alive in the 21st century and improves the lives
of every American. There are some little-known but very important provisions
in this new balanced budget that will take us a tremendous step forward in
our fight against diabetes.

-- President Clinton, August 8, 1997

Today President Clinton announced that the balanced budget he signed into law contains a
package of investments to improve treatment, prevention and research for Americans with
diabetes -- this package offers new hope to the 16 million Americans who suffer from
diabetes. The President's package includes:

Expanded Coverage -- An important new preventive benefit which will help the
millions of older Americans who suffer from diabetes better manage their treatment.
The balanced budget invests over $2 billion to make testing strips and other methods
of monitoring blood glucose levels, as well as instructions on how best to manage the
complicated disease, available to all Medicare beneficiaries with diabetes. It will
empower Medicare patients to take better care of themselves at home and to avoid
complications that can lead to costly hospital stays and destroy health.

Investments in Research -- A new $150 million investment to find a cure for
juvenile diabetes. Children who develop diabetes should not have to suffer the
devastating consequences of this disease. The new diabetes initiative will increase our
annual funding for diabetes research by nearly 10%.

Help For Those in Particular Need -- A $150 million investment to help prevent,
treat and cure diabetes among Native Americans. Native Americans are three times as
likely as white Americans to have diabetes and far less likely to find adequate
treatment for their condition. This grant will bring public health services, schools, and
nutrition programs together to reach families and children living on our reservations
and provide them with information and tools they need to prevent and manage
diabetes.

Protections for People with Diabetes -- A new, unprecedented public-private
partnership that will bring our nation's leading health care providers, purchasers, and
consumers together to develop uniform guidelines for diabetes care. Through these
new guidelines, we can ensure that all doctors provide their patients with the thorough
and vigilant care -- such as regular eye and foot exams -- to stay as healthy as
possible.

The American Diabetes Association (ADA) has said: "Taken together, these new
investments in diabetes, announced by President Clinton today, are as important for people
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July 25, 1997

MEMORANDUM FOR THE VICE PRESIDENT

FROM: Jerry Mande
SUBJECT: Cancer Initiative
I. SUMMARY

II.

We are at a pivotal point in the fight against cancer. Your leadership would result in
significant progress in this battle. Several factors have emerged to provide this opening.
First, the current “war on cancer” has fallen short of public expectations. Second, the
science has advanced to a point where additional investments in cancer research would
likely result in important improvements in patient outcomes. Third, there is a renewed,
visible, public interest in fighting cancer.

There is every reason to be confident of future success in the battle against cancer.
Cancer is not one disease but many. Progress to date indicates we will eventually prevent
or cure most cancers. We already have cures for childhood cancers, lymphomas, and
testicular cancers. But we have made only limited progress in the fight against most
adult cancers, and we must take advantage of emerging science to do better.

To seize the opportunity, we need money. Specifically, we need $600 million more in
FY99 than was in the President’s FY98 request ($2.433 billion) and a $3.2 billion
increase over 3 years. As outlined below, this investment would: 1) protect millions of
people at risk of developing cancer; 2) greatly improve early detection and diagnoses of
cancer; 3) speed the discovery and development of new cancer drugs and devices; 4)
dramatically increase adult participation in clinical trials; and 5) provide all cancer
patients and their care givers with easy access to the latest information on treating their
disease.

Given budget constraints, you would need to begin now establishing support for such a
program. You could signal your interest by participating in one or two cancer events this
summer, give a major policy speech this fall, and advocate for an increase in the FY99
budget request.

BACKGROUND

The “war on cancer” began in 1971, when President Nixon and the Congress enacted the
National Cancer Act (NCI was established by FDR in 1937). While significant advances
have been made over the past 25 years, especially in treating cancer in children, many



II.

experts and much of the public is troubled by the lack of progress. Children’s cure rates
have approached 70-80%. Progress treating adult cancers, however, has been incremental
and frustratingly slow. The science is thriving, but there is a sense that the nation does
not have an effective national cancer program.

Last year, NCI publicly identified key research opportunities and priority investments in
its so-called “bypass budget.” The 1971 Act authorizes NCI’s director to submit an
annual budget estimate directly to Congress after review “but without change” by the
Secretary, the Director of NIH, and the National Cancer Advisory Board. In his bypass
budget for FY99, NCI Director Richard Klausner is likely to request $900 million more
than the President’s FY98 request. I suggest you push for $600 million of this increase to
achieve the five outcomes outlined below.

SPECIFIC OUTCOMES

Enhance cancer prevention research protecting millions of people at risk of developing
cancer.

Clinical trials for evaluating cancer preventive strategies (such as drugs, vaccines, better
diet, more exercise, reduced environmental exposures) involve large numbers of subjects
and take years to complete. There is currently a waiting list of interventions that merit
testing. More resources would enable researchers to test promising interventions, leading
to the prevention of millions of cases of cancer.

Improve early detection and diagnosis to make cancers more treatable.
It is well known that early detection and effective screening can save lives because

cancers caught early are more treatable. There are currently a number of innovative
detection and screening technologies waiting to be explored. Added resources would

provide the means to explore these technologies and ready more technologies for the
field.

Speed the rate of discovery of new interventions related to all phases of the fight against
cancer.

We need to expand our understanding of the basic cellular pathways involved in making a
cell cancerous, and apply this understanding to cancer interventions. NCI can currently
fund only 25% of the grant applications it receives. This level of funding slows the
engine of discovery and in turn slows progress against cancer. Funding 40% of grants
would significantly speed the discovery of new interventions while maintaining
competition for funding that drives excellence.

Improve patient outcomes through increasing patient participation in clinical trials.

We could make an immediate difference in patient outcomes by increasing patient
participation in NCI experimental treatment protocols or clinical trials. Today, 90% of
children are treated according to an NCI experimental protocol, 70% participate in an
NCI sponsored clinical trial, and the cure rate is 70-80%. In contrast, only 2% of adult
patients are enrolled in NCI sponsored clinical trials. By increasing the percent of adults




enrolled in clinical trials from 2% to 10%, we could develop five times as many effective
treatment, detection, and prevention strategies each year.

Increase the access of the American people to state-of-the-art information about cancer
and cancer interventions.

Patients and doctors often do not have the most up-to-date information on treatment
protocols. The extensive use of personal computers and the success of the World Wide
Web provide a powerful new means to make the latest discoveries widely known. With
additional resources we could place state-of-the-art information at the finger tips of
cancer care providers and families, increasing the percentage of patients receiving
optimal care and decreasing mortality. Many experts believe that if all adults were
treated with the optimal protocol mortality would drop 10-20%.

IV. SPENDING BREAKDOWN
We need to invest in six key, underlying and interdependent areas to build the needed
infrastructure to achieve these five outcomes.
FY99 Spending 3yr. Spending Description
$160 million $960 million Enﬁance the clinical trials network including prevention initiatives.
$£75 million $200 million Increase support of clinical investigators.
$20 million $75 million Improve the informatics associated with clinical trials and with
dissemination of information about clinical trials.
$40 million $195 million Increase training and education of new clinical investigators including
minority initiatives.
$93 million $559 million Increase the number of NCI-sponsored cancer centers.
$200 million $1.2 billion Increase funding of investigator-initiated research.
$588 million $3.189 billion TOTAL
V. CONCLUSION

In this budget climate I had hoped to be able to recommend to you a cancer initiative that
costs little or no money, but I am convinced such an approach would not be credible.
Cancer control advocates have observed the tactics of the AIDS activists and are seeking
to replicate their successes. Cancer advocates are now pursuing a “show me the money”
strategy. The Administration has already acted on low-cost opportunities like speeding
FDA approval of cancer drugs. The top priorities for the cancer advocacy community --
increasing biomedical research and assuring that research findings are rapidly translated
into the clinic -- involve a significant investment of funds.



Ron Klain @ OVP
07/24/97 04:35:03 PM

Record Type: Record

To: Jerold R. Mande/OSTP/EOP

cc:
Subject: Re: Cancer INitiative |55

| agree that we need to be careful about a specific promise of a cure by a date. Nothing like that.

But, for example, the diabetes folks say that with $100 million they could get a "major

. breakthrough." Is there something like that here? Or put another way, with an additional quantum
of funds, what QUALITATIVE CHANGE could we achieve?



Ron Klain @ OVP
07/22/97 02:06:48 PM

Record Type: Record

To: Jerold R. Mande/OSTP/EOP

cc: Donald H. Gips/OVP @ OVP,VToby Donenfeld/OVP @ OVP
Subject: Re: Cancer Initiative Memo ﬁ

Jerry: This is a good start, but what we need is a two-pager that says: With $X more, we could
buy Y, which would allow us to say Z. Not in detailed form, but just something like:

"A major new cancer initiative would cost $500 million over 3 years. This money would go to
$100 million for research on brain cancer; $50 million for trials on lung cancer; etc., etc. If we did
this, we could realistically set a goal of a 50% reduction in cancer deaths by the year 2010. "

We need this sort of plan QUICKLY so that the VP can sign off on it, and so that we can getitinto
the policy process here, and stake out our ground for the FY99 budget.



