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I. AMERICA MUST ACT NOW: THE ALZHEIMER’S SOLUTIONS PROJECT

Alzbeimer’s disease poses a grave and growing cballenge to our Nation.

Many experts already recognize that Alzbeimer’s will severely affect the lives of millions of Americans

W})O eitber suﬁ‘erfrom t})iS diSEdSE or [ﬂTBfOV someone W})O dOES. Less appreciated are tl?l? grave economic

consequences that Alzbeimer’s disease, with its cumulative costs, will impose on the country. Unless we take

decisive action now, the Alzbeimer’s crisis could very easily surpass even the current economic crisis in the

damage it inflicts on individuals and our economy.

The Alzheimer’s crisis, like the disease itself, will unfold
gradually, making it all too easy to ignore until we have
little opportunity to alter its impact. The prospect of
an overwhelming hurricane never became real enough to
prompt the strengthening of New Orleans’ levies; the re-
sult was $82.2 billion in damage and almost 2,000 lives
lost. Concerns about subprime lending never became
urgent enough to prompt corrective regulatory actions;
we're still tallying the cost of this crisis as job losses and
bank failures mount and stock values plummet. If we fail
to address the Alzheimer’s crisis now, we face the pros-

pect Of losing lives and dollars on much larger scale.

The numbers alone tell a frightening story about the cur-
rent impact of Alzheimer’s, a terminal disease that has

no cure:

® Alzheimer’s disease afflicts more than 5 million
Americans,' and is the Nation’s sixth leading cause
of death.?

* Alzheimer’s disease is a family disease. This year 10
million caregivers will provide 94 billion hours of
physically demanding and emotionally draining un-
compensated care.’

* Alzheimer’s disease is already the Nation’s third
most expensive disease,” costing the Federal Gov-

ernment alone more than $100 billion per year.S

If we fail to develop the capability to disrupt current
trends, projections regarding Alzheimer’s future impact

are even more alarming:

® Alzheimer’s cases will increase by more than 50 per-
cent in 20 years and double again to as many as 16

million cases by 2050.°

® Qver the next 40 years, Alzheimer’s disease-related
costs to Medicare and Medicaid alone are projected
to total $20 trillion in constant dollars, rising to

over $1 trillion per year by 2050.7

We still have an opportunity to take strong, decisive ac-
tions to rewrite this future. But it won't be easy. We will
need to act boldly to develop the capability to prevent,
cure, or delay Alzheimer’s disease. We must also redesign
the healthcare reimbursement system for Alzheimer’s
care, which too often fails people with the disease and

their families. For instance:

* Fewer than half of people with Alzheimer’s disease
or other dementias have been officially diagnosed
with the disease. These missed diagnoses impede
the delivery of needed care and services.®

® The Medicare Fee-for-Service system, which covers
more than 80 percent of Medicare enrollees,® was
designed to address acute conditions and rewards
providers for a high volume of in-office services.
This reimbursement policy effectively discourages
the between-visit care and support most valuable to
people with dementia and their family caregivers.

® There are interventions proven to increase quality of
life for people with dementia while optimizing their
healthcare utilization. Yet, many of the most prom-
ising interventions—including community—based
psychosocial interventions' and caregiver counsel-
ing programs''—are not covered by Medicare Fee-

for-Service.

If we hope to deliver higher quality care to people with
Alzheimer’s disease, the Medicare Fee-for-Service pay-

ment system must be reengineered so that payments are

THE REPORT OF THE ALZHEIMER'S STUDY GROUP



A NATIONAL ALZHEIMER'S STRATEGIC PLAN | AMERICA MUST ACT NOW

more closely aligned with the activities that deliver the
greatest value to people with Alzheimer’s disease and

other dementias.

These, then, are the dimensions of the national chal-
lenge: Alzheimer’s is having a large and quickly growing
medical and economic impact on the country, no signifi—
cant medical treatments exist to halt this trend, and our
healthcare system is not delivering adequate care to many
of those with Alzheimer’s and their caregivers. Consider

these alarming trends:

* For every dollar the Federal Government spends on
the costs of Alzheimer’s care, it invests less than a
penny in research to find a cure."

d Reﬂecting broad trends at the National Institutes
of Health, over the past 5 years federal research in-
vestment in Alzheimer’s disease has declined by 15
percent in purchasing power even as the number of
new cases has continued to climb."?

® Medicare Fee-for-Service for those with Alzheimer’s
has not changed meaningfully in the nearly 50 years
since its creation, despite repeated documentation
of its failure to provide responsive care or to effec-
tively manage costs."*

* Despite the scale of the challenge—the millions of
American lives and the billions of dollars—there is
not now even the most rudimentary strategic plan to

coordinate and direct the combined federal efforts.'”

Judged in proportion to the scale of the challenge, these
facts indicate that we have mustered, at best, token re-

sponses to this rapidly growing crisis.

In summary, then, the following are the primary find-
ings underlying the recommendations contained in this

I‘CPOI‘tZ

* Without a means of prevention, better treatment, or
cure, Alzheimer’s disease is projected to afflict 10
million Americans from the Baby Boom generation
and contribute cumulative costs of almost $20 tril-
lion to Medicare and Medicaid between 2010 and
2050.

® The current Medicare Fee-for-Service system, de-

signed in 1960 to address the acute care problems

that predominated at the time, regularly fails those
with Alzheimer’s disease and their families.

* Our national effort to address Alzheimer’s disease
has lacked coordination and focus, and has been
woefully underfunded relative to the scale of the

mounting crisis.

These findings, taken together, have led the Alzheimer’s
Study Group to the following lead recommendation:

Establish the Alzbeimer’s Solutions Project to accelerate and
focus national efforts, reengineer dementia care delivery, and,
ultimately, prevent Alzbeimer’s disease. The Alzheimer’s
Study Group urges America to embark on this bold
project to contain the staggering impact of Alzheimer’s

disease. This project has three pillars:

1. The Alzbeimer’s Prevention Initiative: As a national pri-
ority, urgently focus on developing the capability to
delay and, ultimately, prevent Alzheimer’s disease.
This capability will depend on the advancement of

development science as well as basic research.

2. The Alzbeimer’s Care Improvement Initiative: By 2012,
use value-based payments to reimburse providers for
at least 20 percent of health and social services for
people with dementia, and for half of these services
by 2016. Value-based payments will reward health
care and social services professionals for providing
the coordinated care dementia patients most need

for better health and a higher quality of life.

3. The Alzbeimer’s Public-Private Partners/oip: By 2010, es-
tablish an outcomes-oriented, project-focused Al-
zheimer’s Solutions Project Office within the Fed-
eral Government. Backed by an appropriate scale of
funding and through active collaboration with other
stakeholders outside the Federal Government, this
office will lead the successful implementation of the
Alzheimer’s Prevention and the Alzheimer’s Care
Improvement initiatives, together with supporting

efforts.

The Alzheimer’s Study Group believes that each of these
three objectives is of critical importance and that the
pursuit of these objectives will lead to a cascade of ben-

efits for those with Alzheimer’s and other dementias.
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We believe the Alzheimer’s Solutions Project should be
established in the tradition of America’s most success-
ful ventures, such as the Apollo spaceﬂight program, a
national goal—setting effort that culminated in 6 lunar
landings over a 14-year period. That program, one of the
great achievements in human history, is a clear illustra-
tion that Americans can accomplish great things when we

set our minds to doing so.

The Alzheimer’s Solutions Project is as urgent and in-
spirational as any national project our country has yet
undertaken. If we succeed, we will improve the lives of
millions of Americans and we will have shared a great gift
with the world.

Now is the time to act.

THE REPORT OF THE ALZHEIMER'S STUDY GROUP
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2. THE CASE FOR ACTION:
THE ALARMING DIMENSIONS OF A MOUNTING CRISIS

Alzbeimer’s disease will expand rapidly in the coming years as more and more Americans from the Baby

Boom generation enter retirement. This demographic development poses a steadily escalating crisis for the

Nation. Not only is it a crisis for individuals—Alzbeimer’s is a devastating condition for those with the

disease and tbeirfamilies—but, because it is extremely eostly, Alzbeimer’s is be[oming a national economic

crisis as well. Alzbeimer’s disease clouds our Nation’s future.”®

RAPID EXPANSION OF ALZHEIMER'S DISEASE CASES

America is growing older. The leading edge of the Baby
Boom generation has already reached retirement. This
generational milestone, coupled with increasing Iongev—
ity, will bring with it significant challenges to the Nation
in the years ahead. Within 25 years, 1 in 5 Americans will
be age 65 or older.

Overall, Americans are aging more successfully than ever.
For instance, the number of Americans over age 65 liv-
ing with chronic disabilities has declined steadily, falling
from 26.5 percent in 1982 to 19 percent in 2004.'7

Longevity is increasing as well. Americans, on average, are
Iiving Ionger with every passing year. We are also becom-
ing more successful at preventing many of the leading

causes of death.

Statistics on Alzheimer’s disease are the exception to
these promising trends. All too often, this disease denies
Americans the benefits of a longer, healthier—and less

expensive—retirement‘

Percentage Change in Selected Causes of Death,
2000 and 2006"

Percentage
Cause 2000 2006 Change
Heart Disease 710,760 629,191 -11.5
Breast Cancer 41,200 40,970 -0.6
Prostate Cancer 31,900 27,350 -14.3
Stroke 167,661 137,265 -18.1
Alzheimer’s Disease 49,558 72,914 +47.1

Alzheimer’s disease is predominantly a disease of aging.
The odds of developing Alzheimer’s double every 5 years
after 65. This devastating disease strikes I in 8 Ameri-

cans over age 65 and almost half of Americans over 85.

America is aging rapidly. The risk of developing Alzheim-
er’s disease increases with age. Taken together, these two

facts create a sobering outlook for the years ahead.

The Odds of Developing Alzheimer’s Disease Double
Every 5 Years Beyond the Age of 65"

50%

42.5%
40%

30%
20% 19.4%

10%

1.6%
0%

Age 65-74 Age 75-84 Age 85+

Over the next 20 years, the number of Americans over
age 65 with Alzheimer’s will increase by more than 50
percent, from approximately 5 million today to about 7.7
million in 2030.
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U.S. Population 65 and Over by Age: 1950 to 2050 (n miltions)”°
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By 2050, there may be as many as 16 million Americans

with Alzheimer’s disease.

Until we have the capability to prevent or greatly delay
Alzheimer’s disease, these trends will accelerate in the

coming years.

Projected Prevalence of Alzheimer’s Disease Cases in the
U.S. from 2000 Through 2050 (in mittions)™
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ALZHEIMER'S TOLL ON INDIVIDUALS AND FAMILIES

Even though Alzheimer’s disease is associated with aging,
. ) LS

it is not a normal part of the aging process. Alzheimer’s
1sa devastating, degenerative condition that progressively
shuts down the brain over the course of years as each

region of the brain is clogged with misfolded proteins‘

First, Alzheimer’s disease strips away memories. Next,
its victims lose their independence, and then their very
personalities. Finally, people with Alzheimer’s cannot
even control their most basic bodily functions, such as
speaking, Walking, and eating. Many victims succumb to
complications of the disease, including deadly infections.
For those who avoid these complications, life ends with
a final act of forgetting: the brain simply forgets how to
breathe.

There are no Alzheimer’s disease survivors. Unlike can-
cer, cardiovascular disease, and many other chronic con-
ditions, Alzheimer’s disease always ends in death. We
cannot halt or reverse it. Nor do we yet understand how

to prevent or delay 1t.

The individual with Alzheimer’s disease is not the only
one affected by the disease. Because Alzheimer’s is a fam-
ily disease, it places a long-term, progressive burden on
those who care for people with the disease.*” Seventy per-
cent of individuals with Alzheimer’s disease are cared for

by their families in their homes. Many of these caregivers

THE REPORT OF THE ALZHEIMER'S STUDY GROUP
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are spouses who are in declining health. Children also as-

sume many caregiver duties.

Recent studies have documented the harm that Alzheim-
er’s disease caregiving does to the caregiver. The disease
can affect a caregiver’s health, resulting in a measureable
reduction in the caregiver’s own life expectancy.”’ It can
also affect a family’s economic security, as spouses and
children are forced to leave their jobs to care for an aging

relative with the disease.

From the point of disease onset to the point of death, an
average family can expect to spend $215,000 to care for
a relative with Alzheimer’s. Up to $40,000 of this to-
tal expenditure can be attributed to direct costs, such as
purchasing medications and procuring outside assistance
with caregiving tasks. The balance—up to $175,000—
can be attributed to the indirect cost of quitting one’s

job to provide uncompensated care at home.

Average Per Person Payments by Source for
Healthcare and Long-Term Care Services, Medicare
Beneficiaries Aged 65 and Older With and Without
Alzheimer’s and Other Dementias, 2004**

Beneficiaries with Beneficiaries with
no Alzheimer's or | Alzheimer’s or
other dementia other dementia

Medicare 5272, 15,145
Medicaid 718 6,605
Private Insurance 1,466 1,847
Other Payers 211 519
HMO 704 410
Qut of Pocket 1,916 2,464
Uncompcnsated 201 261
Total Payments*® $10,603 $33,007

ALZHEIMER'S TOLL ON THE NATION

The burden that Alzheimer’s disease places on individu-
als and families should be enough to justify immediate,
decisive action to conquer this disease once and for all.
But there is yet another important reason to act now.
Alzheimer’s disease brings with it staggering economic
costs. It is already the country’s third most expensive dis-
ease, and its economic impact will only increase with its

mounting prevalence.“

At the root of Alzheimer’s high cost is the fact that al-
most all of its older victims suffer from other medical
conditions that become more difficult and expensive to
treat because of the presence of Alzheimer’s. Ninety-five
percent of Medicare beneficiaries aged 65 and older with
Alzheimer’s disease have at least one co-morbid con-
dition.*® The task of managing these other conditions
becomes increasingly difficult for Alzheimer’s patients
as their dementia progresses. For example, medications
management for Alzheimer’s patients is a major cause
for concern. Patients who don’t remember to take criti-
cal medications run the risk of developing otherwise
preventable conditions that require ongoing and expen-
sive treatment. Patients taking medications for niultiple
conditions run the risk of drug interactions that could
lead to costly hospitalizations and health complicationst
Managing and responding to these risks drives up health-

care costs.

