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Protocol Plan Detail Sign / Date 

Validation Project No. 

Validation Type Vessel  Line  Line Start: 
Line End: 

Vessel or Line ID: Area 
(circle)

2A  /  2D  /  2F  / 3A  /  3E 

Vessel Working 
Volume Range 

Validation Type: 
Re-Validation  Initial  

Previous Validation Project Reference 

Minimum Number of 
Trials Empty 1  /  2  /  3  or  Specify 

Minimum Number of 
Trials Filled 

Total: 1  /  2  /  3  or  Specify 
Min. Filled SIP Volume No. Trials 

Max. Filled SIP Volume No. Trials 

Vessel Under DoA 
Control Yes  No  

Vessel SIP SOP 
Reference 

Vessel SIP Full Cycle 
Time (min) 

Empty 

Filled 

SIP Trial Evaluation 
Time (min) 

Empty Half-Cycle  Full-Cycle 

Filled Full -Cycle  Other  

Justification for Time Modification 

Approval of the Validation Plan Execution Name Sign / Date 
Initiated By: 
(Validation Engineer) 
Reviewed By: 
(Validation Supervisor or Delegate) 
Approved By: 
(Quality Manager/ QA Manager or Delegate) 

Note: This form may be reproduced in an electronic format. The authorization section of this form is located on a separate page to 
permit the reproduction of this form (with fields entered) electronically. 

https://www.gmpsop.com/
https://www.gmpsop.com/
https://www.gmpsop.com/sample/VAL-225-Procedure-for-Performing-Steam-in-Place-SIP-Validation-sample.pdf

