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1. 1.  Risk Probability  
2.   

      Low
   
      Moderate
   
      High
       

1. 2.  Risk Severity 
2.  

       Low
   
       Moderate  
 
       High
 
       

  PROBABLILITY    

   LOW MODERATE HIGH  RISK LEVEL 

S
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R
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 HIGH 2 1 1  1 = High Risk 

MODERATE 3 2 1  2 = 
Moderate 

Risk 

LOW 3 3 2  3 = Low Risk 
 

  
3. Risk Level 
 

     Low Risk      Moderate Risk      High Risk   

      
 

4.  Required Validation Type 
 

    Minor       Partial       Full / New System     COTS System 

 
 

5.  Comments 
 

 

6.  Validation Plan: 
 

 
 

 

N/A 

DELIVERABLE 

VALIDATION TYPE  

JUSTIFICATION FOR REMOVING DELIVERABLE 
FROM VALIDATION PLAN 
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Requirements Phase 

 
User Requirements and Functional Specifications 

User Requirements Section (URFS) 
  X 

  
 

Software Validation Traceability Matrix (TM)   X    

Combined Form (CF) (Requirements Section)  X     

Software Qualification Protocol (SQP)    X   

Design Phase 

User Requirements and Functional Specifications 
Functional Design Section (URDS) 

  X 
  

 

Technical Specifications (TS)   X    

Combined Form (CF) (Design Section)  X     

Software Qualification Protocol (SQP)    X   

Development Phase 

Unit Test Report (UTR) X  X    

System Acceptance Testing Phase 

System Acceptance Testing Protocol (SATP)   X    

System Acceptance Testing Report (SATR)   X    

User Acceptance Testing Phase 

User Acceptance Testing Protocol (UATP)   X    

User Acceptance Testing Report (UATR)   X    

Combined Form (CF) (Acceptance Testing 
Section) 

 X  
  

 

Software Qualification Protocol (SQP)    X   

Software Qualification Report (SQR)    X   

REVIEW AND APPROVAL 

JOB FUNCTION PRINTED NAME SIGNATURE DATE 

 IT Risk Assessor 
See C00170711  

in PLM for Approval 
See C00170711  

in PLM for Approval 
See C00170711  

in PLM for Approval 
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