JOHN C. BAILAR III

Rethinking the
War on Cancer

Our failure to
lower the U.S.
cancer death rate,

How shall we evaluate progress in
our attempts to control cancer?
There have been some clear suc-
cesses; perhaps greatest are the im-
provements in treating a broad

despite an effort
spanning 35 years,
shows the need for

weighted average of the rates that
apply to different age groups; for
consistency in cancer research, the
weights generally are derived from
the U.S. population distributions

range of cancers in children and a Chang € Of Str alegy - of 1970.) The preliminary cancer

young adults. There have been

death rate for 1985 is nearly identi-

some clear failures, too; outstand-

ing among them is the long-con-

tinuing rise in the incidence of lung cancer, stemming
from our limited success in reducing tobacco smok-
ing.

But if we want to evaluate progress across cancer
as a whole, to balance the various ups and downs, how
shall we do so? The three main measures are mortality
rates, incidence rates, and case survival rates.

» The age-adjusted U.S. cancer mortality rate rose
from 162.2 per 100,000 population in 1975 to
170.7 in 1984. (An ‘“age-adjusted” rate is the

John C. Bailar III, M.D., Ph.D,, is a professor in the Department
of Epidemiology and Biostatistics at McGill University and a
statistical consuhiant to the New England Journal of Medicine. He
is a former staff member of the National Cancer Institute, where
he served. among other assignments, as acting director of the
Cancer Control Program and editor of the Journal of the National
Cancer Institute.
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cal to the 1984 figure. I see no rea-

son to omit lung cancer, but some
people do; the death rate for nonlung cancer was
125.4 per 100,000 in 1975 and 125.1 in 1984, Not
much progress there, even when lung cancer is
excluded.

» The age-adjusted cancer incidence rate for the

Surveillance, Epidemiology, and End-Result reg-
istry area, our closest thing to national cancer
incidence data, was 330.5 per 100,000 in 1975
and 351.8 in 1984. There is again no reason to
omit lung cancer, but if we do, the incidence rate
for nonlung cancer rose from 285.3 per 100,000
in 1975 to 296.5 in 1984. No progress there, ei-
ther.

The 5-year relative case survival rate (“relative”
means adjusted for mortality in the general popu-
lation) was 48.6 percent in 1974-76 and 48.7
percent in 1977-83. Rates for single years of diag-
nosis are essentially unchanged since 1975.
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RETHINKING THE WAR ON CANCER

A basic, overall measure

Many alternative measures of where we stand. and
where we are going, have been proposed. But in my
view the most basic measure is age-adjusted mortality:
It removes the effects of changes in the size and age
composition of the population, prevents the selective
reporting of data to support particular views, mini-
mizes the effects of changes in diagnostic criteria re-
lated to recent advances in screening and detection,
and directly measures the outcome of greatest con-
cern—death. If we cannot reduce the age-adjusted rate
of death for all cancers combined,
we have failed in our primary pur-
pose. Proponents of other mea-
sures, such as person-years of life TABLE 1
lost, or quality-adjusted vears of
survival, have not made convinc-
ing cases.

No single measure, of course,

no overall acceleration in recent years in the average
vearly declines in cancer deaths at young ages, and
that the average year-to-year increases at older ages
were actually larger for 1975-84 than they were for
1950-75. Although there may have been some im-
provement in the accuracy of death certificates over
time, most of it likely occurred in the earlier period—
the use of autopsies widened considerably during the
1950s, for example—than in the latter.

Table 2 shows what happened between 1975 and
1984 for some of the major forms of cancer. Mortality,

Age-Specific Death Rates for All Cancers Combined
Rates per 100.000 population per year

> ) Year Average Annual Change
can capture the rich variety of Age 1950 1975 1984 1950-1975 1975-1984
trends in incidence, mortality, and
. . 1 4. _ - 0. - 0.
case survival for perhaps 100 kinds Under 1 year 8.7 ! 3.1 0.18 0.11
1—4 1.7 55 4.0 - 025 - 017
of cancer, or adequately express
such other benefits as improved > 67 47 26 - 008 -0
Suchh € ) p 15—-24 8.6 6.7 55 - 0.08 - 013
palliation (relief from symptoms), 25—34 20.0 14.6 132.0 _ 022 ~ 018
reduced side-effects of treatment, 15—44 627 530 466 — 039 — 071
and the contributions of cancer re- 4554 175 1 181.9 170.5 4027 — 127
search to other areas of research. 55—64 392.9 4249 448 4 + 128 + 261
Suill, no broad cancer research pro- 65~74 692.5 7732 835.1 +3.23 + 6.63
gram can be labeled successful un- 75—84 11533  1168.0 12723 +0.59 +13.22
less it has an impact on the basic, 85 and older 1451.0 1452 1 1604.0 +0.04 +16.63
overall death rate. Age-adjusted" 156.1 162.2 170.7 +024 + 093

Table 1 provides some addi-
tional detail on trends across differ-
ent age groups. The years 1950,
1975, and 1984 are appropniate be-
cause 1950 was just prior to the
first major expansion of research efforts on cancer,
1975 was about the earliest anyone could expect any
impact at all from the National Cancer Act of 1971,
and 1984 is the most recent year for which compre-
hensive statistics are available for the whole set of data
on cancer deaths.

[t is apparent from Table | that cancer death rates
have generally been going down in young people and
up in older ones; the age-adjusted rate has risen be-
cause of the larger absolute change among older peo-
ple. It is also apparent from Table 1 that there has been

FALL 1987
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Source: Nanonai Center for Health Statisiics

incidence. and survival all moved up or down a bit for
one or another form of cancer, but the figures for
cancer as 4 whole are remarkably stable.

During these same years, countless technical re-
ports, research papers, and general news stories have
reported a rapid rise in knowledge about cancer and.
presumably, progress in controlling its effects. How
can this flood of new knowledge. with all its clinical
implications, be reconciled with the rising death rate,
rising incidence rate, and essentially unchanged sur-
vival chances of cancer victims?
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TABLE 2

from molecules to whole popula-
tions. These new techniques have
paid off in many ways, not all of
them directly related to cancer—
for example, in the diagnosis of
AIDS and in the development of

Trends in All Cancers, and Cancers with Highest Age-Adjusted” Death Rates
Rates per 100.000 population per year

S

"To U.S 1970 standa:a
“*Survival Raies relauve. raies for breasi cancer tor temates only

SEER: Surveilance. Eoicemioiogy. ana Eng-Result regisiry area
NA  Noi available from {his source

Source  Nanorial Cancer Instiute

Promises unfulfilled

The conclusion from these data is inescapable: We
have had very little success in reducing overall cancer
death rates or incidence rates, or in improving case
survival rates. To the extent that these measures em-
body national targets or goals, we are losing the war
against cancer.

This overall conclusion does not deny the real
and welcome successes in some efforts to control can-
cer. Treatment of the disease in children and young
adults has become markedly more effective in recent

years, as shown in Table 3. For one form of cancer that the average soldier cannot use, so too can policy- |
after another, death rates in the youngest age groups makers be faulted for sponsoring cancer treatment [
have been reduced. In addition, there have been methods that can’t be readily applied by the average f
marked improvements in palliation at all ages, which physician or in the average hospital.
has made cancer victims more comfortable and ex- Another group of experts argues that our greatly [4
tended their productive lives. increased understanding of cancer will surely have a r
We have also learned a great deal about cancer as large, beneficial impact in the future. This view basi- 4

a biological phenomenon and as a clinical problem, cally accepts all the data presented here on trends up %
and we have learned much about how to study the to the present, but concludes that there will be a major L
discase—that is. about research methods—at levels payoff at some future time. This view of the future is b
R

ment is far from new; it was in fact
a driving force behind the National
Cancer Act of 1971. We therefore
must ask why 16 years of effort
have accomplished so little in 1m-
proving the application of knowl-
edge available from the start, and whether the
argument, updated to 1987, has any more merit now
than it did in 1971. Was it based on false premises in
1971, now replaced by true premises in 1987?