A newly released analysis of health and long-term care
utilization by individuals with Alzheimer’s and other
forms of dementia demonstrates how expensive these
conditions are to families and the Nation. The average
annual cost of health and long-term care for people with
Alzheimer’s is $33,007 per year, more than 3 times the
average cost of $10,603 incurred by individuals 65 and

older without this condition.?”

‘When aggregated across the 5.3 million Americans with
Alzheimer’s disease, this cost differential places an im-
mense strain on our Medicare and Medicaid programs.
This year, the Federal Government will spend more than
$100 billion through Medicare and Medicaid to care for
those struggling with Alzheimer’s. This figure would be

far higher if we did not rely on family members to bear so

THE REPORT OF THE ALZHEIMER'S STUDY GROUP
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much of the Alzheimer’s caregiving burden through their

time and out-of-pocket expenses.

Unfortunately, this is not the end of the story. The gov-
ernment’s current $100 billion Alzheimer’s bill only
foreshadows what awaits our Nation. Following cutrent
trends, federal spending on Alzheimer’s disease will in-
crease to more than $1 trillion per year by 2050 in to-
day’s dollars. With this amount of money at stake, the
government simply will not be able to solve its looming
tiscal problems if it fails to address the growing Alzheim-
er’s disease crisis. The cumulative cost to Medicare and
Medicaid programs between 2010 and 2050 is projected

to be $20 trillion, measured in today’s dollars.

Medicare and Medicaid Spending for People with Alzheimer’s Disease (in billions) "

1200
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800
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3. THE ALZHEIMER’S SOLUTIONS PROJECT: RALLYING THE NATION

The Alzbeimer’s Study Group believes that the path to a better future for America—a future free from
Alzbeimer’s—must begin with the establishment of a bold, challenging, and yet feasible set of objectives that

are designed to change America for the better. These objectives are contained in two major recommendations.

RECOMMENDATION |: THE ALZHEMER'S SOLUTIONS
PROJECT

Establish the Alzbeimer’s Solutions Project to accelerate and fo-
cus national efforts, reengineer dementia care delivery, and, ulti-
mately, prevent Alzbeimer’s disease. The Alzheimer’s Study
Group urges America to embark on this bold project
to contain the staggering impact of Alzheimer’s dis-

ease. This project has three pillars:

L. The Alzheimer’s Prevention Initiative: As a national pri-
ority, urgently focus on developing the capability to
delay and, ultimately, prevent Alzheimer’s disease.
This capability will depend on the advancement of

development science as well as basic research.

2. The Alzbeimer’s Care Improvement Initiative: By 2012,
use value-based payments to reimburse providers for
at least 20 percent of health and social services for
people with dementia, and for half of these services
by 2016. Value-based payments will reward health
care and social services professionals for providing
the coordinated care dementia patients most need

for better health and a higher quality of life.

3. The Alzheimer’s Public-Private Partnership: By 2010, es-
tablish an outcomes-oriented, project-focused Al-
zheimer’s Solutions Project Office within the Fed-
eral Government. Backed by an appropriate scale of
funding and through active collaboration with other
stakeholders outside the Federal Government, this
oftice will lead the successful implementation of the
Alzheimer’s Prevention and the Alzheimer’s Care
Improvement initiatives, together with supporting

efforts.

THE REPORT OF THE ALZHEIMER'S STUDY GROUP

These three initiatives emerged from consultations with
more than 100 distinguished Alzheimer’s disease re-
searchers, clinicians, care Providers, and policy experts
who are well-versed in the technical challenges that must
be addressed to accomplish these objectives. These con-
sultations convinced us that these are challenging but
feasible goals‘ Additional experts have since conveyed

their support for these objectives.”’

While our Nation’s success in meeting these objectives
is by no means guaranteed, the Alzheimer’s Study Group
believes that adopting an ambitious mission will serve to
rally the country and earn the sustained commitment of
its policymakers and citizens. Together, Americans have
pursued other great national goals, such as the Transcon-
tinental Railroad, which connected the Atlantic and Pa-
cific coasts for the first time; the Apollo Program, which
culminated in 6 lunar landings over a I4-year period; and
the Human Genome Project, which identified all of the
approximately 25,000 genes in human DNA. All of these
projects were similarly daunting when first proposed. Yet,
in all cases, America proved itself capable of accomplish-
ing great missions when those efforts were backed by a
sustained commitment, entrepreneurial spirit, and suffi-
cient resources. Each of these great projects strengthened
our physical and scientific infrastructure and profoundly

transformed our Nation.*°

Great American Projects

Great American Projects ~ Champion Initiated = Success = Duration

Transcontinental Railroad =~ Abraham Lincoln 1862 1869 7 years
Panama Canal Theodore Roosevelt 1904 1914 10 years
Manhattan Project Franklin D. Roosevelt = 1939 1945 6 years
Apollo Program John E Kennedy 1961 1969 8 years
Human Genome Project William Clinton 1990 2000 10 years
Alzheimer’s Solutions Project 2009

Some Alzheimer’s Study Group members disagree with the use of the projects on this list as appropriate precedents

for the AD Solutions Project for reasons stated in endnote 30.

11
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Containing the staggering human and economic impact
of Alzheimer’s disease is an appropriate national goal
for this generation of Americans. We also believe that,
just as with the Nation's other monumental undertak-
ings, the pursuit of each of the Alzheimer’s Solutions
Project initiatives will build our national infrastructure.

For example:

® The Alzheimer’s Prevention Initiative will spur the
growth of our scientific and medical research infra-
structure, one of the most important economic sec-
tors in the 21st century.

® The Alzheimer’s Care Improvement Initiative will
develop new methods to provide superior coordi-
nated chronic disease care to Americans. These new
methods have important benefits for all people who
suffer from chronic conditions, in addition to those
who have dementia.

® The Alzheimer’s Public-Private Partnership will
serve as a laboratory for project—focused, outcome-

oriented government‘

The outcomes we achieve through the Alzheimer’s Solu-
tions Project will be even more important than the in-
frastructure created. This is a mission we must embrace
for the sake of millions of Americans and their families
and for the fiscal strength of the Nation in the decades
ahead. The alternative—to resign ourselves to a future

overshadowed by Alzheimer’s disease—is unacceptable.
RECOMMENDATION 2: RALLY SUPPORT

Rally the Nation to support the Alzbeimer’s Solutions Project.
The President of the United States should address the
Nation to explain the growing dimensions of the Al-
zheimer’s crisis, declare the prevention of Alzheimer’s
disease to be a national priority, and explain key ele-
ments of the Administration’s plan for accomplishing
these goals through the creation of the Alzheimer’s

Solutions Project.

Half a century ago, on May 25, 1961, President John
E Kennedy unveiled his vision for the Apollo manned
spaceflight program in an address to Congress. During
that address, President Kennedy set in motion the even-
tual success of the Apollo mission. By leading the effort,

and putting the full support of his presidency behind it,

the President secured the enduring commitment of the
American people. Two administrations later, on ]uly 20,
1969, Neil Armstrong set foot on the Moon.

Timing also played an important role in the Apollo pro-
gram’s success. In 1961, the Apollo program was the
right mission to spearhead our exploration of the great
frontier of outer space. Today, the United States faces
another great opportunity of scientific exploration—the
human brain—which is, essentially, as much a frontier to
neuroscientists and clinicians today as outer space was to
astronomers and engineers 50 years ago. Today, overcom-
ing Alzheimer’s disease is the ideal mission to spearhead
a new era of exploration of the human mind, with great
potential benefits across the entire spectrum of human

health and activity.

Following in the footsteps of John E Kennedy, America’s
new President has the opportunity to play an indispensi—
ble role in leading and directing this mission by creating
the Alzheimer’s Solutions Project. Most Americans rec-
ognize the devastating impact that Alzheimer’s disease
and other dementias have on individuals and their fami-
lies. However, relatively few Americans understand the
dramatic impact that Alzheimer’s will have on our aging
Nation in the decades to come. Most importantly, few
Americans understand the monumental opportunity we
have to take decisive action now that will secure a much

brighter future l:OI‘ our country and the WOI‘ld.

Mobilizing the Nation in support of the Alzheimer’s So-
lutions Project will take a persuasive leader. We believe
the President is exceptionally qualified and uniquely po-

sitioned to perform this critical national service.

THE REPORT OF THE ALZHEIMER'S STUDY GROUP
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4. THE ALZHEIMER’S PREVENTION INITIATIVE:
OVERCOMING ALZHEIMER’S IN AMERICA

Our consultations with the Alzbeimer’s research community have made two points clear to us:

* Many leading Alzbeimer’s researchers believe that we may be closing in on developing the capability to

delay, and even prevent, Alzbeimer’s'

* However, developing this capability as quickly as possible will require us to abandon a “business as

MSMﬂl” approacb to over[oming t})ESE Cl%lllfflgES.

Business as usual would not have opened the West to rail
travel and trade in 1869. Business as usual would not
have put a man on the Moon by 1969. Business as usu-
al would not have transformed our knowledge of DNA
through the mapping of the human genome, Likewise,
business as usual will not give us the capability to prevent
Alzheimer’s disease as soon as possible. Now is the time
to set aside business as usual. Now is the time to pursue
the prevention of Alzheimer’s disease with a disciplined
and comprehensive strategy backed with sufficient public

and private investment.
THE ALZHEIMER'S PREVENTION INITIATIVE'S OBJECTIVE

As a national priority, urgently focus on developing the
capability to delay and, ultimately, prevent Alzheimer’s
disease. This capability will depend on the advancement

of development science as well as basic research.
PRIORITY RECOMMENDATIONS

The Alzheimer’s Study Group has developed a number
of detailed recommendations related to Alzheimer’s
disease research and development. These recommen-
dations are included in Technical Appendices B and C
of this report. The most important recommendations

for this initiative can be summarized as follows:

1. Clarify and accelerate the development pathway for preventive
and risk-reducing therapies. The Alzheimer’s Solutions
Project must work with a range of stakeholders to
clarify and streamline the development pathway for
preventive and risk-reducing therapies. This effort
should aim to advance development science, includ-
ing the improvement of disease models and qualifi-

cation of biomarkers for clinical research. Addition-

ally, incentives for exploring potentially significant
lifestyle interventions, such as diet and exercise, are
insufficient. Both pharmacological and behavioral
interventions must be accelerated if we are to devel-
op the capability to prevent Alzheimer’s as quickly

as possible.

2. Expand the volunteer research pool. Much larger num-
bers of volunteers—including study participants
who have Alzheimer’s and control group partici-
pants who do not—should be recruited for clinical
trials and population—based longitudinal studies to
build our understanding of Alzheimer’s disease and
validate potential interventions. Recruitment ofpre—
symptomatic and early-stage patients is especially

critical to the development of preventive treatments.

3. Enroumge mpid lmrning by linking databases and research-
ers. Create an Alzheimer’s disease rapid-learning
network that links all major research databases and
researchers. Implement advanced analytical tools to
support research and data mining using this new

data-sharing infrastructure.

Many experts believe we may be on the cusp of develop-
ing the capability to prevent Alzheimer’s disease. How-
ever, this goal will only be reached if we pursue it with
discipline regarding the ends and innovation regarding

the means.

THE REPORT OF THE ALZHEIMER'S STUDY GROUP
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5. THE ALZHEIMER’S CARE IMPROVEMENT INITIATIVE:
REINVENTING DEMENTIA CARE BY 2012

Nothing shapes practice as profoundly as payments. From workforce recruitment and retention to

procedmes and practice patterns, Medicare and Medicaid reimbursement schedules and methods have a

significant (ﬂect on the care that patients do—or do not—receive.

This fact is at the root of a fundamental problem fac-
ing people with Alzheimer’s disease or other dementias
and their caregivers. Many of these families depend on
Medicare Fee-for-Service to cover the costs of care. Un-
fortunately, Medicare Fee-for-Service leads to very poor

care for people with dementia.??

Medicare Fee-for-Service rewards volume. The more pa-
tients a health professional can serve and the more servic-
es that professional can offer in a fixed amount of time,
the higher his or her income will be. Yet, the best—and
very likely the least expensive—dementia care 1is low vol-
ume. The more time a health professional spends with

patients and their caregivers, the better the care will be.

Medicare Fee-for-Service discourages coordinated care.
Yet, people with Alzheimer’s or other dementias require
care coordination given the prevalence of co-morbidities

and their diminished capacity to manage their own health.

Medicare Fee-for-Service currently provides low reim-
bursement—or no reimbursement at all—for services
like counseling and medication management. Yet services

like these best suit the needs of dementia patients.

Medicare Fee-for-Service discourages the use of com-
munity services and psychosocial interventions. Yet these
services often provide the greatest value to dementia pa-

tients.

Perhaps the failure of the current system is best illus-
trated by the fact that fewer than half of those with de-
mentia even have their condition noted on their medical
records, despite the sweeping implications such a diag-
nosis should have on care plans, medications, referrals,
and other issues.’* Health care providers fail to diagnose
many cases of dementia for several reasons, but perhaps

the most important is that they lack the financial incen-

tive to do so. Not only is a diagnostic workup itself
reimbursed poorly compared to many other Medicare
services, but a diagnosis sets in motion a chain of other
responsibilities that are also poorly reimbursed under

Fee-For-Service.

Individuals with Alzheimer’s disease or other demen-
tias need a Medicare reimbursement system that rewards
value, not volume. This new system should be based on
a simple economic principle. Care providers—much like
all providers of goods and services in the marketplace—
should be rewarded for providing what is most valuable
to dementia patients for better health and a higher qual—

ity of life.

Our challenge is to determine what dementia patients
and their families value most, to develop systems to mea-
sure appropriate care delivery, and to reward providers for

delivering such care.

