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July 30, 1997 . ‘ - | .

NOTE TO MS. SARA HURWITZ, WHITE HOUSE DOMESTIC POLICY OFFICE

As you requested on the telephone with Lisa Schwartzbach today, I have attached a brief
overview of diabetes research (also sent to Victoria Wachino, OMB, on Friday, 7/25/97).
The document describes the National Diabetes Outreach Program (NDOP) and the
planning for the National Diabetes Education Program (NDEP) on page 9. The NDOP
consists of two campaigns. “Do Your Level Best: Start Controlling Blood Sugar Today”
encourages physicians and people with diabetes to adopt a treatnent approach that
greatly reduces the complications of diabetes. - The second campaign, “Feet Can Last A
Lifetime,” features a cooperation among ten federal and private sector agencies to reduce
amputations by mformmg people with diabetes about daily foot care.

The new NDERP is a collaborative effort led by NIDDK and the Centers for Disease
Control with a partnershlp of private sector diabetes organizations: The program is in the
planning phase at present, following a series of meetings with re presentatlves of the
diabetes commumty and other health-oriented organizations.

I hope this mforma‘non s h‘elpful to you.

- Elizabeth H. Singer :
Director, Office of Health Research Repons
NIDDKNIH ‘

Attachment
Excerpt from NIDDK Program Planning Process
Diabetes Prevention and Treatment Initiative

cc:
Dr. Varmus
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Drabetes Overview

The National Institute of Diabetes and Digestive and Kidney Diseases
{(NIDDK]}, a component of the National Institutes of Health (NIH), leads the national
research effort to combat the major public health problem posed by diabetes.

An estimated 16 million Americans have diabetes, a chronic disease that has
enormous adverse impact on people who are afflicted, as well as a staggering
economic cost to the nation--about $92 billion annually. However, about one-half

.. of these people are unaware that they have diabetes. Senous health complications
result from drabetes, including eye, heart, kidney, and nerve damage. Basic
research, much of it funded by the NIDDK, underpins many therapies developed for -
diabetes--insulin pumps, various forms of insulin, and strategies for treating insulin-
dependent, or type 1, diabetes; and a host of medications for non-insulin-
dependent, or type 2, diabetes. Even with these.therza_pies, however, diabetes
remains an exceedingly difficult disease to control. The health complications that
result from uncontrolled or poorly controlled diabetes are largely responsible for the
“toll diabetes takes on human health and on the health care system. Thus, ‘
effectively treating and preventlng dlabetes and its’ comphcatrons are major goals of

‘ research : :

Type 1 diabetes (also called jUQen'ile onset diabetes) affects an estimated
500,000 to 750,000 Americans. It IS usually diagnosed in childhood or young
~adulthood. Daily injections of insulin:are necessary to sustain life, and compliance
‘with this treatment regimen is often difficult, especially for teenagers. ' In this form
of the disease, the body's immune defense system destroys the msuhn -producing
cells of the pancreas--an autormmune disease process.

~ Type 2 diabetes (also called adultqonset diabetes} accounts for about 20 percent
of all diabetes. What makes type 2' daabetes so insidious is that it often is
diagnosed only after it has wrought years of damage on the heart, blood vessels,
kidneys, eyes, and nerves. In additidn, as type 2 diabetes develops it becomes
increasingly difficult to treat. Therefore, if type 2 diabetes can be prevented, or
even significantly delayed, the health and economic implications will be significant.
There is growmg evidence that type 2 diabetes, whlch generally appears in m:ddI
age, is m fact a preventable drsease 1 r .

Funding for diabetes research programs within the Public Health Service is -

" estimated to be nearly $340 million in FY 1997. The major portion of this funding
is through the National Institutes of Health {$316 million}, with the NIDDK '
contributing the most support ($209 ‘mr!llon) to. diabetes research. The majority of
this funding is used to support basrc drabetes research
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Scientific Opp‘ortuni'ties in Diabetes Prevention and Treatment

Researchers working in the field of diabetes believe that they are on the
threshold of major new discoveries. From this threshold, the prevention and
effective treatment of diabetes appea’r to be not only within their sight but also
within their grasp. Sustaining research momenturmn at this critical point in time'is
therefore vital to the 16 million Amencans with dxabetes and to their famllles and
loved-ones. i

Of enormous importance with respect to type 1 diabetes are the impressive
results of a major NIDDK multicenter clinical trial that was completed in 1993. The
"Diabetes Control and Complications Trial" (DCCT) showed that maintaining blood
glucose levels as close to normal as possable throughout the day can prevent and
delay the onset of diabetic complications. Intensive therapy reduced the risks of
eye disease by 76 percent, of nerve disease by 60 percent, of kidney disease by 50
percent, and of cholesterol elevation bv 35 percent. A recent analysis determined
that intensive treatment of diabetes is cost effective in improving the quantity and

~ quality of life for persons with type 1¥dlabetes. In addition, the benefits of carefully

controlled blood glucose levels revealed by the DCCT are transferrable to the
successful management of type 2 diabetes.

Building on the results of the DCC:T, and as an outgrowth of previous diabetes

_research programs, the NIDDK in 19384 began a new, comprehensive initiative

EY 3

‘diabetes. , , ‘

targeted at preventing diabetes and its complications. This muiti-faceted initiative,
called the Diabetes Prevention and Treatment Initiative, encompasses opportunities
in basic and applied research, chmcal studies and trials, natlonal multicenter trials,

and a national education program

Fundamentsl Research on Diabetes: Basic studies on diabetes, which comprise
the single largest component of NIDDK-supported diabetes research, continue to
provide the underpinning for clinical methods to diagnose and treat, and for
strategies to prevent, diabetes. The Isupportof both intramural and extramural
investigator-initiated efforts in all areas of basic diabetes research is of the highest
priority. Areas of continued or enhanced scientific opportunity include: the
mechanism of insulin action (i.e., insulin receptor, regulation of insulin action,
insulin resistance), risk factors for diabetes, immunologic aspects of diabetes, the
regulation of glucose metabolism, the cell biology of the insulin producing beta cells
of the pancreas, the regulation of insulin synthesis and secretion from the beta cell,
the interplay of genetic and environmental factors that results in diabetes, genetic
analyses of all aspects of diabetes, and the role of advanced glycosylation end-
products and other factors in the development of health comphcations from

[
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Scientific Conference to ldentify Opportunities in Diabetes Research: On

‘September 4-5, 1997, the NiH and NIDDK will cosponsor a scientific conference

entitled “Diabetes Mellitus: Challenges and Opportunities.” Led by invited,
internationally-recognized experts in diabetes research, this conference will involve
all institutes having a scientific interest in diabetes, and will focus on scientific

‘opportunities and directions that a broad mterd:sc:ptmary approach brangs 1o
‘diabetes research. :

The Diabetes Prevention Tr;al-Type 7: In the past few years, investigators have

‘been able to establish immune, metabohc and genetic screemng tests to identify

individuals at high risk for developmg type 1 diabetes. Researchers also have
shown, in animal models and in pre!iminary human trials, that low-dose insulin
therapy may prevent or delay the onset of the clinical manifestation of type 1 -
diabetes. Thus, scientists have the tools to, identify individuals at high risk of type
1 diabetes and to intervene with a safe and, hopefully, effective therapy. These
tools are being applied in a major I\Il[jDK-Sponso:ed multi-center, clinical trial to
prevent or-delay the onset of type 1 diabetes, called the Diabetes Prevention Trial-1
{DPT-1). Nondiabetic relatives of persons with type 1 diabetes are being screened
for this trial and, of these, 0.6 percent are expected to be found at high risk or- ‘
intermiediate risk for type 1 diabetes.' Two protocols are applied to individuals

" depending on their relative risk for developmg type 1 diabetes. Three-hundred forty
~ subjects at high risk will be identified and randomized, either to low-dose daily

insulin treatment and yearly courses of intravenous insulin or observation. For four-
hundred ninety individuals at intermediate risk for type 1 diabetes, insulin will be

- administered orally to ascertain if presentation of an islet cell autoantigen, such as

insulin, to the immune system via the intestinal mucosa can induce disease-relevant
immunological tolerance, thereby delaying the development of type 1 diabetes.
Patients will be followed for four years to determine whether either protocol can
reduce the risk of developing type 1 diabetes. The trial is expected to run six years
and is a collaborative effort between the NIDDK, the National Institute of Allergy

-and Infectious Diseases, the National'Institute of Child Health and Human

Development, and the National Cenie}' for Research Resources, the Juvenile
Diabetes Foundation International and the American Diabetes Association.

The Diabetes Prevention Program Clinical Trial: The Institute’s newest clinical -

. trial for diabetes, called the Diabetes Prevention Program, or DPP, is designed to

determine whether type 2 diabetes can be prevented or delayed in at- risk
populations. Because type 2 diabetes disproportionately affects minority
popu!atlons approxxmately 50 percent of those enrolled in the DPP will be from
those popu|at:ons Four thousand pat;ents at high risk for developing diabetes
(e.g., obesity or history of gestational diabetes) ultimately will be enrolled at 25
§ites in the U.S. These patients will have been determined to have impaired
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glucose tolerance (IGT), which is a major risk factor for deve!opment of type 2
diabetes. IGT is a-less severe stage of altered blood glucose control that often
precedes type 2 diabetes. Those enrolled in the trial will be randomized into four
treatment groups. - One of the groups will be given the drug metformin, a second
group will be given the drug troglitazone, a third group will receive. an intensive diet
and exercise intervention, and a fourth will receive healthful lifestyle information

‘ abcut how to prevent diabetes. "All of these interventions are aimed at preventmg
or delaying the progression from the pre-diabetic, IGT state to diabetes, over a

. period of about four and one-half years. All patients will be counseled on healthful
diet and exercise habits, and all will be followed closely for their blood pressure,
blood lipids, and diabetes status. We are hopeful that at the conclusion of this
trial, in about seven years, we will have definitive evidence on how to prevent type
2 diabetes. Evidence of this kind would have major positive human and economic.
“consequences. The DPP is a collaborative effort between NIDDK, National Institute
of Child Health and Human Development, the National Institute on Aging, the NIH
Office of Research on Minority Health, the NIH Office of Research on Women’s
Health, the NIH Office of Behavioral and Social Science Research, the Centers for
Disease Control and Prevention, the Indian Health Service. This clinical trial also is
receiving major support. form the pnvate sector

Approaches To Achieving Normal Blood G/ucose Levels (Euglycemia) in
Diabetes: The NIDDK has planned a program to encourage new or improved
approaches to achieving eug‘lycemia. Research will be focused on gaining new
fundamental knowledge about the growth and development of pancreatic beta
{insulin-producing) cells; improved immunologic approaches to beta cell or islet
survival in transplantation; improved techniques for isolation, encapsulation, and
implantation of beta cells and islets; and bioengineering cells with the properties
needed for regulated insulin secretion.- Mechanical approaches such as glucose
sensors and insulin pumps will also be examined. : ’

Inherent in many of the approaches to achieving euglycemia is the need to

“produce a self-renewing ‘population of beta cells, which allow for potential
treatments for diabetes‘by replacement of beta cells by transplantation,
implantation in an immune-protected site, or by encapsulation in an immune-
protective membrane. These potential applications have been hampered by our
lack of knowledge of the cell and developmental biology of beta cells. The natural
growth and differentiation factors for islet cells have not been fully elucidated. In
addition, the isolation of a self-renewing stem cell and identification of markers that
can follow the movement and development of the beta cell from the duct cell are
critical for our understanding. These markers will also be important in charting the:
development.of other islet cells and in establishing the architecture of the islet.
Several factors have been isolated that are beta cell specific. In FY 13938, the
NIDDK will conduct a scientific workshop to address the developmental biology of
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beta cells, as well as other relevant cell types. After the workshop, a Program
Announcement will be issued to encourage research in this important area.

Genetics of Diabetes: Genetics appears to be the common denominator
underlying the various factors that lead to diabetes. Intensified genetic research
offers great promise for understanding, controlling, and preventing diabetes. There
‘has been a recent surge of data on genetic susceptibility to both type 1 and type 2
diabetes. This has resulted in large part because many more genetic markers now
have been identified in the human genome that can serve as guideposts for the
identification of potential disease-causing genes. Also, molecular genetic
technigues have impgoved dramatically, so that many such markers can be
evaluated much morg rapidly than was previously possible. Scientific opportunities
that would build on these technical advances include: (1) To encourage the
collection of inform_""tive families from different populations and ethnic groups. It'is
‘important that initial results that suggest linkage or association of regions of the
genome with diabetes be extended to, and confirmed in, additional informative .
families from appropriate populations and ethnic groups; and {2) To promote the
identification of genes that convey genetic susceptibility to diabetes. Having
identified regions of the genome that confer susceptibility to disease, it is essential
to localize the specific genes and characterize the corresponding gene products that

_are functionally abnormal, thus leading todiseasé. - As genetic mutations are
identified, it'is likely th;at investigators will employ transgenic and knockout genetic
technologies to create ‘animal models for examining the roles of these genes in the
‘development of diabetes. It may further be possible to develop diagnostic tests
that can be used to identify prediabetic individuals; such individuals might then take
advantage of appropriate interventions to prevent diabetes.