Or is there something more fundamental at
work? Perhaps it is a failure by program leaders to
appreciate why patients and their physicians hesitate
to embark on painful, debilitating, risky, and expen-
sive courses of treatment for marginal increases in the
probability of survival. Perhaps it is a failure to under-
stand how medicine is really practiced—just as the
military is nghtfully criticized for developing weapons

ISSUES IN SCIENCE AND TECHNOLOGY

Death Rate Incidence 5-Year Survival** . . Ry
(U.S) (SEER) (SEER) drugs that reduce its progression. 8
: : K
1975 1984 1975 1984  1974-1976 1977—19s3 MY point, though, is that these fl 48
have always been secondary goals, g

All cancers 1622 170.7 3305 3518 486 48.7 4
and that we have yet to make much % i

All except lung. bronchus  125.4 1251 2853 296.5 54.4 551 . . B
of a dent in the three basic mea- ik
Lung. bronchus 368 456 452 553 2.1 12.8 sures of overall success against can- 2y
Colon. rectum 217 210 47.3 503 48.9 516 cer: incidence, mortality, and case ;
Breast 146 153 477 518 73.7 738 . ki
survival. i
Prostate 84 89 285 332 66.1 70.3 Some experts areue that in &
Pancreas 86 86 95 95 NA 26 f ; X pd . hg d—ab e
Leukemias 66 65 103 93 327 32.5 ormation already in hand—about 4
Non-Hodgkin's lymphoma 4.7 5.4 93 120 46.6 48.3 chemotherapy, for exa.m.ple— E
Stomach 66 53 92 81 NA 166 could have a large impact if it were T
Ovary 47 43 75 73 36.4 378 only applied more widely and E
Brain. nervous system 38 40 54 54 NA 23.3 more effectively. But that argu- ;-
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RETHINKING THE WAR ON CANCER

also far from new, and there has been a long history of
cxtravagant claims of research progress. Within recent
decades these have included waves of enthusiasm over
broad screening of thousands of chemical substances
for antitumor activity, studies of virology related to
cancer. immunologic approaches, the selection or “de-
sign™ of drugs on metabolic or biological principles,
and perhaps now molecular biology.

Yet, despite frequent public claims by leading
cancer research organizations, cancer program lead-
ers. and cancer investigators that major progress in

—

TABLE 3

Age-Adjusted Cancer Death Rates in U.S. Children
] Rates per 100.000 population ages 0—14 years
White only. SEER area

1975 1984 % Change

© Al sites 48 3.5 - 225
i| Acute lymphosytc leukemia 1.2 0.8 - 335
; Brain. nervous system 10 0.9 -10.4
. Bone 0.2 0.2 - 136
! Hodgkin's disease 0.0 00  -500
‘l Non-Hodgkin's lymphoma 0.4 0.2 - 353
Kidney. renat pelvis 0.2 0.1 - 343

1 Soft lissue 0.5 0.2 - 64.0

SEER Survallance. Eocemiology anc Ena-Result regisiry area

| Source Navonal Ciancer Inshiutg

cancer treatment was either at hand or within reach,
great success siill eludes us. If we take the beginning of
the modern era of cancer research to be the early
1950s. we have had 35 years of unfulfilled promises.
That is surely long enough to raise questions about the
promises of today.

John Cairns of the Harvard School of Public
Health has also discussed the results of the effort to
develop cures for cancer. His approach is largely clini-
cal and biological. whereas that given here is largely
epidemiologic and statistical. Yet we come to similar
conclusions about the poor rate of success to date and
the need to reconsider present directions in research as
well as applications.

The General Accounting Ofhice, an agency of the
U.S. Congress, also concluded in a report issued ear-
lier this vear that claims of progress against cancer

FALL 1987

have been substantially overstated. The director of
GAOQO’s Program Evaluation and Methodology Divi-
sion summarized the report as showing that “the im-
provements in patient survival have been most
dramatic for the rarer forms of cancer and least dra-
matic for the more prevalent ones. As a result, even
though the absolute number of lives extended is con-
siderable, this number remains small relative to all
cancer patients. . . . From an absolute perspective,
progress has been considerable. From a relative per-
spective, we must conclude that not much progress
has been made.”

Mid-course corrections

What then needs to be done, given the failures—or at
best, the modest progress—cited above? First we must
accelerate the shift of emphasis, in medical training
and practice as well as in research, toward the preven-
tion of cancer. Treatment must come to be seen as a
second line of defense.

[ do not say this out of any blind conviction that
prevention is always better in principle than is treat-
ment. Cancer prevention on a large scale is likely to
require substantial changes in our personal habits,
very expensive measures to clean up the environment
and the workplace, abandonment of certain useful
and pleasing consumer products, adoption of new
ways to build houses and modify existing ones, and
the like. Treatment, had it worked, would be better,
but we must now ask quite seriously whether we can
afford to continue putting most of our resources into
efforts that may never solve some of the biggest prob-
lems of cancer.

The need for such a major shift in attitude and
emphasis already seems to be better understood by the
public than by the ‘“‘cancer establishment.” But the
public needs substantial information and guidance if it
is to avoid both the grave perils of faddism and a loss
of faith in the well-established benefits of orthodox
medical treatment at its best. [It is important 1o note
that my comments about lack of progress are in no
way an argument against the earliest possible diagno-
sis and the best possible treatment of cancer. Modern
medicine already has much to offer to virtually every
cancer patient, for palliation if not always for cure: the
problem is the lack of any substantial recent improve-
ment in treating the most common forms of cancer.
There is no comfort here for the “medical countercul-
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ture’: nonstandard (or “unorthodox™) treatments are
likely to be dangerous as well as utterly ineffective.]

A second cnitical need is for a thorough review of
where we stand, how we got there, and where we are
going. The National Cancer Institute (NCI) has argued
forcefully that 1t has its own extensive mechanisms for
this purpose, but such internal review, however tech-
nically competent it may be, cannot have the neces-
sary degrees of independence and objectivity that are
needed.

It will not be easy to find a suthciently broad and
technically competent group of experts who are not

l FIGURE

' Mortality Rates for Cancer, All Types Combined, 1950-1984,
( with Year 2000 Goal of the National Cancer Institute

200

on the credibility of NCI in other matters. If we “start
the clock™ with the National Cancer Act of 1971, we
are already past the half-way mark, with not even the
beginnings of a downturn yet evident for overall can-
cer mortality. I am concerned about the loss of public
support that such massive failure will provoke, even if
there is some real reduction in mortality over the next
13 years. This goal surely was honest at the time it was
formulated, but it must now be reconsidered—in full
view of the public.

The fourth need is to reorient personnel and
projects. There is enormous momentum in any pro-
gram as large and as old as our na-
tional cancer effort. It is critical
that the leadership of that effort be
totally dedicated to making the
needed changes rapidly, with care-
ful attention to quality and scope
of the science, but with minimal
disruption to careers and institu-
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tions. Recent comments from the
present leadership suggest that they

\ are not up to it.

100

~ NCI’s response to date has al-
N\ ternated between ignoring its own
N evident problem and “blaming the

50

Y messengers.” This seems particu-
larly odd because most of the data
cited here and elsewhere come

AGE-ADJUSTED" RATE PER 100.000

o}

trom or through NCI, and because
supporters of the present program

1950 1960 1970 1980

; orientation have not made any se-
1980 200 rious attack on the validity of these

YEAR

*To 1970 stanoard

already committed to many of the unsuccessful efforts
of the past. But this long background of disappoint-
ments must nevertheless be addressed; a straightfor-
ward and comprehensive analysis must be made
before we go much further in pursuit of the cure that
always seems just out of reach.

The third need is for a prompt revision of NCI's
stated goal of cutting the age-adjusted cancer death
rate by 50 percent by the year 2000. The figure above
very ncarly says it all; That goal is not only utterly
unattainable, it is so far from reality as to cast doubt

data.

Finally, there is a need—now
alas evident throughout govern-
ment—to encourage greater ob-

jectivity on the part of senior program managers as
they report progress, or the lack of it, to their peers in
science. 1o Congress, and to the public. This goes
deeper than accuracy and honesty; | know of no delib-
erate misstatement or misrepresentation, ever, by any
cancer program leader regarding any of the matters
raised here. But some of them have consistently de-
nied the implications of their own data. The result has
been further delay in making needed changes, the mis-
use of funds to support unproductive research, and
mounting damage to the credibility of science.
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, is a’ sc'ary d;sease—and that ™
" reputation: ls‘well. deserved. . Forty- -

. )

three" percent of .all Americans alive

today will.have a_serious malignancy -

in their lifetime. With current. treat-
ments; about half of those diagnosed
will eventually dje of their disease.
And this says nothing about the suf-

fenng that .patients and their loved -

' ones must endure. Nor does it speak
. to the economic impact of the prema-

 ture loss of prqd“c«txve members of -

soaety

anhtemng as thxs mformatxon is, .
it is even more  unacceptable because -

of the fact that'the. numbers do-not

- need to be this bdd."No, we obviously
* don’t-have cures for-all patients. But -

the good news is:that for the first
time for many-t¥pes of cancer, we

actually know the specific causes. In

an astounding series of discoveries in

the past decade, the_genes specifically -
. causing many ‘héfan cancers have

- been-identified. In some cases, those

altered genes are- inherited, causing a

.familial :cancers; aid in other cases
sporadically., .mutated as ‘we go
through-a life exposed to carcinogens.

A great.deal is known about the
.exact” function of ‘many of these

;genes: It seems xn"umve that knowing
the exact. causes of diseases ought to.