THE ALZHEIMER'S CARE IMPROVEMENT INITIATIVE'S Op-
JECTIVE

By 2012, use value-based payments to reimburse provid—
ers for at least 20 percent of health and social services
for people with dementia, and for half of these services
by 2016. Value-based payments will reward health care
and social services professionals for providing the coordi-
nated care dementia patients most need for better health

and a higher quality of life.
PRIORITY RECOMMENDATIONS

The Alzheimer’s Study Group has developed a range
of recommendations aimed at reforming health and
community care systems so they were more respon-
sive to the needs of people with Alzheimer’s and other

dementias. These recommendations are included in
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Technical Appendices D and E of this report. The
following points summarize the recommendations
that should receive the highest priority as we work to
fundamentally reform the payment system as a way
to improve outcomes across health systems and com-

munities:

L. Implement an electronic bealth records system. Such a sys-
tem can be used to track the delivery of valued care

and lower the cost of care coordination.

2. Develop quality care measures. These measures should
be based on what people with Alzheimer’s disease
and their caregivers value most. Building on this
work, begin to test value-based payments for de-
mentia care, based on a small number of indicators
in pilot programs, followed by aggressive rollout as

results warrant.

3. Encourage coordinated care. This care should include
training and supporting family caregivers, who often
bear the largest share of the caregiving burden today

without compensation.

Our ultimate hope and ultimate goal is a world without
Alzheimer’s disease. While we work toward that goal, we
also have a responsibility to create a system that deliv-
ers more valuable and efficient care for the 5.3 million
Americans with Alzheimer’s today, and the almost half
a million additional Americans who develop Alzheimer’s
every year. In that effort, we must implement a value-
based payment system that will drive change and spur
care delivery innovation. Americans with Alzheimer’s
deserve much better care than they all too often receive

today.
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6. THE ALZHEIMER’S PUBLIC-PRIVATE PARTNERSHIP:
AN IMPLEMENTATION INFRASTRUCTURE BY 2010

Despite the grave implications of the mounting Alzbeimer’s disease crisis for America’s future, the Federal

Government has no comprebensive strategy to guide its gj’orts against this disease. There is no integmtea’

statement of the vision, assumptions, objectives, strategies, measures of success, assignment of responsibilities,

timelines, and anticipated resource requirements to gm'de and explain the Federal Government’s ovemrcbing

efforts to address the Alzbeimer’s crisis. In fact, our review indicates that there exists nothing even close to the

kind of planning document routinely employed to guide disciplined, comprebensive, and sustained planning

and implementation efforts.
4

The Alzheimer’s Solutions Project will fill this planning
void. Through the Public-Private Partnership, it will take
a system-wide approach to planning and implementation
that accounts not only for the various agencies and de-
partments of the Federal Government, but will actively
work to coordinate and align these efforts with those

of other key stakeholders outside the Executive Branch.

In addition to an agile, project management approach,
the Alzheimer’s Solutions Project will require invest-
ment levels significantly above current levels. It should
be noted, however, that these investment levels will al-
most certainly remain modest relative to the most ap-
propriate financial reference points, such as the project’s
potential return on investment. That is, the appropriate
comparison should be the potential of such an invest-
ment to offset the projected $20 trillion Federal expen-
diture to pay for the care of people with Alzheimer’s

over the next generation.

This standard return-on-investment framework brings
reasonable investment levels into clearer perspective. A
total investment of $50 billion over the course of the
Alzheimer’s Solutions Project would pay for itself many
times over even if it only managed to yield a I-percent
reduction in the projected $20 trillion outlay If the to-
tal investment led to the capability to prevent Alzheim-
er’s, it would prove to be one of the wisest and most
profitable investments in the history of our Nation. And
this is before even factoring in the improvements such an
investment would bring to the quality of life of millions

of Americans.

While the federal investment should be substantial
enough to allow researchers to make significant progress
toward Alzheimer’s prevention and better care solutions,
the Federal Government should not be the only contrib-
utor to this effort. Federal investment must be designed
to attract, not crowd out, additional investments from
other stakeholders. Just as they already do today, for-
profit and non-profit sectors alike should be encouraged
to continue to contribute to this effort, both in dollars
and in expertise. Individuals employed within these sec-
tors have already shown that they possess knowledge and
experience that will be indispensable to the pursuit of
solutions to important aspects of the Alzheimer’s dis-

ease crisis.

The same is true of state and local governments. These
governments are often ahead of the Federal Government
in their efforts to address pressing issues such as the de-
velopment of effective and sustainable community-based
care models. In addition, states like Arizona, Florida,
and Texas are spearheading the creation of innovative
public-private research consortia that are already yield-

ing impressive results.

Collaboration is also warranted on the international lev-
el. Global partners such as France, the United Kingdom,
and Japan have engaged in national planning exercises
that hold important lessons for U.S. efforts. The United
States should actively engage with international partners

through the G8, the World Health Organization, and

other multilateral organizations.
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THE ALZHEIMER'S PuBLIC-PRIVATE PARTNERSHIP INITIA-
TIVE's OBJECTIVE

By 2010, establish an outcomes-oriented, project—fo—
cused Alzheimer’s Solutions Project Office within the
Federal Government. Backed by an appropriate scale of
funding to finance projects and through active collabora-
tion with other stakeholders outside the Federal Govern-
ment, this office will lead the successful implementation
of the Alzheimer’s Prevention and the Alzheimer’s Care
Improvement initiatives, together with supporting ef-
forts.

PRIORTY RECOMMENDATIONS

The Alzheimer’s Study Group has developed a range
of recommendations regarding the appropriate gover-
nance structure for a sustained, appropriately funded
effort to overcome the Alzheimer’s crisis. These rec-
ommendations are included in Technical Appendix A
of this report. The following points summarize the
recommendations most important to successfully

completing the Public-Private Partnership Initiative:

1. Create an Alzbeimer’s Solutions Project Office. This office
should exist within the Executive Branch and should
be led by a Chief Executive Officer. As its first or-
der of business, the office should develop and pub-
licly release a detailed Alzheimer’s Solutions Project
Implementation Plan. The plan should be publicly
updated with accompanying progress reports no less

than annually.

2. Put at the disposal of the office an Alzbeimer’s Solutions Proj-
ect Investment Fund. Annual appropriations to the fund
should be based on a multiyear investment budget
that extends through at least a 5-year planning cycle.
Appropriate funding levels should be revisited an-
nually to address the rate of progress and changing
conditions. The scale of Federal investment should
be based on the savings that overcoming Alzheim-
er’s would yield to the Federal government over the
coming generation, implying a scale of annual in-

vestment many times greater than current levels.

3. Maximize publit-private collaboration to speed progress.
Building on current initiatives and existing efforts,
maximize Public—private collaboration wherever fea-
sible. Quickly implement such initiatives while bal-
ancing the need for speed and innovation with the

need l:OI‘ appropriate safeguards and controls.

The Alzheimer’s Public-Private Partnership Initiative is
a critical foundation for the successful execution of the
other Alzheimer’s Solutions Project initiatives. Imple-
mented effectively, the project will allow the country to
begin providing Alzheimer’s and other dementia care
much more effectively by 2012, and will provide the ca-
pability to prevent Alzheimer’s as quickly as possible.
Without this program infrastructure in place, however,

these objectives will most likely remain out of reach.
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7. CONCLUSION

Alzbeimer’s disease bas placed America’s future at risk. Without substantial progress toward overcoming this

disease, millions of Americans and their families will suffer the devastating, progressive loss that comes with

Alzbeimer’s. In addition, all Americans will shoulder the fiscal burden of a costly disease that promises to

substantially increase Medicare and Medicaid spending in the years abead.

The Alzheimer’s Study Group believes we can secure a
much better future for our Nation. We recommend the
establishment of The Alzheimer’s Solutions Project as a
way to provide a path toward overcoming the challenges
posed by Alzheimer’s. This will be accomplished through
three core initiatives, which are supported by additional
recommendations. These initiatives, and their corre-

sponding objectives, are:

1. The Alzbeimer’s Prevention Initiative: As a national pri-
ority, urgently focus on developing the capability to
delay and, ultimately, prevent, Alzheimer’s disease.
This capability will depend on the advancement of

development science as well as basic research.

2. The Alzheimer’s Care Improvement Initiative: By 2012,
use value-based payments to reimburse providers for
at least 20 percent of health and social services for
people with dementia, and for half of these services
by 2016. Value-based payments will reward health
care and social services professionals for providing
the coordinated care dementia patients most need

for better health and a higher quality of life.

3. The Alzheimer’s Public-Private Partnership: By 2010, es-

tablish an outcomes-oriented, project—focused Al-
zheimer’s Solutions Project Office within the Fed-
eral Government. Backed by an appropriate scale of
funding and through active collaboration with other
stakeholders outside the Federal Government, this
office will lead the successful implementation of the
Alzheimer’s Prevention and the Alzheimer’s Care
Improvement initiatives, together with supporting
efforts.

Through the implementation and successful execution of
these initiatives, America will travel a path to a much bet-

ter world—a world without Alzheimer’s.
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TECHNICAL APPENDIX A: THE ALZHEIMER’S
PUBLIC-PRIVATE PARTNERSHIP INFRASTRUCTURE

The Alzbeimer’s Study Group urges America to embark on a bold program, called the Alzbeimer’s Solutions

Project, to overcome Alzheimer’s. To maximize its prospects of success, a governance infrastructure should

be implemented to manage this project with the same speed, discipline, and collaboration that characterize

the best run large~scale projects in the public and private sectors. The project must be Supported by a scale

of investment commensurate with the scale of the crisis it is designed to avert.

RECOMMENDATION Al

Create an Alzbeimer’s Solutions Project Office and appoint a
Chief Executive Officer to manage the effort.

The Alzheimer’s Study Group recommends that the
President create an Alzheimer’s Solutions Project
Office as an independent government entity led by a
Chief Executive Officer. An accomplished executive of
national stature should be appointed as soon as pos-
sible to fill the role. The Chief Executive Officer will
oversee the execution of the Alzheimer’s Solutions
Project and ensure coordination within the Federal
Government and collaboration with other key stake-
holders. The Chief Executive Officer should immedi-
ately be provided with the staff and resources deemed
necessary to accomplish the mission of the office. In
addition, the Alzheimer’s Solutions Project Office
should be governed by a Board of Directors appointed
by the President of the United States.

The success of the Alzheimer’s Solutions Project will
depend on the personal commitment and material sup-
port of the President and the Congress, as well as on the
President’s ability to recruit and appoint a world-class
leader to direct this decade—long mission to its successful
completion. This executive should demonstrate a proven
capability to direct complex, large—scale scientific and en-
gineering projects that integrate essential contributions
from both public and private stakeholders. The Chief
Executive Officer should be given the mandate and re-
sources to accomplish the mission with which he or she

is charged.

RECOMMENDATION A2

Create and publicly release the Alzbeimer’s Solutions Project

Implementation Plan.

The Alzheimer’s Study Group recommends that as
a first order of business the Chief Executive Officer
oversee development of a comprehensive, integrated
Alzheimer’s Solutions Project Implementation Plan.
The implementation plan should specify the major
steps required to accomplish the Alzheimer’s Solu-
tions Project’s initiatives, strategies for accomplisb—
ing these steps, measures for evaluating success, roles
and responsibilities for implementing strategies, ex-
ecution timelines, and a financial budget that extends
through at least a 5-year planning cycle. The plan
should include and put into context all significant
federal efforts related to Alzheimer’s disease across all
departments and agencies. It should be completed and
publicly available by January I, 2010. No less than an-
nually thereafter, the Chief Executive Officer should
release a progress report together with updates to the

plan.

The first task of the Alzheimer’s Solutions Project must
be to create an implementation plan that encompasses
both the Alzheimer’s Value-Based Payments Initiative
and Alzheimer’s Prevention Initiative, together with ad-
ditional, reinforcing objectives, which are outlined in
Technical Appendices B through E of this report. Given
the scope and scale of the Alzheimer’s crisis, this plan
must be equal to the best planning efforts executed with-
in and outside of the Federal Government. The Alzheim-
er’s Solutions Project Chief Executive Officer must have

the resources required to complete this planning effort.
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The American people will be asked to make a significant
investment in this initiative. Therefore, it is essential
that the initial plan, and progress reports on its execu-

tion, be publicly available for review and debate.
RECOMMENDATION A3

The President should work with the Congress to establish an
Alzbeimer’s Solutions Project Investment Fund.

The Alzheimer’s Study Group recommends that
the President transmit to the Congress a legislative
proposal to establish an Alzheimer’s Solutions Proj-
ect Investment Fund to be administered by the Al-
zheimer’s Solutions Project’s Chief Executive Offi-
cer. The fund would be used to address critical needs
and invest in opportunities that advance Alzheimer’s
Solutions Project objectives. The fund would also be
governed by the Alzheimer’s Solutions Project Board

of Directors.

Federal health agencies already have established missions
that they must address through their current budgets.
Were these agencies assigned the additional mandate of
supporting the Alzheimer’s Solutions Project, their ex-
isting efforts would risk being compromised. It is impor-
tant that the Alzheimer’s Solutions Project not divert
resources and thereby undercut these agencies’ progress

in pursuing other priorities.

The Alzheimer’s Solutions Project should have an in-
dependent investment fund to cover its own obligations
without requiring other agencies to reallocate funds orig-
inally intended to fund other programs. The Alzheimer’s
Solutions Project Investment Fund could be used to
cover the cost incurred by other federal health agencies
as they carry out initiatives requested by the Alzheimer’s
Solutions Project. The fund could also be used to di-
rectly commission and fund projects that fall outside the
mission, expertise, or operational tempo of these agen-

cies.

All investments made through the Alzheimer’s Solu-
tions Project Investment Fund should be subject to the
governance of the Alzheimer’s Solutions Project’s Board
of Directors and subject to congressional oversight. Fur-

thermore, all investments made by the fund should be

Publicly disclosed, along with the ongoing progress and
outcomes of such investments as they become available.
The public has the right to know how its resources are

being spent and the outcomes Of these investments.
RECOMMENDATION A4

Convene an Alzbeimer’s Solutions Project Advisory Committee
to provide independent counsel to the President and to the Secre-

tary ofHealt/J and Human Services.

