« Investigations in humans which define the biology of
disease and provide the scientific foundation for
development of new or improved therapies for human
disease




The heart of translational research resides in
Phase | trials where novel treatments are tested
for feasibility and toxicity in preparation
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STRUCTURAL REFORM IN ACADEMIC MEDICAL
CENTERS: THE SCENE IN BIG PHARMA

+ Substantial resources , focused mission

* Division of talent — high end basic research
with weaker clinical research expertise

+ No primary access to patients, but resources
for scale and proprietary compounds

+ Physical and intellectual segregation of basic
and human pharmacolagy

» Secular pressures to move to phase 3 at
expense of dose finding and mechanistic

STRUCTURAL REFORM IN ACADEMIC MEDICAL
CENTERS: THE SCENE IN AMCs

« Talented physician scientists in one focal
location

= Access to patients

= Resource limited ; no incentives for
herding the cats

» Poor infrastructure for scale, unfocussed
mission and consequent delay in process




ITMAT OBJECTIVES

To integrate infrastructural and educational
resources relevant to translational
research
To increase the number of investigators
skilled in translational research

To identify and reduce the barriers which

A THREAT AND A PROMISE
THE CLINICAL AND TRANSLATIONAL SCIENCE
AWARD

Bid for up to $6M/yr incremental total
costs — fund 3-6 from ~36

Increment comes from closing GCRCs

Heavily reliant on institutional investment

Joint proposal from Penn, CHOP, Wl and
USP -9/ 12 schools from Penn

« Programmatic consideration for 4.5
months, then structure, then budget
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The initial foray into this arena will be a two-
semester course on Kinetic and Pharmacometric Approaches to
Translational Research. |
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VIEWS OF THE FUTURE FROM THE LESSONS OF
THE PAST

Shifting coalitions of the willing to address
discrete therapeutic opportunities

"l would not say that the future is necessarily less
predictable than the past. | think the past was not
predictable when it started.”

D. Rumsfeld