-lead to very spec:ﬁc treatments that

- .might reduce their: impact or prevent

‘their occurrence ent.lrely And now,
‘over and over again in many-laborato-
ries, this intuition has been borne out.
Amazmg as it may seem, it is actually

- “Clearl_y, the. federal govemment which:.
spends less than the cost of one Stealth
bomber on all cancer research in the
.country, needs a wake-up call.”

_a students’ experiment to cause a

cancer in an otherwise normal human
cell by transferring to it a single
mutated cancer gene or to revert a
cancer cell to normal by “knocking
out” a single cancer gene or its pro-
tein product ’

he cruel--irony,.'--is- that in many
cases, these proven and success-
ful preclinical - research approaches
are languishing badly. We are in an

- era in which what we now know about

cancer and what we could - almost
certainly learn in the next five years
with appropriate -research efforts
could dramatically change the way we
diagnose, treat and control the dis-
ease. But-a series of critical supports

- that would allow this to.go forward

have been removed.from the enter-
.prise. This is nothmg short of a ca-
lamity.

First and foremost 1s the fact that
numerous research initiatives are
simply ‘not being moved to human
clinical settings because of the lack of
money. These initiatives are based on
fundamentally sound molecular and

biochemical principles ‘and have al-- .

'Every day, Patients who have exhaus-
ted “standard therapies” (or for whom
' d

ready demonstrated their ablhty to..'-.--:a 5

cure -human- cancers growmg in_ex-
perimental animals’ :

Funding by the federal govemment
for cancer research has -remained

largely flat in real dollars for '__maiiy_'-
years—ironically, at a-time when'we -
almost certainly know some things we .
could do better. The actual- cost of -

doing this research has obviously:in-

creased. Tragically, while many 6f;the -
right directions have been identified, -

these efforts are stuck short:-of . the
clinic. v,

There is an explanation. An mcredl-

bly large ‘incremental expense is in- -
volved in moving; expenments from -,

test tubes and. mice to human beings.
In our own institution -alone, I can
identify at least a half-dozen - strate-
gies whose success in"curing animals

" with human cancer would justify clini- .

cal trials. For each of these strate-

gies, something in-the range of $1
million- to $2 million would be re-.. .

quired to get them from the lab to a
clinical trial for human beings. Other
cancer centers could make similar

over at lﬁast 75 percent of the Wash-
ington market. Thus, most Washing-
tonians ﬁve their health care con-
trolled by;groups that in many cases

report tgitheir stockholders and their

y' rewarded management
n to patients and the insti-
"'n .whose discoveries they

tut_ions
depend

money andino patients, but in many

* cases, it sitapndly becoming the case

fe no institutions or physi-
e this highly specialized
italicare eith'er

n the ~good old days acadermc
hospltals were profitable enough to
take care bf the poor and put a great

.deal of their- money into 'th

- qthan: five years, managed-
care (includifig Medicare) has taken

us not only are there no -

ment of research’ mltlatlve
training of the: -next ge
physicians. That was then. Inour own
city, George Washington - University

"Hospital is likely to become a for-prof-

it institution in which it is hard to
believe that research will be given a

significant priority. My own instity- .
- _tion, also beset by financial concerns,”

has been forced to divest itself of

- almost all responsibility for training of

new- faculty and -research ,develop-
ment, leaving this to often-generous
but inadequate philanthropic funds.

It should be.obvious, but. it some- -

how isn’t, that the academic health
centers essential to any hope for the

future are never going to compete’

perfectly with “for-profits,” given the
additional and appropriate burdens
that they must- carry: research and
education, not to mention the poor. -

So what can we do? Let me suggest
several things that can help:-

a Support the research activity that '

has brought us so close to success.
Clearly, the federal government,

‘which spends less than the cost of one .
Stealth bomber on all cancer résearch

in the country, needs a wake-up call.
Sen. Connie Mack, a cancer survivor

* himself (as is his wife), recently asked

the Senate to express itseif on wheth-
er the funding for NIH should be
doubled. The- Senate said yes, 98-0.

“Now we need to translate that senti-

ment into real money.
w Launch a grass-roots offensive
drawing upon every American’s con-

) out there who, "together \thh ‘their

families and friends, need to demand

support for cancer programs at every L

level.

a Become mvolved with your local :
. comprehensive cancer center. Many.
of the ‘programs they. maintain that.

can prevent cancer, such'as smoking:

cessation initiatives, dietary interven-

tion, etc. are both"non-reunbursable
by insurers and managed care and

unsupported to any significant’ extent

by -district, state or federal dollars
» Learn what managed care is, domg

.to American academic medlcme

Whatever the need for cost contam-
ment, we must realize that we’ are

- gutting the institutions that are our.

total future for cancer research, and:
are actively and cruelly denying. legiti--|

- mate experimental treatments for.

cancer sufferers every day.
The bad news about cancer is that

. toe many people are dying and suffer- ":":

ing unnecessarily. The good news is
that defeating the disease is a matter -

largely of will—personal will (chxeﬂy,
avoiding tobacco) and societal will— -’
“for- cancer will surely yield to in-
- creased investment in research. With- .+
-half a million Americans dying every

year, now is the time to act.

 The writer is director of the
Lombardi Cancer Center at the
, Georgetown University Medical.

Center.
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NCI’s Vision for the Future

We have made significant advances in our war against cancer. Cures have been found for childhood cancers,
lymphomas, testicular cancers; the overall cancer mortality rate has consistently decreased for the first time ever.
In addition, patients with cancer are living longer and better. We have an unprecedented understanding of the
molecular workings of a cancer cell with which we are now devising completely novel drugs for the future.
However, the speed in achieving our goal of preventing and curing cancer has been and remains too slow.

The NCI, therefore, proposes an increase in our national investment to fuel the engine for discovery so that we
may more quickly find ways to prevent and cure cancer. Our proposal (o increase the investment in cancer
research is intended to accelerate the rate of discovery in basic explorations, in clinical trials, and in application
of our knowledge base with the ultimate goal of preventing and curing more cancers and doing so more quickly.

All the advances in cancer research are dependent on answering fundamental scientific and clinical questions.
Though we cannot predict the exact time of discovery, we know that the more questions we can answer each
year, the faster we will be in finding the solutions that will make a difference in the lives of millions of Americans.
Currently, the limiting factor to our success is the speed with which these critical questions can be addressed.
Simply put, our proposal to increase the investment in cancer research is aimed at accclerating the rate of
discovery in cancer research. This acceleration will result in speeding the day when cancer is a thing of the past.

We propose to:

1. Enhance cancer prevention research to stop millions of cancer cases from happening.

The trials associated with cancer preventative agents involve large numbers of subjects and take years to
complete. There is currently a waiting list of interventions with basic scientific evidence sufficient to warrant
testing. More resources would enable these tests to proceed ultimately leading to the prevention of millions of
cases of cancer.

2. Improve early detection and diagnosis so as to make cancers more treatable.

It is very well known that early detection and effective screening can save lives because cancers caught early are
more treatable. There are currently a number of innovative detection and screening technologies waiting to be
explored. More resources would provide the means to do this critical exploration.

3. Speed the rate of discovery of new interventions related to all phases of the fight against
cancer.

Discoveries of the basic cellular pathways involved in making a cancer cell what it is need to be sped. Once
these discoveries are made, the new knowledge must be applied to cancer interventions. Currently, only about
2% of adult cancer patients are participating in the clinical trials that allow new interventions to be tested. With
resources sufficient to increase this number 5-fold, five times as many questions could be answered each year.

4. Increase the access of the American people to state-of-the-art cancer care.

Cancer carc is quite variable in different locations and among different groups of Americans. There arc
currently 55 NCI-sponscred cancer centers in the United States. With additional resources, all academic
research centers having a critical mass of cancer researchers could become NCI-sponsored cancer centers. This
would enable more clinical research to proceed more quickly but also provide access to millions of Americans



who might otherwise not be treated at a cancer center.

5. Increase the access of the American people to state-of-the-art information about cancer and
cancer interventions,

A critical component of cancer prevention and cancer treatment is information. Additional resources would
enable state-of-the-art information to placed in the hands of cancer care providers. In addition, all Americans
could be provided with better information about ways to prevent cancer. Cancer patients and their families
would have access to information about their treatment options.

