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Conclusions:
— The four charities fund a large number of research projects every year, yet none
of them target a specifically defined type 1 cure

— Applying a broad-based funding approach has not resulted in a cure for type 1,
nor is a cure in sight

— The process by which charities fund type 1 cure research has been ineffective
and has resulted in very few human clinical trials that have the potential to deliv-
er a Practical Cure

— We believe that a far more effective cure development strategy would be to ag-
gressively pursue a limited number of promising research opportunities that
have the potential to deliver a defined cure outcome

Our Mission:

To direct donor contributions to the charitable organizations that most
effectively fund research with the goal of delivering a type 1 Practical Cure
by 2025.

The JDCA and its employees seek to maintain independence from organizations covered in its research
reports. The JDCA and its employees are free from conflicts of interest, receive no compensation from
the organizations discussed in its reports, and seek to avoid any relationships with any organizations that
could influence its objectivity and independence. Please see Analyst Certification and Other Disclosures
at the end of this report
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In recent reports we estimated that generous donor contributions to the four major type 1 diabetes (type 1) chari-
ties totaled $370 million in 2011, but that only 21%, or two of every ten dollars raised, was allocated to type 1 cure
research grants.! The remaining dollars (79% of the total) were allocated to non-cure research grants, including type
2 research; non-research activities such as education/information/awareness/advocacy; and overhead. This report
examines the organizations’ approach to funding type 1 cure research and proposes an alternative strategy that

could accelerate the development of a type 1 cure.

The charities’ approach to developing a type 1 cure is to pursue a large number of projects across a range of re-
search categories, an approach that can be characterized as broad and shallow. The application of a broad strategy
indicates that the organizations direct funding without clearly defined goals. Funding a wide range of projects, in-
cluding those with no potential to deliver a type 1 cure, diverts resources from those projects deemed to have the

highest cure potential, thus diminishing the chances of achieving a type 1 cure.

The pursuit of so many projects spreads resources thin by parceling funds into numerous small grants that cannot
sufficiently support the intense research necessary to deliver a cure. Funding requirements for many pre-clinical
trials can easily be in the hundreds of thousands of dollars. Conducting Phase | or Phase Il human clinical trials re-
quires millions of dollars. In contrast, many of the charitable foundations’ grants provide funding of $50,000 or less.
For example, the ADA awarded 59 research grants (21% of its total) of less than $50,000 each in 2010.2

The following table lists the charity, the number of research grants it funded in 2011, and its dollar allocations to
research grants. Research grants include three areas: cure, glucose control, and complications. Donors should also
bear in mind that JDRF and the DRIF are dedicated solely to type 1 whereas the ADA and Joslin have a dual-focus on
both type 1 and type 2.

Number of Research Grants Research Grants (millions)
JDRF 459 S116
ADA 276 S33
DRIF 35 S7
Total 770 $156
Sources:

JDRF research grant number from the Diabetes Journal article on the “Juvenile Diabetes Research Foundation.”?
The dollar amount is from 2011 financial statements.

ADA number of research grants is a JDCA estimate and is estimated to be flat with 2010. Research Grant dollar
amount is from 2011 financial statements.

DRIF number of projects is a JDCA estimate and Research Grant dollar amount is from 2011 financial statements.
Joslin is excluded from the table because the number of research projects is not available. However, Joslin spent
$31 million on Research Grants in 2011, bringing the total Research Grant allocation for the four organizations

to $187 million.*
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Funding large numbers of new research grants annually is a practice that has been in place for the past several
years, and for possibly far longer. We estimate that over 2,000 separate research grants were funded by the three
organizations over the five years 2007-11.° The total number of research projects funded prior to the peak of the
2008 financial crisis was significantly higher than in the latest year. This funding philosophy would suggest that in-
creased donor contributions would be applied to a greater number of projects rather than to deepening the focus

on the most promising opportunities.

The 2011 estimated total of 770 grants by the three organizations (JDRF, ADA, and DRIF) is a very large number. On
the surface, funding a substantial number of research grants appears impressive. However, the majority of these
grants fund small or unrelated projects, are basic or exploratory in nature, or do not target a specific cure outcome.

