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Communication, after all, is the tool you use every day to build your closest relationships, and experts (as well as common sense) 
tell us that the right words, spoken in the right way, can work wonders on even the testiest interactions. So what is the problem? 

Most of us think we’re good communicators, but research shows we’re surprisingly unskilled at it. According to ground-breaking 
work in the field of neuroscience, however, it’s easy to retrain ourselves to speak and listen in a way that stimulates sympathy and trust 
in the other person’s brain in a matter of seconds.
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For more than 50 years, the drug development process has been subject to processes for oversight and regulation that are well 
intended, but cumbersome, expensive and ineffective. Regulatory agencies do not have, nor will they ever have, the financial and 

human resources to fulfill their responsibilities. Ethical review and over-sight are considered an impediment innovation not only 
by investigators, but by the oversight offices and review committees themselves. Application of systems thinking, human factors 
research and safety engineering principles afford many innovative solutions, but without systemic change in the highly fragmented 
and dysfunctional ecosystem, their realization is impossible. In this presentation, Greg Koski, former director of the US Office for 
Human Research Protections and current CEO of the Alliance for Clinical Research Excellence and Safety illustrates, and discusses 
what the future holds for true regulatory and ethical innovation and outlines the pathway to fulfillment through regulatory science, 
systems engineering, real-time statistical analytics of “big data” through high-performance computing and the creation of a shared, 
interoperable informatics infrastructure within a federated trust-framework for identity management and secure digital work-flow 
processes.
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