Fact Sheet

Risk Assessment
& Management

Intelligent risk management tools
you'll love because they make
your job so much easier.

OPRA-RAM: smart software for better risk management

As simple to use as a spreadsheet, but much more powerful. Why? Because it's
built around your processes and does all the hard work for you. The outcome?
Better data quality, decision making, and efficiency resulting in safer patients
and happier users. Always be audit and inspection ready with OPRA RAM.
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Benefits
« Up and running in minutes P
o )

« Control all your important risks &
« Show real-time, up-to-date data — = - e
- Share risk information with everyone , i i i i i i = : G -
« Assign actions and follow-up . '
- Drive efficiency and target your biggest

issues « Accelerate your review process
*  Build confidence and collaboration « Justify your risk decisions and actions

« Link critical factors with risks and
controls

« Create study specific risk scoring models
« Display your data, your way

« One-click reporting

« Always audit and inspection ready
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Features

Whether you're a Sponsor or CRO; whether you're a Clinical Trial Manager
running 10 studies, or a CRA needing to record a new Site risk; whatever your
role in clinical trial management, you'll love OPRA RAM because its
‘spreadsheet easy’, but much better.

+ Identify and capture data and « Securely share information with
processes critical to quality internal and external users and

_ . stakeholders
+ Create and import risk and control

libraries « Timestamped reports

« User configurable risk scoring * Full audit trail including history of
model based on Impact, who entered or changed data and
Likelihood, and Detectability when

+ Ability to sort and filter
risks by score, study, - prler g
functional owners, Pk e e 1512
controls, etc. ! P e

-+ Document why decisions |

Canegery: Ceagn Complasty .mh1m1h-dnbw:ﬂmm

and actions were taken
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+ 0Ongoing risk
identification, review, and
reporting
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«  Communicate risk
control and ownership
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+ Easyto add new risks as
the study progresses
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