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An Island No More:
The Academic Medical Center
and the Institutional Compliance Program
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Associate VP for Compliance and Ethics
and Associate General Counsel
Georgetown University
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Zen and the Art of Compliance

True Organizational
Enlightenment =

That state of nirvana
known as a

deeply ingrained and
pervasive culture

of compliance .
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The ‘Old School’: Distinct Units and Cultures

Staff and Administration

Students

Arts and Social Sciences Faculty

Academic Departments

Professional School Faculty

Non-Medical Science Faculty

Medical Center Basic Scientists

Clinicians

Other (e.g. Athletics, International Campuses, etc.)
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“Megatrends”

"We must now adjust to
living In a world of
Interdependent communities."

John Naisbitt, Megatrends, 1980

www.hcca-info.org | 888-580-8373



Mega(?) Trends at Universities (and AMCs) Today

Individualism > Collaboration

Specialization :> Interdisciplinary
teamwork

Departments :> Centers
Silos > Networks
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AMC Associations--AAMC

“much of the discontent heard in academic medicine Is a
direct expression of the dislocation we are experiencing in
trying to move from a culture focused on autonomy,
competition, and individual achievement to one that values
collaboration, shared accountability, and team performance.”

AAMC President Darrell Kirch, M.D. , November 2007
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AMC Associations--AAHC

“In the years ahead, a continuing horizontalization and

consolidation of the academic health center enterprise

throughout its mission and management areas will be
apparent....These changes are essential to ensure
accountability at higher levels of authority as well as
buy-in from faculty and staff, who must adapt to new

rules that involve more interdisciplinary collaboration

and institutional team play.”

AAHC President and CEO, Steven Wartman, M.D.,
Ph.D., “The Academic Health Center: Evolving
Organizational Models,” 2007
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Research Funding Trends

 NIH Roadmap

— “Iincubator” for programs with “cross-cutting relevance and/or
complexity”

— Designed to “stimulate interdisciplinary research teams”
— Increase the number of clinician scientists

— Enhance the participation of “communities of clinicians” in clinical
research

e ‘Translational’ Research
— “Bench to Bedside”

— More collaboration between Basic Science and Clinical
Research

— CTSA as the new “Gold Standard” award
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Clinical Trends

e More Personalized, Predictive and Preventative

e Transition to “Systems Medicine”

— More holistic than the traditional “reductionist” approach.

* looks at independent but interconnected components of the systems
in which health problems occur.

— Uses lots of data and mathematical and statistical modeling.

* “interactive inter-disciplinary scientific culture” that includes experts
in engineering, physics, mathematics and computer science as well
as biochemists, cell biologists and physiologists.

Source: Institute for Systems Biology (www.systemsbiology.org)
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Education and Training Trends

More inter-departmental (e.g., bioinformatics), inter-
school and inter-institutional programs.

More non-traditional disciplines (e.g., bioterrorism) and
teaching outside of discipline.

More practical training.

Distance learning and globalization.
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Challenges for Universities

Manage the interaction of distinct, but increasingly
Interdependent groups that may have very different
cultures.

Find and highlight commonalities to build a common
culture.

Minimize duplication and overlaps for greater efficiency.
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Many New Compliance Issues - Lots of Old Tools
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A Few University-wide Issues

Research Compliance

— Grant/Contract compliance (financial, accounting, etc.)
— IRB, Animals, Radiation, Biosafety, etc.

Conflicts of Interest

Financial (stewardship, financial controls, etc.)
Community Safety/Security
Employment/HR

Information Security/Confidentiality
Privacy

Immigration/Visas/International

www.hcca-info.org | 888-580-8373

13



Coordination of Institutional and AMC Compliance

Coordinate without centralizing or micromanaging.

Take advantage of specialized compliance expertise but
avoid compartmentalization, duplication and
Inconsistency.

Systematic, proactive approach with good
communication and information sharing.
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Key Components of an Integrated Institutional Syste m

Institutional compliance support groups

— Functional (cross-organizational) and organizational (cross-
functional) representation

A chart or matrix

— defines “go-to” offices and individuals for compliance areas and
organizational “roll-up.”

Institutional Code of Conduct/Ethics

Support from Institutional Compliance Office
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Nirvana

Community In Diversity

Shared Culture of Compliance
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