. Metabolic Staging of Type 2 Diabetes: Type 2 diabetes is a multifactorial

disease with a significant genetic component, although the specific genes that

~ underlie most cases of type 2 diabetes have remained elusive. The Metabolic
Staging opportunity, v'v(ch would start with a scientific workshop, ultimately
would develop strategies for the detailed metabolic analysis of inherited and
acquired defects in insulin-regulated carbohydrate metabolism among patients who
go on to develop type 2 diabetes. The overall goal is to provide a road map of type
2 diabetes on a metabolic and molecular basis. Examination of differences in the
predisposing factors--both environmental and genetic--among different racial and-
ethnic groups would be a necessary component of this initiative. Establishing the
stage of metabolic abnormality should lead to: more precise diagnasis; a basje for
rational therapy; an improved ability to monitor response to therapy and disease
progression; and improved ability to examine the role and timing of environmental

- factors as precipitating events for the overt diabetic condition. It should also then

~ be possible to select patients for further detailed metabolic and molecular studies

5 -
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on a rational basis, and lead to a genetic strategy focussing on fewer rather than
more candidate genes.

Obesity and Diabetes -- Basic Research: It is well established that obesity is a |

. major risk factor for type 2 diabetes. In the last two years, major progress has
been made in understanding the role of the neuroendocrine system in the control of
energy metabolism. Investugators, many funded by the NIDDK, in a diverse array of
research areas, have contributed to this expiosxon of discavery. Investigators in
neuroendocrinology, diabetes, cell biology, obesity, mouse genetics, and animal
behavior all now are being drawn to common problems.of significant clinical
‘relevance. Thus, the NIDDK has identified an opportunity to enhance support for
research on the relationship of obesity to type 2 diabetes. The Institute has
planned a program that would encourage research to: (1) Identify hormonal and
metabolic factors that control fat distribution and the metabolic consequences of-
differing fat distributions; and (2) Determine whether increased physical activity will
improve the metabolic fitness of obese individuals with diabetes with or without

~ weight reduction.

As a first step'in this program, the NIDDK is convemnq a workshop on the brain-
fat cell regulatory process in 1997. A goal of this workshop will be the
identification of research opportunities and collaborations to accelerate the pace of
discovery in this field and promote the rapid application of these discoveries to the
treatment of obesity. Thus, the NIDDK proposes to support additional research on
the molecular basis of energy balance in 1998 through pilot grants to attract
investigators as well as through funding of novel research in this area.

x

Obesxry and D/abetes -- Healrb Effects of /nrenr/onai Weight Loss C/m;cal Trial
(Preliminary Concept): While short-term weight loss clearly reduces obesity-related
risk factors, there are few data available to show that sustained weight loss
actua”y results in reductions in morbidity and mortality. In fact, some -

- observational studies show an increase in morbidity and mortality with weight loss.
However, these studies are likely confounded by several factors, including inability
to control for illnesses that may cause weight loss and difficulties assessing the -
intentional nature. of such weight loss. Because of the magnitude of obesity as a |
public health problem, and the need to provide recommendations based .on sound
scientific data, the NIDDK, National Heart, Lung, and Blood Institute, National
Institute on Aging, and the Centers. for Disease Control and Prevention convened a
workshop in April 1997 to assess the desirability and feasibility of a randomized
clinical trial of the health effects of long-term intentional weight loss in obese
individuals. The consensus of the participants was that such a clinical trial is A
crucial to assess the risks and benefits of weight loss in obesity. The study should -
be conducted in individuals of moderate to severe obesity, who have one or more

- risk factors for disease, and outcome measures shoUld include one or more "hard




.07/31/97 . 08:00 ° €301 496 7422° . NIHNIDDK - S 4009

endpoints” to document 1mproved health rather than solety measurmg change in
risk factors, such as blood lipid levels. ' : .

To addréss this need, the NIDDK proposes, as a prehmmary concept 10 assess
the health effects of intentional werght loss in a high-risk obese. populatron by-

- studying approximately 3,000 women who have been newly discovered to have

“type 2 diabetes during the. screenmg for the Institute’ s Diabetes Prevention
Program clinical.trial. These women would bé randomized to usual care,

- medication alone, or medication plus an intensive behavioral treatment program for
three to five years The hypothesi is is that, among those women with non-fasting
hyperglycemra {high blood sugar) progressnon to fasting hyperglycemia will be
significantly. reduced in the treatment groups, with the most robust benefit in the

. combined treatment group. Of those who initially present with fastlng
hyperglycemza we hypothesrze that those in the treatment.groups will be more ‘
likely to revert to impaired glucose tolerance or to the level of normal blood glucose
than those in usual care, and of those on medication, the treatment groups will be
significantly more likely to reduce their usage of hypoglycemrc medications )
{medications to bnng down high blood gluccse levels). Global measures; such as
quality of life, would also be assessed This is a unigue opportunity to- achreve
srgnn‘lcant cost savings in the plannmg and conduct of a trial on the health | ,

consequences of intentional weight loss by enrolhng a population already screened
for the DPP and making use of existing sites and mechanisms.  This is a preliminary

~ concept for a major clinical trial requiring substantral resources that wou{d have to
be conducted concomxtantly wrth the ongomg DPP : :

Companson of /ntensrve and Standard Conrrof of G!ycemra in Type 2 Dzabetes
Over the past decade, a clinical trial comparing intensive and standard control of
‘glycemia in type 2 diabetes has been proceeding in the United Kingdom. At its
-conclusion, this. trial will provrde important information on the risks and benefits of
* intensive management of type 2 diabetes using a variety of approaches to achieve .
" near normal glucose levels. The DCCT clearly demonstrated the benefits of
|mproved glycemic control.in reducmg microvascular comphcatlons in people with
type 1 diabetes. Since there are common mechamsms of development of
microvascular (eye, nerve, and kidney) complicati ons in type 2 diabetes and type 1
~ diabetes, reduced microvascular complications would be antrcrpated ‘with tmproved
glycemic control in type 2 diabetes as well. Thus the NIDDK has no plans to
undertake a complementary study in the type 2 diabetes' populatxon However,
there may be significant differences in the pathogenesrs of the macrovascular
comphcatlons (cardiovascular disease and stroke} of type 2 dlabetes and type 1
‘diabetes, due in part to the, contrlbutuon of the insulin resrstance characteristic of
type 2 diabetes, making extrapolatrons regarding macrovascular disease more
controversial. Moreover, at the conclusion:of the DCCT, subjects had not yet
reached the age at whrch macrovascular compllcatlons occur with sufficient
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frequency to allow assessment of the effectiveness of intensive blood glucose
_confrol in reducing macrovascular complications. Coronary artery disease, stroke,
and other macrovascular complications are substantially increased in type 2
diabetes and are a major source of morbidity and mortality. Thus the ongoing .
United Kingdom trial has important public health implications for the 16 million
people in the U.S. with type 2 diabetes. Fiscal constraints in the U.K. have
threatened the continuation of this study and a modest contribution from the U.S.
would allow its successful completion over the next two years. :

Therapy of Coronary Artery Disease in Type 2 Diabéres: The NIDDK proposes

~ to cofund, at a modest level, a clinical trial in people with type 2 diabetes and
~coronary artery disease (CAD), which is being initiated by the National Heart, Lung,

and Blood Institute (NHLBI}. This trial would compare early and late angioplasty.
and standard and intensive blood glucose control in subjects with both type 2
diabetes and coronary artery disease. This study is highly relevant to the mission
of both the NIDDK and NHLBI and the study could benefit from the involvement of
~Inststute staff with complementary expertise. The NIDDK believes that cofunding
4by NIH institutes and offices of ongoing multi center trials initiated by NIDDK to be
important not only because of the increased resources they provide, but also
bécause of the involvement of staff who contribute expertise to the study group.
A similar model would be beneﬁc:al for the NHLBI trial the NIDDK proposes to’
cofund!

Role of Glycemic Control in Preventing Cardiovascular Disease: Observational
studies have shown a strong association between blood glucose control and

" cardiovascular disease morbidity and mortality. Clinical trials have shown a trend

towards reduced cardiovascular disease {CVD} in.those under intensive treatment,
but these effects were not statistically. significant. Thus, the role of intensive blood
glucose control for prevention of macrovascular disease remains to be defined; a
clinical trial is needed to address this issue. A trial of- intensive blood glucose
control in those with high grade proteinuria (too much protein in the urine), who
account for most if not all of the increase in cardiovascular disease risk, would
answer this important question. In addition, such a trial would define the role of
intensive treatment in the prevention of kidney failure in those with kidney disease.
The results of the trial would have the greatest impact on women'’s health, since

- CVD risk in women with diabetes is equal to or higher than men; women bear the

_brunt of the increased CVD risk from diabetes. In addition, this trial would have
special agmﬁcance for certain populations, such as Native Americans, where
diabetes with proteinuria is the predominant risk factor for CVD. The trial would be
the basis of anciltary studies of disease mechanisms, including the genetlcs This
major effort is proposed to be undertaken during the first decade of the next
century.

o1o0



- '”07/3?‘/9;2 ) 08:02 301 496 7422 NIH NIDDK ' g1o11

f +
N
‘.

1
V.

»

A
4
pé

Epidemiology of Diabetes Intervention and Complications: The Institute is »
conducting a long-term follow-up study to .ascertain clinical microvascular and
macrovascular disease endpoints in the DCCT cohort. This cohort of over 1,400
subjects who participated in the DCCT provides a unique population in which to
study the development of and risk factors for long-term complications of type 1
diabetes, especially heart disease and clinical kidney disease. The DCCT recruited
subjects of relatively young age with short duration of diabetes and focussed on
development of early damage to small blood vessels that could be expected to
occur within the planned follow-up period of 10 years. This population has now

- reached an attained age and duration of diabetes at which disease of main blood

vessels and overt kidney disease will begin to appear. Further, comprehensive and
detailed data collected during the DCCT on microvascular diseases, metabolic
cq?wtrol, and risk factors for heart and kidney disease will be available for
combination with data collected during the follow-up study.

Diabetes Prevention Studies in Minority Populations: Research has shown that
the most prominent risk factors for type 2 diabetes are a family history of diabetes,
obesity, insulin resistance, increased insulin production, a history of diabetes in
pregnancy, and impaired glucose tolerance. The NIDDK continues to encourage

- increased research efforts on the disproportionate impact of diabetes in minority

populations, including African Americans, Hispanic Americans, Asian and Pacific
Islanders, Alaska Natives, and Native Americans and Hawaiians. Addressing the
problem of diabetes in minority populations will require deeper knowledge of the
causes of the disease in these high risk populations. This program builds on the
NIDDKs initiatives for "Diabetes Prevention Studies in Alaska Natives and Native
Americans” and "interventions in Diabetes Among Minority Populations,” and will
target prevention of diabetes and its complications in other minority populations,

Jincluding African Americans, Hispanics, and Asian and Pacific Islanders.

National Diabetes Education Program:. To facilitate implementation of the DCCT
recommendations, the NIDDK initiated a National Diabetes Outreach Program and a
media campaign, “Do Your Level Best: Start Controlling Blood Sugar Today." The
campaign encourages physicians and people with diabetes to adopt a treatment

. approach that greatly reduces the complications of diabetes. Most recently, the
NIDDK, the Centers for Disease Control and Prevention, and private sector diabetes

organizations are collaborating to design a National Diabetes Education Program

(NDEP). The.program will incorporate research results, specifically those of the

DCCT, in public messages about diabetes care. Opportunities exist to expand

implementation of the NDEP. '
Y,

[
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~ Kidney Disease of Diabetes Mellitus {KDDM): KDDM is the single most frequent
cause of end-stage renal disease. The NIDDK is continuing its long-term effort to
encourage research in this area. Through Institute- and investigator-initiated
studies, several avenues of research are approaching the problem of how KDDM
develops and how it might be arrested before serious kidney damage occurs,
Scientific needs and opportunities in KDDM research include: :

» Basic Research Studies. The NIDDK has developed a plan to encourage and
enhance research efforts that would lead to further understanding of the '
basic mechanisms-and/or factors that result in KDDM, the kidney's response
to metabolic and hemodynamic injury, and ultimately, the identification and
testing of optimal prevention and treatment strategies for KDDM in diabetes.

Clinical Trials:

« KDDM in Caucasians and Other U.S. Populations. This program, which
represents one of the three arms of the overall KDDM Clinical Trials Initiative,
is intended to identify and test possible treatment interventions to prevent -
progression of KDDM in type 2 diabetes. The other two arms of the program
(below), will address the same issue. They will, however, focus only in
African Americans and Hispanics with KDDM caused by type 2 diabetes.

» Kidney Disease in Native Americans: The Zuni Indians Program. The
objective of this program is to characterize the underlying mechanisms and
resulting primary renal disease which so commonly affects the Zuni Indians,
with the ultimate goal to influence the occurrence as well as the progress:ve
nature of kidney disease in this population.

» Kidney Disease of Diabetes Mellitus in Africarr Americans and Hispanics.

This program will encourage the study of kidney disease in African and
Hispanic Americans. A workshop will help define the spectrum of kidney
diseases before end-stage. Subsequent to the workshop, the initiative will
focus on investigations in KDDM caused by type 2 diabetes in African and
Hispanic Americans. The areas of lnvestlgatuon will mclude basic and clinical
‘science, epidemiologic, and clinical trials
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DIABETES FACTS

PROFILE OF THE DIAGNOSED

i

There are nearly 14 million people in America who have diabetes. Diabetes is actually a
general term for a number of separate but related disorders. These disorders fall into two
main categories: type I, which usually occurs during childhood or adolescence, and type II,
the most common form of the disease, usually occurring after age 30.

What i; insulin-dependent) diabetes?

