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SITE INITIATION FOLLOW UP 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 FOLLOW UP FOR THE <TRIAL ACRONYM> CLINICAL TRIAL 

	Protocol Title:
	

	Site Name:
	

	Site Code:
	

	Site Principal Investigator:
	


Thank you to you and your team for attending the site initiation meeting held on <insert date/time>.
During the meeting, we reviewed the following trial documentation, resources, and delivered the following training:
·  <Insert Trial Acronym> Protocol; including:

· Pre-Clinical Background 
· Trial Hypothesis and Endpoints

· Trial Design & Schema

· <Treatment/Intervention Details>
· Eligibility Criteria

· Informed Consent Process

· Participant [Randomisation/Registration] Procedures

· Schedule of Assessments

· Safety Reporting Requirements

· Protocol Deviation/Suspected Serious Breach Reporting Requirements

· Research Sub-Studies
· IMP Supply and Accountability
· Site Staff Responsibilities
· Training Requirements

· Maintenance of Essential Documents

· <PI Sign-Off on Data in REDCap>
· EDC Platform (REDCap) & CRF Completion Guidelines
· Study Documentation; including:
· Manual of Procedures (MoP)
· Pharmacy Manual

· Research Laboratory Manual

· Randomisation Manual

· <Source Documents and SDV Requirements>
· <Maintenance of ISF/electronic ISF via Florence eBinders>
· Study Monitoring:
· Remote and Central Monitoring

· On Site Monitoring

· For-Cause Visits

· Close-Out Visits

· <The <insert Trial Acronym>  website>
· Trial Archiving
As discussed at the site initiation meeting, the following outstanding documents that require your attention include:

· Completed Site Initiation Attendance Log

· Completed Signature & Delegation Log

· Completed Training Log
· <Insert other outstanding documents required>
Once the above outstanding issues are addressed, your site will officially be activated for the trial and further correspondence will be forwarded at this point.

Please feel free to contact me on <insert phone number> or <insert email> should you have any questions.

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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