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 SITE INITIATION BOOKING CONFIRMATION LETTER
<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: Site Initiation Booking Confirmation for the <Trial Acronym> Clinical Trial 
	Protocol Title:
	

	Site Name:
	

	Site Code:
	

	Site Principal Investigator:
	

	Date of Meeting:
	


This letter is to confirm that a site initiation meeting for the above-named clinical trial has been scheduled for <insert date>, commencing at <insert time>.
Site initiation will be by way of a [videoconference/teleconference/on-site in person meeting. Videoconference detail/Dial-in details/Room location details] are listed as follows:

[<insert video-conference details/dial-in details/room booking location>]
At the site initiation meeting, trial specific training in the following areas will be provided: 

1. Part 1 – Protocol Review and Clinical Background
· Clinical Background and Trial Hypothesis

· Aims and Objectives
· Trial Endpoints
· Study Design
· Study Schema
· Trial [Intervention/Treatment]
· Eligibility Criteria (Inclusion & Exclusion Criteria)
· Informed Consent Process
· Participant [Randomisation/Registration] Procedures
· Schedule of Activities / Trial Assessments
· Laboratory Sub-studies
· Safety Reporting: AEs / SAEs / [SUSARs/URSAEs]
· Trial Specific Training Material/Resources
· Participant Follow-Up Procedures

· Any Trial Specific Procedures

2. Part 2 – Operations and Logistics Component

· Site Staff and Facilities

· Site Staff Responsibilities

· <Insert Trial Acronym> Website 
· ISF Maintenance; [Paper Binder/Florence eBinders]
· Key Trial Documents 

· Informed Consent & Screening Procedures
· [Randomisation/Registration] Process

· Source Documentation 
· Safety Reporting Requirements and Procedures
· Protocol Deviations and Serious Breaches

· IMP Supply and Accountability
· Unblinding Procedures

· Biospecimen Collections and Shipping Requirements
· Monitoring

· Remote and Central Monitoring

· On Site Monitoring

· For-Cause Visits

· Close-Out Visits

· Source Data Verification (SDV) Requirements

· Archiving Requirements
3. Part 3 – Database Overview and Training 

· Florence eBinders™ - eISF
· Overview of the <Insert Trial Acronym> Electronic Data Collection System (eCRF)
· CRF Completion Timeline / Guidelines

· Data Entry Procedures

· Source Documentation

· Recording AEs / SAEs

· Query Resolution Procedures

· Investigator Sign-Off on Data in REDCap
The following trial documents and resources are available for download on the <Insert Trial Acronym> [website/document management platform] at your convenience. Please ensure they are available at the site initiation meeting: 

· Site Initiation Presentation slide set
· Site Initiation Attendance Log, for signing by attendees

· Signature and Delegation of Authority Log, for signing by all members of the research team
· Training Log for signing by all members of the research team
· <Insert Trial Acronym> Manual of Procedures (MoP) Document

· <Insert Trial Acronym>  CRF Completion Guidelines
· Investigator Site File (ISF) Filing Guidance Document
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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