Type T (insulin-dependent) diabetes is a disease which results from the body's failure to produce
insulin -- the hormone that “unlocks” the cells of the body, allowing glucose to enter and fuel them.
This is most often the result of an autoimmune process in which the body's immune system attacks
and destroys the insulin producing cells of the pancreas. Since glucose cannot enter the cells, it
builds up in the blood and the body’s cells literally starve to death. People with type I diabetes

must take daily insulin injections and regularly monitor blood sugar levels.

o There are an estimated 700,000 people with type I diabetes in the United States today.

e  The risk of developmg type I diabetes is higher than virtually all other severe chronic
diseases of childhood.

e  Peak incidence occurs durmg puberty, around 10 to 12 years old in girls and 12 to 14
years old in boys : :

¢ The symptoms for type I diabetes can mimic the flu in children.
e  Type I diabetes tends to run in families. Brothers and sisters of children ‘with insulin-
dependent diabetes have about a 10% cha.ncc, or a 20-fold increased risk, of developing the -

disease.

¢ The identiéal twin of 2 person with insul lin-dependent (tyiae I) diabetes has at least 50 times
the risk of developmg type I dlabetes than 2 chnld in an unaffected family. -

e In type I dnabetes madence is hxghest among whnes Scandmawan counmes have the
~ highest incidence i in the world, approxxmately 30 cases per 100,000 children.

10/93
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‘Type II (non-insulin-dependent) diabetes results from the body's inability to make enough or

properly use insulin. Often type II diabetes can be controlled through dieting and exercise alone,
but sometimes these are not enough and either oral medications or insulin must be used. The fact
that few people with type 1I diabetes require insulin has led to the myth that thxs 1sa mlld" form of

the disease.

- *  Of the neariy 14 million Americans with diabetes, movre‘than 95%, have type 1I diabetes.

. People with type 1I diabetes often develop the disease after age 30, but are not aware they
have diabetes until treated for one of its serious comphcauons

¢  The risk for type II diabetes increases with age. By ages 65 to 74, nearly 17% of the United
States white population, 25% of African' Americans, and more than 33% of Hispanics have
type 11 dxabetes

e  Studies indicate that diabetes is generally under reported on death certificates, particularly in
the cases of older persons with multiple chronic conditions such as heart disease and
hypertension. Because of IhlS, the toll of diabetes is believed to be much bigher than .
officially reported.

re t mpli igbetes?

With its complications, diabetes is the fourth leading cause of death by disease in the United States.
Each year, more than 160,000 people die as a reSult of diabetes and its complications.

¢  Blindness due to dlabetlc retinopathy. Each yea.r 15,000 to 39,000 people lose their sight
because of diabetes. Diabetes is the leadmg cause of new blindness in people ages 25-74.

«  Kidney D;sease due to diabetic nephropathy. Ten percent of all people with d:abetes
- . develop kidney disease. Diabetic nephropathy is the most common cause of end-stage renal
- disease, a condition where the patient requires dialysis or a kidney transplant in order to live.

e  Heart Disease and Stroke. People with diabetes are two to four times more likely to have
~ heart disease (more than 77,000 deaths due to heart disease annually). And, they are five
times more likely to suffer a stroke, with more than 1 ,000 deaths each year.

¢ Nerve Damage due to diabetic ncuropathy Approximately 50% of all those who have .
~ diabetes for over 25 years have évidence of nerve damage. This can lead to loss of feelmg,
muscula.r ‘weakness, amputauon and impotence. . | ~

*  Amputations. Diabetes is the most frequent cause of non-traumatic lower limb amputations.
- The risk of a leg amputation is 27.7 times greater for a person with diabetes.

»  Impotence due to diabetic ncuropathy or artery blockage. Impotence affhcts more than one
third of all men who have diabetes.
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‘ ‘Diabe{es Among'Afrz'can Americans

Today, African Americans compose 12% of the Umted States- population
or more than 30 million people. ,

. It is estimated that more than 2 mnllmn Afncan Amcncans
have diabetes.

. African Americans are 1.6 times more likely to have

diabetes.
¢ Nearly 6% of Afncan American men and nearly 8% of

African Ameman women have diabetes.

' African Americans experience higher rates of at least
three of the serious complications of diabetes:
- blindness, amputation and end stage renal disease (k]dney
failure).

N
3
>
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Diabetes Among Native Americans

Today, there are more than 2 million Native Amerlcans in the United
States, 8 37% increase from 1980.

. It is estimated that in excess of 47,000 Native Americans
in the United States have diabetes.

. One tribe, the Pimas of Arizona, have the highest rate of
diabetes in the world. About 50% of Pimas ages 35 -
ycars or older have diabetes.

. Today diabetes has reached epidemic proportions among
Native Americans. Complications from diabetes are
major causes of death and health problems in most Native
American populations. ‘

o Early reports by physicians working with Native
Americans indicated that diabetes was rare. By the mid-
1980’s Native Americans were more than 10 times more
likely than the general population to develop diabetes. :

®  The serious complications of diabetes are increasing in

frequency among Native Americans. Of major concern

are increasing rates of kidney failures, amputations, and
 blindness. More than 60% of the Arizona meas develop '
dlabetes-related k1dney dxsease i :

10/93
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DIABETES FACTS

Diabetes Among Hispanics .

There are more than 22 million Hispanics in the United States, an
increase from close to 15 million in 1980. Hispanics are the factest
growing population in the country. ‘ :

. It is estimated that in excess of 1 million Hispanics in the -
United States have diabetes.

| *  Approximately one in every 10 Hispanic adults has
diabetes.

. Nearly 10% .6{ both the Cuban American and Mexican
American populations have diabetes. :

« Approximately one quarter of Mexican Americans and
'Pucrto Ricans between the ages of 45-74 have diabetes. -

. Nearly 16% of Cuban Americans between the ages of 45-74
have diabetes.

e Population studies among Hispanic women with diabetes
-show significantly higher death and complication rates
- during pregnancy. ,

. ‘Cuban Amencans are one and a half tumes mare llkely
BRI than thc gcncral populanon to, have dlabctcs :

° Both Mexican Amencans and Pucrto Rlcan Amencans are

twice as likely as the general population to have diabetes.

/94
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DIABETES FACTS

1Dz’abetes in Youth

‘Children usually develop msuhn-dependent (type I) diabetes which
requires daily msulm mjectlons and regular monitoring of blood sugar .

levels.
e Thereare about 1.7 cases of insﬁlin—dependént (type I)
 diabetes per 1, 000 people under age 20 in the United
States. ‘ :
° There are more than 123 000 children and teenagers

thh diabetes in the Umted States today

. The nsk of developing msulm-dependent (type f) diabetes-
is higher than virtually all other severe. chromc dlseases of
- childhood. : : - :

. e About 18 out of every 100,000 people: under '20',3‘1ears‘ of
‘ age will develop diabetes. Peak incidence is around 10 to
12 years old in girls and 12 to 14 years old in boys. '
¢ . The symptoms fbr'diabetés can mimic the flu in rc'hildr_eh.

K Insulm~dependent (type 1) dxabetes tends to run in
families. Brothers and sisters of chlldrcn with msulm-
. dependent (type 1) diabetes have about a 10% chance, or a -
; ‘20«fold mcreased risk, of developmg the dlsease ‘ -

e f{:The identical twm of a person w1th xnsulm-dependent (type‘. |
--;- “2 1) diabetes has at least 50 times the risk of. dcvclopmg = '
type I dxahetes asa. chil d inan \unaffected famzly

'9/93
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D'ABETES FACTS

Diabetes in Seniors

Diabetes prevalence appears to increase with age. There are more than
31 million people, aged 65 years or older, in America.

. Of the nearly 14 million Americans with diabetes, more
than 95% have non-insulin-dependent (type II) diabetes.

° People with non-insulin-dependent (type T1) diabetes often
develop the disease after age 30, but are not aware they
have diabetes until treated for one of its serious

complications such as heart disease, stroke, blindness,
amputation or kldney disease.

. By agcs 65 to 74, nearly 17% of the United States whltc
population, 25% of African Americans, and more than
33% of Hispanics-have diabetes.

® - Studies indicate that diabetes is generally under reported
on death certificates, particularly in the cases of older
persons with multiple chronic conditions such as heart
disease and hypertension. Because of this, the toll of
diabetes is believed to be much hlgher than ofﬁcmlly
. reportcd

‘ 9/93
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« In 1995, about 16 million people in the United States had diabetes, but only 8 million had -
-been dlagnosed with the condition. The number of persons with diagnosed diabetes has

increased from 1.6 million in 1958 to 8 million in 1995, rcprcsentlng a fivefold increase. -
Diabetes is the seventh leading cause of death in the United States, resulting in 400,000 deaths.
Each year, 650,000 Americans develop diabetes; each decade 6 million people develop diabetes.

Health Problems caused by dlabetes
‘ In any 24 hour period, 1,800 ‘persons will bc dlagnosed with dlabetes, 150 diabetes—
related amputations will occur, 30-65 people will go blind because of diabetes, 55 people with
diabetes will experience kidney failure, and more than 1,000 people will die from diabetes or its
cornpllcanons .

‘ * Blmdness Diabetes is the main cause for blindness among working aged adults
N _(adults over age 30). Diabetic retinopathy causes between 12,000 to 24,000 new. cases of
~ 'blindness each year. ; :

* - Heart Disease: Cardiovascular disease is 2 to 4 times more common in people with
* - diabetes and is present in-75% of diabetes—related deaths. Middle-aged people with diabetes
have death rates twice as high and heart disease death rates about 2 to 4 times as high as
. mlddlc—agcd people without diabetes. ~ : :

- * . Stroke: The risk of stroke i is ;2104 time higher among persons with diabetes.

* .- High Blood Pressure An estimated 60% to 65% of persons with dlabetcs have high
blood pressure. <

*  Kidney Disease: Diabetes is the leading cause of kidney failure requiring dialysis or
transplantations, accounting for 36%.of new cases. In 1992, 19,790 new cases occurred, and
56,059 people with diabetes were undergomg dialysis or transplantation treatment. Nearly
20, OOG Americans develop end stage renal disease from diabetes each year.

o ‘Nerve Disease:  About 60% to 70% of people with dlabctes have mild to severe forms of
diabetic nerve damage (resulting in such symptoms of 1mpalred sensation in the feet or hands,
delayed stomach emptying, carpal tunriel syndrome and peripheral neuropathy). Severe forms of

-diabetic nerve dlseasc are a major contnbutmg cause of lower extrcmlty amputatlons

* Amputat;ons Morc than half of lowcr llmb amputatlons in the Umted States occur
‘among persons with diabetes; from 1989 to 1992, the évcragc number of amputatmns perfonncd
each year among persons with dlabetes was 54, 000 -

* Dental Dlsease: Periodontal dlscasc, which can lead to jtooth loss, occurs with greater

ML
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frequency and severity among persons with diabetes. In one stndy, 30 percent of IDDM pétients
age 19 and older had periodontal disease. The rate of tooth loss is 15 times higher, and the
incidence of periodontal disease is 2.6 times higher among Pima indians with NIDDM.

* Pregnancy: The rate of major congenital malformations in babies born to women with
preexisting diabetes varies from 0 to 5 percent among women who receive preconception care to
10 percent among women who do not receive preconception care. Three to five percent of '
pregnancies among women with diabetes result in death of the newborn this compares to a ratc
of 1. S percent for women who do not have diabetes. ‘

The economic costs of diabetes

*  The costs of diabetes are estrmated to be as high as $140. billion, comprlsmg
approximately 15% of the total US health expenditures. Contributing substantially to these costs
are the complications of diabetes. For example, in 1992, the cost of treating Kidney failure for
56,000 Americans with diabetes exceeded $2.1 bllhon This ﬁgure drd not include the costs
associated with disabilities and premature death.

*  Inthis same year, Medicare expcndlturcs per person with diabetes on kidney dialysis
~ averaged $38,700. Because kidney failure is 1ncreasmg at an alarmmg rate, these costs are
expectcd to rise. : ~

* More than 60% of lower extroniity émputations that are not related to injnry occur
_among persons with diabetes. Approximately 57,000 diabetes-related amputations were

performed in 1993. The direct costs of diabetes related amputatlons are about $6()0 mxlllon

annually. » :

*  Many hidden costs are assocrated with drabetes These costs include a failure to
recogmze the role of diabetes. in premature deaths and the unknown costs related to undlagnosed

. dlabetes

* If 0n1y 10% of dlabetcs could be prevented or cured wrth gene thcrapy, thcn it would
produce a savmgs of $10 brlhon ayear. . »

The benefits of preventlon

* Screcmng and treatment for eye disease among persons w1th dlabctcs is savmg the

o 'fedcral government about $248 rmlhon annually. If all-persons with diabetes received -

" recommended- scrccmng and trcatment the annual savmgs to the fcdcral budget could excced
$470 mllhon ‘ : :

* Women with precx1stmg dlabetcs deliver more than 18 000 babrcs cach year. For cvcry




$1.00 invested in preconception care for thcse mothers, $1 86 can be saved by preventing birth
defects ‘ ‘

* The Diabetes Control and Complications Trial, a national 10'—yeéf study that involved

1,441 volunteers with insulin~dependent diabetes, confirmed that good control of blood sugar -

- ‘prevented the onset of delayed the progrcsswn of eye, kidney, and nerve damagc by at least
50%.