Such a funding strategy has been an ineffective approach to curing type 1 for the following reasons:

— The process of funding thousands of research projects over a forty year period has not resulted in a
cure for type 1, nor is any cure in sight

— Funding a wide range of projects that may include basic or exploratory research has resulted in very
few human clinical trials that could potentially deliver a Practical Cure. Only five human clinical trials

out of over 300 that are underway have the potential to deliver a Practical Cure.

— No clear goals have been established with respect to defining a cure or adopting a cure-by date for
type 1. These are fundamental to the development of a type 1 cure.

— Total available resources are spread thin over a broad range of projects, thereby diverting funding from

the projects deemed to have the best potential to deliver a cure

If the current process of funding type 1 cure research is ineffective, is there a better alternative?

A narrow and deep funding strategy that pursues fewer and better funded research programs could concentrate
resources on the most promising cure opportunities. We believe that a Practical Cure will derive from over-
whelming, urgent, and persistent support for a select group of research projects which have the potential to meet
clearly defined goals. Pursuing a narrow and deep approach is particularly relevant to the development of a Practi-
cal Cure for type 1 because the complexity of the challenge and the length of time required to deliver a cure require
a very focused research effort. Combining clear end goals with a targeted strategy maximizes the chances for cure

development. Such an approach would:

Focus on projects that target specific cure-related goals, including a cure definition and a cure-by date
Ensure that the most promising projects are aggressively pursued
Adequately fund projects that have potential to deliver a Practical Cure

Accelerate the timeline to delivering tangible cure results

A

Avoid potential duplication of research efforts
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Notable examples of very focused strategies that met ambitious goals and objectives include the following:

— In 1997 Apple was an unfocused company that produced many products and generated poor operating
results. During that year, under the leadership of Steve Jobs, a program was initiated that resulted in a 70%
reduction in the number of products and focused the company on just four key product areas. With a nar-
row focus, the company has since excelled in sales and profit growth and is now the world’s most valuable
company.®

— In 1961 President Kennedy set the goal of landing a man on the moon before the end of the decade.
Given this clearly defined goal and the relatively short time table, NASA succeeded at landing men on
the moon in 1969, and repeated its success with five subsequent manned moon landings. For the forty
years since then, NASA has not had such clarity of mission. During this time frame hundreds of billions
of dollars have been spent on space programs, yet NASA has not accomplished anything close to the

universally acknowledged momentousness of putting a man on the moon in 1969.”

— Throughout the 1950s-60s many companies researched a wide range of potential cholesterol lowering
agents (statins). In 1971, after reviewing the field of research, Dr. Akira Endo focused his time and effort
on fungi as a high potential source for cholesterol-lowering agents. After obtaining mixed results from
one substance, Endo maintained his focus on fungi and discovered another agent that produced superi-
or results. Continued success in statin development then attracted the interest of Merck, which eventu-
ally obtained U.S. FDA approval for the first commercial statin in 1987. This was the beginning of what

became an annual multi-billion global market that includes drugs such as Lipitor.8

Summary/Conclusion

The major type 1 charities’ approach to funding type 1 cure research has been ineffective in delivering a type 1 cure.
The organizations fund a large number of research projects every year, however, many of these grants are unrelat-
ed and relatively small in size. They often support basic, exploratory, or idealized research that does not target spe-
cific cure goals. In fact, none of the charities have even adopted a definition of a cure. As a result, after forty years

of research, no Practical Cure for type 1 is on the horizon.

The JDCA believes that a far more effective cure development effort would:
— Define a cure, such as the Practical Cure definition set forth by the JDCA?
— Set a cure-by date, which imparts a greater sense of urgency to cure development
— Narrow the focus of cure research to projects that have the potential to deliver the defined cure by the
target date
— Aggressively pursue and adequately fund research that has the potential to achieve specific cure out-

comes within a time frame that is relevant to individuals that are living with type 1
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