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Common Themes

« Shortage of well-trained physician-scientists
dedicated to careers in clinical research

« Majority of US Investigators learn their role
through informal or "on-the-job" training

— reliance on sponsor instruction and feedback
(what to do and how well it was done)

— approach IRB approval as a challenge to be
overcome

* “The most unpredictable and influential
variable is the individual scientist’-|IOM




Learning Organizations and
Accountabillity
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Mental Model
Shared Vision
Team Learning
Systems Thinking

Senge, Peter The Fifth Discipline, The Art of the
Learning Organization 1990 Doubleday Publishing




* Accountability-based design system
— Roles are clearly defined

— EXxpectations for the role are specified in detail so
that performance can be measured

— No difference between paper process and what is
actually done




Our system
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Findings
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awareness and culture of compliance

» Success of clinical research depends on well
coordinated, skilled, knowledgeable team

* Depends on everyone knowing and
understanding role and having skills to
achieve expectations (KSA)

* Not every clinical trial should be done