* The ADA has asserted that we could save $6.5 b11110n if we estabhshcd diabetes
prevention and control programs. ' ‘
| Budget ‘Appropriations'

1992: 7 mllllon 1993 10 million, 1994 18 mllllon 1995 twcnty million, 1996 23 mllhon 1997 :
26 mllllon ’
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| Opportunities
~ for Prevention
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e “Diabetesérelawted blindness
~ could be prevented in 16,250 - |
~people a year - 65% reductlon‘

|« 32,400 dlabetes reiated |
- amputations could be prevented o
o eachyear -2 60% reductlon i

. Diabetes- reiated kidney faﬂUfe
o couid be reduced by 50% .
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| Public Health Response to Diabetes
~ As part of its national strategy, CDC pro;/ide‘s 7
resources and technical assistance to state health
departments, natlonal organizations, and |
communities * AT o |

+  to determine the size and nature of |
diabetes—related ,problems and why they exist W

e  todevelop and evaluate new strategses for
diabetes prevennon ~ i

\ »_ L

. 1o establxsh partnershlps to prevent diabetes
problems ‘ -

»  toincrease awareness of diabetes prevention
and control opportunities among the public,
the health care and business communmes,
and peopie wnth diabetes

. o improve access to quality diabetes care
~in order to prevent, detect, and treat d abetes
- complications - -
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CDC’

Nahonal

Dlabetes Controll Program

Core capacity-building
diabetes control programs'

3

- Develop initial expert;se in diabetes
control

Provide a focal point for diabetes
control |

Establish systems to define the
scope of the diabetes problem

Identify gaps in diabetes care,
for both patient access and
- quality-of-care issues

Develop and evaluate hmlted
mterventlon projects

Identify external supporters for
_diabetes control activities

" Average CDC award
to state health departments

$232,000

. Comprehensive

diabetes control programs

~ Build on expertise in program,

science, and policy areas to control

and prevent diabetes

Coordmate statemde diabetes

‘control and prevention

. Expand systems to define and
analyze the scope of the diabetes

problem

Improve access to diabetes care for

~ all people and ralse the quality-of

that care

3

" Use statewide bublic health

projects to' reduce diabetes-related
problems

Inform, educate, and empower
external supporters to control and

prevent dlabetes )

| Average CDC award
to state heaith departments

- $800,000

.
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“Those who suffer losses due to diabetes '
~are not just statistics on a chart.
‘They are people whose talents
and wisdom are needed and
whose problems deserve
our umf:ed efforrts,”

- David 'Saitcher, MD, PhD,_ Director

Centers for Disease Control and Prevention, 1994,

" CENTERS FOR DISEASE CONTROL.
" AND PREVENTION

| DiViS’iQn’ of Diabetes Translation

 Phone 770-4885000
- Internet - http://www.cdc.gov/diabetes

0 ey
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'lHE NATIGNAL DIABETES EDUCATION PROGRAM (VDFP)
- AVISIONF OR THE FUTURE
‘ (April 4, 1997 Update)

Strong scientific evidence exists today to support aggressive intervention to reduce the medical,
social and economic burden of diabétes among all populations especially minority groups who are”*
at higher risk for this debilitating disease. Results of the National Institutes of Health’s (NIH)
Diabetes Control and Complications Trial (DCCT) clearly showed that persons with insulin
dependent diabetes who maintain good control of their blood glucose levels can dramatically -
reduce their risk for long term medical complications. Other studies suggest that good blood

- glucose control has similar benefits for persons with non-insulin dependent diabetes and reduces
the risk for heart attacks, strokes and peripheral vascular diseases. With so much scientific
evidence to support intensified intervention efforts, the question becomes, “What could and
should be done to improve the prognosis for all pcople with diabetes?”

A t&sk force appuinted by the National Institute of Diabetes and Digestive and Kidney Diseases
(NIDDK) made recommendations in 1994 for translating the DCCT results into widespread
practice. These recommendations.are contained in the document “Metabolic Control Matters.”
Based on recommendations of the task force and thc National Diabetes Advisory Board, the
Centers for Disease Control and Prevention (CDC) and the NTH joined forces in 1995 to provide
‘national leadership to develop and launch a major new initiative, the National Diabetes Education
ngr’dm (NDEP). Substantial progress was made in planning this program in 1996,

A Steermg Comumittee composed of Ieadmg clinical researchers, representatWes of national .
diabetes organizations and federal agencies guidés the planning and development of the NDEP. |
The NDEP provides a framework for the development of effective partnerships at the national, '
statc and community levels to reduce the burden of diabetes as a public health problem especially
among those at disproportionate risk including the elderly and minority populations. This
program will involve collaboration with other Federal agencies; state health departments; multiple
professional, voluntary health, minority, national, academic, and ather public sector organizations;
as well as the private sector (e.g., managed care organizations, corporations and siall businesses,

- pharmaceutical companies, food and sports industries, national and local media including minority =
media, and others). The NDEP will be an “umbrella program” to coordinate national efforts to

* reduce the burden of diabetes. R :

During 1996, plannihg meetings with four key constituency groups elicited ihpur on the existing -
barriers to good diabetes care (including diabetes education) and what a national program such as
the NDEP should do. The four groups included:

> primary care providers (e.g., physicians, certified diabetes educators, and dictitians).

» - payers and purchasers of health care (e.g.. insurance industry, manage‘d care organizations,
X , . .

$

i
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employer purchasers, and government health programs.).

» . consumecrs and patient-advocates (e.g., organizations representing and that provide health
or social services to target populations such as Lannm African Americans, Native
Americans, Asians, and the elderly) S

> public health providers (¢.g.. state and territorial diabcics control programs, public health
' ‘educators, and public health nutritionists),

Using input from these planning meetings with constituents, a mission statcment, goal and
objectives for the NDEP have been 'd‘cv'elopcd by the Steering Committee. The mission states
that, “the NDEP is a collaborative effort to improve the treatment and outcome.of people with

- diabetes, promote early diagnosis, and ultimately, prevent the onset of this drsease "Based on
existing scientific evidence, the NDEP will focus on the implementation of secondary and tertiary
prevention strategies proven effective in preventing or delaying progrcssron ol the debilitating and
costly medrcal complications related to diabetes.

L

Broad target audicnces identificd for the NDEP include the general public, patients and their
families, health professionals, and, policymakers and payers. The goal of the NDEP is, “'to reduce
the morbidity and mortality of diabetes and its complicaliuns.” Four objectives for this goal are:

> “To increase public awareness of the seriousness of diabetes, its nsk factors, and potential
strateg,res for preventing diabetes and its comphcatlons

o “To improve understandm;, ; of diabetes and its control among penple with this dlsease and
promote effective self-management.”

> “Ta improve understanding of diabetes and its control among health professionals, and
promote an integrated approach to care.” :

> “To promote health care pollcnes that | improve quallty and access to drabetes care.”

Presently a strateglc plan is being drafted undcr the Ieadel shrp of CDC and NIH wrth guidance
from a formal NDEP planning committee and input from the four planning meetings with
constituents. Six guiding principles for design of the NDEP were recommended to the Steering
Committee. These principles are that the NDEP should: 1) bc a comprehensive, ongoing program
“directed to multiple audiences; 2) be inclusive and establish broad based partnersships; 3) be -
flexible to meet diverse population and community necds; 4) identify and promote effective
interventions: 5) build on the success of other national programs; and 6) set pr |ont|es and target
intervention efforts for maximum impact.

The NDEP strategic plan will bring together existing and new prevention, early detection and ,
diabetes control efforts to achieve improved intervention quality, continuity and effectiveness. It
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will address pnonty target audtence‘; and.the needs of minority and other specxal popuiaucm a .
“broad array of prevention and public health strategies, and multi-discipline approaches; targeted
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educational messages and dclivery channels; and suggestions for the full participation of public

-and privatesector partners. The following are examples of intervention, strategu:s that may be

included in the NDEP strategic plan:

> conduct of targeted media and uommumty~bascd diabetes awarencss campaigns and
educanon programs,
> dissemination of diabetes research on the efficacy of secondary and temary preventmn
~ and information on the benefits of investing in prevention;

> promouon of the use of dlabetec care gmdcimes by physxcmans and Other health care -
prowders '
e mvolvement of community organizations, lay health workers and famlly membexs in-

dlabetes prevenﬂon and control programs; ‘ - S

!

> promotion of pubhc/pnvatq sector parmcl ships at the national, ‘state ‘and communxty ¢
levels; . : ‘

> pro:ifnqtion of the rep{‘ication of éffccfive diabetes intervention approaches o'rjprograms;

> imp§aivenlcnt. of the health service delivery sj;stem including the ﬁnaﬁcing of diabetés care;

> and the conduct of bchavxoral and other i mterventlon research/demonstranon pro;ccts

Full lmplementanon of the NDEP strategic plan will be contingent upon the resources available
from Federal agencies and participating partners in this nationwide endeavor to reduce the burden

.of diabetes. +The initial overall prionity will be to focus on increasing awareness among the four
target audi mnceq that diabetes is serious, common and costly. Representatives of minority

orgamzatxons and communities are actively involved in all phases of the development,
amplememauon and evaluatlon of the NDEP to ensure their unique needs are addressed.

' CDC will be responsible for coordinating im‘plementation of the public health component of the

NDEP. For example, CDC is proposing to develop a spccial emphasis program called “Business
Responds to Diabetes,” modeled after the highly. successful “Business Responds to AIDS” and
“Labor Resbonds to AIDS” programs. Additionally, CDC will have lead responsibility for

‘addressing the neceds of mmomy populauom usmg a commumty-bascd and other effective

approaches :

| CDCdoc: ndepdesc.44
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DEVISION OF DIABETIES TRANSLATION A PROFILE

Formed in 1988, the Division of Diabetes »Translancn (DDT) is a component of CDC’s National
Center for Chronic Disease Prevention and Health Promotion (NCCDPHP). Congress has assigned a.
dual responsibility to the Divsion, combining the implementation of a public health oriented diabetes
control program with the translation of diabetes research findings into widespread clinical and public

‘health practice -- both directed toward reducing the burden of diabetes in the United States. \

DDT currently provides financial and technical assistance to 49 states, 4 territories, and the District of

- Columbia to support their efforts to develop program capacity to carry out a program for diabetes

control within the existing and evolving health care system. In addition, two states are receiving

* enhanced funding to develop and implement comprehenswe diabetes prevention and control programs.

Al DCPs focus on (1) defining and monitoring the burden of diabetes, (2) developing new, effective
approaches for reducing the diabetes burden, (3) implementing specific measures to ensure the
widespread apphcauon of accepted standards, and (4) coordinating the diabetes-related efforts of the
health system by ectabhshmg lmkages and networks

All of the Dmslon s pmgrammatlc activities emphasize populatlons, such as ra(:1a1 and ethnic
minorities and older adults, which bear a disproportionate share of the diabetes burden. For example,
Project DIRECT a major demonstration of community-based interventions designed to prevent

_ diabetes and its cornphcatxons has been undertaken in Jarge urban African American community in

North Carolina. Another example is the National Latino Diabetes Initiative for Action which was
initiated to serve as a blueprint for the Division in framing interdisciplinary, cultura]ly-relevant
approaches to control diabetes in the U.S. Latmo commumty ‘

\ ; - s
The Dmsmn also conducts apphed research which focuses on translating chmcal/sclennﬁc research
findings into various real world settings and program applications. Several studies are now underway
to evaluate the cost-effectiveness of diabetes prevention and control strategies. DDT works closely
with state-based partners to collect, analyze, and disseminate public health surveillance data for use in -
program and policy dec:sion-makmg

. DDT has un‘denaken two major new efforts in collaboration with other federal and non-federal partners.

The Division is sharing leadership with the Diabetes Division of the National Institute of Diabetes,
Digestive, and Kidney Diseases (NIDDK) to plan, develop, and implement a National Diabetes
Education Program (NDEP). Establishment of a NDEP was recommended in response to the strong

~ scientific evidence from the Diabetes Control and Comphcatlons Trial supporting aggressive

intervention to reduce the medical, social, and economic burden of diabetes. DDT is also collaborating
with NIDDK on a randomized control trial to prevent non-insulin dependent diabetes, the Diabetes
Prevention Prcgram (DPP). The Division has lead responsibility for the ana1y51s of the cost-
eﬂ'ectlveness in the trial for przmary prcventlon of dlabetes :

Senior Staﬁ' Frank Vinicor, MD, MPH, Director . - < ,
- Kathy H. Rufo, MPH, Deputy Director ' i o .
David F. Williamson, PhD, MS, Associate Director for Scxence E - \
Faye L. Wong, MPH, RD, Associate Director for Diabetes Education "
Michael M. Engelgau, MD, Chief, Epidemiology and Statistics Branch
Dara L. Murphy, MPH, Chief, Program Development Branch
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MAJOR ACCOMPLISHMENTS AND ACTIVITIES

A

!

s The diabetes module of the BRFSS was developed to provide information

- regarding risk factors, care practices, and outcomes related to diabetes eye
disease and foot disease. The number of states usmg the behavioral risk factor
surveillance system (BRFSS) increased from 35 in 1995 to 38 in.1996. DDT
has used BRFSS data from 22 states to develop indicators for surveillance of
dxabetes«speaﬁc preventwe care practices among persons with diabetes. This
analysis has provided unique population-based information on diabetes care.. A
manuscript is bemg prepared for pubhcanon

o ?DDT sponsored a Regional 'WQrkinop on “State-based Analysis of Behavioral *,

Risk Factor Surveillance System Diabetes-related Data” in Atlanta in

~ September 1996. This workshop was a follow-up to recommendations ,

- jproduced during a special meeting at the Diabetes Translation Conference in
1995. Workshop participants developed recommendations on criteria for
‘multi-state data aggregation, determining priorities for analysis of diabetes-
irelated BRFSS data, and increasing the effective use of BRFSS data in
decision-making. Participants included twenty DCP personnel and BRFSS

 iState Coordinators from the 13 states in-the Atlantic and southeast region.
1 ' -

. DDT has developed two major projects for identifying the burden of usual
'impairment among persons with diabetes. In collaboration with the Texas
Diabetes Control Program (DCP) and rescarchers at the University of -
‘Wisconsin, validity studies on BRFSS questions related to visual impairment in-
‘white and minority populations are being conducted. DDT is also
.collaborating with the Massachusetts DCP and the Massachusetts Blindness
fCommxssmn to identify recent trends in blindness andto better understand the
factors associated with non-reporting to the blindness registry in -

‘Massachusetts. A report of this work was published in the MMWR.

