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OBJECTIVES

Why conduct risk
assessments?

+ Key component of an
effective Healthcare
Compliance program

* Enables identification
& prioritization of risks

*  Supports resourcing
and decision making

Communicating
with stakeholders

Everyone plays a role
in managing risk

Initiate conversations
about risk throughout
organization

Incorporate input from
many business units

Summarize risk
exposure to
leadership

Best practices

 Use a consistent,
flexible methodology

 Consider:
* Transfers of value
and information
* Impact, Likelihood,

Control

* Product-specific
risk

* Auditing /

monitoring history
* Budget allocation
» Enforcement trends

Risk mitigation

Align future
compliance plan to
high risk areas

Create feedback loop
with business
stakeholders

Identify areas for
training, policy, or
procedure
development

Establish auditing and
monitoring plan to
mitigate risk
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KEY TAKEAWAYS

Always start with the “why” — do not assume everyone
understands risk assessments or what to expect from them.

There is no one-size-fits-all approach. Each organization’s
process should evolve with time and experience.

Resist the urge to do everything at once. Prioritization is key
to meeting timelines and gaining traction.

Expect your risk assessment to identify gaps, process
improvements, and areas to audit and monitor.
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QUESTIONS TO CONSIDER

* Why does risk matter? Why do we need risk assessments?

* How do you explain the importance of a risk assessments to business stakeholders?

« How do you differentiate the risk assessment process between US and Global affiliates?
« How do you simplify the risk assessment process to achieve business buy-in?

« How do you position risk management as a core business function?

« Which departments / personnel should weigh in on the risk assessment?

« Can you summarize your risk assessment process? What information do you consider?
« Post-assessment, how do you handle risk mitigation?

« How do you react if a risk becomes reality?

* How do you handle the ad-hoc risks that occur between assessments?

* How do you incorporate potential future risk areas into a risk assessment?
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