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NOTIFICATION OF SITE ACTIVATION

<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 ACTIVATION NOTIFICATION FOR THE  <TRIAL ACRONYM> TRIAL 

	Protocol Title:
	

	Site Name:
	

	Site Code:
	

	Site Principal Investigator:
	

	Date of Site Activation:
	


I am pleased to confirm that your site initiation meeting was completed on <insert date/time>.
In summary, you have been provided with the following trial documentation and training resources:

· Site Initiation Training and Presentation slide set

· Manual of Procedures (MoP) Document
· CRF Completion Guidelines

· Safety Reporting Guidelines

· Pharmacy Manual

· Research Laboratory Manual
· Randomisation Manual
· <Insert other training resources provided>
· <Insert other training resources provided>
· <Insert other training resources provided>
· Access to the member’s portal of the <insert trial acronym> website: <insert website URL> 

· Access to your electronic ISF via the Florence eBinders platform: https://auth.v2.researchbinders.com/#/sign-in 
[An order for <insert amount and name of IMP> has been placed/was placed on <date>, for shipment to <pharmacist name> at <pharmacy location>.  Please allow <##> working days/weeks for delivery.  Following receipt of the initial drug supply, it is the responsibility of the site pharmacy to maintain adequate supply of the drugs for the trial.  

OR

In this trial, we will be using normal hospital stock of <insert name of IMP>.  It is therefore the responsibility of the site pharmacy to maintain adequate supply of the drugs for the trial as per your normal hospital practice.

OR

In this trial we will be using normal hospital stock of <insert name of IMP>.  Under the Clinical Trial Notification/Clinical Trial Authorisation, only this brand of study drug can be used.  It is the responsibility of the site pharmacy to maintain adequate supply of the drugs for the trial as per your normal hospital practice.

For further information regarding the pharmacy procedures and the sample processing and handling procedures, please refer to the <insert trial acronym> Pharmacy Manual and Laboratory Manual respectively.  Guidance and directions for completing the Case Report Forms can be found in the CRF Completion Guidelines.  Access to the randomisation system has also been provided to your trial team.  For further details on the use of the system, please refer to the Randomisation Manual.   Copies of these documents can be found [within the member’s portal of the <insert trial acronym> website / <insert location of document>].  
As soon as your site pharmacist confirms receipt of the drug and issues the green light for the drug to be used, your site will be activated.  Please do not start patient recruitment prior to receiving an email from me confirming your site official opening. 

OR

This letter serves as notification that your site has been officially activated for the above-named clinical trial.
You are now able to commence screening, consenting and [randomising/enrolling] participants, as per protocol.]
In accordance with the protocol, you are required to report Serious Adverse Events (SAEs) immediately, within 24 hours of awareness.  SAEs must be reported to the <insert trial acronym> Medical Monitor/Trial Coordinating Centre/Data Coordinating Centre, using the Expedited Safety (SAE) Report Form – a copy can be found [within the member’s portal of the <insert trial acronym> website / <insert location of document>].             Further information regarding the safety reporting requirements for the trial can be found in section <XX> of the protocol.  It is also a requirement that all serious breaches from the protocol or potential serious breaches of GCP are reported to the Sponsor c/o the Trial Coordinating Centre immediately.  

Remote monitoring of your site will be conducted 6 monthly/annually or <insert timescale here>.  On-site monitoring of your site will be conducted <insert timescale here>.   The frequency of the monitoring may change depending on the rate of participant recruitment, the quality of data returns to the [Trial Coordinating Centre/Data Coordinating Centre] and findings from previous monitoring events.  Unresolved or significant findings from remote monitoring may result in the escalation from remote.
We would also like to remind you that it is your responsibility to ensure that your [Florence electronic ISF/Investigator Site File] is maintained and all documentation for the trial are filed appropriately and in accordance with the [eISF Filing Guidance document/<insert other document name>] – a copy of the Filing Guidance document can be found <insert location>.
On behalf of the Sponsor, the Murdoch Children’s Research Institute (MCRI) and Sponsor-Investigator, <insert Sponsor-Investigator name>, we would like to welcome you to the <insert trial acronym> Trial Team and we look forward to working with you on this promising study.
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.
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