, 3

]
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o In collaborauon with the Dlabctes Unit at Grady Memorial Hospxtal DDT has
developed methods to estimate the prevalence of Type I and Type II diabetes in
a population of African Americans with diabetes. Simple methods that yield
‘unbxased estimates and only require inforrnation on insulin use, age at '
diagnosis, and body mass index were developed. Previous methods were
developed in mostly white, non-Hispanic populations. Because of the different
etiology for Type I and Type I, it is important to track these trends. Currently
a manuscript is being prepared for publication ) |

e DDT is collaborating with 3 managed care organizations (MCOs) to develop
surveillance systems that can assess the process of care, associated costs, and
intermediate outcomes of care among persons with insulin-dependent and non-

~ insulin dependent diabetes in MCOs. These systems will be valuable in
describing the epidemiology and economic burden or diabetes, developing
recommendations for implementing diabetes surveillance in managed care

~ settings, identifying opportumtles for quality improvement.of diabetes care in

- MCOs, and prowdmg insights into the potential reduction in costs that can be ‘
iacluc::w:d by preventmg complications. :

° Through an ASPH c00perat1ve agrcement with the Umversny of anesota
and Dr. Marshall McBean, DDT is using Medicare claims data to enhance
'current surveillance efforts by generating national and state estimates of the
prevalence and incidence of diabetes, the processes and outcomes of care, and
‘the costs of diabetes care in the Medicare population. The project provides
technical assistance for 3 states to develop a state-based medicare surveillance
isystem DDT is also working with Georgia Medicaid data to describe the
prevalence of dlabetes care utilization and practices, and costs of care in thc .
‘Medicaid populatwn

o DDT operates and maintains a national d1ahetes survelllance system that
prowdes periodic and representative data about the burden of diabetes in the

.United States. Data from this system are widely disseminated through

; Diabetes Surveillance Reports which includes data on dlabetes morbidity and

mortahty hospxtahza‘uons cardiovascular discase, and comphcatlons The

fourth edition of Diabétes Surveillance Reports will be published in the Fall of '
1996 State Diabetes Fact Sheets, which include state-specific estimates of the

| burden of diabetes, were produced this year using data from the national

| .
-surveillance system

o Through an MOA with the National Center for Health Statistics, DDT has

- proposed the development of measures for diabetes in NHANES IV. Proposals
| for diabetes include measures for glycemia, lower extremity disease, and :
+ linkage of participants with birth certificate data. Data will be used to define

i the natwnal diabetes burden and deveIOp natmnal strategies for conu'ol
!
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o The Diabetes Prevention Program (DPP) is an NIH-sponsored, multi-center,
randomized controlled clinical trial designed to test the efficacy of drugsand
physical acuwty/nutntmn in the primary prevention of non-insulin dependent
diabetes. The study includes an intensive lifestyle/behavioral arm, which
focuses on diet and exercise, and two drug intervention arms. Recruitment of
14000 subjects began in June of 1996-and is scheduled to finish after 5 years;
DDT is leading the economic evaluation component of this study, and a
protocol has been developed. A cost-utility analysis will be used to estimate
life-time marginal costs of clinical care per quality adjusted life year (QALY)

. gained for each intervention compared to a control group receiving standard
care. This is the largest and most rigorous trial for the primary prevention of
diabetes ever conducted. If successful, it will have enormous implications for
chronic disease prevention policy at the local, state, and national levels.

« Recognizing that early detection of diabetes through screening has become an
emerging health issue, DDT 1s working with Battelle to examine the cost-
effectiveness of screening for diabetes. Costs of early detection and lifetime
costs of care per quahly adjusted life year (QALY) gained will be examined.
Lnterest in screening for diabetes arnises from research showmg that thie onset of
diabetes occurs an average of 7 years before clinical diagnosis-and that
compllcatlons are often already present.

» DDTis working with Battelle to evaluate the cost-effectiveness of intervention
strategies in the early detection and treatment of diabetic nephropathy, the
leadmg cause of end-stagc renal disease (ESRD). The study will estimate the
marginal costs of various detection and treatment strategies per quality adjusted
life year (QALY) gained. Because treatment of ESRD requires an enormous
amount of resources, this will be valuable mformatxon for development of
ESRD preventmn and control strategies.

. DDT is dcvclopmg an annotated economic bibliography that reviews all of the
recent economic studies conducted in diabetes. This will be a tremendous
resource for xdcnutymg gaps in the economic knowledge base and for

'detennmmg areas in n¢ed of fmther research. . ' - .
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 DDT is collaborating with the NIH-sponsored Diabetes Prevention Program

- (DPP) to develop screening strategies for detecting persons with impaired
glucose tolerance. If the DPP is a successful trial, there will be a needto -
understand the performance of various screening strategles\ in order to translatc
fmdmgs mto improved practice. S g \

B

« DDT'is collaborating with 3 Diabetes Control Programs, Rhode Island,
Massachusetts, and North Carolina, in a prospective evaluation of a risk
assessment questionnaire test and a random capillary glucose test for diabetes
screemng This project will evaluate the performance of these tests in a

, vpopulanon representative of the U.S. population. Screening information will
be of importance to policy makers for developing strategies to detect the
esnmated 8 million Americans with undlagnosed dlabetes

o DDT is using data from the “Diabetes in Egypt” project to evaluate the
effectiveness of screening for diabetic retinopathy by-non-mydriatic camera in
less developed countries where there is limited access to diabetes specialists or
ophthalmologists. Screening with non-mydriatic camera has not yet been
endorsed although it has been shown in many studies to be at least as effective
as ophthalmoscopy. Study findings will be useful for determmmg health care *
pohcy related to implementation of wadcspread screening for dl&thlC
rennopathy in- developing countries.

L

° DDT is using data from the “Diabetes in Egypt” prcg}cct, to compare the
- performance of three glycemic measures (fasting, 2 hr. glucose, and
hemoglobin Alc) for diagnosing diabetes. Study results should prove-valuable
for determining the optimal tests and cut point values for dragnosmg dlabetcs
A manuscnpt has been subrmtted to Dlabetes Care
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» DDT and the National Institute of Diabetes, Digestive and Kidney Diseases
(NIDDK) are providing joint leadership to plan and implement a major new
initiative, the National Diabetes Education Program (NDEP) in collaboration
with other Federal agencies and public and private sector partners.
Establishment of the a NDEP was recommended by the National Diabetes
Advisory Board in response to the strong scientific evidence that exists today
to support aggressive intervention to reduce the medical, social, and economic
burden of diabetes among minority populations. The NDEP will be the
centerpiece for Federal efforts to ensure that patients, providers, and the public

~ become aware that diabetes is a very serious illness, and that its tragic and
costly complications tan be prevented with new and existing preverntion and
control strategies. Accomplishments and future plans include:

 > An NDEP Steering Committee has been established that is composed of
. leading clinical researchers, representatives on national diabetes
organizations, and ex officio members from CDC, NIH, HCFA, and the
Veterans Administration. The Steering Committee will develop a
preliminary rationale and conceptual framework for the NDEP,

) -
B
i

{

> Two focus group meetings have been conducted-- the first with primary

' care providers and the second with payors and purchasers. Two additional

. focus group sessions are planned for December 1996-- one with patient

' advocacy groups and the other with public health representatives. Feedback

' has been overwhelmingly supportive of the NDEP effort. Results will be
summarized and incorporated into the Plan.

» Using input from the focus group meetings, an NDEP plan will be
developed for implementation. -The plan will incorporate and address the *
consensus key goals and objectives, educational messages, intervention
strategies and activities, and Federal agency, public and private sector
partnerships identified as important for an effective national program.,

A
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o Cooperatwe agreements for state. and territorial Diabetes Control Programs
(DCPs) to reduce the burden of diabetes were awarded to 49 states, 4
territories, ‘and the District of Columbia. Currently, 47 of these awardees are

' usmg funds to develop program capac1ty and infrastructure to carry out a

~ program for diabetes control. The remaining 2 states are funded to develop
comprehensive, enhanced programs. Program emphasis continues to be on .
defining and monitoring the burden of diabetes, utilizing health system
approaches coordinated by the DCPs and devclopmg and applymg
commumty-based interventions. ,

e

j re Oroanization | ctivit

l]3irch and Davis Associates, Inc. developed a strategic business plan for state-

based program activities in the area of managed care. This planis currently

bemg used to refine and focus activities in the Program Development Branch, -

DDT. In FY97, the contractor will assist DDT in describing “success stories™

telated to health systems approaches of selected DCPs. This information will

be used to develop a Best Practices Manual to be shared with other DCPs for
translahng and rephcatmg successful d1ahetes prevenﬂon and control.
approaches

a
l

‘ ov In Septemhcr 1996 the Diabetes Sympos:um c0-sponsored by DDT and the ‘

- HMO Grou.p was held in Atlanta, Ga. The Symposium included plenary = =
- sessions, “showcasing” successful partnership strategies between managed care. -
and state-bascd diabetes control programs, and group workshops. ‘The .
Symposium successfully created learning opportunities for participants in the

B imderstandmg of collaborative needs and roles between managed care .
orgamzatlons (MCOs) and state health departments in the context of diabetes
prevention and control. Participants were charged with the identification and
- pursuit of collaborative opportunities between the public and private health
sectors. More specifically, part1c1pants were challenged to explore and pursue
colla’boratwe opportunities in the areas of data systems, dlseasc/case
management and outreach efforts. Subsequent to the symposium, ongoing -
networks between MCOs and DCPs are being established and mairitained.

‘

1
i
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o Project DIRECT (Diabetes Intervention Reaching and Educating Communities .
‘Together) is a multi-year project designed to improve the health-related quality
‘of life of an African-American community in Raleigh, North Carolina by
]Ieducmg the burden of diabetes and its complications. through a community-
'based intervention program. The project has an intervention component and an
evaluauon component '

> Injgmm_p@@_t There are 3 major areas of i mtervenuon dxabetes '
' care, outreach, and health promotion.
: Diabetes Care: The goals of the diabetes care intervention are to
. increase access to care, improve the quality of care provided to people with
diabetes, and improve self-care practices related to diabetes management.
Qutreach: The goals are to detect previously undiagnosed diabetes,
especially among African Americans, and to see that those previously
diagnosed are in the health care system. The intent is to increase access to
care and decrease preventable diabetes complications. :
‘Health Promotion: The goal s to reduce risk factors related to dJabetes
especially by increasing physical activity and decreasmg fat intake. This
i involves promoting lifestyle, environmental, and policy changes. The
. achicvement of the project’s goals will be measured and documented by the .
evaluation component of the project. :

\

.» Evaluation Component: Evaluanon wﬂl consist-of (1) an assessment of the
' specific interventions implemented aimed at providing feedback and
improving the process of delivery, and (2) a scientific evaluation of the.
- impact of the entire program on population-based process and outcome
{  indicators associated with diabetes and its complications. The evaluation
' will provide valuable insight into the effectiveness of a community-based
~+ diabetes intervention program, specifically in'an Afncan-Amencan
;  Community. - S :
~« The Latmo Diabetes Initiative for Acnon Latino DIA, focuses on developmg ,
- appropnate diabetes prevention strategies for Latino communities in the U.S.
- I'This initiative promotes mter-dlsc:lplmary, culturally-relevant approaches for
| preventing diabetes and its complications in the U.S. and temitorial Latino .
. community. CDC has enlisted the assistance of a National Latino’ Expcrt :
- Workgroup to collaborate with DDT in the planmng, prioritization, a
' implementation, promotion, and evaluation of strategic Latino DIA activities
"intended to address the disproportionate burden of diabetesin the Latino _
- community. The expert workgroup convened 3 times in 1996 and is in the
process of developing a formal report of their deliberations, thoughts, and |
. expert views on how to effectively reach Latino populatxons )



SENT BY: - | | 8-5-97 : 2:31IPL: . CDC~ 2024565557 :#22/23

o DDT has entered into an agreement with the National Council of La Raza to
prepare and engage Latino communities and populations for active
participation in the developing National Diabetes Education Program. The
Council will hold strategic regional meetings with key stakeholders, voluntary
organizations, and commumty—based orgamzatzons

¢

o DDT has established & cooperative agreement with thé Cozfgress of National
Black Churches (CNBC) to develop a church-based nutrition and physical
activity program targeting African American women who have or are at risk for
developing diabetes. Technical assistance is being provided to CNBC by the
Association of Black Psychologists and DDT. This intervention is unique in
that it is framed out of an Afrocentric model intended to reflect and support the

- experiences of African-American women and will develop a conceptual model

 that is “culturally appropriate”. When the intervention design and components
are finalized, they will be disseminated to states for rcphcatlon where
appmpnate

s DDT has completed a'series of 27 focus groups among representatives of four
populauons disproportionately burdened by diabetes: African Americans,
American Indians, Asian Americans, and Hispanics/Latinos. The major
purpose is to develop an evaluation tool for persons with non-insulin dependent
diabetes to learn their perspectives about health, diabetes, and culturally-
relevant interventions, A moderator’s discussion guide, airhing to gatheran .