The Alzheimer’s Study Group recommends that the
Secretary of Health and Human Services convene an
external advisory committee composed of indepen-
dent experts from outside the Federal Government.
The committee’s primary responsibility should be to
publicly issue an independent, annual assessment of
the progress made by the Alzheimer’s Solutions Proj-
ect in meeting the objectives contained in its Alzheim-

er’s Solutions Project Implementation Plan.

The advisory committee should also identify and address
key challenges and opportunities that would inform the
pursuit of Alzheimer’s Solutions Project objectives. The
committee should be authorized and supported with suf-
ficient funding and staff to enable execution of the above

responsibilities.
RecoMMENDATION A5

Create a streamlined mechanism for tongressional oversig/)t of

the Alzbeimer’s Solutions Project.

The Alzheimer’s Study Group recommends that the
Congress create a Joint Committee on Alzheimer’s
Disease that is vested with authorizations and appro-
priations authority over the Alzheimer’s Solutions
Project. Members of this joint committee should be
drawn from relevant appropriations and authorization
committees in both the House and Senate. The joint
committee should focus exclusively on oversight of
Alzheimer’s Solutions Project operations and the ap-
propriations actions required to ensure the program’s
success. Each hearing would be a focused and rigorous
review of the Administration’s progress in meeting its
goals and of the supporting steps that could be taken

by the Congress to further improve performance.
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A disease that permanently disrupts the lives of 5 million
Americans and their families and that costs the Federal
Government alone more than $100 billion per year in
expenditures justifies the creation of a dedicated congres-

sional committee for oversight and appropriations.

This Joint Committee on Alzheimer’s Disease should
directly link its oversight and subsequent appropria-
tions decisions to the Alzheimer’s Solutions Project’s
performance in meeting its objectives as defined in its
implementation plan. Under this new approach, hearings
would be focused reviews of the Alzheimer’s Solutions

Project’s plans and performance.

In addition, the committee would offer Alzheimer’s-re-
lated guidance to the relevant House and Senate appro-
priations committees regarding department and agency
funding levels. The joint committee would have direct
appropriations authority for the Alzheimer’s Solutions
Project and its investment fund. For these program-spe-
cific appropriations, the joint committee would pass and
submit an annual investment budget, crafted on a full
10-year basis to Provide the program with a time hori-
zon corresponding to its duration. The investment bud-
get would be modified annually if warranted by changing
conditions. This budget, scored separately from the cur-
rent expenditures budget, would be submitted directly to

the House and Senate Budget committees.
RECOMMENDATION Ab

The Congress should immediately increase funding for federal

Alzbeimer’s disease and dementia programs.

The Alzheimer’s Study Group recommends that the
Congress immediately increase funding for Alzheim-
er’s and dementia research at the National Institutes
of Health to $1 billion per year, with commensurate
increases for Alzheimer’s and dementia programs at
other federal health agencies. This increased funding
should be from additional appropriations. It should

not be through reassignment from other objectives,

Current federal funding levels for Alzheimer’s and de-
mentia programs are extremely low relative to the na-
tional burden attributable to the disease. Therefore, the

Congress should immediately begin to build capacity for

Alzheimer’s research within these agencies while Planning

work for the Alzheimer’s Solutions Project is underway.

While the details of the Alzheimer’s Solutions Project
Implementation Plan will not be known until the plan—
ning effort is completed, the success of this effort will
depend on the resources and expertise found within
America’s federal health agencies. The demands that the
Alzheimer’s Solutions Project places on these agencies
must enhance, rather than detract from, the many other
important health priorities assigned to them. Likewise,
these agencies must have the capacity to meet these new
demands without being required to reallocate resources

from other priorities and commitments.

In recent years, federal funding for Alzheimer’s and de-
mentia biomedical and caregiving research has declined
while the national burden imposed by Alzheimer’s has
continued to increase. This decline, reflecting trends
across the National Institutes of Health, should be re-
versed as soon as possible. The federal investment in
Alzheimer’s biomedical research reached a high of $658
million in 2003. Since then, funding has fallen back to
$645 million in 2007 in nominal dollars. Accounting for
biomedical inflation as calculated by the U.S. Govern-
ment, federal funding has eroded by 17.5 percent since
2003 .3

RECOMMENDATION A/

Investment levels called for in the Alzbeimer’s Solutions Project
Implementation Plan should be commensurate with the burden
of the disease upon the Nation, and should be no less than the
amounts that could be productively invested to successfully ex-

ecute the Alzbeimer’s Solutions Project initiatives.

The Alzheimer’s Study Group recommends that when
determining the scale of investment warranted for the
Alzheimer’s Solutions Project, future budgetary plan-
ning should be based on the scale of the opportunity
before the Nation rather than past budgetary levels.
Practically speaking, it will be all but impossible to
overinvest in this program as long as these invest-
ments are put to productive use. Rather, the practical
funding constraints will be the absorptive capacity of
our scientific, biomedical, and clinical research infra-

structure to put investments to productive use, and
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our ability to establish financial controls to ensure

funds are invested appropriately.

Without medical advances that disrupt current trends,
the U.S. Government will spend a projected $20 trillion
on Alzheimer’s-related expenses through Medicare and
Medicaid by 2050. The amount the Federal Government
currently spends each year to speed the development of
breakthroughs is well under $1 billion per year, or about
0.005 percent of the projected Federal Government's
entitlement liability through 2050 attributable to Al-

zheimer’s.

As stated above, the Federal Government’s practical chal-
lenge will be to ensure that federal Alzheimer’s funds are
invested effectively‘ Investments must be accompanied by
fiscal controls to ensure that funds are spent as intended
and subject to public review without unduly constraining
the project from making swift investments that will lead

to rapid progress.

THE REPORT OF THE ALZHEIMER'S STUDY GROUP



A NATIONAL ALZHEIMER'S STRATEGIC PLAN | TECHNICAL APPENDIX B

TECHNICAL APPENDIX B: BUILDING THE FOUNDATION
FOR BREAKTHROUGHS

The Alzbeimer’s Study Group recommends that empbasis be placed on basic and applied Alzbeimer’s and
dementia research because it is the foundation for new therapies and better care models. Most fundamentally,
the Nation must continuously attract and iievelop scientific and medical researchers who will dedicate
their careers to overcoming the challenges posed by Alzbeimer’s. These scientists and clinicians should be
encouraged and equipped to collaborate with one another more efficiently. In that effort, we must critically
reassess boundaries that discourage the swift and open exchange of scientific findings and data among
researchers working in different sectors and in different countries. In addition, we must provide these
researchers with the integrated data-sharing platforms and advanced analytical tools they need to carry out
collaborative research efforts. Finaliy, we should build on existing programs and capabilities to create a
national network of Comprebensive Alzbeimer’s Disease Centers that will foster the systemic integration of
research, whether that research involves the basic sciences, clinical investigation, pmctical delivery of care, or
community interventions. Such integration holds great promise for spurring the discovery of new solutions.

RECOMMENDATION Bl
Support the next generation of academic investigators.

The Alzheimer’s Study Group recommends that the
National Institutes of Health, the National Science
Foundation, the Centers for Disease Control and
Prevention, the Agency for Healthcare Research and
Quality, the Department of Veterans Affairs, and
other government agencies that support academic re-
search and training allocate sufficient research bud-
gets to fund new and early-stage investigators, in the
context of overall research budget expansion. These
efforts should be measured and evaluated against two
goals: (I) increasing the number of new investigators
and clinicians actively pursuing careers in Alzheimer’s
disease and dementia research; and (2) assuring long-
term stability of their research careers through ongo-
ing support that includes increasing mid-career devel-

opment awards.

Supporting next-generation American scientists, engi-
neers, physicians, and social science researchers should be
a national priority. We must ensure a continuous infusion
of fresh thinking and new ideas in Alzheimer’s disease re-
search and other disciplines by attracting a steady stream

of new investigators to basic and applied science, just as

we must in a number of other medical disciplines such as

geriatrics, mental health, and nursing.*®

As new areas of healthcare and health policy research
emerge, they create opportunities for the inflow of new
talent. These new areas include comparative effectiveness
research, design of innovative care models, research on
quality of care that establishes care measurements needed
to enable value-based payments, and cross-disciplinary

geriatric medicine research.

In addition, the Food and Drug Administration’s Criti-
cal Path Initiative should receive funding to encourage
young and mid-career investigators to conduct research
and training in predictive disease models and related as-
pects of product development science applicable to Al-
zheimer’s disease. Selected areas, such as lengthy, mul-
tidisciplinary training in geriatric medicine, should also
qualify for loan forgiveness in the face of the approaching

Alzheimer’s disease care crisis.
RECOMMENDATION B2
Enable fedeml research agencies and universities to interact bet-

ter with industry and private funders to facilitate translation of

basic research into applimtions.
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The Alzheimer’s Study Group recommends that the
Institute of Medicine or another independent organi-
zation conduct a study within 12 months to reevalu-
ate existing laws, regulations, guidelines, contracts,
and Principles, including conflict-of-interest provi—
sions. The Institute of Medicine should then develop
clear protocols to enable productive public-private
exchange of ideas and talent and to promote joint
funding of projects. Additionally, this study should
propose specific collaborative guidelines that can be
applied to the Alzheimer’s Solutions Project’s Public-

Private Partnership Initiative.

It 1s important to work to keep academic biomedical
research free of commercial and political bias. At the
same time, it is frequently useful for scientists engaged
in basic and translational research to gain a deeper un-
derstanding of how their work will be used by others to
deliver improved clinical solutions for patients. Optimal
interaction between academic and industry researchers,
including the ability to participate in joint projects, can

spur applied biomedical breakthroughs.

Existing guidelines, including conflict-of-interest provi-
sions that govern the National Institutes of Health, the
Food and Drug Administration, and other Department
of Health and Human Services agencies, while useful in
certain instances, can act as powerful deterrents to pub-
lic—private interaction involving these organizations. In-
creased and timely application of joint funding through
the National Institutes of Health Foundation, the Rea-
gan Udall Foundation, and other potential channels
could improve scientific exchange, especially in transla-
tional research areas, and could have a significant irnpact
on making breakthroughs in many disease areas including

Alzheimer’s disease.

As noted above, the Alzheimer’s Study Group recom-
mends that the Institute of Medicine or another indepen—
dent organization conduct a study to evaluate the effect
of existing regulations and guidelines on public—private
partnerships in biomedical research and development.
The report should identify existing barriers to cross-
sector collaboration, prioritize these barriers by level of
impact, and propose ways to address these barriers while
continuing to protect the integrity of academic science.

The report should address data ownership, rights to

publication, liability, and other relevant issues; it should
identify best practices and specific partnership models
deemed successful; and it should create model principles
that can be adopted by research institutions. Addition-
ally, the report should propose the specific guidelines
that should govern collaboration conducted under the
auspices of the Alzheimer’s Solutions Project’s Public-

Private Partnership Initiative.
RECOMMENDATION B3

Establish a national data-sharing infrastructure to accelerate

scientific advances.

The Alzheimer’s Study Group recommends that the
Department of Health and Human Services establish
a national framework for collaborative Alzheimer’s
disease research data sharing. This framework should
enable the inclusion of all federally supported clini-
cal study results; support confidential and anonymous
Alzheimer’s disease patient registries that include
linked electronic health records, genetic data, biospec—
imens, and other information; sponsor an Alzheimer’s
disease rapid-learning network that links all major re-
search databases and researchers; and implement ad-
vanced analytical tools to support research and data
mining using this new data-sharing infrastructure.
Public digital libraries should be supported to ensure
broad public access to the results of this collaborative

research.

Large datasets already generated by Alzheimer’s disease
researchers should be aggregated and combined with the
wealth of clinical data in patients’ medical records to en-
able initial, rapid testing of new scientific hypotheses.
This framework should also include data from large etio-
logic cohort studies, which follow cognitively “normal”
individuals through onset of disease. The approach to
building this integrated data source should be carefully
planned, and it should be properly funded and supported

to ensure its usability.

Patient privacy, intellectual property protection, and
other legal and regulatory elements must be part of the
framework’s blueprint. The Department of Health and
Human Services should capitalize on the knowledge and

common datasets and methods derived from existing Al-
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zheimer’s disease efforts to design the optimal data-shar-
ing framework. These datasets include the Alzheimer’s
Disease Neuroimaging Initiative, the National Alzheim-
er’s Coordinating Center, and the biomedical databases
at the Department of Veterans Affairs. The framework
also should capitalize on standards development efforts
already underway in several areas of health information
technology and establish programs that train technical
specialists to appropriately navigate and analyze the re-

sulting datasets.

Broad access to these data and the resulting research
tindings would improve the diffusion of knowledge both
across scientific disciplines and to the diverse stakehold-
ers engaged in resolving the Alzheimer’s crisis. Those
stakeholders include patients and families, healthcare
providers and social workers, caregivers, policymakers,
and private investors in research and development, and
the international research community. Open-access shar-
ing of findings would increase access to the most current
peer—reviewed scientific information and discoveries by
the public who, as taxpayers, have contributed to funding

this research.

Funders of research should encourage publication of
findings in open-access journals, such as Public Library
of Science journals. The cost of publishing these journals
is covered by individual authors, through their research
grants. This allows the journals to operate without sell-
ing subscriptions and to make their articles immediately
available through free, public digital libraries. Further,
researchers should receive additional support and infra-
structure to enable timely sharing of the research data
that support each publication. In the immediate future,
articles in subscription-based journals should be made
available through PubMed Central within six months

from date of publication.
RECOMMENDATION B4

Enbance the Comprebensive Alzheimer’s Disease Centers infra-

structure.

