Deviation Report


Principal Investigator:      
Study Title:      
Project ID:      
Subject(s) ID:      
Date of Report:      
Brief Description of Deviation (ex. Missing Lab Values):      
Date of Deviation(s) (In some cases a range of dates is acceptable):      
Date Deviation Identified:      
1. Deviation Classification:

 FORMCHECKBOX 
  FORMCHECKBOX 
 Safety Violation

 FORMCHECKBOX 
  FORMCHECKBOX 
 Non-Significant Deviation

 FORMCHECKBOX 
  FORMCHECKBOX 
 Significant Deviation

 FORMCHECKBOX 
  FORMCHECKBOX 
 Subject Non-Compliance

2. Provide a brief description of the deviation and, if possible, identify the reason for the deviation:
      

3. Describe the actions taken to correct or document this deviation:

     
4. Describe the corrective actions taken to prevent this type of deviation in the future:

     
5. Impact on study:

 FORMCHECKBOX 
 
Increases risk to subject(s)  



 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


Increases subject burden



 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


Impacts scientific validity



 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


Requires change to protocol and/or consent form
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

I certify that I have reviewed the deviation event report and all available information and documents associated with the deviation and the information presented on this form is correct to the best of my knowledge. 

Investigator Signature

Name:      
Date:      
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