“insider’s view” of personal and commumty perceptions was devel opedand
modnf ed for each community of participants. A final report will be available
in December of 1996; and a book containing the moderator’s guide, lessons
learned, and general principles about qualitative research will be published and
shared with participants at the annual Diabetes Conference in March 1997.

e ln order to further define and address the diabetes burden in the Appalacluan
populanon DDT is funding the University of West Virginia Chronic Disease
Prevention Center to form a coalition of representatives from the 13 states with
Appalachian counties. . The coalition will provide additional information on the
burden of diabetes and community efforts to reduce the burden in this area.
Gaps in information will be identified, and the coalition will act as a critical

. player in influencing the health declsmns of the rchon

i
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éA piiblié health monograph, Diabetes and Women's Health: A Public Health

\Perspective, is being developed to highlight the effect of diabetes on the life

~ ‘cycle of women. The monograph describes the epidemiology of the disease in

'women and addresses community needs and psychosocial issues from a public
ahealth perspective. : :

In recogmnon of Natmnal Diabetes Awareness Month, a satellite conference
:and accompanying state and local diabetes activities are being planned for

i sNovcmber 1997, as are broadcastmg, public service announcements for local

jcommumcauons One of the main goals of the event is to help the states to
Sbulld their health communications capacity through satelhte conference

DDT has proposed diabetes-specific performance measures for HEDIS 3.0,

~:Medicaid HEDIS, the Foundation for Accountability, and State and Federal
- iprograms. DDT has also consulted with NIH, HCFA, and the Vcterans

Admxmstrahon on measunng processes of diabetes care.

'An evaluation strategy for the Diabetes Control Programs (DCPs) is being
'developed by Battelle. This strategy will support the development and
;implementation of a model for ongoing evaluation of the 49 state-based DCPs,
‘four territories, and"the District of Columbia. In order to develop such an
‘evaluation strategy, data will be collected on the implementation of the .

‘ paradxgm for delivery of public health services that was inaugurated with the

1994 cooperative agreement. DDT and Battelle will collect and analyze
'information on four key areas of program implementation: (1) capacity

o bmldmg and infrastructure development, (2) surveillance and data collection,

(3) health systems change and (4) workmg with Jocal programs. . |

x
i
i
i
i
1
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DIABETES EACTS

. Diabetes.in Youth

What is diabetes?

There are 16 million people in the United States who have diabetes. Diabetes is actually a geaeral term for a
number of separate burt related disorders. Insulin-dependent, or type I, diabetes results from the body’s failure to
produce insulin -- the hormone that "unlocks" the cells of the body, allowing glucose to enter and fuel them. Type [
diabetes usually begins during childhood.

1

o Diabetes is a chronic discasc that has no cure. It is the fourth-leading cause of death by disease in
the United States: this vear, more than 178,000 will die from diabetes and its related complications.

. o There are an cstimated 700,000 people.with t)"iac [ diabetes in the United States today.

How are youns people affecred?

o The risk of developing type | diabetes is higher than virtually all other severe chronic diseases of childhood,

\ .
e Peak incidence occurs during puberty. dround 10 to |12 vears of age in girls and 12 10 14 years of age in |
bovs. '

\

«  Type | diabetes tends to run in familics, Brothers and sisters of children with type I diabetes have about a 10%
.chance of developing the disease by age 50, '

.o The identical twin of a person with type [ diabetes has a 25-50% higher chance of developing type I diabetes
than a child 1 an unaffected familv.

e There is a higher incidence of type [ diabetes in whites than in other racial groups,

o The symptoms for tyvpe | diabetes can mimic the flu in cl’i_ildrcn.

{over)

L\..American Diabetes Association.
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What are the complications of diabetes?

The complications of diabetes include heart discase, stroke, vision loss/blindness, amputation and kidney disease.

¢ Cardiovascular disease caused by atherosclerosis (excess buildup on the inner wall of a large blood vessel,
restricting the flow of blood) accounts for approximately 25 percent of deaths among patxents with onset of
diabetes before 20 years of age. -
- ' ) ‘ 4
o Blindness duc to diabetic retinopathy. . Diabetic retinopathy is a more important cause of Visﬁai'_impairment/ in
youngger-onset people than in older-onset people. Males with younger-onsct diabetes develop retinopathy more
rapidly than females with younger-onset diabetes. : '

o Kidney disease due 1o diabetic nephropathy. Ten 1o twenty-one percent of all people with diabetes develop
kidney disease. Diabetic nephropathy is the most common cause of end-stage renal disease (ESRD), a
condition where the patient requires dialysis or a kidney transplant in order 1o live. In people with type I
diabetes who develop proteinuria (protein in the urine), ESRD or death usually follows after about 5-10 vears,

e Diabetic ketoacidosis (DKA) is one of the most serious outcomes of poorly controlled diaberes, and primarily
occurs in type T individuals. DKA is marked by high bloed glucose levels along with ketones in the urine.
DKA is responsible for about 10 percent of diabetes-related deaths in individuals with diabetes under age 43,

What is needed for voun;n, people with diabetes? -

In ideal circumstances, paticats with diabetes will have their disease under good control and have universal access
to quality diabetes treatment including frequcnt monitoring by a health care team knowledgeable in the care of

~ diaberes,

s Access to quality treatment is important. Peoplc with diabetes need affordable health care. Medicare and ,
Medicaid. as well as many private health'care providers that follow their lead, do not offer comprehensive:
coverage of the necessary supplies. serviees and education. The following changes are needed: prohibit pre-
existing condition exclusions: provide coverage for prescnprion drugs and insulin, dxabetes-related supplies,
equipment and cducation: and provide a mandatc for commumty rating.

* Health care team educarion is vital. Because people with diabetes have a multi-system chronic disease, they
are best monitorcd and managed by highly skilléd health care professionals trained with the latest information
on diabetes to help ensure carly detection and appropriate treatment of the serious complications of the disease.
A team approach to treating and monitoring this disease serves the best interests of the patient,

o Patient education is critical. People with diabetes can reduce their risk for complications if they are educated
about their discase. learn and practice the skills necessary 10 better control their blood glucose !evels and
receive regular cheekups from thewr huai h care team.

e Peoplc with diabcetes. with the hielp of their health care providers. should set goals for control of blood glucose

levels, as close to the normal range as is possible for them.

1796

' ’A.Ai'nerican:biabetes Association.
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For more information
~Call us at 1-800-232-3472 for your free publications
catalog. Also ask about ADA's free quarterly newsletter
" for people with diabetes. ‘

- Whatis |
Insulin-Dependent
Diabetes? |
(Type | Diabetes)

es Rights and Responsibilities Rig?
»ms Heaith-care Sysiems Health-cs
es Community Resources Communi
eneral Facts General Facts General
oping Coping Coping Coping Copir
amily Family Family Family Family
utrition Nutrition Nutrition Nutritio
xercise Exercise Exercise Exercise
ledications Medications Medication
- Balance: Food, Exercise, Medicines

a2sting Tesling Testing Testing Tesi

mia Hyperglycemia/Hypogiyvcemia
Iness lliness lliness iliness iliness

- omplications Complications Compli

American Diabetes Association,
Diabetes Information Service Center
1660 Duke Street
Alexandria, VA 22314
Tel: 800-232.3472

ersonal Habits Personal Habits Per
ies Rights and Responsibilities Rig:
tems Heaith-care Systems Heaith-c
:es Community Resources Commun
eneral Facts General Facts Generai

~ oping Coping Coping Coping Copir

Copyright © 1989 by ths Amevican Disboies Asscciation, |, Inc.

| American
A Diabetes_
. Association.

6/54 - 124M

y Family Family Family Family Far

American
Diabetes
. Association.



ALIG-B4-1937 11:@7

What is insulin-dependent diabetes?
Insulin-dependent diabetes is a disease that affects
the way your body uses food. Insulin-dependent
diabetes is also called type [ diabetes or insulin-
dependent diabetes mellitus (IDDM. for short).
Type [ .diabetes starts when your body stops
making insulin or makes only a tiny amount. Your
body needs insulin to use food for energy. Without

insulin. your body cannot control blood levels of

sugar, And without insulin. you would die: So people
with type | diabetes give themselves at least one shot
of insulin every day '

Type I diabetes usually strikes chil dren and young
adults. But it can occur at any age. It used 10 be
called juvenile-onset diabetes, More than 300,000
Americans have this type of diabetes. That is about
10 percent of 21l Americans diagnosed with diabetes.

Why insulin shots?

You must inject insulin under the skin — in the fat

— for it to work. You cannot take insulin in a pill.
The juices in your stomach would destroy the insulin
before it could work. Scientists are looking for new
wayvs to give insulin. But today, shots are the only
method.

What are the signs and symptoms of type
i diabetes?
Type I diabetes often appears suddenly. Stgns and
 symptoms are:
high levels of sugar in the blood
wh levels of sugar in the urine
frequent urination (andfor bcd-wettmv in childrem)
extreme hunger
extreme thlrs:
extreme wcight loss
weakness and tiredness
feeling edgy and having mood changes
feeling sick to your stomach and vomiting

What causes type | diabetes?
We do not know exactly what causes diabetes. We
do know that people inherit a tendency to get
diabetes. But not all people who have this tendency
will get the disease. Other things such as illnesses
must also come into play for diabetes to begin.
Diabetes is not like a cold. Your friends and family
cannot catch it from you. :

P.@5/83

What does living with diabetes mean?
People with type 1 diabetes can live happy. hcalthy
lives. The key is (o follow your diabetes treatment
plan. The goal of this plan is 10 keep your blood-
sugar level as close to normal as possible (good
blood-sugar control). Your treatment plan will
pmbably include:

. Insulin, which lowers blood sugar. Your health-
care practitioner will prescribe how much and when
to take insulin and what kinds.

2. Food. which raises blood sugar. Most people
with type 1 diabetes have a meal plan. A registered
dietitian makes a plan for vou, it tells vou how much
food you can gat and when to cat it, Most people
have three meals and at least two snhacks every dJay.
Your meul plan can have foods you enjoy.

3. Exercise. which lowers blood sugar. Like
insulin. exercise also helps your body to use blood
sugar. So exercise will probably be prescribed for
vou. Your hcalth-care practitioner can help you fit
exercise safely into your daily routine.

4. Blood and urine testing. Testing your blood lets
you know if your blood-sugar level is high, low. or
near normal. The tests are simple. You prick your
finger to get a drop of biood. A nurse-educator can
teach you how to do this test and use the test results,

You may need to (cst your urine for ketones.
Ketones in the urine may mean that your diabetes
is not under good control. A nurse-educator can teach
you how to test ketones.

Problems you may have
Type 1 diabetes can causc problems that you should
be prepared for. There are three key problems:

Hypoglveemia. or low. blood sugar: sometimes
called an insulin reaction. This occurs when your

" blood sugar drops too low. You correct this problem

by eating some sugar — such as 3 glucose tablets,
6 ounces of regular soda, or S or 6 Lifesavers™ Your
health-care practitioner will teach you the signy of
hypoglycemia and show you how to treat it.

Hyvperglycemia, or high blood sugar. This occurs '
when yéur blood sugar is too high. It can be a sign
that diabetes is not well comrollcd Your health-care
practitioner will explain the signs and symptoms and
the best way to treat hyperglycemia.

Keroactdosis. or diabetic coma. This is very serious.
Discuss its signs with your health-care practitioner.
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For more information

Call us at 1-800-232-3472 for your free publications
catalog. Also ask about ADA's free quarterly newsletter
. for people with diabetes..

American Diabotes Associatlon
Diabetes Information Service c:anter \
1660 Duke Streef’
Alexandria, VA 22314
Tel: 800—232«36?2

Copynght © 1262 by the American Diabetes Asacciation, , Inc.
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. 2 PeOP
e ulm—dependent (type m diabetes. But some: peo—
ple — especlally older people — with type II diabetes
- may experience a different:serious condition. It’s
" called hyperosmolar nonketotic coma (hi-per-0z-
MOE-lar non-key-TOT-ick KO-ma). This pamphlet
- is not about this condition.

Ketoacidosis means dangerously high levels of
ketones. Ketones are acids that build up in the blocd.
They appear in the urine when your body doesn’t
‘have enough insulin. Ketones can poison the body.
They are a warning sign that your diabetes is out of
control or that you are gerting sick.

Treatment for ketoacidosis usually takes place in
the hospital. But you can help prevent ketoacidosis
by learning the warning signs and testing your urine
and blood regularly.

What are the warning sngns of

ketoacidosis?

Ketoacidosis usually develops slowly. But when

vomiting occurs, this life-threatening condition can

develop in a few hours. The first sympzoms are:

B thirst or a very dry mouth

m frequent urination

m high blood-sugar levels

® high levels of ketones in the urine
Next, other symptoms appear:

m constantdy feeling tired

m dry or flushed skin

B nausea, vomiting, or abdominal pain (Vomiting
can be caused by many illnesses, not just
ketoacidosis. If vomiting continues for more than

2 hours, contact your health-care practitioner.) -

@ 2 hard time breathing (short, deep breaths)

® fruity odor on breath

& a hard time paying attention, or confusion
Ketoacidosis is dangerous and serious. If you have

any of the above symptoms, contact your health-care

practitioner IMMEDIATELY, or go to the nearest

emergency room of your local hospital.

