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REGULATORY GREEN LIGHT APPROVAL FORM
	Protocol Title:
	

	Protocol No:
	

	Site Name:
	
	Site Code:
	

	Site Principal Investigator:
	


All items on the checklist must be in place in order for the checkbox to be completed.  
Each study-level and site-level item listed in Section 1A and 1B must be in place and reviewed for acceptability by the Trial Coordinator to ensure that the documentation is satisfactory prior to proceeding and conducting the site initiation meeting/visit at the participating site.
All documents in Section 1A and 1B must be collected and present in the corresponding Site Information File (SIF).
SECTION 1A:  STUDY-LEVEL ITEMS
	Item
	Version & Date 
or Date Signed
(ddMMMyyyy)
	Acceptable
	Comments

	
	
	YES
	NO
	NA
	

	Ethics Committee Approval Letter
	
	☐
	☐
	☐
	

	Ethics Committee Membership List or Compliance Statement
	
	☐
	☐
	☐
	

	Regulatory Authority Approval

(i.e. TGA, MHRA, HPRA, FDA, Health Canada, other Regulatory Authority, if applicable)
	
	☐
	☐
	☐
	

	International Considerations delete entire section/items if not applicable

	Clinical Trials Insurance Policy 

(Policy # or Certificate of Currency, if applicable)
	
	☐
	☐
	☐
	

	Data Protection Authority (DPA) Approval 

(i.e. HRA, if applicable)

	
	☒

	☒
	☐
	


SECTION 1B:  SITE-LEVEL ITEMS
	Item
	Version & Date 

or Date Signed

(ddMMMyyyy)
	Acceptable
	Comments

	
	
	YES
	NO
	NA
	

	AGREEMENTS & SIGNATURE PAGES

	Clinical Trial Agreement

(Fully executed, date of last signatory)
	
	☐
	☐
	☐
	

	Protocol Signature Page

(Signed and dated by Site PI)
	Protocol 
Version No:
	
	☐
	☐
	☐
	

	
	Date Signed:
	
	
	
	
	

	Source Document Plan

(Completed, signed, and dated by Site PI)
	
	☐
	☐
	☐
	

	SITE PERSONNEL INFORMATION

	Principal Investigator CV 

(Signed, dated and current – within the last two years)
	
	☐
	☐
	☐
	

	Principal Investigator GCP Certificate

(Current – within the last three years)
	
	☐
	☐
	☐
	

	Sub-Investigator/s CV 

(Signed, dated and current – within the last two years)
	
	☐
	☐
	☐
	

	Sub-Investigator/s GCP Certificate/s

(Current – within the last three years)
	
	☐
	☐
	☐
	

	Statement of Investigator Form 
(i.e. FDA Form 1572)
	
	☐
	☐
	☐
	

	Financial Interest Disclosure Form 

FDA Form 3455 – used in cases where an Investigator has a financial interest to disclose.
FDA Form 3454 – used in cases where Investigators do not have Financial Interests to disclose. Note: Form 3454 completed by the Sponsor on behalf of all Site Investigators.

	
	☐
	☐
	☐
	

	EDC Training Certificate and/or EDC Access Account Application Forms from all site users requiring access to the study databases

(Must include Site PIs, if applicable)
	
	☐
	☐
	☐
	

	PATIENT INFORMATION & CONSENT FORMS

	Site-Specific Information & Consent Form and all other applicable Consent Forms

(On site letterhead, as approved by local EC. RGO or equivalent)
	PICF 

Version No:
	
	☐
	☐
	☐
	

	
	Dated:
	
	
	
	
	

	PHARMACY & LOCAL LABORATORY

	Investigator Brochure Receipt

(Signed & dated by Site PI, if applicable)
	
	☐
	☐
	☐
	

	Local Laboratory Reference Ranges
	
	☐
	☐
	☐
	

	Local Laboratory Accreditation Certificate
	
	☐
	☐
	☐
	

	International Considerations delete items if not applicable

	Research Governance Office (RGO) Approval (SSA) – AUS Sites Only 

(If applicable)
	
	☐
	☐
	☐
	

	Site Confirmation of Capacity and Capability – UK Sites Only

(If applicable)
	
	☐
	☐
	☐
	

	Other Approvals/Items; Specify……
	
	☐
	☐
	☐
	

	Other Approvals/Items; Specify……
	
	☐
	☐
	☐
	


+ If document is not acceptable, details must be provided in the “Comments” column. 