The Costs

It should be obvious that these five proposals are heavily overlapping and that complex problems like these call
for solutions that are complex. For example, access to quality cancer care cannot be divorced from the training
of the next generation of care providers nor from the infrastructure that allows this care to occur. The costs
involved in accomplishing these goals are by no means trivial,

Enhancement of the clinical trials network including prevention initiatives would require $160M in Y99 and
$960M over three years; Increased support of new clinical investigators would require $75M in FY99 and
$200M over three years; Improvement in the informatics associated with clinical trials and with dissemination of
information about clinical trials would require $20M in FY99 and $75M over three years; Increased training
and education of new clinical investigators including minority initiatives would require $40M in FY99 and
$195M over three years; Increasing the number of NCI-sponsored cancer centers would require $93M in FY99
and $559M over three years; Increase funding of investigator-initiated research would require $200M in FY99
and $1.2B over three years.
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NCI’s VISION FOR THE FUTURE

There is every reason to be confident of future progress in the battle against cancer. Cancer is not one
disease bui many, and real progress has already been made against many cancers. Overall cancer mortality
rates are dropping for the first time ever. If smoking-related lung cancers are omitted from the analysis of
mortality data, the decrease in deaths from all other cancers is even mmore dramatic.

Progress in science and technology is inherently unpredictable, and historically, predictions by
governument officials about science and technology have proven to be more embarrassing than accurate. In 1899,
the Commissioner of the US Patent Office stated, “Everything that can be invented has been invented.” In the
past, government officials have succumbed to the temptation to make predictions that a cure for cancer was “just
around the corner” or would be obtained “in five years” or “in ten years.” The benefit to the American people
and to the scientific community of making such predictions has been nonexistent, and such predictions can
certainly erode the credibility of the prophets if they do not come to fruition.

There will always be a temptation to make promises about the future of cancer, but NCI is committed to
making only those promises that we know we can keep. We do promise that we will seek to exercise good
stewardship of the resources provided us by the American people. We do promise to remain committed to
excellence in research aimed at better prevention, earlier detection, more accurate diagnosis, and more effective
treatment of cancer. Our firm belief that research will eventually cure cancers has been validated by the
progress already made—progress that is firmly grounded in research. This validation strengthens our resolve
to intensify our quest for answers and to apply these answers in ways that maximize their benefit to the
American people. There is really no question about the direct connection between research and measurable
progress against cancer. There is also really no question that more research will inevitably require more

resources. The only real debate involves the level of resources that we, as a society, are willing to commit to
this effort.

WHAT WILL ADDITIONAL FUNDING BUY FOR THE AMERICAN PEOPLE?

THE GOAL

Decreasing the burden of cancer through increased scientific discovery and the clinical application of specific
discoveries for better prevention, earlier detection, more accurate diagnosis, and more effective treatments that
together will ultimately lead to the eradication of cancer.

JHE PLANS

1. Enhancing the NCI’s program of clinical trials for new interventions. Completion of current clinical trials
must be sped and a greater capacity for new trials must be achieved. Only with more speed and more capacity
can the influx of new agents from the explosion of discovery be accommodated. The barrier to physician
participation must be lowered by NCI support for more new clinical investigators who would be enabled to
engage in clinical research. In addition, a new informatics system for elinical trials is needed that will take
full advantage of the capabilities of modern computers and the World Wide Web. Such a system will allow
efficient and secure handling of clinical data obtained in trials, and this increase in efficiency will also help to
lower the barriers to participation by physicians in cancer clinical trials. The World Wide Web must also be
used as a means of providing cancer patients and their families with user-friendly information about the
options available to them in clinical trials. Computer terminals or kiosks in public places—Ilibraries, stores,
malls, airports—would provide people with tailored information relating directly to them in understandable -
language. Lowering the barriers to participation in clinical trials for both health care providers and patients
would increase the numbers of Americans with access to state-of-the-art interventions available through
clinical trials.
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Measure of Success: Increase from the current 2% to 210% in the percentage of adult cancer patients
participating in elinical trials.

2. Enhancing the NCI's emphasis on prevention. Large prevention trials involving tens of thousands of subjects
can be completed within a few years. We must integrate emnerging knowledge of what makes a cell cancerous
with the discovery and testing of preventative strategies. Relevant animal models that will reliably predict
the preventive action of drugs in peaple are needed. Creation of an ambitious new clinical trials capability
that will feature close linkages between cancer prevention cxperts and the primary-care medical community
will be essential to the success of this program. With the changing landscape of cur Nation's health care
system, managed care providers and health-maintenance organizations will be crucial participants.

Measure of Success: Development of relevant animal models to support prevention drug discovery and creation
of a national prevention network linking cancer prevention experts with the primary care medical community.

3. Increasing the number of NCI-sponsored cancer centers. The NCI system of 55 cancer centers is the nation’s
principal engine of scientific discovery about cancer. Based on our evaluation of the Nation's academic health
centers, we conclude that between 70 and 75 have the critical mass of cancex-relevant researchers to become
NCI-sponsored cancer centers. Increasing the number of centers will have many beneficial effects and will
ultimately increase the rate of discovery of improved cancer interventions. Cancer centers provide the training
grounds for the cancer researchers that our Nation will need in the 21st century. 70-75 Centers would increase
the diversity of research conducted within the centers program, including addressing the important problem of
the cancer burden in disadvantaged and minority groups. By bringing clinical research excellence closer to all
segments of the American population, an increase in the number of cancer centers will provide enhanced quality
of care and greater access to state-of-the-art prevention, detection, diagnosis, and prevention.

Measure of Success: Increase in the number of NCI-sponsored cancer centers from 55 to 70-75.

4. Stimulating scientific discoveries that will lead to new drugs, devices, and behavioral interventions for
better prevention, early detection, more accurate diagnosis, more effective treatment of cancer. The NCI
supports cancer research in every state in the Union through its grants program but ¢an only fund about one-forth
of the applications it receives. This level of funding slows the engine of discovery and in turn slows progress
against cancer. A funding rate of 40% would markedly speed scientific discovery while maintaining
competition for funding that drives excellence. Scientific discovery would also be stimulated by creation of
specialized consortia of individual investigators for discovery of new approaches to prevention, detection,
diagnosis, and treatment.

Measure of Success: Increase in the percentage of funded grants from 25% to 40% and creation of new consortia for
discovery in cancer prevention, detection, diagnosis, and treatment.

THE CQSTS

Enhancement of the clinical trials network including prevention initiatives would require $160M in FY%9 and
3960M over three years; Increased support of new clinical investigators would require $75M in FY99 and $200M
over three years; Improvement in the informatics associated with clinical trials and with dissemination of
information about clinical trials would require $20M in FY99 and S75M over three years; Increased training and
education of new clinical investigators including minority initiatives would require $40M in FY99 and $195M
over three years; Increasing the number of NCl-sponsored cancer centers would require $93M in FY99 and $559M
over three years; Increase funding of investigator-initiated research would require $200M in FY99 and $1.2B
over three years.

Total cost estimates for these initiatives are $558M in FY99 and $3.2B over three years.
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The contents of this fax are intended only for the designated recipient.

Message or comment:

At the request of Dr. Klausner, 1 am forwarding to you a copy of the “NClI
Challenge” section of the FY99 Bypass Budget.

We are in the process of finalizing the bud et numbers associated with
this section. Our current estimate is that about an additional $500M in

- FY99 would be required If the goals/milestones set forth in this section
are to be realized.
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NCI’s CHALLENGE

We cannot conquer what we will not fight. We have founded our fight against cancer in the
power and process of science and have enlisted the best scientists and clinicians to create the

knowledge and the tools we need to succeed. But will we?

Knowledge about the fundamental nature of cancer is -exploding, Technology is giving us new
instruments with which to see and understand cancer much as the Hubble telescope has given us a
new eye on the universe itself. Investments made to achieve our accumulated knowledge and
technical capacity are beginning to pay off--cancer mortality rates overall and for many individual
cancers are finally falling, though slowly. Yet one thing is clear: these successes have resulted
from the appiication of research—research on how lifestyle and environment affect cancer risk, on

ways to detect cancers more readily, on how to treat cancers more effectively.

Without doubt, we are in a golden age of discovery, one unique in humar history. The NCI has
engaged the bést. minds frbm dive'rse disciplines to assess how best to further foster discovery,
facilitate its application to the care of people with cancer and those at risk, and topple barriers to
progress. Throughout these intense deliberations, all of us who are dedicated to the fight against
cancer returned to this central question: “What more must we do to convert this golden age of

discovery to the golden age in the prevention and cure of cancer we have so steadfastly sought?”

Research into the causes of cancer is our only route to effective prevention. Research into
detection techniques is enhancing traditionally successful therapy. Research into the life and death
of cancer cells is leading to incremental success in curative therapy. Our successes have shown us

that no one approach will conquer the many different diseases we call cancer. We know progress
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can be made, and we know it will have its roots in discovery, But it is now clear that the gap that

still exists between discovery and application will not be closed unless we now set in place
structures that will speed the engine of dlscovery create bridges between all componerits of the

cancer research enterprise, and encompass the care of those with cancer and those at rigsk mto our

national research system.