How do you know if you have large
amounts of ketones?

A simple urine test can detect ketones. You use a test
strip, like a blood-testing strip. Ask your health-care

P.@7-89
viasty CApPEILS QUYISE [0 CRECK YOUT Urine for, ketoncs
when your blood sugar is more than 240 mg/dl
youare ill (when you have acoldror the flu,
ple), ‘test for ketones-every 4.t0 6 houts.
€ry 4 106 hours when:your blood sugar

i more ‘than 240 mg/dl.

‘Also, test for'ketones when you have any symp-
toms of ketoacidosis.

What if you find higher-than-normal

" levels of ketones?

If your health-care practitioner has not told you what
levels of ketones are dangerous, then call when you
find moderate amounts after more than one test.
Often, your health-care practitioner can tell you what
to do over the phone.

Call your health-care practitioner at once if:
® your urine tests show large ketones
& your urine tests show large ketones and your

blood-sugar level is high
m you have vomited more than twice in 4 hours and

your urine tests show large ketones’

Do NOT exercise when your urine tests show
ketones and your blood sugar is high. High levels
of ketones and high blood sugars can mean your -
diabetes is out of control. Check with your health-
care practitioner about how 10 handle this situation.

What causes ketoacidosis?
Ketones mean your body is burning fat to get energy.
Moderate or large amounts of ketones in your urine
are dangerous. They upset the chemical balance of
the blood.

Commonly, the flu, a cold, or other mfecuons may
sometimes bring on ketoacidosis.

Here are three basic reasons for moderate or large
amounts of ketones: '
- 1. Not getting enough insulin. Maybe you did not
inject enough insulin. Or your body could need more -
insulin than usual because of iliness. If there is not
enough insulin, your body begins to brcak down body
fat for energy.

2. Not enough food. When people are sick, they
often do not feel like eating. Then, high ketones may
result. High ketones may also occur when someone

~ misses a meal.

3. An insulin reaction (low blood sugar).:When
blood-sugar levels fall too low, the body must use
fat to get energy. If testing shows high ketones in
the morning, the person may have had an insulin
reacnon while asleep.


mailto:Jor:,~x.@!ple
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Managing Through Meal Planning

Just as your physician prescribes your medications,
your dietitian will prescribe a meal plan to meet
your daily nutritional needs. Your dietitian will
work with you 1o creaic a meal plan thal matches
your food preferences with your activity level and
insulin, Your dietitian may ask you to do self-
moniloring of blood glucose (fest your blood
sugar) Lo make certain your food is matching with
your insulin and activity.

Meal plans are not wrillen in stone, so if the ini-
tial plah isn't right for you, don't hesitate to.go
back and work out another plan—just as you
would return 0 a tailor to have a good suil fisted to
you. And you can look to your dietitian for contin-
ved guidance and support as your dietary habits
and meal plans change. .

Because consistency is so important for IDDM,
vou'll probably be advised to follow an
“exchange’ diet. Exchange diets are based on the
booklet Exchange Lists for Meal Planning. Each
list contains foods that have about the same

" amount of carbohydrate, protein, fat, and calories.

So they can be substituted—or “exchanged” —one
for another, The six lists are: starch/bread, meat
and meat substitutes, vegelables, fruit, milk, and
fat. .

With the exchange lisls, your dietitian can help
you plan meals that are just as appealing and ap-
petizing as you want 1o make them.

Howto Learn More

The American Diabeles Association publishes
numerous materials about diabetes, as well as
oookbooks, nutritional guides, and other publica-
tions syitable for anyone interested in good nutri-
tion. Please refer to the attached card or contact
your local ADA affiliate (listed in the white pages
of your telephone book).

Nutrition and
Insulin-Dependent
Diabetes -

Amaricen Dishetas Asaoclation,
Diabetes Information Service Contar
18660 Duke Street T
Aloxandrla, VA 22314
Yel.: 800-232-3472

Sapnion D1TD by ths Azsarican Oiobetes Awochtins o . Ut

‘American
Diabetes
. Association.

684 - 744

American
Diabetes
. Association.
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od does more than satisfy our
appetites; it contains the nutrients
essential for good health. So, eat-
ing the proper foods places you in control
of your health. And that’s particularly
important becavse diabetes interferes
with. the way the body uses food. This

makes diet one of the cornersiones of -
-diabetes :managenient.

‘What 16 Insulin.Dependent Dlabetes?
n: msuﬁndepcndem {JDDM or type [} diabetes

roellitis, the pancreas does not produce enough in-
sulin to mest the body’ s needs. Insulin is a hormone
that allows the body o use glucose for energy.
Without insulin, the body is unable to properly use

glucose and it builds up in the blood, leading to the

high blood-glucose (blood-sugar) levels that are the
hallmark of untreated diabetes.

Insulin injections allow your body to use glucose
(which your body produces from the foods you eat)
for energy; this keeps blood-glucose levels from

- becoming elevated. But the amount and kind of in-

sulm you take must be balanocd mth your food and

‘What ls Good Nutrition?

Good nutrition involves eating a variety of foods
because no one food can supply a// the nutrients
your body needs 1o stay healthy and active, Vary
the types of fruits, vegetables, starches, and pro-
teins you eat from day to day.

Healthy diety are high in complex carbohydrates.
Carbohydrates come in two forms: simple carbohy-
dratea or sugars {cakes, pasiries, and candy, for ex-
ample), which tend to raise blood-glucose levels
very high and rather quickly, and often provide [it-
tle nutrition and no fiber; and complex carbohy-
deates (vegelables, dried beans and peas, brown
rice, and whole grain flours, breads, and cereals,
for example), which tend to raise blood glucose
gradually over a longer period of time, and ocontain
a variety of vitamins and minerals as well as fiber.

Good nutrition also means limiting fat and
cholestero) from foods such as gravies, sauces, -

dressings, fatty meats, and fried foods, as well as
€ggs and some dairy products. Fat and cho!esterol
have been linked to atherosclerosis (fatty build-up
inside blood vessel walls), and can conlribute to
heant disease and stroke. Some people may be en-
oouraged 10 limit zalt, as well.

Distary Goals for People With IDDM

Conslstency: How much you eat is as important as
when you eal, Your meal plan will help you main-
1ain day-to-day consistency in the amount of car-
bohydrate, protein, and fat you eat at each meal. It
will also help you establish a schedule for meals and
snacks. Your meal plan will guide youwr food
choices 50 you'll have a consisten! mix of foods

* while still enjoying variety.

Balance: A consistent food intake will help ensure
that there is glucose in the bloodstream at the times
when your insulin is peaking (working the hardesl),
or during those times when you will be most aclive,
such as exercise ¢lass. Never skip a meal if you have
taken your imsulin—or you risk upsetting this

L TN T

Maintaln Proper Welght: Your body's ability to use
insulin, as well as your overall health, will be best
when you are at a reasonable body weight. Your
meal plan will take into account whether you need
to loye, gain, or maintain weight,

Special Conslderations
Inaulin Reactions: Insulin reactions, also called low

blood sugar or hypoglyoemia, are usually caused by -

100 much insulin, {00 much exercise, or too fittle
food (a skipped moeal). Symptoms eppear suddenly
and may include any of the following: sudden
hunger, inappropriate crying or laughing, clumsy
aclions, dizziness, shakiness, headaches, “but-
terflies’” in the stomach, sleepiness, nightmares,
sweatiness, brritability, fatigue, or weakness. Learn
to recognize these symptoms and ALWAYS carry

some form of concentrated sugar {such as fruit -

juice, sfigar cubes, a commercially prepared
glucose product (0 treat reactions, or hard candy)
1o treat the problem. It's crucial to discuss reacdtions
with your dietitian to see if your meal plan noeds
adjusting and how you can beat treat reactions.

thness: You may not feel Jike cating when you are
sick, but your body is under stress, which can cause
blood-glucose levels 1o soar. ALWAYS take your
insulin; in fact, you may need more than usual.
Work out a plan with your doctor in advence about
how Lo handle medications on sick days. Work
with your diefitian to establish eating guidelines for

‘when you have little appelite, or lrouble keeping

food down.

Unusual Activity: A certain amount of activity is ae-
counted for in your daily regimen, but if you are

- unusually active one day, you will need to eat to

avoid low blood sugar. Activily such as light walk-
ing should not require additional food. Work with
your dietitian to learn how to handle special situa-
tions, such as heavy exercise or an all-day outing.
Delayed Meals: For those times when you cannol
eal on schedule, have a carbohydrate source, such
as crackers or bread sticks, to prevent your blood
glyoose .fmm dropping 100 low while waiting for

- < o120 7 e B 0 e B S 8 B T B D N N OGO £ O e o i o o T 0 €0 o A O S
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DIABETES FACTS

What is diabetes?
- There are 16 million people in the Uniied States who have diabetes. Diabetes is actually a general term for a
number of separate but related disorders. Insulin-dependent, or type I, diabetes results from the body's failure 1o

produce insulin -- the hormone that "unlocks" the cells of the body, allowing glucose to enter and fuel them. Type I
diabetes usually begins during childhood.

o Diabetes is a chronic discasc that has no cure. Itis the fourth-leading cause of death by disease in

the United States: this vear, more than 178,000 will die from diabetes and its related, complications.

o There are an estimated 700,000 people with tvpe | diabetes in the United States today.

How are youne people affected?

.~ The nsk of developing tvpe | diabetes is higher than virtually all other severe chronic diseases of childhood.

o Peak incidence occurs during puberty. around 10 to 12 years of age in girls and 12 to 14 years of age in
boys. '

o  Tvpe | diabetes tends to run in families. Brothers and sisters of children with type I diabetes have about 2 10%
chance of developing the disease by age 50,

o The identical twin of a person with type I diabetes has a 25-50% higher chance of déveloping type I diabetes
than a child in an unaffected family,

o There is a higher incidence of type [ diabetes in whites than in other racial groups.

o  The symptoms for typc | diabetes can mimic the flu in children. T ¢

(over)

L\,American Diabetes Associatinn.
| ' TOTAL P.@2
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DIABETES FACTS

' PROFILE OF THE DIAGNOSED

There are nearly 14 million people in America who have diabetes. Diabetes is actually a
- general term for a number of separate but related disorders. These d:sorders fall into two ,
~main categones type I, which usually occurs during childhood or adolescence, and type II,
the most common form of the disease, usually occurrmg after age 30. o

Type T (insulin-dependent) dxabetes isa dlseasc wh:ch results from the body’s failure to produce
insulin -- the hormone that "unlocks” the cells of the body, allowing glucose to enter and fiel them.
" This is most often the result of an autoimmune process in which the body’s immune syster attacks
‘and destroys the insulin producing cells of the pancreas. Since glucose cannot enter the cells, it
builds up in the blood and the body’s cells literally starve to death. People with type ] dxabetes
. must take dale insulin mjccuons and regularly momtor blood sugar lcvels ' :

o There are an esumated '700 000 people wuh type I diabetes i in the Umtcd States today

e . The risk of developmg type: 1 dlabetes is hxgher than vmually all other severe chromc
diseases of chxldhood « o

0 ’Peak incidénce oceurs durmg puberty, around 10'to 12 years ald in glr Is and 12 to 14
' yea:s old in boys. ,

e .The symptoms for zype I diabetes can mimic the flu in chxldren

s . Type I diabetes tcnds to run in famllxes Bmthcrs and sisters of children with insulin- .
~ dependent diabetes have about 4 10% .chance; or a 20-fold increased risk, of developmg the
disease. :

‘e The 1dent1cal twin af a person’ with insulin- dependent (type I) diabetes has at least 50 txmes )
- the risk of developmg type I dlabetes than a child in an unaffected famll y

s In typc I dxabetes mcrdence is highest among whites. Scandmavxan countries have the
S hxghest incidence in the world apprOxxmater 30 cases per 100, O(}(} children.

10193

4\ American Diabetes Association.
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Il -insulin- e jabetes?

Type 1I (non- msulm -dependent) diabetes results from the body's 1nab1hty to make enough or
properly use insulin. Often type II diabetes can be controlled through dieting and exercis¢ alone,

but sometimes these are not enough and either oral medications or insulin must be used. The fact
that few people with type II diabetes require insulin has led to the myth that thisis a rmld" form of

the dlseme

e Of the nea:ly 14 rmlhon Amencans wnh dxabetes, more than 95% have type I diabetes.

¢  People with type 1I dxabeles often develop the disease after age 30, but are not aware t.hey
have diabetes until treated for one of its serious complications.

¢ - The nisk for type II diabetes increases with age. By #ges 65 10 74, nearly 17% of the United
States white population, 25% of African Americans, and more than 33% of Hispanics have
type II diabetes. «

»  Studies indicate that diabetes is generally under reported on-death certificates, particularly in
the cases of older persons with multiple chronic conditions such as heart disease and.
hypertension. Because of thxs the toll of diabetes is belxeved to be much bigher than
officially reported. -

With its compliéations,' diabetes is the fourth leading cause of death by disease in the United States.
Each year, more than 160,000 people di'e.. as a result of diabetes and its complications.

¢  Blindness due to diabetic retinopathy. Each year 15,000 to 39,000 jaeople lose their sight
because of diabetes. Diabetes is the leading cause of new blindness in people ages 25-74.