SECTION 1C:  REVIEW OF ESSENTIAL DOCUMENTS REQUIRED PRIOR TO SITE INITIATION MEETING BY TRIAL COORDINATOR
	Trial Coordinator Name:
	

	Trial Coordinator Signature:
	

	Upon review, are the above documents acceptable? (tick which applies)

☐  Yes

☐  No; specify reason/s and/or any follow-up actions required:


	Date of Essential Document Review:
	

	Is approval to proceed with SI granted? (tick which applies)

☐  Yes


☐  No; specify reason/s and/or any follow-up actions required:



	Date Approval Granted:
	


SECTION 2A:  ESSENTIAL DOCUMENTS REQUIRED POST SITE INITIATION
The following documents listed in Section 2A must be collected and present in the corresponding Site Information File (SIF), to ensure essential document collection is complete and Site Activation can proceed. 

Each document must be reviewed for acceptability by the Trial Coordinator, to ensure that the documentation received is satisfactory prior to officially activating the site.

	Document
	Document Version & Date or Date Signed

(ddMMMyyyy)
	Document Acceptable
	Comments

	
	
	YES
	NO+
	NA
	

	Signature & Delegation of Authority Log
(Completed, signed and dated)
	
	☐
	☐
	☐
	

	Site Staff Training Log
(Completed, signed and dated)
	
	☐
	☐
	☐
	

	Site Initiation Attendance Log
	
	☐
	☐
	☐
	

	Wet-Ink Signature Log
	
	☐
	☐
	☐
	

	Date SI Meeting Held
	
	


+ If document is not acceptable, details must be provided in the “Comments” column. 
SECTION 2B:  REVIEW OF ESSENTIAL DOCUMENTS REQUIRED POST SITE INITIATION MEETING BY TRIAL COORDINATOR
	Trial Coordinator Name:
	

	Trial Coordinator Signature:
	

	Upon review, are the above documents acceptable? (tick which applies)

☐  Yes


☐  No; specify reason/s and/or any follow-up actions required:



	Date of Essential Document Review:
	

	Is approval granted for the site to be Activated? (tick which applies)

☐  Yes


☐  No; specify reason/s and/or any follow-up actions required:




	Date Approval Granted for Site to be Activated:
	



ONLY COMPLETE SECTION 3 FOR IMP TRIALS - IE TRIALS INVOLVING THE USE OF AN INVESTIGATIONAL MEDICINAL PRODUCT (IMP)
SECTION 3A:  APPROVAL FOR RELEASE OF STUDY DRUG (IMP) / SITE ACTIVATION
International Sites Only – QP Batch Certification 
	Document
	Document Version & Date or Date Signed

(ddMMMyyyy)
	Document Acceptable
	Comments

	
	
	YES
	NO+
	NA
	

	UK Confirmation of QP Release

(Obtain copy from UK Local Sponsor / Site)
	
	☐
	☐
	☐
	

	EU Confirmation of QP Release

(Obtain copy from EU Local Sponsor / Site)
	
	☐
	☐
	☐
	

	Other Country; Specify:
Confirmation of IMP Release

(Obtain copy from Local Sponsor /  Site)
	
	☐
	☐
	☐
	


SECTION 3B:  APPROVAL TO AUTHORISE SHIPMENT OF STUDY DRUG (IMP) TO SITE/ SITE ACTIVATION
	Is the shipment of study drug (IMP) to participating site/Site Activation approved? (tick which applies)

☐  Yes


☐  No; specify reason/s and/or any follow-up actions required:



	Trial Coordinator Name:
	

	Trial Coordinator Signature:
	

	Date Approval Granted:
	


Instructions:


Instructional text – requires you to complete the information.  Remove the italics / brackets prior to finalising the checklist and ensure all text is black. 


Optional text – delete when not required as applicable to your trial. Ensure any blue text retained is changed to black text upon finalisation of form for your study.


Standard wording – not to be removed or changed without prior consultation with the Sponsor.





DELETE THIS INSTRUCTION BOX UPON FINALISATION OF FORM
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