At the beginning of this budget dJocument, we described three interconnected research settings:

.
L
L
£

the laboratory, the clinic, and the community, While this budget is designed to assure that each
thrives, we believe fumiy that timely movement towards cancer cure and prevention wiill happen
only when the current gap between discovery and application is spanned To do this, we must
create a system of bridges — among all aspects of research, between research and clinical practice,
between research and industry, and Between the cancer research amterprise and the American
people, We must nurture and strengthen the ties among these diverse research areas, and between
the research enterprise and those whose lives cancer touches, to ensure that the benefits reaped by

our new ideas and new technologies flow directly into the reduction of suffering from cancer.

In this final section of NCT's budget, we present our plan to meet the challenge of building those

bridges that will eventually conques cancer.

THE CHALLENGE AND THE PLAN

. The challenge before us is immense. How will we convert our knowledge of cancer into advances
in prevention and care on the scale that is needed to conguer cancer? We must enter a new ers—
one in which scientific knowledge about cancer, rather than empiricism, directs our efforts m the

fight against cancer. As Jaboratory, clinical, and population research reveals ever more about the

LR
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inner workings of cells and the ways in which cancers behave, the challenge before us is to
convert this knowledge quickly into practical, affordable, and effective interventions that restore
cancer patients to health and prevent the development of these diseases in all segments of our

population.

To meet this challenge, we must have a clinical research base that can bring the best of our
developing knowledge—the best ideas, technologies, and people—to the problems of cancer
prevention and care. The dismaying fact that only about two percent of adult cancer patients
participate in any type of clinical trial means that answers come slowly, and large numbers of
patients do not have access to the latest developments. To accelerate our ability to find answers to
crucial clinical questions, we must dramatically increase access to and partigipation in clinical
trials. We must supply the structures and mechanisms that will not just span the gap between
discovery and application but will transform the process by which we bring discoveries to the

benefit of people and allow us to conquer all types of cancer.

The response to this challenge requires increased investment in eight key areas:

1. National Clinical Trials System

2. Investigator-Initiated Research

3. Support for Clinical Investigators

4. Cancer Centers--Restructuring and Expansion
5.. National Repositories and Resources

6. Informatics and Information Flow

7. Studying Emerging Trends in Cancer
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8. Trainmg and Education

NATIONAL CLINICAL TRIALS PROGRAM

The importance of a strong clinical trials program — and our urgent need to expand the Nation’s

current clinical trials infrastructure - cannot be overstated, Clinical trials are the crucial finai
steps in th§ process of developing new cancer treatments, prevertive measures, and detection and
diagnostic techniques. As the place where prom:mng new strategles from the laboratory bench are
applied for the first time to real human problems at the bedside, clinical trials represent the best
opportumty for patients to receive state-of-the-art care while adding greatly to our understanding

of cancer and helping to create tomarrow’s interventions.

Why, then, do sc few people — only about two percent of cancer patients — participate in clinical
trialg? There are barriers to participation, some of which are discussed below; these bariers are
not insurmountable. But we need a robust clinical trials infrastructure to speed the way. We
need to ensure that all people who wish to participate in 2 clinital trial are able to do so. In
short, we need to break down the barriers to clinical trial participation for patients, their

families, at-risk individuals, and physicians.
An expanded and strengthened clinical trials program will speed 'progms in:

Treatment. For most types of cancer, current treatments are inadequate. New and highly
promising strategies for cancer treatment are emerging through our ever-increasing understanding
of basic biology; we must speed their development by testing them in people as rapidly and '

efficiently as possible.

(=% I I % =151 ot s oL ’ Bueyj-—puopteq LOMd  WHEP:S0 L66T-1C-48



Prevention and early detection. As we are able to identify more individuals who are at risk,
whether because of their genetic profile, their environment, or other factors, we need trials of
drugs, dietary interventions, and new technologies to prevent their cancer, or to catch it early,

before it has had time to spread.

Diagnosis. New, minimally invasive diagnostic techniques emerging from the work of the NCI's

Cancer Genome Anatomy Project and elsewhere must also be tested in people.

A serious bartier to progress is the growing reluctance of health care payors and providers, .
particularly managed care organizations, to pay even the routine clinical care costs of patients
participating in early clinical trials and to bar patients’ access tol reséarch studies. But treatment
and prevention advances must not be sacrificed to the cost consciousness néw driving the health
care industry. Therefore, the NCI is actively negotiating with repreééntatives of the industry to
arrive at a mutually agreeable solution. As part of any compromise, however, we envisage the
need for funds to offset the costs of routine care in the context of certain early stage trials. NCI
rhaintains that it is the legitimate responsibility of the insurance industry to reimburse the costs of
routine medical care of cancer patients in all high-quality research trials. For certain innovative
trials, however, in which patient care costs are significantly higher than routine care for the same

condition, we recognize the need for cost sharing between the insurer and the research sponsor.

INVESTIGATOR-INITIATED RESEARCH

An enhanced level of support for investigator-initiated research at all levels remains a fundamental

need. Research in the laboratory, clinic, and community provides the platform on whjch
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translational research and clinical testing stand. In basic investigation, we now need to complete

the picture of how the cell works and how its molecular circuits go asﬁ'ayin cancer, This is an
5 enormous undertaking, but it is the foundation of future medicine—the pivotal base from which we
* will create the interventions that translate our knowledge into real improvement in cancer

prevention and care.

We also need to make important additions to our research portfolios in areas that will support the
crucial process of translation—the generation of clinical hypotheses from basic information and the

testing of these hypotheses in applications for people.

NCI can only support approximately the top 25% of research grant applications. Te ensure that
excellent ideas have the chance to be tested, and new investigators attracted to research on

cancer, we need to fund the top 40 %

SUPPORT FOR CLINICAL INVESTIGATORS

In recent years, changes in the organization and financing of health care have resulted in
significantly decreased revenues at many a'cad'emic health ceaters. The resulting econamic.
pressures have adversely affected clinical investigators — and, potentially, their research — in those
centers; in particular, today’s investigator frequently finds protected time for research to be an
exceedingly hard commodity to secure. Unless clinical investigators receive the support they need
to carry out research, many of the high-quality treatment, detection, diagnosis, and prevention

studies that we desperately need will be delayed or even dropped.
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Therefore, we must create and maintain an environment that supports and encourages
he_alth care professionals who are involved in clinical research. We propose to increase
support for protected research time by providir;g partial salary support for heaith care
professionals involved in clinical investigation. In addition, we must support training for health
care professionals at any stage of their career who wish to become involved in clinical research.
This is a difﬁcﬁ]t charge in a dynamic and rapidly changing health-care environment, but we
cannot hope to succeed in meeting our challenge without a sufficient workforce of investigators

appropriately trained to bring our discoveries to the benefit of patients.

CANCER CENTERS—-RESTRUCTURING AND EXPANSION

NCI currentls' awards cancer center support grants to 55 institutions nationwide. We believe
that this program should grow over the next few years to include about 75 institutions. In
addition, it is our plan to broaden the cancer center concept to include smaller organizational units
that can respond efficiently to highly specialized areas of opportunity. These consortia will bring
together scientists from diverse disciplines to work in a multidisciplinary fashion on a broad range
of problems such as the discovery of new preventives or treatments, genetic linkage studies,
identification of gene-environment interactions, and more effective interventions for promoting

health-seeking behaviors.

NATIONAL REPOSITORIES AND RESOURCES
The direct study of tumor tissue can give msights into cancer biology obtainable in no other way
and provides a basis for understanding how cancers actually behave in people. NCI's Cancer

Genome Anatomy Project and the further efforts in diagnostics development that will follow it
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will greatly accelerate the need for tissue resources and appropriate clinical information with each

specimen.

NCI has recemly begun to supported collection and banking of human cancer specimens. These
tissue resources are built and maintained by various investigator groups, and by organizations that
cotlect specimens for the general use of the research comnmnity. NCI is also considering how
tissues should be collected and orga.mzed in the years ghead to best serve the needs of patients
and the research community while maintaining tissue donors” privacy and confidentiality, In
addition, the NCI coordinates the dissemination of a broad spectrum of biological agents,
including cytokines, antibodies, cells, and cell products, for use in laboratory research by the

scientific community natiorrwide,

We are planning a substantial increase in our resources for drug and biologics development so that
NIH-supported investigators around the country can be more adequately supported in their efforts
to bring new discoveries to the clinic as cancer preventives or therapeutics. It fs aur goal to
make our repositories and resources readily accessible t6 every investigator that neads

them.

INFORMATICS AND INFORMATION FLOW

The power of computer-based communications and the capabilities of the World Wide Web will
make possible new levels of research cooperation. Slow and cumbersome paper-b@ed systems of
data collection for multi-center studies will give way to electronic communication, facilitated by
enhanced flinks between sites of care delivery (hospitals, offices, and clinics) and the research
databasés of investigators. In collaboration with other federal agencies, and wnh the participation

. .
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of many external scientists and clinicians, NCI is now planning a new architecture for the flow of
information in its clinical trials programs — a Cancer Informatics Infrasﬁuctun: (CII) — that will
expedite the conduct of all types of interventional studies - prevention, diaghosis, and treatment.
NCl is modernizing information links with its investigators in a manner that will be compatible
with standards_ set by the international committee now studying this issue for North America,
Europe,l and Japan. We are also revising our criteria and standards for reporting adverse events.
The result will be common terminology and reporting requirements that will greatly increase the

speed, efficiency, and accuracy of results reporting.

