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Key Questions,

« What are the “benchmarks’ against which your compliance
program should be evaluated?

 Why evaluate your program?

e Who should evaluate it?

* How do you perform a meaningful evaluation?

o What substantive and procedural areas should be covered?
e What isthe “deliverable,” or work product?

 What are the keys to a successful evaluation?

 How long should it take?’How much should it cost?
 How freguently should it be done?
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Why Evaluate Y our Program?

 |sit effective In preventing and detecting
violations of law?

— Should priorities change?
— Are all key elements working well?

 |syour program sufficiently comprehensive
to avoid imposition of aCIA?
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How Do You Perform A Meaningful
Evaluation? (Continued)

e Interviews
— CCOJ/chair of compliance committee
— Legal/other senior management
— CFO/other finance staff
— CIO (HIPAA)
— IRB/research director
— Internal audit/hotline coordinator
— Radiation safety/environmental/occupational

ShawPittman ue




What Substantive and Procedural
Areas Should Be Covered?

Review/updating of plan and priorities
Educational efforts

e Audit activities

Hotline functioning and results

Disciplinary mechanisms and results
Effectiveness of excluded persons screening
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What Substantive and Procedural
Areas Should Be Covered?
(Continued)

* Reporting relationships
— Theory
— Practice
— Effectiveness

e Document retention

e Adequacy/organization of overall documentation of
program

ShawPittman ue




What isthe “Deliverable,” or Work
Product?

* Privileged report to CCO, legal

o Description of scope, process

e Synopsisof interviews

» Recommendations for remedial action
 |ncorporating comments on draft report

* Presentation to senior management,
compliance/audit committee
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