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A Simple Framework

• Set Scope.
• Determine Approach.
• Execute the Assessment.
• Develop Mitigation Plan.
• Monitor.
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Set Scope

Financial

Geo-Political

Environmental

Regulatory

Strategic

Reputational

Technology

Clinical

RiskRisk
DriversDrivers
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Determine Approach

Structure
• Trial/Grant
• Departmental
• Process
• Topic

Tools
• Checklists
• 1-1 interviews
• Group interview
• Electronic data 

gathering/interviews
• What If exercises
• Scenario modeling
• Hazard Assessment
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Determine Approach

• Probability
 High, Medium, Low
 Imminent, Probable, Possible, Unlikely
 Scary, Unfortunate, Who Cares

• Impact
 High, Medium, Low
 Multivariate 

• Financial, Clinical, Reputational, Political
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Determine Approach: Targeting

• Administration
• Researchers
• Vendors
• Partners
• Participants
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Execute- General or Program Specific
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Execute: Electronic Interviews 
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Execute: Electronic Scoreboards
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Execute: Assessing Emergent Risk

Integrated end to end management of issues, 
events, incidents and matters.

Communications

Centralized Database

Agency

Investigations

Education

Audits
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Talking to Management About RA
Say it with pictures

 What is the progress of our 
assessments?

 What are we assessing and 
how?

 What are the business risk to 
our strategies, finances and 
organization?
What are the compliance 
issues?

 What are our significant risks, 
scenarios or risk events?
How significant are these risks 
and what is the impact? 

 How should we manage these 
risks?

 How should we monitor these 
risks

Charts Sources: MediRegs and Chief Security Officers.com
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Rules of the Road

• Keep it practical but exhaustive
• Be realistic, not idealistic. Look at what actually 

occurs and exists in the workplace and, in 
particular, include non-routine operations.

• Identify who is at risk. Include all workers, including 
visitors, contractors and the public.

• Start with the simple methods, use more systematic 
methods as necessary.

• Document and have an audit trail