The twin goals of the CII are to Iowgr_ the barriers for patients, families, at-risk individuals,
and physici;ﬁu to learn about available clinical trials, and to cmte. an infrastructure that
facilitates information exchange among researchers, clinicians, and the public. The CII will
greatly enhance NCI's current activities to provid.e the general public with up-to-date information |
about new research results, available clinical trials in diagnosis, treatment, and prevention, and
contact points for additional information. For example, instructional modules on computers,
tailored to individual needs, .can supplement current standard techniques for teaching people about
difficult concepts like the risk of getting a disease given a certain genetic predisposition. When
housed in kiosks in public places like libraries or malls, computers can inform the public about
research results or studies of personal interest and relevance. Such kiosks could also be an
effective way to reach people in underserved areas. NCl is already exploring this possibility in
collaboration with the library system in the state of Maryland. With the active participation of
severa] patient advocate groups, NCI is engaged in an ambitious effort to create a "Qa.tient-

friendly" PDQ database, containing information on cancer and on opportunities for participating
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in investigational studies of new approaches to prevention, diagnosis, and treatment in non-

technical language.

STUDYING EMERGING TRENDS

There is an important need to observe emerging trends in cancer death across broad populations.
The NCT’s primary means of studying such trends is the Surveillance, Epidemiology, and End
Results (SEER) database, which tracks the impact of cancer on the general populstion. SEER
has allowed us to identify environmental wciuoge;xs, to track the effects of tobacco on men and
women, and to identify geographic areas with higher than average rates of cancer. Conﬁdenﬁality
and privacy concerns are accorded the Méhwt prionity in the SEER database. We want to
ensure that; as much as pessible, the SEER database not 6;Iy tracks ai:cnratdy changes in
cancer incidence and survival, but also contains information that will emable researchers to

generate hypotheses about the basis of observed changes in trends over time,

Linking databases containing different kinds of health-related information on poputations can
provide a vexjt powerful tool for certain kinds of analyses. For example, linkapes hetween SEER
and the comprehensive Medicare administrative database are already providing valuable
information on relationships between health care resource utilization, costs, and medical outcome.
Advances in infoﬁnation technology will enable linkages like thess to be established much more
casily than in the past and in time will facilitate the creation of databases through electronic

transfer of information from electronic source docurents.

TRAINING AND EDUCATION

la -
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We have been emphasizing the importance of new individuals who will be the leaders in
accomplishing the complex tasks of translating discoveries into interventions. Where will they

come from?

We must take steps now to ensure that some of the brightest, mosf creative young people from
every segment of the American population enter the cancler ﬁelé. We must convince some of them
that the field of translational research offers tremendous challenges and rewards. Moreover, we
need to persuade individuals from untapped segments of the research community to change
direction and join us in these translational efforts. This kind of research is often conducted by
physician-scientists and other investigators who possess a broad base of knowledge and expertise
in basic scieﬁce, epidemiology, clinical oncology, and clinical investigation. The trainix_xg of such
individuals takes many years. Despite the scientific and medical rewards of careers in this area, the

contemporary health care scene also provides substantial disincentives.

It is time also to increase attention to the needs of minority students and young scientists and to
make these needs a major thrust of NCI’s training activities. Current NCI minority initiatives haye
shown some success in broadening training opportunities for minority scientists, but more are
needed. We must find ways to attract more minority students into biomedical science and more
minority biomedical trainees into cancer research. Successful efforts to do this will need to be
ambitiously conceived and will need to start early in the éducational pr_ocesS. A fully adequate
enhancement of NCI's training programs for minority trainees would provide promising young
scientists access to high-quality training opportunities in first-rate laboratories and cliniés across

the entire biomedical spectrum,
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NCPs New Training Programs
_The NC1 is committed to creating training oppartunities for junior scnentxst& The recently instituted
Howard Temin Award, named for 2 Nobel laureate scientist who devoted his career to cancer and
AIDS research, s intended to bridge the transition of the most promising M.D.s and Ph.D.s from a
mentored research environment to an independent research career. Through ongoing financial
support, this award mcoﬁrages the “best and brightest™ jumior scientists in basié, clinical, and

behavioral research to pursue a career relevant to cancer.

The NCI Scholars Program will assist promising young mvestigators in basic, clinical, or
population research to launch independent research pmg:m in the supportive environment of the
NCT’s Intramural Research Program. With access to the NCI's intramural research resources,
including mentoring from senior scientists, NCI Scholars will independently design and carry out
projects in their own laboratories for up to four years. Afer this period, NCI Scholars will move on
to careers at extramural institutions. We expect this program to contimaﬂy'mhmcc and invigorate
the inttamural community by developing a cadre of creative young sciertists who will expand

collaborative research opportunities intramurally, while also strengthening our ties to the

extramural community.

MILESTONES: WHERE WE NEED TO BE IN 5 YEARS

An ambitious set of goals will enable us to focus our efforts and permit an assessment of our
success. The milestones that we propose for this initiative are near-terny, as such, they .
concentrate heavily on easily measured criteria of success related to the structures and

mechanisms we must now put in place or strengthen. Longer-range and more meaningful
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measures of success will be the generation of new knowledge, new drugs, new devices, and
improvements in diagnosis, treatment, and prevention strategies. This is the future we must

secure,
At the five-year mark, we set our sights on the following measures of success:

e Number of patients accrued to clinical trials. Initially, we are aiming for a five-fold
increase over the next five years in the NCI-supported cooperative treatment trials program.
Ultimately, we believe that every American who wishes to participate in a clinical trial should
be able to do so. This holds true not just for treatment trials but also for p:reventiOn,
detection; and diagnosis studies. Increasing the number of individuals in clinical trials is the
first step ’m speediné the timely completion of major trials of national importance and will

facilitate patient access nationwide to the state-of-the-art therapy available on clinical trials, -

o Increased number of collaborations in diagnosis, prevention, and treatment facilitated
by changes in informatics systems for clinical trials. Presently, because of the many
incompatible informatics systems in use in NCI's clhﬁcal trials program, the plamﬁng and
execution of large-scale studies with multiple cooperative groups are labor-intensive and time-
consuming. With the institution of state-of-the-art informatics systems for clinical trials that
promote full compatibility among all participants in the program, the number of collaborative

studies for clinical questions of national importance should increase.

o Increased number of individual grant applications funded. The current funding rate

should be increased to 40% of grant applications submitted.
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‘ Increased number of NCI cancer centers. An increase in the mmber of NCI cancer centers

from the present 55 to about 75 will increase geographical distribution of centers and increase

the versatility of the centers program as an agent of discovery.

Establishment of consortia for areas of particnlar scieatific opportunity. Measures of the
consortia’s success will be related ta their scientific prbduotivity and the number of sucoessful

new interventions developed as a result of their efforts.

Doubling of the number of agents brought forward for clinical testing through NCI’s
development pipeline. The number of ideas worthy of early feasibility testing in the clinic
curently exceeds our development capacity. We ere aiming for a doubling of our
development capability, which should enable an abpm,ximaie doubling of the number of
Investigational New Drug Applications filed with the FDA, for agents that might prove useful

as therapeutics.

Increase in the number of diagnostic devices under investigation for cancer indications
and the proportion of the total effort whose development and climical testing is aided
significantly by NCI efforts. NCU's impact on this area will be successful if we increase the
overall flow of discovery from the laboratory to the clinic. We do not intend a mere shift in
the source of support from the private to the public sector. The number of partnerships with

the device industry for joint development projects will be an important anca'ﬂai'y measure.
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Increase in the number of preventive agents brought forward for clinical testing. We

+ are currently only testing 2 handful of preventive agents. We need to substantially increase

this number.

Increased access to and use of new biological and informational resources. By giving
scientists thetools they need to work efficiently and effectively, we will enable them to work

more efficiently and more rapidly, thereby hastening the pace of discovery,

Increased number of multidisciplinary collaborations. The establishment of new
multidisciplinary collaborations supported by NCI and the productivity of such collaborations,
particularly in terms of concrete products relevant to cancer prevention, diagnosis, and

treatment, are obvious measures of success.

Increased number of clinical investigators whose time fof research is partially protected
by NCI support. Currently, support grants to NCI cancer centers fund a portion of the
work of selected senior staff investigators. We must extend this policy to include a broader
spectrum of investigators, particularly promising young individuals starting out in the difficult

area of transiational research.

