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ESSENTIAL DOCUMENTATION REQUEST PRIOR TO SITE INITIATION
<Insert Date>

<Insert Site Name>

<Insert Name of Site PI>

<Insert Site Address>

Dear <Insert PI Name> and the <Insert Trial Acronym> Research Team

RE: Request for Essential Documentation for the <Trial Acronym> Clinical Trial
	Protocol Title:
	

	Site Name:
	
	Site Code:
	

	Principal Investigator:
	


Thank you for your participation in the <Trial Acronym> clinical trial – we look forward to working with you and your team on this exciting study. Prior to scheduling a Site Initiation Meeting, the following documentation must be forwarded to the Central Trial Coordinating Centre, for filing within your site file:
	DOCUMENT
	GUIDANCE

	Ethics Committee Approval Letter
	Provide a copy of your Ethics Committee Approval Letter for the trial.

	Ethics Committee Membership List or Compliance Statement
	Provide a copy of your Ethics Committee Membership List or Compliance Statement.

	Research Governance Office (RGO) Approval Letter – AUS sites only
	Provide a copy of your Research Governance Office (RGO) (i.e. Site-Specific Assessment) Approval Letter for the trial.

	Site Confirmation of Capacity and Capability – UK Sites Only
	Provide a copy of your site specific confirmation for the trial.

	Regulatory Authority Approval

(i.e. TGA, MHRA, FDA, Health Canada, other Competent Authority, if applicable)
	Provide a copy of the Regulatory Authority Approval Letter for the trial.

	Data Protection Authority (DPA) Approval 
	Provide a copy of your Data Protection Authority Approval Letter for the trial.

	Site Principal Investigator’s CVs and GCP Certificates
	Provide CV’s and GCP certificates from the nominated Site Principal Investigator:

· CVs must be current, signed and dated within the last 2 years

· GCP certificates must be current within the last 3 years.

	Site Sub-Principal Investigator’s CVs and GCP Certificates
	Provide CV’s and GCP certificates from all nominated sub- investigators:

· CVs must be current, signed and dated within the last 2 years

· GCP certificates must be current within the last 3 years
· GCP courses undertaken must be TransCelerate approved

	Research Nurse/Study Coordinator/Clinical Research Coordinators CV and GCP Certificates
	Provide CV’s and GCP certificates from all primary and back-up Research Nurse/Study Coordinator/Clinical Research Coordinators delegated to the trial:

· CVs must be current, signed and dated within the last 2 years

· GCP certificates must be current within the last 3 years.

	Investigator Agreement and Protocol Signature Page
	Provide a signed and dated Investigator Agreement and Signature Page (page <insert no.> of the protocol) by the Site Principal Investigator.

	Clinical Trial Research Agreement 
	Provide a copy of the Clinical Trial Research Agreement, signed, and dated by your institutional representatives. Electronic signatures are acceptable.

	Financial Interest Disclosure Form 
(FDA Form 3455)
	Completed, signed, and dated by the nominated Site Principal Investigator.

	Statement of Investigator Form 

(FDA Form 1572)
	Completed, signed, and dated by the nominated Site Principal Investigator.

	Site-Specific Patient Information

& Consent Form/s and all other applicable consent forms
	Provide a copy of all [Ethics/RGO] approved site-specific consent form on site letterhead.

	Source Document Plan & Submission Checklist
	Completed, signed, and dated by the Site Principal Investigator.

	Investigator Brochure (IB) Receipt
	Completed, signed, and dated by the nominated Site Principal Investigator.

	Local Laboratory Reference Ranges
	Provide a copy of your current local laboratory reference ranges – signed and dated on site letterhead.

	Local Laboratory Accreditation Certificate

(e.g. NATA, A2LA, UKAS etc)
	Provide a copy of your current Local Laboratory Accreditation Certificate.

	Insert Other Trial Specific Essential Documents as required
	<Insert completion/provision instruction>


Please note:
The following documentation has already been received and are on file at the Central Trial Coordinating Centre, hence copies are not required.
· <Insert document name>
· <Insert document name>
· <Insert document name>
The Site Initiation Meeting will be scheduled once all the above documents have been received, after which, your site will be officially activated and able to commence screening, consenting and randomisation of participants.
Please feel free to contact me should you have any questions prior to the site initiation meeting. I look forward to working with you and your staff on this exciting study.
Kind Regards

<Insert Name>
<Insert Trial Acronym> <Insert Position Title>
Central Trial Coodinating Centre

Murdoch Children’s Research Institute (MCRI)

The Royal Children’s Hospital

50 Flemington Road

Parkville VIC 3052 Australia
Instructions:


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


Optional text – delete when not required as applicable to your trial.


Square Brackets [   ] enclose text options whereby you must select one option. Please select one from within this range applicable to your trial. 


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





DELETE THIS INSTRUCTION BOX UPON FINALISATION OF LETTER
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