The Alzheimer’s Study Group recommends that the
National Institute on Aging support and fund a net-
work of Comprehensive Alzheimer’s Disease Cen-

ters where basic research, clinical and translational

research, clinical care, and community education take
place in an integrated environment. This effort will
provide the optimal setting for crosscutting research
and will create unique opportunities to better trans-
late scientific discoveries into development of new

clinical therapies and applied clinical care.

The existing Alzheimer’s Disease Cooperative Study
consortium and the Alzheimer’s Disease Research Cen-
ters and Centers of Excellence infrastructure should serve
as foundation to create centers like the National Cancer
Institute’s Comprehensive Cancer Centers. These cen-
ters would incorporate and support efforts focused on
establishing a national registry for longitudinal studies,
qualifying biomarkers, developing therapies, conducting
research on models of care, carrying out community-
based research and education, and training and retaining

new investigators,

The Comprehensive Alzheimer’s Disease Centers’ in-
frastructure would enable integration of research from
basic discovery through delivery of care. It would also
enable new areas of investigation, such as research on a
comprehensive model of quality care for individuals with
Alzheimer’s disease or other dementias, as well as educa-
tional and psychosocial interventions. In developing the
network of Comprehensive Alzheimer’s Disease Centers,
it will be important to maintain a broad geographic reach
and establish access mechanisms for individuals who re-
side in underserved areas. It may also be advisable to pilot
and refine a single comprehensive center and then use
this experience in a subsequent expansion of the Com-
prehensive Alzheimer’s Disease Centers infrastructure.
This expansion phase will require incremental funding to

avoid dilution of ongoing Alzheimer’s research efforts.
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TECHNICAL APPENDIX C; TRANSLATING KNOWLEDGE
INTO INTERVENTIONS

The Alzbeimer’s Study Group recommends changes to the treatment development enterprise that will speed

the flow of innovative therapies from laboratories to individuals with Alzheimer’s and other dementias.

Because discoveries can langm'sb in the developmentgap between academia and industry, additionalgovern—

ment grants and contract funds should be available to sustain the most promising approaches. Translation

of/enowledge into interventions S})OMld ﬂlSO Z?E SpMW’Ed tbrougb t})E development ofadvanfed development

tools, such as biomarkers, and tbrougb the focused collaboration of stakeholders to establish a clear develop~

ment path for prevention and risk reduction therapies. Because translation also depends on clinical trials,

enrollmmt in t})l?SE trials Sl?OMld bt’ en[oumged ﬂﬂd SMPPOTtEd tbrougb OM””EE!CI?J edmation, and l’OOlS to

reduce the burden of participation. Fz’nally, more private mpital should be sougbtfor the developmentproress

through the extension of market exclusivity in proportion to the hurdles involved in developing preventive,

ris/e~reducing, and disease~modifying tkempies.

RecoMMENDATION Cl

Bridge the funding gap between basic research and commercial
development of new Alzbeimer’s disease treatments and technolo-

gies.

The Alzheimer’s Study Group recommends that fed-
eral and state governments increase the targeted grant
and contract funding available to companies pursuing
the development of treatments, therapies, diagnostics,
and medical devices for Alzheimer’s disease patients.
Additional approaches to bridge the gap between basic
research and commercial development include funding
translational research programs within government

and academic organizations.

Incentives will stimulate the translation of academic re-
search on Alzheimer’s disease into new treatments and
will commercialize innovative technologies that can ben-
efit individuals with Alzheimer’s disease and their fami-
lies. Uncertainties about the regulatory approval process
for new Alzheimer’s disease therapies and diagnostics can
make companies reluctant to invest their resources in this
complex therapeutic area. This investment gap is espe-
cially pronounced in the period between a basic scientific
discovery and the early-stage commercial development
of new treatments. Academic grants are typically not

designed to fund therapy development CffOI‘tS and they

stop short of funding the demonstration of drug efficacy
in animal models. Yet, industry investment 1s unlikely to
start until a clinical proof-of-concept is established. The
resulting gap is estimated, on average, to be 2 to 4 years
of late preclinical and early clinical development, and $3

million to $10 million for each drug candidate.

Increased funding by such entities as the Small Busi-
ness Innovation Research program could encourage pri-
vate investment and greater industry involvement in the
early-stage translation of innovative Alzheimer’s disease
therapies. Such funding increases should be commensu-
rate with the success of these entities in advancing tar-
geted technologies. This is a critical step in encouraging
innovation in a business sector where a high likelihood
of failure is the norm and the length of the product de-
velopment cycle often approaches the duration of pat-
ent exclusivity. Small Business Innovation Research and
other government programs can limit private investment
risk by providing non—diluting investment for innovative
technology companies.’® These bridge-funding programs
should allow private co—funding and encourage industry
collaboration. With the addition of industry’s valuable
resources, Alzheimer’s research and drug development
can be bridged. Public—private collaboration has the po-
tential to reduce the time, costs, and risks associated

with biomedical product innovation.
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Additional ways to bridge the funding gap for innova-
tive Alzheimer’s products include tax incentives to com-
panies willing to take on this development risk. These
incentives might include refunds of net operating losses,
research and development tax credits, and reduction of

capital gains tax on invested funds.
RecomMMeNDATION C2

Encourage the development of biomarkers for use in Alzbeimer’s

clinical trials and other applications.

The Alzheimer’s Study Group recommends that the
biopharmaceutical industry, the Food and Drug Ad-
ministration, the National Institute on Aging, and the
patient advocacy community accelerate collaborative
efforts to develop and qualify for use the most mod-
ern tools and methods for drug development. These
tools and methods should then be publicly available
to all medical product developers. This collaborative
effort should include sharing clinical trial data and
other information to create quantitative disease mod-
els and predictive biomarkers for subsets of patient
populations, with the goal of enabling the research
community to structure new clinical trials most ef-

fectivelyt

Biomarkers are biological features that help identify the
presence, type, and stage of disease progression, as well
as an individual’s predisposition to develop a disease.
Because biomarkers can serve as an indirect measure of
disease severity, they may be useful in monitoring pa-
tient response to treatment and optimizing treatment
regimens. Biomarkers may also facilitate identification
of Alzheimer’s disease and other dementias—potentially
many years before the onset of behavioral symptoms—
when preventive and risk-reducing interventions might

be most effective.

The use of qualified biomarkers could also potentially
improve how researchers conduct clinical trials by allow-
ing them to reduce trial size and duration. More fun-
damentally, qualified biomarkers enable a much more
practical exploration of approaches to develop innovative

therapies.

Diagnosis and treatment of Alzheimer’s disease could
be greatly improved by the discovery of biomarkers. Yet,
development of novel biomarkers and their qualification
for use in the clinical environment or as tools for drug

development is a laborious and costly process.

Once a biomarker is established and accepted by the Food
and Drug Administration, it can be used by all medical
product developers. Thus, development of new biomark-
ers is best accomplished before associated products go
to market and with broad participation from companies
engaged in the development of treatments for Alzheim-
er’s and other neurological diseases. The Food and Drug
Administration and patient advocacy groups are critical
participants in this effort and should be part of any col-
laborative effort to develop and qualify biomarkers. The
Food and Drug Administration’s Critical Path Initiative
is uniquely positioned to support such collaborations,
and should be appropriately funded to enable the ad-

vancement Of development science.

As part of preparation for biomarker-driven development
of new therapies, the Food and Drug Administration
should assess and report to the Congress the level of in-
ternal resources required to conduct a timely evaluation
of submissions that use biomarker tools in clinical tri-
als. Careful consideration should be given to both the
number and the required specialty training of Food and
Drug Administration reviewers, as well as to optimal and
timely coordination among the Food and Drug Adminis-

tration centers responsible for medical product approval.
RecoMMeNDATION C3

Establish a clear development path for prevention and risk-

reduction tkempies.

The Alzheimer’s Study Group recommends that pa-
tient advocacy groups, physicians, academic scientists,
pharmaceutical and biotechnology company person-
nel, the Food and Drug Administration, and other
stakeholders reach consensus on a clear and innova-
tive development path for preventive therapies for
Alzheimer’s disease. The guidelines should include
risk-benefit profiles, risk populations, clinical mea-
sures, clinical trial design, surrogate markers, mini-

mum standards for clinically meaningful effects, prod-
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uct labeling, and payer coverage. This effort should
also include data sharing and collaborative research
to develop and validate quantitative disease models
and biomarkers that predict onset, progression, and

response to treatment in relevant patient subgroups,

In addition to the common challenges of bringing in-
novative therapies to market, developers of preventive
treatments face additional hurdles, including the current
dearth of tools for early detection of Alzheimer’s dis-
ease. The ability to treat individuals who exhibit mini-
mal symptoms of the disease, or no symptoms at all, is
critical. This ability, however, is limited by regulatory and
ethical concerns regarding acceptable risk-benefit trad-
eoffs. Alzheimer’s patients and families, and especially
individuals known to be at risk for the disease, must
share their perspectives on this issue and work actively
with science policymakers to define the level of risk that
is acceptable to them in light of the devastating nature
of the disease and its long—term effect on patients and

families.
RECOMMENDATION C4

Increase the participation of volunteers in clinical trials and

population-based longitudinal studies.

The Alzheimer’s Study Group recommends that the
Alzheimer’s Solutions Project Office collaborate with
the Secretary of Health and Human Services to ex-
ecute a properly resourced effort that promotes par-
ticipation in clinical trials and population-based lon-
gitudinal studies. This effort should promote to the
public and to the primary care physician community
the importance of participation in clinical trials and
other research studies. It should also include the de-
velopment of a supporting infrastructure to provide
education services and decision tools that match vol-
unteers with trials and other opportunities in their

local area.

Patients are critical contributors to clinical development,
These patients must be made aware that they can speed
the search for new treatments by enrolling in clinical tri-
als, contributing tissue samples, and allowing the use of
their medical records for research. The need to recruit

a wide range of Alzheimer’s patients for clinical trials

is becoming increasingly urgent as a large percentage of
Americans reaches the age where they are at higher risk
of developing Alzheimer’s. A national initiative to en-
courage and coordinate enrollment in clinical trial and
population-based longitudinal studies can accelerate the
process of finding a means of prevention or cure for this

devastating disease.

Any campaign to promote participation in clinical trials
should issue a call to action to the public and the primary
care physician community while providing the infrastruc-
ture and organization to support that call. For example,
regional call centers could provide individuals with infor-
mation on what trial participation is really like and which

trials are actively recruiting in their area.
RecomMMENDATION C5
Extend market exclusivity for Alzbeimer’s disease therapies.

The Alzheimer’s Study Group recommends that the
Food and Drug Administration grant extended market
exclusivity to new therapies that target Alzheimer’s
disease. This policy would provide an incentive to the
biopharmaceutical industry to increase investment in
Alzheimer’s drug development. The duration of ex-
clusivity should be proportional to the development
hurdles for disease—modifying, disease—slowing, and
preventive therapies, and should be reexamined when
the current disincentives for Alzheimer’s therapy de-

velopment have been addressed or significantly dimin-

ished.

Alzheimer’s disease and other neurodegenerative dis-
orders typically present more difficult hurdles for drug
developers than many other diseases. Insufficient un-
derstanding of the basic biology of Alzheimer’s, lack of
development tools such as biomarkers, and slow disease
progression make clinical development of innovative
treatments a long and prohibitively costly process. These
challenges increase substantially in the area of preventive

treatments.

It is important to provide incentives that encourage in-
dustry investment in therapy development for Alzheim-
er’s disease, especially in light of the rapidly approaching

explosion of Alzheimer’s cases among the Baby Boomer
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generation. Those incentives must be proportional to the
disincentives that drug developers encounter today. Mak-
ing the minimum market exclusivity requirement propor-
tional to the hurdles that companies face would mean

providing longer extensions for preventive therapies.

While several incentive options are available, the Al-
zheimer’s Study Group believes that extension of market
exclusivity is the most feasible option. Compared to ex-
tending patent protection, additional market exclusivity
could be provided with less risk of unintended legisla-
tive implications for unrelated industry sectors that are

driven by different business models and risks.
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TECHNICAL APPENDIX D: DELIVERING IMPROVED DEMENTIA CARE

The Alzbeimer’s Study Group urges the Nation to make a swift transition to a bealthcare system that en-

courages and rewards the provision of quality care to those with Alzbeimer’s disease. To function effectively,

this system must be built on an interopemble electronic bealth information infmstrmmre. This infmstrm~

ture, in turn, will facilitate the development and collection of dementia-related, quality-of-care measures

that can be adapted and applied across care settings and disease stages. This infrastructure, matched to

appropriate care measures, will enable a much-needed transition away from reimbursement based on a fee-

for-service model and toward reimbursement that rewards healthcare professionals based on the quality of

dementia care they provide. This system will also require an available and adequately trained workforce of

health professionals who have the equipment and incentive to provide collaborative, team-based care.

REcoMMENDATION DI

Build the electronic infrastructure for 21st-century, coordinated

dementia care.

The Alzheimer’s Study Group recommends that the
Congress fund and federal agencies prioritize imple—
mentation of the President’s call to invest $50 billion
over next 5 years to modernize the Nation's healthcare
system through the broad adoption of interoperable,
standards-based electronic health information systems
and health records. More specifically, the National Co-
ordinator for Health Information Technology should
use Alzheimer’s disease as a “value case” for chronic
disease management when designing and implement-
ing this national health information infrastructure.
This value case should integrate systems to enhance
the interoperability of electronic health records across
traditional healthcare providers and with community
agencies that provide key services to individuals and

their caregivers.

Because the U.S. healthcare system was designed to sup-
port acute care, it works poorly for chronic care and is
particularly inadequate for those with Alzheimer’s dis-
ease and related disorders. Better care for people with
dementia requires a coordinated, team-based approach
q PP
that emphasizes long—term support rather than rigid
procedures carried out through a series of intermittent,
disconnected interventions. As noted by the Medicare
Y
Payment Advisory Commission, interoperable, standards-

based electronic health information systems and health

records are a critical infrastructure for delivering such
care. However, it is essential that this infrastructure be
designed to effectively address the challenges that health
professionals encounter when providing care to patients

with dementia.
RECOMMENDATION D2

Develop and track quality-of-rare indieatorsfor people with Al-

zheimer’s and other dementias.

