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PURPOSE
This standard operating procedure contains templates for forms that may be adapted for conducting a clinical trial.
SCOPE
This SOP applies to all persons involved in conducting clinical trials
REFERENCES
INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 9 November 2016

DEFINITIONS
None.
Appendices
Appendix A- Site Staff Training Record
Appendix B- Subject Identification Code List
Appendix C- Subject Enrollment Log
Appendix D- Site Signature and Responsibilities Log
Appendix E- Site Visit Log
procedure
Use of Templates
The following appendices contain templates of forms that may be used during a clinical trial.  These templates may be adapted or altered for trial-specific use. 
Filing
All forms will be filed as required by GCP Section 8, Essential Documents (refer to SOP: Essential Documents and Trial Master File).
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Training Details    
	Topic
	

	Trainer
	

	Date
	

	Duration 
	

	Location
	



Attendees
	Name
	Signature 

	
	


	
	


	
	


	
	

	
	

	
	

	
	

	
	




Trainer Signature:  	____________________________	Date: 	_____________________ 
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Protocol No.:_________________	Site No./Name:_________________________

Not to be provided to the Sponsor, to be retained by Investigator

	Subject Name/Identification Details
	Subject Initials
	Subject Screening Number
	Subject Randomisation  Number

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	




_________________________	______________________________	_______________
Investigator Name		Signature	 				 Date
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Protocol No.:_________________	Site No./Name:_________________________

	Subject Initials
	Subject Screening/ Enrolment Number
	Date Subject Enrolled
	Subject Randomisation  Number
	Date Subject Randomised

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	




_________________________	______________________________	_______________
Investigator Name		Signature	 				 Date
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	Sponsor:
	Principal Investigator:

	Protocol No.:
	Site No. / Name:


 I, {Principal Investigator} confirm that the following people, through experience and qualification, are acceptable to perform the indicated clinical trial-related tasks which have been delegated to these people by me.  However, I acknowledge that I retain responsibility for these delegated tasks. 

	Print Name/ Function
	Authorised by Principal Investigator (Sign & Date)
	Signature (*)
	Initials
	Date 
	A
	B
	C
	D
	I
	J
	K
	L

	Name:
Function: Principal Investigator
	
N/A
	
	
	From:
Until:
	
	
	
	
	
	
	
	

	Name:
Function:
	
	
	
	From:
Until:
	
	
	
	
	
	
	
	

	Name:
Function:
	
	
	
	From:
Until:
	
	
	
	
	
	
	
	

	Name:
Function:
	
	
	
	From:
Until:
	
	
	
	
	
	
	
	

	A = Subject selection/screening 
B = Obtain informed consent
C = Perform medical assessment 
D = Adverse event evaluation
E = Phlebotomy and/or other lab processing
	F = CRF completion/corrections 
G = Sign CRFs 
H = Prescribe  IP
I = Dispense  IP / implement device
	J = Perform other subject assessments e.g. vitals, other observations, questionnaires, etc. 
K = HREC submissions/and other correspondence 
L = Investigator Site File Management 
M = Other,  _________________________



*With my signature and as per Site Staff Training Log, I confirm that I have had adequate training in the protocol and clinical trial specific procedures that I have been delegated

Principal Investigator to sign/date this log at completion of trial to verify all responsibilities delegated as listed are correct.

Principal Investigator Signature___________________________________________________________Date_________________________________
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	Protocol No.:
	Investigator Name:

	Client Name:
	Site No./ Name: 



	Date of Visit
	Name
	Signature
	Reason for Visit
	Verified by Site Staff (Signature)
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