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Objectives

. Learn about an approach to indentify risk based activities
occurring in your organization

. Provide a roadmap for integrating your organizations risk based
activities into your compliance program

. Identify 5 key factors to evaluating your risk based compliance
program

SOCIETY OF GORPORATE < o %
CoMPLIANGE AnD Eraics 5CEI;, www.corporatecompliance.org | +1 952 933 4977 or 888 277 4977 2
e




University of California

* 10 campuses across California

20 billion revenue
— 4 billion research
* 5 Medical Centers
* 3 National Labs (1 subsidiary, 2 JV)

e Agriculture and Research — across California/ 4H and other
community programs

* 100,000+ employees
e 200,000+ students
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Compliance Matters Impacting Principal Investigators
And Relevant Regulatory/Oversight Bodies*

Research
Administration

« Effort Reporting
« Grant Closeout
« Fiscal

« Federal Policies
Institutional Review *« Human & Animal

Board

Institution Animal Care
and Use Committee
(IACUC)

Environmental Health &
Safety

HIPAA/GLB Privacy and

Security Regulations « Compensation

« Sexual Harassr
« Discrimination

DEA Licensure

« IP Licensing
Internal Revenue
Service

Office of Civil Rights
(Title IX, ADA)

ERISA
*Including but not limited to the matters listed
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Conflicts of Interest

Department of Health &
Human Services

Centers for
Medicare/Medicaid

National Science
Foundation

National Institutes of
Health

Sponsoring
Organizations

Fair Political Practices
Act

Learn about an approach to identify risk based acti
organization

vities occurring in your

e Compliance functions occur in different silos
— Campus fragmentation
— Systemwide fragmentation
— No designated compliance individuals

» Systemwide focus on compliance

* New Compliance Officer position
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Approach (tool)

» Interviewed key leadership for highest priority risk areas

— Identified four priority compliance areas:
* research
 contracts and grants
 conflicts of interest
« executive compensation

» Focused on identifying, at each campus, key existing compliance
elements for the selected programs:

responsible person(s)

policies and procedures

education

auditing and monitoring
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Considerations

* New to organization
e Culture
— Individual campuses
— System
— Political
— Enforcement agencies
» Leadership transition
* Knowledge and understanding level

* Resources available

Key Points
» Communicate, communicate, communicate
» Integration of financial and non-financial compliance systems
e Future trends — e-systems
— Coordinating legacy information systems
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University of California
UC FEthics and Compliance Program Infrastructure (pr oposed)

System and Cam
Academic Co

UC Program Priorities 2008 -2009

Anti-kickback/ Equal Employment Grants and Contracts Human Subjects Conflicts of

Sponsorship Laws Opportunity Rules Protection Interest

Anti-trust/ Affirmative Action Animal Research HIPAA Privacy Compensation

Competition Laws Sexual Harassment : o (IRS)

Pricing & Environmental Health & Good Clinical/Lab

Reimbursement Gender Safety Practices (GCP) Information
Discrimination . Security

Promotional Activities Import/Export Controls DEA Licensure
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Provide a roadmap for integrating your organization ’s risk-based activities into your
compliance program

» Connecting the dots
» Leadership
» Communication

» Ongoing

[P SOGIETY OF GORPORATE 4 ary
— CCEP, www.corporatecompliance.org | +1 952 933 4977 or 888 277 4977
s/

'y CoMPLIANCE AND ETHICS \Mw 11
Observations and Key Points
e Culture
— Function
— Campus
— System
* Understanding of compliance risk efforts
» Resource/dollar constraints
» Best practices/good work
» Competing initiatives — campus, system
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Identify 5 key factors to evaluating your risk base d compliance program

» Dedicated resources
» Coverage of risk areas — enterprise wide
» Direct and regular communication with top campus leaders

e Knowledge and awareness

— Measure through surveys, interviews, pre/post training

» System for tracking follow-up actions
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Summary Observations

» Success depends not only on Board direction but also Board’s continued
involvement

. C;ol(rT1pIiance program must be flexible enough to address ever-changing
risks

» Continuing challenge — accountability in an academic setting
— Equity considerations in addressing faculty and staff compliance
» Periodic review of program against other university “industry leaders”
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