The Alzheimer’s Study Group recommends that the
Department of Health and Human Services work
with quality—of—care coalitions and other stakeholders
to prioritize and actively support creation of a set of
indicators that measure the quality of care provided
to people with dementia and their family caregivers.
This set should include indicators that apply in spe-
cific settings, such as the home, physician’s offices,
assisted living facilities, long-term care facilities, hos-
pitals, and hospices, as well as indicators that apply to

transitions between these care settings.

Evidence-based dementia care guidelines should be trans-
lated into quality indicators that can drive the delivery
of better care to people with Alzheimer’s disease and re-
lated disorders. Clinical studies have already supported
creation of guidelines for important issues, including de-
tection and diagnosis of dementia and appropriate treat-
ment for behavioral disturbances. Where evidence-based
guidelines already exist, identified gaps should drive clin-

ical research to develop additional indicators.

THE REPORT OF THE ALZHEIMER'S STUDY GROUP



A NATIONAL ALZHEIMER'S STRATEGIC PLAN | TECHNICAL APPENDIX D

Development of dementia quality-of-care indicators
presents significant challenges. These challenges include
the difficulty of measuring quality of care in the context
of a disease characterized by progressive deterioration at
Widely varying rates, attributing quality effects to specif—
1c providers in team contexts, and customizing indicators
for varied care settings. While some indicators will take
years to develop, other important indicators can be devel-
oped and implemented quickly. These include indicators
for dementia case finding and diagnosis, and indicators

for referrals to supporting community services.
RECOMMENDATION D3

Begin testing the use of a subset ofquulity-of-mre indicators in

reporting and value-based payment pilot progmms.

The Alzheimer’s Study Group recommends that the
Centers for Medicare and Medicaid Services imple—
ment a demonstration program to study the applica-
tion of dementia quality-of-care indicators. Initial
pilot programs should begin with the promotion of
improved dementia detection and with referrals to
supporting services. The use of dementia quality-of-
care indicators should be expanded through additional

demonstration projects as warranted.

It will take years to develop full sets of quality-of-care
indicators. Likewise, it will take years to implement many
of these indicators. Development efforts will most likely
progress on a staggered basis from initial implementa-
tion, to public reporting, and then to value-based pay-

ment programs for different sets of indicators.

The Centers for Medicare and Medicaid Services should
initiate pilot programs as soon as possible to address
relatively straightforward elements of quality dementia
care, such as case finding and referrals to supporting ser-
vices, which set in motion important care processes that
are likely to result in better outcomes for those with de-

mentia.

RECOMMENDATION D4

Create new jobs and strengtben existing ones to better assist those

with dementia and tbeirfamilies.

The Alzheimer’s Study Group recommends that fed-
eral and state policymakers implement recommenda-
tions contained in the Institute of Medicine’s 2008
report, Retooling for an Aging America: Building the
Health Care Workforce. This report addresses the se-
vere shortage of healthcare personnel who are trained
to care for older adults, including those with demen-
tia, in the healthcare and long-term care systems.’” In-
dividuals who provide healthcare and long-term care
to older adults should receive relevant instruction that
will help them understand dementia, deal with chal-
lenging behavior, develop communication skills, work
with family caregivers, ensure the physical health and
safety of people with dementia, and other related top-

1CS.

The Institute of Medicine report, Retooling for an Ag-
ing America: Building the Health Care Workforce, con-
Vincingly documents the inadequacy of the workforce of
healthcare and long-term care professionals trained to
provide competent care for older Americans. Based on
current trends, the Institute of Medicine predicts that
this workforce will be woefully inadequate to meet future
demands as the Baby Boom generation reaches retirement
age. For this reason, the Alzheimer’s Study Group sup-
ports the recommendations included in the Institute of
Medicine’s report aimed at addressing this need. Health
and long-term care professionals and workers should also

receive incentives to pursue this important work.

Moreover, the Alzheimer’s Study Group anticipates a
critical need for training the health and long-term care
workforce in dementia care and geriatric medicine. It rec-
ommends that policymakers address this need through
targeted training and certification requirements for the

relevant professional groups.
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RECOMMENDATION D5
Improve coordination ofdementia care regardless of setting.

The Alzheimer’s Study Group recommends that the
Centers for Medicare and Medicaid Services collab-
orate with the Agency for Healthcare Research and
Quality to strengthen coverage, reimbursement, and
training policies for health professionalsi This in-
cludes nurse practitioners, social workers, and other
allied health workers who assist with detection, ongo-
ing medical management, coordination of medical and
non-medical community care, and care transitions for
people with dementia. Strengthening these policies
will help to make dementia care a viable career field
that attracts and retains talented and compassionate
individuals and provides them with the skills they
need to coordinate care for individuals with dementia
and their caregivers, regardless of care setting or place

of residence.

The Alzheimer’s Study Group has concluded that cur-
rent evidence remains insufficient to definitively specify
the best approaches to managed care under different cir-
cumstances. However, we believe that the costs associ-
ated with uncoordinated care, especially for people with
dementia, are readily apparent. Too often, our current
systems fail to carry out even rudimentary elements of
coordinated care, such as referrals to community services,
medication management among different providers, and
appropriate transitions from one care setting to another.
There is good evidence to suggest that these failures may
substantially increase overall treatment costs for individ-
ual patients and lead to a lower quality of life. For this
reason, the Alzheimer’s Study Group recommends that
the Centers for Medicare and Medicaid Services work
with the Agency for Healthcare Research and Quality,
private health plans, patient advocacy groups, and other
stakeholders to identify and address opportunities to
improve coordination through pilot programs that link

value-based payments to appropriate quality indicators.
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TECHNICAL APPENDIX E;: EMPOWERING FAMILIES
THROUGH COMMUNITY CARE

The Alzbeimer’s Study Group urges that communities improve services to enable those with Alzbeimer’s

disease and other dementias to live longer in their bomes and nez’gbborkoods, if tbey wish to do so. As a

foundation for this effort, policymakers should use surveys to assess the burden of dementia in specific com-

munities and should inventory existing psychosocial programs to identify successful programs that could

be replicated in other locations. Family caregivers, who now bear much of the burden of caregiving, should

receive training that shows them how to provide more effective and less burdensome care, and tbey should be

equipped with cost-effective, evidence-based, low- and bigh-tech assistive technologies. In particular, Inter-

net-based tools should be developed that provide scalable, cost-cffective support to these families.

RECOMMENDATION El

Develop a more accurate understanding of the burden that de-
mentia places on communities and the implimtionsforfedeml,

state, and local planning.

The Alzheimer’s Study Group recommends that state
and local governments use surveys and surveillance
systems to track the impact of Alzheimer’s disease and
other dementias on communities. Health survey tools,
particularly those administered by federal agencies,
should routinely include questions about the impact
of Alzheimer’s disease on individuals, families, and
communities. This survey data will provide a greater
understanding of the challenges facing communities,
will enable better program development and planning,
and will help track the progress of interventions over
time. Information collected from such surveys should
be disseminated to additional governmental agencies
and advocacy groups to improve messaging, outreach,
and availability of information to People with Al-

zheimer’s disease and their families.

Alzheimer’s disease remains a condition that is often ig-
nored and misunderstood. Factors such as the systematic
under-diagnosis of the disease mean that most state and
community governments have only a vague understand-
ing of the impact of dementia on the quality of life of
their citizens. Currently, surveillance tools that rely on
a formal medical diagnosis, such as traditional disease
registries, are unlikely to effectively identify dementias.

However, if appropriate questions regarding dementia

were added to such national survey tools as the Agency
for Healthcare Research and Quality’s Medical Expen-
diture Panel Survey, and the Centers for Disease Con-
trol and Prevention’s Behavioral Risk Factor Surveillance
System and National Health Interview Survey, they could
provide a very helpful assessment of dementia’s impact at
the community level. State and local governments, to-
gether with other community stakeholders, should en-
sure they receive these data and should use them as the
foundation for appropriate planning efforts and program

funding decisions.
RECOMMENDATION E2

Invest in community programs that enable individuals with de-
mentia to continue living lives that are as rich as possiblefor as

long as possible.

The Alzheimer’s Study Group recommends that the
Secretary of Health and Human Services designate a
lead agency responsible for the development, transla-
tion, and implementation of effective evidence-based
community programs for people with dementia, in-
cluding adult day services and various kinds of re-
spite. This designated agency should work with other
federal agencies, state and local governments, patient
advocacy groups, private health plans, and health and
social service providers to quickly implement a series
of community-based demonstration projects based
on the most successful programs now operating in a
diverse range of communities. These demonstrations

should be rigorously evaluated based on consistent
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criteria; successful programs should be replicated in

communities across the Nation.

Community-based programs can improve the quality of
life for people with Alzheimer’s disease and related dis-
orders, particularly n early— and mid—stages of dementia.
In addition to improving quality of life, existing evi-
dence indicates that the best of these interventions can
lower overall costs to public and private payersi38 Exem-
plary programs—particularly those that have survived
over time without exceptionally large funding commit-
ments—should be studied, adapted, and replicated in

communities across the country.
RECOMMENDATION E3
Provide training and support to family caregivers.

The Alzheimer’s Study Group recommends that the
Centers for Medicare and Medicaid Services provide
coverage for programs that train family caregivers who
assist persons with dementia. These programs should
be based on caregiver counseling programs that have
demonstrated in randomized controlled trials that
they improve caregiver and care recipient Well—being

and reduce overall healthcare costs.

Alzheimer’s disease directly affects individuals but inevi-
tably becomes a family disease. Frail spouses, contending
with their own health challenges, often devote tremen-
dous energy to caring for their loved ones with demen-
tia. These family caregivers provide this care without
compensation and often at measurable cost to their own
health and longevity‘ Although randomized controlled
trials are always difficult to conduct, they have demon-
strated that caregiving counseling programs can both re-
duce overall healthcare costs and improve the quality of
life for individuals with Alzheimer’s disease and related
disorders and their caregivers. The Federal Government
should work with other stakeholders to ensure that care-

givers receive appropriate training and support.

RECOMMENDATION E4

Develop and deploy both low- and bt’gb-tecb assistive teclmologies

in homes.

The Alzheimer’s Study Group recommends that the
Centers for Medicare and Medicaid Services encour-
age the use of cost-effective, evidence-based assistive
technologies in the home. Encouraging the use of these
technologies will often entail reimbursement not just
for the purchase of the technologies, but also for in-
stallation and training. Non—profit organizations and
the healthcare industry should offer grants and prizes
to encourage the development of new, breakthrough
assistive technologies for dementia patients and oth-

ers with cognitive impairments‘

Commonplace assistive technologies for frail elderly
people living in their homes—including grab bars and el-
evated toilet seats—are particularly important for those
with Alzheimer’s disease and related disorders, since their
symptoms often include increasing disorientation and
reduced coordination over time. Relatively inexpensive
assistive devices, when Purchased and properly installed,
can often help people with dementia avoid trips to the
hospital that can lead to additional health difficulties.

Ubiquitous wireless connections, home networking, and
inexpensive monitoring devices can offer people with de-
mentia radical new models for assessment, monitoring,
and anticipatory interventions. The current approach to
tracking an individual’s condition—intermittent, epi-
sodic visits to an office or clinic scheduled at the conve-
nience of the healthcare system to collect medical histo-
ries—is a particularly poor system for older Americans
contending with Alzheimer’s disease, increasing frailty,
and other medical conditions. In-home monitoring,
combined with privacy safeguards and the automated
interpretation of collected data, represents an entirely
new and much more cost-effective healthcare paradigm
for those with Alzheimer’s disease and related disorders.
While such approaches do not yet have an evidence base
to justify reimbursement, they certainly warrant targeted

innovation fueled by grants and prizes.”
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RECOMMENDATION E5

Increase the use and improve the effectiveness of Internet-based

tOOlS.

The Alzheimer’s Study Group recommends that the
information technology community, the healthcare
industry, and patient advocacy organizations form a
coalition to accelerate the creation of Internet-based
support tools for people with dementia and their fam-
ily caregivers. These tools should provide peer-to-peer
support, appropriate elements of patient navigation
services, caregiver training and support tools, volun-
tary matching to appropriate clinical trials, and refer-

rals to local community services.

Few developments have reshaped American life as quick-
Iy as Internet-based tools. Members of the Baby Boom
generation, unlike many in their parents’ generation, are
comfortable with such tools and able to use them effec-
tively. This presents a powerful opportunity to offset,
at least partially, the shortage of health and social work
professionals and the challenges associated with care co-
ordination. Pioneers are already using e-mail list serves
and websites to share critical information on disease
progression and caregiver training, and to offer support
and encouragement to online neighbors. Such tools will
continue to evolve with time. Our Nation should spur
the development of these tools, given their potential to
improve lives and reduce costs. Government has a role
to play in this work, but success will ultimately depend
on the combined efforts of visionaries and entrepreneurs
from a variety of stakeholder groups. The Alzheimer’s
Study Group calls for such collaboration and commends
these efforts as criticaHy important to success in weath-

ering the coming Alzheimer’s crisis.
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APPENDIX F: RESEARCHERS SUPPORTING
AN ALZHEIMER’S PREVENTION INITIATIVE

The following Alzbeimer’s disease researchers endorse the goal of developing the capability to prevent Al-

zheimer’s disease by 2020 provided, in keeping with the recommendations in this report, that the effort is

backed by suﬁ‘icientfunding and pursued with an appropriate, disciplined strategy.*°

Paul Greengard, Ph.D.

Nobel Laureate

Professor and Head

Laboratory of Molecular and Cellular Neuroscience

Rockefeller University

Stanley B. Prusiner, M.D.

Nobel Laureate

Professor and Director

Institute for Neurodegenerative Diseases

Department of Neurology and Biochemistry

Robert N. Butler, M.D.