»  Kidney Disease due to diabetic nephropathy. Ten percent of .all people with diabetes
develop kidney disease. Diabetic nephropathy is the most common cause of end-stage renal
dlseasc a condition where the patxent requires dialysis or a kldney transpla.nt in- order to live.

L Heart Disease and Stroke People with diabetes are two to four times more lxkely to have
* heart disease (more than 77,000 deaths due to heart disease annually). And, they are ﬁve '
times more likely to suffer a stroke, with more than l ,000 deaths each year.

'»  Nerve Damage due to dxabeuc neuropathy. Apprdmmately 50% of all those who have
- diabetes for over 25 years have evidence of nerve damage. This can lead to loss of feeling,
muscular weakness, vamputation and impotence.

s  Amputations. Dlabetes is the most frequent cause of non-traumatic lower limb amputations
The risk of a leg amputauon is 27.7 times greater for a person with diabetes,

*  Impotence due to diabetic neuropathy or anery blockage Impotence afflicts more than one
third of all men who have dlabctes
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DIAE

- Didbetes Aquzg African Americans

Today, ‘African Americans «.ompose 12% of the Umted States pepulanon
or more than 30 million people. :

e It 1s estimated. that more than 2 mlllmn Afncan Americans
have dxabetes

o African Americans are 1.6 times more likely to have
diabetes.
. Nearly 6% of African American men and nearly 8% of -

African American women have diabetes.
. Afncan Americans experience higher rates of at least

three of the serious complications of diabetes:

blindness, amputation and end stage renal disease (kidney
failure).

-9/93
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DIABETES FACTS

" Diabetes Among Native Americans

Today, there are more than 2 million Nature Amerlcans in the Umted
~ States, a 37% increase from 1980.

ES

° ‘It is esumated that in-excess of 47, 000 Natave Amerlcans
in the Umted Statcs have dxabctes

o One tribe, the Pimas of Arizona, have the highést rate of
diabetes in the world. About 50% of Pimas ages 35
years or older have diabetes. .

e ' Today, diabetcs has reached epidemic proportions among
* Native Americans. Complications from diabetes are
" major causes of death and health problems in most Native
: Amcncan populatlons

e  Early re’ports\by physicians working with Native
- Americans indicated that diabetes was rare. By the mid-
1980°s Native Americans were more than 10 times more
likely than the general population to develop diabetes.

e The serious complications of diabetes are increasing in
frequency among Native Americans. Of major concern
are increasing rates of kidney failures, amputations, and

blindness. More than 60% of the Arizona leas develop
dlabetes related kidney dnsease

10/93
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DIABETES FACTS

Diabetes Among Hispanics

There are more than 22 million Hispanics in the United States, an
increase from close to 15 million in 1980. Hispanics are the fastest
growing population in the country.

C . It is estimated that in excess of 1 million Hispanics i in the
United States have dlabctes :

. Approxlmately one in every 10 Hispanic adults has
o diabetes.

. Naarly 10% of both the Cuban American and Mex1can
- American populations have dlabetes :

A3

. Approximately one quarter of Mexican Americans and
Puerto Ricans’ between the ages of 45-74 have diabetes.

. Nearly 16% of Cuban Americans betwcen the ages of 45-74
have diabetes.

. Pépulation studies among Hispanic women with diabetes
show significantly higher death and comphcatlon rates
dunng pregnancy ’

° Cuban Amencans are one and a half times more hkely
than thc gcncrat pepulatton to have d!abctcs

¢ Both Mexican Americans and Puerto Rican Americans are

twice as likely as the general population to have diabetes.

2/94

A\ . American Diabetes Association.
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. Diabetes in Youth

Child'ren usually develop Vinsu!in-dependent (type I) diabeteys which
requires daily msulm uuect:ons and regular monitoring of blood sugar

levels.
o There are-about 1.7 cases of insulin-dependent (type I)
diabetes per 1 000 people under age 20 in the United
States . , .
o ‘There are more than 123,000 children and teénagers

with diabetes.in the United States today.

®  The risk of developmg msulm-dependent (type I) diabetes .
' is higher than virtually all other severe chronic diseases of
childhood.

e About 18 out of every 100,000 people under 20 years of
age will develop diabetes. Peak incidence is around 10 to
12 years old in girls and 12 to 14 years old in boys.

®  The symptoms for diabetes‘can.mimic the flu in children.
- ®  Insulin-dependent (type 1) diabetes tends to run in
: families. Brothers and sisters of children with insulin-
dependent (type 1) diabetes have about a 10% chance, or a
20-fold increased risk, of developing the disease.
®  The identical twin of a person with insulin-dependent (type

I) diabetes has at least 50 times the risk of developing
type I diabetes as a child in an unaffected family.

9/93

A, American Diabetes Association.
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DIABETES FACTS

~Diabetes in Seniors

Diabetes prevalence appears to increase with age. There are more than
31 million people, aged 65 years or older, in America.

e Of the nearly 14 million Americans with di,aiBetes, more
than 95% have non-insulin-dependent (type 1I) diabetes.

e People with non-insulin-dependent (type TI) diabetes often
develop the disease after age 30, but are not aware they
have diabetes. until treated for one of its serious
complications such as heart disease, stroke, blindness,
amputation or kidney disease.

. ® By ages 65 to.74, nearly 17% of the United States white
population, 25% of African Americans, and more thdn
33% of Hispanics have diabetes.

®  Studies indicate that diabetes is generally under reported.
on death certificates, particularly in the cases of older -
persons with multiple chronic conditions such as heart
disease and hypertension. Because of this, the toll of
diabetes 1s believed to be much higher than officially
reported.

- 9/93

A?-American Diabetes Assaciation.
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INDIAN HEALTH SERVICE
Diabetes Program

REQUEST: Ms. Sarah Hurwitz, with the White House, requested information on funding
allocation for diabetes program for American Indians and Alaska Natives from fiscal years 1993
through 1997.

'RESPONSE: The cost of care for diabetes and diabetes related complications among American

Indians and Alaska Natives is éxtremely high.. Most of these costs (e.g., hospitalization, foot care,
eye care, dental care, laboratory, etc.) are covered in the IHS clinical and contract health care

~ budgets, and it is not feasible to track separately the cost of diabetes treatment. However, the

Model Diabetes program funding is allocated separately, as provided in the table below. The IHS
allocated a total of $36,708,500 over the past S years to the 12 Area Offices (regional offices) for
the Model Diabetes program. The Model program allocations do pot include all costs associated
with diabetes prevention and treatment services. The following table shows the allocation by
fiscal years.

Fiscél Year | Recurring | Non-Recurring | Total Allocation
1993 $ 6,661,900 |$ 60,000 | $ 6,721,900
1994 6,783,000 100,000 6,883,000 |
1995 6,952,200 749,000 | 7,701,200
1996 7,701,200 -0- 7,701,200
1997 7,701,200 -0-| 7,701,200

Total: $ 35799,500 |$ 909,000 {$ 36,708,500

Background of the Model Diabetes Program: In recognition of the growing burden of diabetes in
American Indians and Alaska Natives, the National Commission on Diabetes recommended that
IHS develop a special diabetes program. In 1979, Congress authorized and funded the IHS -
Model Diabetes program. The program has grown from 5 model care diabetes programs in rural,
isolated Indian communities to a nationwide program of 19 model care diabetes programs in 23
sites and regional network of 12 area diabetes coordinators reaching patients, health providers in
the 176 THS, tribal and urban facilities, and leaders in over 500 Indian communities. Diabetes
control efforts in THS focus on primary, secondary and tertiary activities combining scientifically-
based standards of care with clinical implementation strategies. A unique surveillance system

" monitors the implementation of these preventive care practices.

1002
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DRAFT

EXPANDED DIABETES BENEFITS INCLUDED IN THE PRESIDENT SFY 98 BUDGE'I‘
PROPOSAL AND IN THE BALANCED BUDGET ACT OF 1997 ‘

o Exgansxon of coverage for diabetes outpatient ‘self-managernent training

Under ?nor law, Medicare covered outpatient diabetes self-mnaigement training in
hospital-based programs. The Balanced Budget Act expands Medicarg coverage of
outpatient se!f management training to non-hospital-based proararns eﬁ'ectwe 77 1/98

+

‘o Expansion of coverage for blogd glucose monitors and testing stnips

Under prior law, Medicare covered blood glucose monitors (including testing strips) for
insulin-dependent diabetics. The Balanced Budget Act expands coverage of blood
glucose monitors (including testing strips) to all diabetics, effective 7/1/98.

0 Reduction in payment for strips used with blood glucose monitors

Payment for durable medical equipment (including testing strips used with blood glicose
- monitors) is based on statutorily prescribed fee schedules. The fees for testing strips are
excessive when compared with retail prices and prices paid by the VA. . The Balanced
‘Budget Act reduces payment for this item by 10 percent, effective 1/1/98. The savings
from this reduction will partially offset the cost of expanding coverage of glucose . -
momtors and testing strips for non-msuhn-dependent dzabetxcs ‘

| ADDITIONAL PROVISION INCLUDED IN BALANCED BUDGET ACT OF 1997 (NOT IN
THE PRESIDENT’S FY 98 BUDGET PROPOSAL) o " L

0 * Establishment of Qutcome megsurcs and recommendations 1o Conores

The Balanced Budget Act also calls for the Department of Health and Human Services to
establish outcome measures for evaluating improvements in the health status of Medicare
beneficiaries with diabetes, and to periodically submit recommendations to Congress on
modifications to coverage of services for diabetics. :
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NOTES ON COVERAGE OF DIABETES-RELATED SERVICES 4/01/97
What we cover:
Diabetes-specific:
s eyeexams$

o no nanonal policy but BPD encourages carriers to cover (based on model pohcy
.developed by carrier medxcal directors)

0 coded as “evaluation & management “ or “eye exam” (considered diagnostic)

° foot care for patients under doctor’s care for a“systemic condmon 1ncludmg d1abetes
(manual section being revised, criteria tlg,htened) : , : o

. therapeutic shoes (one pair per year)}

(o} demo mandated by Congress, savings results mconcluswe but coverage extended
beyond demo anyway, as of 5/01/93

. ;self-management training in haspztal OPD’s — mon~ tx G masd -9 o-}f}\m,(

c;m-\-@wﬁ‘r‘

* blood glucose monitors and testmc strips for 1nsulm-dependent diabetics "j 5
—~ o 2xQodad da odd Iabekd o

o

Not diabetes-specific:

° other medlcally necessary diagnostic and treatment items and services (hospxtahzanon
physician services, DME, laboratcry tests, etc.)

What we don’t cover:

«  insulinor drugs (self-adrmmstered) ‘ o V_ .
o ‘insulin pumps . S ' : ' .
° routine screening exams and procedures absent a diagnosis or sign of p0551ble d;sease

TOTAL P.@3
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Department of Health and Human Services
National Institutes of Health

DIABETES FUNDING - Fiscal Years 1994 - 1998"
1994 . 1995 1996 - 1997 . 1998
Actual Actual Actual " Estimate House Level

National Institute of Diabetes and ) : .

and Digestive and Kidney Disea’ses‘mm $191,409.000 $183,597,000 - $197.542,000 $209,100,000 229,000,000
Natipnal Cancer instilute........... e, 1,279,000 : 1-.070,000 938,000 981,000 . 1,050,000
National Heart, Lung and , : ' , _

Blood Institute.....o..ooooooooieeiiiiii 19,779,000 20,393,000 21,010,000 22,275,000 23,500,000
National Institute of Dental Research.._.... ' 2505000 . 2,577,000 2,395,000 2,568,000 2,721,000
National Institute of Neurological ' . , . - .

Disorders and Stroke....... e o : 5,717,000 4,535,000 - 3,793,000 3,972,000 4,150,000 -
National Institute of Allergy and : ' o P ST 4

%nfgcﬁous Giseases.....cenen, TR '4‘§98(0Q0 <. 4,737,000 - 5,545,000 © 5,767,000 5,766,000
National Institute ¢f Gereral L : e o

Medical SCiences. ..o, 1,704,000 1,762,000 1,850,000 1,955,000 2,065,000
National Institute of Child Health - - : ..

and Human Devélepment.............. 12,328,000 12,631,000 13,373,000 14,200,000 15,000,000
Nauonal Eye InStitute....co.cvrr B 22605000 22,001,000 - - 21,509,000 22855000 . 24,327,000
National Institute of Envsronmgntai ‘ o ;

Health Sciences............ aeveeeneneneae SOV 415,000 318,000 358,000 374,000 387,000
National Institute on Agmg 6,666,000 - 6,652,000 7,598,000 - 7.830,000 8,070,000
National Institute of Mental Health............ 2,036,000 1,230,000 1,668,000 1,801,000 11,830,000
Nationa! Institute on Alcohol Abuse : : S . o
- and A!coholnsm....‘._, .................... S 329,000 32000 - ¢ ... -0 . o.. . 0 ..
National Centerfor ' ' S o s ’ i L . ' S .

Research Resources...,:;.......;....;;.....-....t - 18577000 | - 19, 501000' 17,952,000 19,044,000 -'19,698,000 . =

nal In: tltuie for Nursmg Research 1, 130 000 1,2?‘6 000 - R
Naﬂonal Human Genorne . : _ . \a S T

Researd'\lnstltute ........ ereerenaes ....... A 2,181,000 - E 2,603,000 ) 2,671'.000 y

Fogarty Internat:onal Center........... i 56,000 [ 0 0" 0
Total, NIH................. R 293,615,000 295,185,000 298,920,000 316,292,000 341,374,000
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