
A.  Create record with assigned 
control number.
B.  Document and track tasks and 
communica�ons as staff 
.members, outside organiza�ons 
or other resources engage in 
process.
C.  Monitor ac�vi�es 
con�nuously:
      I.  Check performance to 
deadlines.
      ii.  Follow up on lagging tasks.
      iii.  Review risk assessment.
      iv.  Request addi�onal 
authoriza�ons and/or resources.
D.  Analyze CAPA data, measure 
KPI’s and communicate findings.
E.  Repeat as necessary.

1.  Recognize the 
discrepancy.

5.  Verify effec�venss of 
preventa�ve ac�on.

4.  Ini�ate preventa�ve 
ac�on.

3.  Launch inves�ga�on.

2.  Issue correc�ve  
ac�ons.

Non-Conformance
Phase 1

Correc�ve Ac�on
Phase 2

Root Cause (5 Why’s)
Phase 3

Preventa�ve Ac�on
Phase 4

Verifica�on
Phase 5
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