Pulitzer Prize Winner

President and CEQ, International Longevity Center
Professor of Geriatrics and Adult Development
Brookdale Department of Geriatrics and Adult Develop-
ment

Mount Sinai Medical Center

Founding Director, National Institute on Aging
National Institutes of Health

Carmela Abrabam, Ph.D.
Professor of Biochemistry

Boston University

Paul S. Aisen, M.D.
Professor of Neurosciences
Director, Alzheimer’s Disease Cooperative Study

University of California San Diego

Carmen Antitnez Almagro, M.D.

Neurologist

Head of Dementia Unit

Medical Director of AlzheimUr Foundation

Hospital Universitario Virgen de la Arrixaca

Piero Antuono, M.D.
Professor of Neurology
Dementia Research Center

The Medical College of Wisconsin

J. Wesson Ashford, M.D., Ph.D.

Senior Research Scientist

VA Aging Clinical Research Center
Stanford University

David Bachman, M.D.

Professor, Departments of Medicine, Psychiatry and
Neurology

Director, Behavioral Neurology

Medical University of South Carolina

Carol. A. Barnes, Ph.D.

Regents’ Professor, Psychology and Neurology

Director, Evelyn F McKnight Brain Institute

Evelyn E McKnight Chair for Learning and Memory in
Aging

University of Arizona

Michel Baudry, Ph.D.
Professor, Biological Sciences, Neurology, and Biomedi-
cal Engineering

University of Southern California

Flint Beal, M.D.
Professor and Chairman

Department of Neurology and Neuroscience

Weill Medical College of Cornell University

Cornelia Beck, Ph.D., R.N., EA.A.N.
Louise Hearne Chair in Dementia and Long-Term Care

University of Arkansas for Medical Sciences
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James Becker, Ph.D.

Western Psychiatric Institute and Clinic
University of Pittsburgh Medical Center
Charles Bernick, M.D.

Professor and Medical Director

Lou Ruvo Brain Institute

Ilya Bezprozvanny, Ph.D.

Carla Cocke Francis Professor in Alzheimer’s Research
Department of Physiology

UT Southwestern Medical Center at Dallas

Katbherine L. Bick, Ph.D.

Former Director, Extramural Programs

National Institutes of Health

Former Deputy Director, National Institute on Deafness
and Other Communication Disorders, NIH

Thomas D. Bird, M.D.
Professor, Neurology and Medicine

University of Washington
VA Puget Sound Health Care System

Jobn C. S. Breitner, M.D., M.PH.

Director, Geriatric Research Education and Clinical Center
VA Puget Sound Health Care System

Professor, Department of Psychiatry and Behavioral
Sciences

University of Washington School of Medicine

Henry Brodaty, M.D.

Professor, Primary Dementia Collaborative Research
Centre and School of Psychiatry

University of New South Wales

Ron Brookmeyer, Ph.D.
Professor of Biostatistics

Johns Hopkins Bloomberg School of Public Health

Joseph Buxcbaum, Ph.D.
Professor of Psychiatry, Neuroscience, Genetics, and Ge-

nomic Sciences

Mount Sinai School of Medicine

Maria Carrillo, Ph.D.
Director, Medical and Scientific Relations

Alzheimer’s Association

Richard J. Caselli, M.D.

Professor and Chair, Department of Neurology

Mayo Clinic Arizona

Clinical Core Director, Arizona Alzheimer’s Disease

Center

Dennis Choi, M.D.

Vice President for Academic Health Affairs
Woodruff Health Sciences Center

Executive Director, Emory University Neurosciences
Initiative

Emory University

Paul Coleman, Ph.D.

Editor-in-Chief, Neurobiology of Aging

Professor, Center on Aging and Developmental Biology
University of Rochester Medical Center

Visiting Professor

Sun Health Research Institute

Peter Davies, Ph.D.

Professor of Pathology and Neuroscience, Albert Ein-
stein College of Medicine

Scientific Director, Litwin-Zucker Research Center for
the Study of Alzheimer’s Disease

Feinstein Institute for Medical Research

Kenneth L. Davis, M.D.
Dean
Mount Sinai School of Medicine

Stephen J. DeArmond, M.D., Ph.D.

Professor of Pathology and Neuropathology

Director, Neuropathology Core, the UCSF Alzheimer’s
Disease Research Center

University of California, San Francisco

Steven T. DeKosky, M.D.
Vice President and Dean
University of Virginia School of Medicine

Thomas Detre, M.D.

Emeritus Distinguished Senior Vice Chancellor for
Health Sciences [UPMC]

Former Chair of Psychiatry

University of Pittsburgh Medical Center
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David A. Drachman, M.D.
Professor of Neurology, Chairman Emeritus
Professor of Physiology
University of Massachusetts Medical School

Lindsay Farrer, Ph.D.

Chief, Genetics Program

Professor of Medicine, Neurology, Genetics, and
Genomics, Epidemiology, and Biostatistics

Boston University School of Medicine

Co-investigator of the BUSM Alzheimer Disease Center

Howard J. Federoff M.D., Ph.D.
Executive Vice President for Health Sciences
Executive Dean of the School of Medicine

Georgetown University

Steven Ferris, Ph.D.
Friedman Professor and Director
Alzheimer’s Disease Center

New York University School of Medicine

Howard Fillit, M.D.
Executive Director

The Alzheimer’s Drug Discovery Foundation

Caleb Finch, Ph.D.

ARCO/Keischnick Professor of Gerontology and Bio-
logical Science

University Professor

Director, Gerontology Research Institute

Anders Gerontology Center

University of Southern California

James Carroll Flippin, M.D.
Professor of Medical Science

University of Virginia School of Medicine

Norman L. Foster, M.D.

Professor, Department of Neurology

Director, Center for Alzheimer’s Care, Imaging, and
Research

University of Utah

Lori Frank, Ph.D.

Senior Research Scientist

Executive Director, Center for Health Outcomes Re-
search

United BioSource Corporation

Robert P. Friedland, M.D.
Professor and Chair
Department of Neurology

University of Louisville

Sam Gandy, M.D., Ph.D.

Mount Sinai Professor of Alzheimer’s Disease Research
Mount Sinai School of Medicine

Chairman Emeritus, National Medical and Scientific

Advisory Council, Alzheimer’s Association
Y

Serge Gauthier, M.D., ER.C.PC.

Professor, Departments of Neurology and Neurosurgery,
Psychiatry, and Medicine

Director, Alzheimer Disease and Related Disorders Unit
McGill Center for Studies in Aging

Douglas Mental Health University Institute

Sid Gilman, M.D., FR.C.P.

William J. Herdman Distinguished University Professor
of Neurology

Director, Michigan Alzheimer’s Disease Research Center
Department of Neurology

University of Michigan

Dmitry Goldgaber, Ph.D., Dr. Sci.
Professor of Psychiatry (Molecular Biology)

Department of Psychiatry and Behavioral Science
School of Medicine, State University of New York

Teresa Gomez-Isla, M.D.

Head of Unit

Memory Disorders Unit
Hospital Santa Cruz y San Pablo

Fredrick K. Goodwin, M.D.

Former Director, National Institute of Mental Health
U.S. Public Health Service

Department of Health and Human Services
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Robert C. Green, M.D., M.PH.
Professor of Neurology, Genetics, and Epidemiology

Boston University Schools of Medicine and
Public Health

Barry D. Greenberg, Ph.D.

University Health Network

Director, Neuroscience Drug Discovery and
Development

Toronto Western Research Institute

W. Sue T. Griffin, Ph.D.

Editor-in-Chief, Journal of Neuroinflammation

Dillard Professor and Vice Chairman, Donald W. Reyn-
olds Department of Geriatrics

Director of Research, Geriatric Research, Education, and
Clinical Center

University of Arkansas for Medical Sciences

Patrick A. Griffith, M.D.

Chief, Section of Neurology
Department of Medicine
Morehouse School of Medicine

Vladimir Hachinski, M.D.
Distinguished University Professor
University of Western Ontario

David M. Holtzman, M.D.

Andrew B. and Gretchen P. Jones Professor and Chair-
man

Department of Neurology

Washington University School of Medicine

Bradley T. Hyman, M.D., Ph.D.

Director, Alzheimer Disease Research Center

John B. Penney Jr Professor

Massachusetts  General Hospital, Harvard Medical
School

Peter St. George Hyslop, M.D.
Professor of Experimental Neuroscience
University of Cambridge

University of Toronto

William Jagust, M.D.
School of Public Health and Helen Wills Neuroscience
Institute

University of California Berkeley

Keith A. Jobnson, M.D.

Director, Molecular Neuroimaging

Division of Nuclear Medicine and Molecular Imaging
Radiology and Neurology

Massachusetts General Hospital

Sterling Jobnson, Ph.D.

Middleton Memorial Veterans Hospital

University of Wisconsin School of Medicine and Public
Healch

University of Wisconsin

Carl D. Jobnson, Ph.D.
Executive Director for Science

Hereditary Disease Foundation

Robert |. Joynt, M.D., Ph.D.

Distinguished University Professor

Department of Neurology and of Neurobiology and
Anatomy

Former Dean, School of Medicine and former Editor-in-
Chief, Archives of Neurology

University of Rochester School of Medicine

Alfred W. Kaszniak, Ph.D.
Head, Department of Psychology
Professor of Psychology, Neurology, and Psychiatry

University of Arizona

Jeffrey Kaye, M.D.

Oregon Health and Science University
Layton Aging and Alzheimer’s Disease Center
Oregon Center for Aging and Technology

Zaven S. Khachaturian, Ph.D.
President and CEO

Lou Ruvo Brain Institute

Ara S. Khachaturian, Ph.D.
Executive Editor
Alzheimer’s and Dementia: Journal of the Alzheimer’s

Association
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June Kinoshita
Co-Founder and Executive Editor

Alzheimer Research Forum

William E. Klunk, M.D., Ph.D.
Professor of Psychiatry and Neurology
Co-Director, Alzheimer’s Disease Research Center

University of Pittsburgh School of Medicine

David Knopman, M.D.
Department of Neurology

Alzheimer’s Disease Research Center
Mayo Clinic

Kenneth S. Kosik, M.D.

Co-Director, Neuroscience Research Institute
Harriman Professor of Neuroscience
University of California at Santa Barbara

Executive Director, Center for Cognitive Fitness and In-

novative Therapies (CFIT)

Walter A. Kukull, Ph.D.

Professor, Epidemiology

Director, National Alzheimer’s Coordinating Center
(NACC)

Department Epidemiology, University of Washington

Lewis Kuller, M.D.

University Professor of Public Health and Professor of
Epidemiology

Graduate School of Public Health

Virginia M.-Y. Lee, Ph.D., M.B.A.

John Ware III Professor for Alzheimer’s Disease Research
Director, Center for Neurodegenerative Disease Research
Department of Pathology and Laboratory Medicine
University Of Pennsylvania

Leslie S. Libow, M.D.

Distinguished Clinical Professor

Jewish Home Life Care System and Clinical Professor of
Geriatrics and Medicine

Mount Sinai School of Medicine

Principal Investigator-The Parkinson’s Disease Dementia

Study

Leopold Liss, M.D.

Clinical Professor of Neurology
Columbus Alzheimer Care Center
Department of Neurology
College of Medicine

Ohio State University

Oscar L. Lopez, M.D.
Professor of Neurology and Psychiatry
University of Pittsburgh

Constantine Lyketsos, M.D.

The Elizabeth Plank Althouse Professor in Alzheimer’s
Disease Research

Chair of Psychiatry, Johns Hopkins Bayview

Editor, International Review of Psychiatry

Johns Hopkins University

Robert W. Mahley, M.D., Ph.D.
The J. David Gladstone Institutes
Professor of Pathology and Medicine

University of California, San Francisco

Jennifer J. Manly, Ph.D.

Associate Professor of Neuropsychology

Taub Institute for Research on Alzheimer’s Disease and
the Aging Brain

Columbia University Medical Center

William R. Markesbery, M.D.

Professor of Pathology and Neurology
Director, Sanders-Brown Center on Aging and
Alzheimer’s Disease Center

Commonwealth Chair in Aging

University of Kentucky

Richard Mayeux, M.D., M.S.
Sergievsky Center and Taub Institute for Research on Al-
zheimer’s Disease and The Aging Brain

Columbia University

Jobn Mazziotta, M.D.
Chair, Department of Neurology
UCLA School of Medicine
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Patrick L. McGeer, M.D.

Professor Emeritus

Psychiatry, Faculty of Medicine
University of British Columbia

Curtis L. Meinert, Ph.D.

Professor of Epidemiology and Biostatistics

Founding Director, Center for Clinical Trials

Johns Hopkins Bloomberg School of Public Health and
the Johns Hopkins School of Medicine

Javier Sanchez Merina, Ph.D.
Architect

Estudio de Arquitectura

Bruce L. Miller, M.D.

A.W. Clausen Distinguished Professor of Neurology
Director, Memory and Aging Center

Department of Neurology

University of California San Francisco

Suzanne S. Mirra, M.D.
Professor and Chair, Department of Pathology
SUNY Downstate Medical Center

Mary Mittelman, Ph.D.
Department of Psychiatry
New York University School of Medicine

Lennart Mucke, M.D.
Director, Gladstone Institute of Neurological Disease
Joseph B. Martin Distinguished Professor of Neuroscience

University of California, San Francisco

Lynn Nadel, Ph.D.

Regents’ Professor in the Cognition and Neural Systems
Program

Department of Psychology

University of Arizona

Ralph A. Nixon, M.D., Ph.D.

Professor of Psychiatry and Cell Biology Director

NYU Center of Excellence on Brain Aging and Demen-
tia Director, Silberstein Institute New York University
School of Medicine Milhauser Labs

Director of Research

Director, Center for Dementia Research

Nathan Kline Institute

Jim Olds, Ph.D.

Director, Krasnow Institute for Advanced Study

Chair, Department of Molecular Neuroscience

The Shelley Krasnow University Professor of Molecular
Neuroscience

George Mason University

Menelas N. Pangalos, Ph.D.
Executive Vice President and Head of Discovery Research
Wyeth Pharmaceutical

Herbert Pardes, M.D.

