
國泰醫療財團法人國泰綜合醫院 
                                                                                                                                臨床試驗研究授權書 

	Protocol Number: 
	Sponsor: 

	Principal Investigator: 
	Site Number: 

	Site Address:

	Investigational Product: 


As the Principal Investigator (PI) for the above-mentioned clinical trial, I have authorized the following staff to assume the indicated study tasks for which they are qualified by means of training and experience.  I understand that this in no way alters my responsibilities as defined by ICH GCP, applicable regulations and the clinical trial agreement.
PI to sign & date at study initiation: 
/ at study closeout: 

Log to be completed prior to and/or at the study initiation and to be updated at any time during the study when there is a change either in study staff or their roles/responsibilities. PI to initial when staff is assigned. Start date = date staff assigned, Stop date= date when staff no longer working on the study (only complete while study is ongoing).
	Delegated Tasks

	1 = discuss informed consent with subjects
	7 = receipt/storage of IP
	13 = CTP handling

	2 = sign informed consent forms 
	8 = dispensation/accountability of IP
	14= Tumor assessments using REISTS 1.1

	3 = determine subject eligibility 
	9 = take blood/lab samples from subjects
	15 =  add as applicable

	4 = medical assessments (e.g. physical exam, AE/SAE/UADE assessments)
	10 = ship blood/lab samples
	16 = add as applicable

	5 = make (e)CRF entries/corrections/ resolve DCFs
	11 = communication with IRB/IEC
	17 = add as applicable

	6 = review/sign (e)CRF
	12 = maintain documentation in Investigator Site File
	18-= add as applicable


	Personnel Printed Name

and Role in Study:

PI, Sub-Inv, Study Nurse (SN), Study Coordinator (SC) Pharmacist, etc
	Delegated Tasks (see list above)
	Signature
	Signed Initials
	Start Date

and
Authorization by PI
	Stop Date

and
Authorization by PI

	Name:    
Role:___________PI______________

	PI retains overall responsibility for conduct of the trial at the site

	________________________________
	___________
	Date:________________________
Initials/Date:__________________
	Date:__________________________

Initials/Date:___________________ 

	Name:        
Role:          Sub-Investigator 

	_______________
	________________________________
	___________
	Date:________________________
Init/Date:____________________
	Date:__________________________

Init/Date:______________________


	Protocol ID/Number: 
	Sponsor: 

	Principal Investigator: 
	Site Number: 


	Personnel Printed Name

and Role in Study:

PI, Sub-Inv, Study Nurse (SN), Study Coordinator (SC) Pharmacist, etc
	Delegated Tasks (see list above)
	Signature
	Signed Initials
	Start Date

and
Authorization by PI
	Stop Date

and
Authorization by PI

	Name:        
Role:      Sub-Investigator

	_______________
	________________________________
	___________
	Date:________________________
Init/Date:____________________
	Date:__________________________

Init/Date:______________________

	Name:       
Role:        Sub-Investigator

	_______________
	________________________________
	___________
	Date:________________________
Init/Date:____________________
	Date:__________________________

Init/Date:______________________

	Name:      
Role:        Sub-Investigator

	_______________
	________________________________
	___________
	Date:________________________
Init/Date:____________________
	Date:__________________________

Init/Date:______________________

	Name:          
Role:             Sub-Investigator

	_______________
	________________________________
	___________
	Date:________________________
Init/Date:____________________
	Date:__________________________

Init/Date:______________________

	Name:         
Role:        Sub-Investigator

	_______________
	________________________________
	___________
	Date:________________________
Init/Date:____________________
	Date:__________________________

Init/Date:______________________


	Protocol ID/Number: 
	Sponsor: 

	Principal Investigator: 
	Site Number:


	Personnel Printed Name

and Role in Study:

PI, Sub-Inv, Study Nurse (SN), Study Coordinator (SC) Pharmacist, etc
	Delegated Tasks (see list above)
	Signature
	Signed Initials
	Start Date

and

Authorization by PI
	Stop Date

and

Authorization by PI

	Name:        
Role:      Sub-Investigator


	_______________
	________________________________
	___________
	Date:________________________

Init/Date:____________________
	Date:__________________________

Init/Date:______________________

	Name:     
Role:        Sub-Investigator

	_______________
	________________________________
	___________
	Date:________________________

Init/Date:____________________
	Date:__________________________

Init/Date:______________________

	Name:      
Role:        Sub-Investigator

	_______________
	________________________________
	___________
	Date:________________________

Init/Date:____________________
	Date:__________________________

Init/Date:______________________

	Name:        
Role:             Study Coordinator

	_______________
	________________________________
	___________
	Date:________________________

Init/Date:____________________
	Date:__________________________

Init/Date:______________________

	Name:   
Role:             Study Coordinator

	_______________
	________________________________
	___________
	Date:________________________

Init/Date:____________________
	Date:__________________________

Init/Date:______________________
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