Standard Operating Procedure VAL 185
Title: Guidance for the use of Risk Assessment in Validation

Figure 1: Risk Classification
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Severity = Impact on Patient Safety and Product Quality.

Probabilitv = Likelv hood of Hazard occurrence

Figure 2: Risk Priority
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Detectability = Likelihood that the fault will be noted before harm
occurs.

Risk Priority = Risk Class X Detectability
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Figure 3: Validation and Verification Decision Tree
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Q1. Does this step involve
a hazard of sufficient

Figure 4: Validation - Critical Control Point Decision Tree
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control?
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Q2. DoEs a control exist at
this step to eliminate or
reduce the hazard to
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acceptable levels?

Q3. Ts the control at this
step necessary for

product quality / patient
safety?
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Q.4 Ts this step specifically
designed to eliminate or
reduce the hazard to an

acceptable level?
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Q5. Does a control exist at
a subsequent step(s)?
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Modify step or
subsequent step to add
appropriate controls.
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POINT
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Identify the subsequent
step(s) and controls at
each step(s).

Qp Is this the fast step to
eliminate or reduce the
hazard to acceptable
level?
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