President and CEO

New York-Presbyterian Hospital

Former, Director, National Institute of Mental Health
National Institutes of Health

Misha Pavel, Ph.D.
Division Head, Biomedical Engineering

Oregon Health and Science University

Daniel P. Perl, M.D.

Professor of Pathology, Psychiatry and Neurosciences
Director, Neuropathology Division

Mount Sinai Medical Center

George Perry, Ph.D.

Vice President for Research
Dean and Professor
College of Sciences

University of Texas at San Antonio

Ron Petersen, Ph.D., M.D.

Chair, Medical Scientific Advisory Committee
Alzheimer’s Association

Director, Mayo Clinic Alzheimer’s Disease Research

Center
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Judes Poirier, Ph.D., C.Q.

Professor of Psychiatry and Medicine
McGill University

Director, Molecular Neurobiology Unit
Douglas Mental Health University Institute

Steven G. Potkin, M.D.

Professor of Psychiatry and Human Behavior
Robert R. Sprague Chair in Brain Imaging
Director of UCI Brain Imaging Center

University of California, Irvine

Teresa S. Radebaugh, Sc.D.

Director, Regional Institute on Aging

Wichita State University

Former Director, Division of Extramural Programs
National Institute of Nursing Research

Former Chief, Dementias of Aging Branch
Neuroscience and Neuropsychology of Aging Program
National Institute on Aging

Eric Reiman, M.D.
Executive Director

Banner Health Institute

Joseph Rogers, Ph.D.
Founder and Senior Scientist
Sun Health Research Institute

Gustavo C. Roman, M.D., FA.C.P.
Professor Medicine, Neurology and Psychiatry
University of Texas Health Science Center at San An-

tonio

Roger N. Rosenberg, M.D.

Zale Distinguished Chair and Professor of Neurology
Department of Neurology

Director, Alzheimer’s Disease Center

University of Texas Southwestern Medical Center

Allen D. Roses, M.D.

Jefferson-Pilot Professor of Neurobiology and Genetics
Director, Deane Drug Discovery Institute

Senior Scholar, Fuqua School of Business

Member, Duke Institute for Genome Sciences and Policy

Richard A. Rudick, M.D.

Vice Chairman, Research and Development
Neurological Institute

Director, Mellen Center

Cleveland Clinic Foundation

Mark A. Sager, M.D.

Professor of Medicine

Director, Wisconsin Alzheimer’s Institute

University of Wisconsin School of Medicine and Public
Health

David P. Salmon, Ph.D.

Professor in Residence

Helen A. Jarrett Chair for Alzheimer’s Disease Research
Department of Neurosciences

University of California, San Diego

Robert Sapolsky, Ph.D.
Professor, Biology, Neurology, and Neurosurgery,
Stanford University

Gerard D. Schellenberg, Ph.D.
Department of Pathology and Laboratory Medicine
University of Pennsylvania School of Medicine

Hyman M. Schipper, M.D., Ph.D., ER.C.PC.
Professor of Neurology and Medicine

McGill University

Director, Centre for Neurotranslational Research
Lady Davis Institute for Medical Research
Jewish General Hospital

Dennis J. Selkoe, M.D.

Vincent and Stella Coates Professor of Neurologic Dis-
eases

Harvard Medical School

Co-Director, Center for Neurologic Diseases
Department of Neurology

Brigham and Women’s Hospital

William Rodman Shankle, M.S., M.D.

Neurologist, The Shankle Clinic For Alzheimer’s Dis-
ease and Related Disorders

Chief Medical Officer, Medical Care Corporation
Research Fellow, Cognitive Science Department

University of California Irvine
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James W. Simpkins, Ph.D.
Professor and Chair
Department of Pharmacology and Neuroscience

University of North Texas Health Science Center

Mark A. Smith, Ph.D.

Executive Director, American Aging Association
Editor-in-Chief, Journal of Alzheimer’s Disease
Professor of Pathology, Department of Pathology

Case Western Reserve University

Peter ]. Snyder, Ph.D.

Vice President for Research

Lifespan Affiliated Hospitals

Professor, Department of Clinical Neurosciences

The Warren Alpert Medical School of Brown University

Associate Editor, Brain and Cognition

Yaakov Stern, Ph.D.

Division Leader of the Cognitive Neuroscience Division
of the Sergievsky Center

Professor of Clinical Neuropsychology

Columbia University

Warren |. Strittmatter, M.D.
Professor and Chief, Neurology
Duke University Medical Center

Jamie Talan, Ph.D.
Medical Reporter
Neurology Today

Eric G. Tangalos, M.D., FA.C.P, A.G.S.E, CM.D.
Professor of Medicine

Mayo Clinic

Rudolph E. Tanzi, Ph.D.

Joseph P. and Rose E. Kennedy Professor of Neurology
Harvard Medical School

Director, Genetics and Aging Research Unit
MassGeneral Institute for Neurodegenerative Disease

Massachusetts General Hospital

Pierre N. Tariot, M.D.

Research Professor of Psychiatry
University of Arizona College of Medicine
Director, Memory Disorders Center

Banner Alzheimer’s Institute

Evelyn Teng, Ph.D.

Emeritus Professor of Neurology
Keck School of Medicine
University of Southern California

William Thies, Ph.D.
Vice President, Medical and Scientific Affairs
National Headquarters

Alzheimer’s Association

Jared R. Tinklenberg, M.D.

Deputy Associate Chief of Staff for Mental Health Re-
search and Education

VA Palo Alto Health Care System

Director, Stanford/VA Alzheimer’s Research Center of
California

Professor of Psychiatry and Behavioral Sciences
Stanford University School of Medicine

Jacques Touchon, M.D.
Former Dean, Montpellier Medical School
Deputy Mayor City of Montepellier

Jobn Q. Trojanowski, M.D., Ph.D.

William Maul Measey-Truman G. Schnabel, Jr., M.D.,
Professor of Geriatric Medicine and Gerontology
Director, Institute on Aging

Director, Alzheimer’s Disease Core Center

Director, Udall Parkinson’s Research Center
Co-director, Center for Neurodegenerative Disease Re-
search and Marian S. Ware Alzheimer Drug Discovery
Program

Professor, Department of Pathology and Laboratory
Medicine

University of Pennsylvania School of Medicine

Mark H. Tuszynski, M.D., Ph.D.
Professor of Neurosciences
Director, Center for Neural Repair
University of California, San Diego
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Axel Unterbeck, Ph.D.
Entrepreneur-in-Residence

Oxford Bioscience Partners

Mark Vachon, Ph.D.
President and Chief Executive Officer
GE Healthcare Americas

Linda J. Van Eldik, Ph.D.
Associate Director, Cognitive Neurology and Alzheim-
er’s Disease Center

Northwestern University Feinberg School of Medicine

Michael W. Weiner, M.D.

Director, Center for Imaging of Neurodegenerative Dis-
ease, VA Medical Center

Professor of Medicine, Radiology, Psychiatry, and Neu-
rology, University of California,San Francisco,

Principal Investigator: Alzheimer’s Disease Neuroimag-

ing Initiative

Sandy Weintraub, Ph.D., A.B.C.N./A.B.PP.
Professor of Psychiatry, Neurology and Psychology
Northwestern Cognitive Neurology and Alzheimer’s

Disease Center

Lon R. White, M.D., M.PH.

Senior Neuroepidemiologist, Pacific Health Research In-
stitute

Research Scientist and Neuroepidemiologist, Kuakini
Medical Center

Professor of Pediatrics and Adjunct Professor of Geri-
atrics

University of Hawaii

Peter J. Whitehouse, M.D., Ph.D.

Professor of Neurology

Case Western Reserve University

Attending Physician, University Hospitals Case Medical
Center

Director, Adult Learning

The Intergenerational School Room

T. Franklin Williams, M.D.

Former Director, National Institute on Aging

National Institutes of Health

Professor Emeritus, University of Rochester

Thomas Wisniewski, M.D.
Professor of Neurology, Pathology, and Psychiatry
New York University School of Medicine

Benjamin Wolozin, M.D., Ph.D.
Professor, Departments of Pharmacology and Neurology
Boston University School of Medicine

Richard Jay Wurtman, M.D.

Cecil H. Green Distinguished Professor of
Neuropharmacology

Massachusetts Institute of Technology

Kristine Yaffe, M.D.

Associate Chair for Clinical and Translational Research
Professor in Residence

Department of Psychiatry, Neurology, and Epidemiology
University of California, San Francisco

Chief, Geriatric Psychiatry and Director

Memory Disorders Clinic, San Francisco

Edward Zamrini, M.D.

Director of Clinical Trials

Center for Alzheimer’s Care, Imaging and Research
Associate Professor, Department of Neurology Scientist
The Brain Institute

University of Utah

Steven H. Zarit, Ph.D.
Professor and Head
Department of Human Development and Family Studies

Pennsylvania State University
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APPENDIX GG: OVERVIEW OF THE ALZHEIMER’S STUDY GROUP

The Alzbeimer’s Study Group was established on July 11, 2007 under the auspices of the Congressional

Task Force on Alzbeimer’s Disease with the charge of creating a National Alzbeimer’s Strategic Plan to

overcome America’s mounting Alzbeimer’s crisis. With the delivery of this plan on March 25, 2009, the

members of Alzbeimer’s Study Group ended their service together.

ALZHEIMER'S STUDY GROUP MEMBERS

Co-chaired by former Speaker of the House Newt
Gingrich and former U.S. Senator Bob Kerrey, the Al-
zheimer’s Study Group included 1T distinguished na-
tional leaders with careers in government, law, business,
medicine, and academia. In turn, these members and the
Alzheimer’s Study Group’s staff worked with hundreds

of other experts to address specific issues.
The Alzheimer’s Study Group members were:

Christine Cassel, M.D.
Geriatrician and President

American Board of Internal Medicine

Meryl Comer
President

Geoffrey Beene Foundation Alzheimer’s Initiative

Newt Gingrich (co-chair)
Founder

Center for Health Transformation

Steven E. Hyman, M.D.
Provost

Harvard University

Bob Kerrey (co-chair)
President

The New School

Henry McCance
Chairman

Greylock Partners

Mark McClellan, M.D., Ph.D.
Director
Engelberg Center for Health Care Reform, Brookings

Institution

Sandra Day O’Connor
Justice (retired)

U.S. Supreme Court

James Runde
Special Advisor
Morgan Stanley

David Satcher, M.D.

Director

Center of Excellence on Health Disparities
Morehouse School of Medicine

Harold Varmus, M.D.
President

Memorial Sloan—Kettering Cancer Center

Among its members were former heads of the National
Institutes of Health, the Food and Drug Administra-
tion, the Centers for Disease Control and Prevention,
the Centers for Medicare and Medicaid Services, and the
U.S. Public Health Service.

The Alzheimer’s Study Group’s executive director was
Robert Egge. Project management support and subject
matter expertise were provided by Booz Allen Hamilton
under the direction of Susan Penfield, Lucy Stribley, and
Oxana Pickeral, Ph.D. Michelle Stein and Katie Varney
from the Center for Health Transformation served as
Alzheimer’s Study Group’s media director and project

coordinator, respectively.
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SUMMARY OF WORK

As a foundation for creating the National Alzheimer’s
Strategic Plan, the Alzheimer’s Study Group commis-
sioned Booz Allen Hamilton to prepare an assessment
report, publicly released on March 11, 2008, and avail-
able on the Alzheimer’s Study Group website.*!

Building from this assessment, the Alzheimer’s Study
Group moved to the next task of identifying the lead-
ing challenges impeding progress against Alzheimer’s.
Alzheimer’s Study Group staff received input and guid-

ance from the following sources:

® Online engagement with approximately 125 experts.

* More than 80 in—depth interviews with experts on
specific topics.

® Literature review (peer reviewed journals, research
studies, and policy reports)‘

* Additional submissions from individuals and orga-

nizations.

The result of this process was the identification of more
than 300 distinct challenges on a range of issues and
at various levels of detail and specificity. Based on this
review, Alzheimer’s Study Group members focused their
attention on four themes as focal points for their recom-

mendations development work:

* Encouraging information sharing and rapid learning
across the Alzheimer’s disease community.

* Improving Alzheimer’s disease clinical trials.

* Improving Alzheimer’s disease community—based
care models.

* Creating an effective governance structure to guide

Alzheimer’s disease efforts.

A summary of findings is available in a report, A Source
Document on Thinking about Alzheimer’s Disease,
publicly released on August 28, 2008 and also available

on the Alzheimer’s Study Group website.*”*

In the final phase of its work, beginning with its fi-
nal Alzheimer’s Study Group working session held in
Washington, DC, on October 20, 2008, the Alzheimer’s

Study Group moved to recommendations development

and the drafting of the National Alzheimer’s Strategic
Plan.

During this final stage of its work, Alzheimer’s Study
Group members and staff consulted with more than 500
experts from government, industry, and the non-Profit
sectors for the vetting and refinement of these findings

and recommendations.
FINANCIAL AND IN-KIND CONTRIBUTIONS OF SUPPORT

All members of the Alzheimer’s Study Group volun-

teered their time, serving without compensation.

In addition, the work of the Alzheimer’s Study Group
was made possible by the financial contributions of the
Alzheimer’s Association, the Dwyer family, Pfizer-Eisai,
the McCance Foundation, the Vradenburg Foundation,
and Wyeth. Following the direction of the Alzheimer’s
Study Group co-chairs, more than half of the Alzheim-
er’s Study Group’s total financial support came from

non—profit contributors.

The Alzheimer’s Study Group was directed and man-
aged through the Center for Health Transformation as
an in-kind contribution. The effort also received an in-
kind contribution of project management and research

support from Booz Allen Hamilton.

In addition, as described above, the work of the Al-
zheimer’s Study Group was only possible due to the
generous contribution of time and expertise by hundreds
of experts. A partial list of these contributors is available

at the Alzheimer’s Study Group website.

For more information, visit the Alzheimer’s Study

Group website at www‘alzstudygroup.org.
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