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	Principal Investigator
	Protocol/Study Title
	Investigational Product Name/Number
	Study Identification

 Number
	Study Site Name/ Site Number

	
	
	
	
	


	Print Full Name and Title
	Signature
	Initials
	Study Role
	Key Delegated Study Tasks 

(use description code list)
	Duration

From        To
	PI Initials/Date when task was delegated

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


	PI Signature (close-out):


	Date:  








List individuals to whom significant study-related tasks (ICH GCP 4.1.5) have been delegated.  Signatures/Initials for all persons authorized to make entries or corrections to case report forms should be included (ICH GCP 8.3.24).

· All persons listed on Form FDA 1572 must be included.  Other supporting study personnel may need to be listed as well.

· Update this form as personnel, roles and/or tasks change.

Study task codes: 

1.   Obtain informed consent                                                              
                              

2.   Obtain Medical History                                                                 
        
 

3.   Perform Physical Exams                                                              
9.   CRF Signature          
 

4.   Inclusion/Exclusion Criteria Assessment                                       
10.  Query Completion     

 

5.   Drug/Investigational Product Dispensing                                      
11.  Query Signature         
 

6.   Drug/Investigational Product Accountability/Reconciliation           12.   Update/Maintain IRB Documents      

 

7.   Ongoing AE/Concomitant Medication Assessment                        13.  Other __________         

8.   CRF Completion                                                                          
14.  Other __________          
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List individuals to whom significant study-related tasks (ICH GCP 4.1.5) have been delegated.  Signatures/Initials for all persons authorized to make entries or corrections to case report forms should be included (ICH GCP 8.3.24).

· All persons listed on Form FDA 1572 must be included.  Other supporting study personnel may need to be listed as well.

· Update this form as personnel, roles and/or tasks change.

Study task codes: 

1.   Obtain informed consent                                                              
                               

2.   Obtain Medical History                                                                 
        
 

3.   Perform Physical Exams                                                              
9.   CRF Signature          
 

4.   Inclusion/Exclusion Criteria Assessment                                       
10.  Query Completion     

 

5.   Drug/Investigational Product Dispensing                                      
11.  Query Signature         
 

6.   Drug/Investigational Product Accountability/Reconciliation           12.   Update/Maintain IRB Documents      

 

7.   Ongoing AE/Concomitant Medication Assessment                        13.  Other __________         

8.   CRF Completion                                                                          
14.  Other __________          
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