Increased number of new trainees entering cancer research; number of new minority
trainees; success of new trainees’ first-time grant applications as independent

investigators. These measures of success can all be assessed readily.
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e Expanded cancer snrveillance. Productive expansions of SEER and linkage of existing
. databases (mc[uding SEER) will allow us t0 ohserve more mpad}ychmges in the incidence of
specific cancers and will give us insight into the causes of those changes, thus givihgusmrgets

for interventions,

e Tncreased use of information, education, and communications resources by a greater

diversity of users. We will track increases in rates and patterns of use for NCT's information

resources.
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In his bypass budget for FY98, Df. Klausner requested $269.5 million more than the

President’s request. The amount increases to $397 million in FY99, and $518 million in
FY00. The-additiormatrmoney woul-fme-5-privrity-fnvestments. [lausner belies Hais
Hatadt I’)\b&‘t&?’ huT MN"W JacucAe MUTAM gurué,w—\ advwis—_
Py 10 Sa~as ..

Cancer control advocates have observed the tactics of the AIDS activists and are seeking
to replicate their successes. The fact is AIDS activists have rewritten the advocacy rules.
Their take no prisoner tactics have rubbed many the wrong way, but they have also
worked. As a result, cancer control advocates



./

Uil RrefveEs M

July 20, 1997 Veal T ed
. &L
MEMORANDUM FOR THE VICE PRESIDENT <—5\U O
FROM: Jerry Mande

Tha bry pe>s boehyet

SUBIJECT: Cancer Initiative
3p<:&c) ATV

II.
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We are at a pivotal point in the fight against cancer. Your leadership would fesult in
significant progress in this battle. Several factors have emerged to provide this opening. ., .
First, the current “war on cancer” has fallen short of public expectations. Second, the
science has advanced to a point where additional investments in cancer research would
likely result in important improvements in patient outcomes. Third, there is a rene\Z’eéi., f MM"
visible, public interest in fighting cancer . N Lonnes

3 2. ot
To seize the opportunity, we need money. Specifically, we need at least $400 million  ¢7.o ﬂép
more (16%) in FY99 than was in the President’s FY98 request ($2,433 million). Given ’
budget constraints, you would need to begin now establishing support for such an W{t
increase. You could signal your interest as soon as possible by participating in one or %?wp’
two cancer events, give a major policy speech this fall, and advocate for an increase in thg Mﬁ-"(

FY99 budget reW ahems ' o EA}—
Dtk /T MoV wchngA/L-ll :ﬁw

The next two weeks provide two siglﬁi icant opportunities to demonstrate leadership on :
the issue. You could announce NCI’s Cancer Genome Anatomy Project and meet with (&\
the Friends of Cancer Creative Task Force. You would quickly establish your role in a
manner that might otherwise take months to achieve.

v
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BACKGROUND ¥
. (r'}
The “war on cancer” began in 1971, when President Nixon and the Congresg enacted the §
National Cancer Act. While significant advances have been made over the(past 25 years,

by the lack of progress (while children’s cure rates have jumped from 5% to\{0-80% over
the last 35 years, adult survival rates have not made the same impressive gains). The

science is thriving, but there is a sepse that the nation does not have a national cancer
program. N—S%;;&Q (AR mﬁ(&( /. Ve Sga-ec~ Cpine i eS
P OO A | pucqtoveS

@-ns_pmws-ieﬂ-g the 1971 Act is-the “bypas_s—budgetll;ﬁderﬂﬁs-pmvisionﬁhe%rector
of NCI is-autherized 1o submit directly to Congress an annual budget estimate for the

National Cancer Program after review “but without change” by the Secretary, the han Tis
Director of NIH, and the National Cancer Advisory Board. ‘[y«_ba.%sc_/&ﬁﬂz"—

57(’6-53 '7\,\19?( re st hers

especially in treating cancer in children, many experts and much of the publjc is troubled ? §
\
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MEMORANDUM FOR THE VICE PRESIDENT

FROM: Jerry Mande
SUBJECT: Cancer Initiative
L. SUMMARY

II.

We are at a pivotal point in the fight against cancer. Your leadership would result in
significant progress in this battle. Several factors have emerged to provide this opening.
First, the current “war on cancer” has fallen short of public expectations. Second, the
science has advanced to a point where additional investments in cancer research would
likely result in important improvements in patient outcomes. Third, there is a renewed,
visible, public interest in fighting cancer .

To seize the opportunity, we need money. Specifically, we need at least $400 million
more (16%) in FY99 than was in the President’s FY98 request ($2,433 million). Given
budget constraints, you would need to begin now establishing support for such an
increase. You could signal your interest as soon as possible by participating in one or two
cancer events, give a major policy speech this fall, and advocate for an increase in the
FY99 budget request.

The next two weeks provide two significant opportunities to demonstrate leadership on
the issue. You could announce NCI’s Cancer Genome Anatomy Project and meet with
the Friends of Cancer Creative Task Force. You would quickly establish your role in a
manner that might otherwise take months to achieve.

BACKGROUND

The “war on cancer” began in 1971, when President Nixon and the Congress enacted the
National Cancer Act (NCI was established by FDR in 1937). While significant advances
have been made over the past 25 years, especially in treating cancer in children, many
experts and much of the public is troubled by the lack of progress (children’s cure rates
have approached 70-80%; while progress treating adult cancers has been real, it has been
incremental and frustratingly slow). The science is thriving, but there is a sense that the
nation does not have a national cancer program.

Last year, NCI publicly identified key research opportunities and needed investments in
its so-called “bypass budget.” The 1971 Act authorizes NCI’s director to submit directly
to Congress an annual budget estimate for the National Cancer Program after review “but

without change” by the Secretary, the Director of NIH, and the National Cancer Advisory



Board. In his bypass budget for FY98, Dr. Klausner requested $269.5 million more than
the President’s request. The bypass budget is $397 million above the President’s budget
in FY99, and $518 million in FY00. The additional money would fund 5 priority
investments designed to capitalize on gains in our understanding of the causes and nature
of cancer, and to bridge the gap between basic discoveries and the development of new
interventions to prevent, better detect, and more successfully treat cancer -- cancer
genetics; preclinical models of cancer; molecular diagnostics; detection technologies; and
the “NCI challenge,” bridging the gap between discovery and patient care.

Klausner believes that we could make an immediate difference in patient outcomes by
increasing patient participation in NCI experimental treatment protocols or clinical trials.
Today, 90% of children are treated according to an NCI experimental protocol, and 70%
participate in an NCI sponsored clinical trial. Along with this the cure rate has risen to
70-80%. In contrast, only 2% of adult patients are enrolled in NCI sponsored clinical
trials. Experts believe that if all adults were treated with the optimal protocol mortality
would drop 10-20%. This would require an additional investment of $160 million.

In this budget climate I would like to be able to provide you with a cancer initiative that
costs little or no money. I am convinced such an approach would not be credible. Cancer
control advocates have observed the tactics of the AIDS activists and are seeking to
replicate their successes. Cancer advocates are now pursuing a “show me the money”
strategy. The Administration has already acted on low-cost opportunities like speeding
FDA approval of cancer drugs. The top priorities for the cancer advocacy community --
increasing biomedical research and assure that research findings are rapidly translated
into the clinic and the community -- involve a significant investment of funds.



|

i

~ Notv d&va\ The shrebos quo ~

deverd .

MAF -

C.C\_ - Fvrednwacan ' | .", .
Rick o ‘
- ,\<\au5ncv el c\.

Nobel (o _ovmo\«\\]

SPC.Q.? e\ Jr\\ Q‘(‘ﬁGﬂi’tC.\%‘Q», |
= Aviher Soc st Q\\“m»‘cc—\ O"‘QC\Q"‘,\’ ‘.

l
|

- &C_rtab& GQ— Sm\c\\m\ T YNOYS @ yhomnesad ‘IT-\(L
Ouv\z‘ br&_c,\g\"\(\xou\\/‘ \fv-e:a\‘msu/\—.

C Peilev - Senie see Wh c» aﬁ'@dg\j
¢ No e &

|
i
50)\4&.'. an rhﬂpd’v/"“w
\
i

PETUS - MDS Vaccme

- Theve > 5°W\bn;\"‘\ &CL\JCV\«\:—\ ex c.:\"wsr} clo oy ;'(- _ Q,w Vi
C"T H‘>"Y<35'~> - Cb\/'\frc,q,\ QC\ . 1\

|
. Ecnier problem theuw ADS vécoime -

Dov't nanad Mo\’apbw" =Y e - bur O.S. e idGC:é&‘-vL"L-'

-

u\/_\,f')b\/ﬁ S""’“""J Comn e ese -

Reclly Wemd weors fele Ver— (OM‘ than
Ve naamness - 4“257\'5

'.
'
|
-
'.
|

C u'-f:_.-\aa, - A Ob 175

|
|
OV é Cp\’ovx»{ Sed

' \
%\L,)V = The preventcHye steps Sve The sScna i@ﬂ(’ ﬁccx)

e,

_ Cse,vxa—\—{cs - BEuny



