	
	
Rationale and Procedures for Location to Location Transfer of Investigational Medicinal Product

	Protocol Title:
	

	IRAS Number:
	 

	REC Reference:
	

	Chief Investigator:
	

	Reason for Location to Location Transfer of 
IMP / Placebo:
	




Background

Transfers of Investigational Medicinal Product (IMP) from one trial location to another should remain the exception, in accordance with EU GMP Guidelines – Annex 13 requirements, and only be allowed in the case of, for example, a very expensive product or limited quantity of IMP available for supply to clinical trial participants, shelf life of IMP stock or in case of emergency.

This document describes the justification for transfer of IMP and placebo on the study reference trial and documents the procedures to be followed.  Advice and approval from the Manufacturer’s Qualified Person (QP) will be obtained for the process outlined in this document (see page 6). Approval from the manufacturer’s QP must be in place prior to any location to location transfers taking place.

In order for the trial Sponsor to retain oversight of IMP management, Sponsor approval must be obtained for each location to location transfer.

Investigational Medicinal Product (IMP) and Placebo

IMP: Full name/generic name/UK trade name of trial drug and form (e.g. tablet/capsule)

Manufacturer
Detail the name, address and contact details of the company responsible for supplying the trial drug

Marketing Authorisation Holder
Detail the name, address and MA number of the company manufacturing the trial drug.

Matching Placebo: Detail the placebo form and composition

Labelling and Packaging: Name and address of the party responsible for any additional packaging and/or labelling. Include any specifics such as the number of tablets in a bottle to be dispensed to participants/a description of the label format.

Trial Logistics

Detail trial logistics e.g. who will provide regulatory release to location.

Procedure for Location to Location Transfer of IMP and Placebo

Identification of IMP and Placebo for Transfer

For each location to location transfer, the Trial Management team will:

Select the trial locations responsible for shipping (originating location) and receiving the IMP/placebo.
Email the originating and receiving locations with this document and details of the proposed transfer. The Principal Investigators at each location must be copied into the email.
Obtain available treatment pack numbers from the trial database for transfer out from the originating location.
Obtain Sponsor authorisation for the process by emailing Form 1 to the Co-Sponsor for approval and sign-off.
Initiate completion of Form 2 (Part A)
Following receipt of Co-Sponsor written approval, send Form 2 to the Originating Trial location detailing the treatment pack numbers to be shipped (Part 2A).
Remove the treatment pack numbers from the database to ensure no participant at the originating location is allocated these treatment packs.

The Co-Sponsor Representative must complete Form 1 prior to each transfer of IMP /Placebo.

Originating location – Shipment Process

At the originating (shipping) location, a delegated member of pharmacy staff will:

Identify the correct treatment packs for shipping as stated on Form 2 (Part A).

Complete Part B of Form 2 and photocopy. The photocopy will be placed in the box with the IMP.

Package the treatment packs in a large box with packaging infill and label as per the trial management team’s instructions. Include the photocopy of the signed and completed Form 2 and unblinding envelopes for treatment packs where applicable.  NB this process needs to be checked by a second person.

Where temperature monitoring of IMP is required, ensure package remains stored in temperature monitored room until courier arrives.

Contact trial management team to arrange courier.

Dispatch with courier.

Complete Dispatch Form (Form 3) with the date, time and person’s name handing over the package to the courier.

Update the master drug accountability log to document that the IMP has been transferred from your location, stating where it was shipped to.

Complete Part C of Form 2.

Scan and email copies of the following to enter email address within 2 working days of shipment;
· Temperature logs (covering the period from when the IMP/placebo originally arrived at location to the day it was dispatched with courier);
· Completed Form 2
· Completed Dispatch Form (Form 3)

File completed (original) Forms 2 and 3 in the Pharmacy file.

Upon receipt of collated paperwork from Trial Management Team, a copy must be filed in the Pharmacy file.

Review of Transfer Documentation

The Trial Management Team will:

Receive and review temperature logs for any temperature excursions for the IMP/Placebo as per the storage conditions detailed in the trial protocol. Any excursion should be escalated to the Co-Sponsor for review.  To be updated to state specific dates of review – date of receipt of shipment at originating location to date of dispatch with courier.

Review Forms 2 and 3 for completeness.

All documentation will be collated and sent to the receiving location via email.  This will include the Receipt Forms (Forms 4 and 5), Original IMP Receipt, temperature logs and batch certificate for IMP.

If the IMP has been deemed not to have been stored correctly by the originating location, the trial management team will make arrangements for the IMP to be quarantined until further guidance is provided.

Receiving location – receipt of IMP and placebo process

At the receiving location, a delegated member of pharmacy staff will:

Ensure the shipment is received and complete Receipt of IMP Form (Form 4).

Check the photocopy of Form 2 has been included with the IMP treatment packs.

Check that the trial management team has sent (via email) the;
· Forms 4 and 5
· Original IMP Receipt
· Temperature logs
· Batch certificate for IMP

Ensure that the IMP treatment packs, and related unblinding envelopes where applicable received match those stated on Form 2 (Part A).

Conduct a thorough inspection of the shipment and mark the condition of IMP treatment packs as they were received (Using Form 5 – Receipt of IMP/Placebo). If applicable, contact the trial management team immediately for any problems relating to the shipment of trial IMP treatment packs. Give details of the problem in the comments box of Form 5.

Ensure Forms 4 and 5 are completed and scan/email to enter email address within 2 working days of receiving the shipment. The originals must be filed in the Pharmacy file.

Update the drug accountability log to record the receipt of the IMP treatment packs.

Quarantine IMP/Placebo until such a time as the trial management team provide written authorisation for packs to be released (a copy of the authorisation email must be retained in Pharmacy file). 

Upon receipt of collated paperwork from Trial Management Team, a copy must be filed in the Pharmacy file.

The trial management team will review all documentation and temperature logs and will send an email releasing IMP for use to pharmacy and PI.

Completion of process

The Trial Management Team will:

Notify the database management team when the transfer has been safely received and request that the treatment packs are correctly allocated to the receiving location in the trial database management system.

The Trial Team will issue written authorisation (on behalf of the Sponsor) for IMP to be released at the Receiving location.

Once the treatment packs have been allocated to the receiving location by trial database management system AND if IMP has been stored correctly (or any excursions resolved), the trial management team will issue written authorisation (on behalf of the Sponsor) for IMP to be released at the Receiving location and be made available for allocation to participants.

Ensure IMP Transfer Checklist is complete.

File in the TMF;
· Copy of Transfer of IMP Document (GS010-F01) – including QP sign-off and comment.
· Email to locations requesting transfer of IMP (with PIs copied in)
· Completed Forms 1.5
· Original IMP receipt
· Temperature logs
· IMP transfer checklist
· Correspondence and email verifying release of IMP.

Winzip all the documents detailed in step 5 email to co-sponsor (resgov@accord.scot to retain in Sponsor file) and the shipping and receiving locations (to retain in their respective Pharmacy files).

Contact Details

	Trial Management Team
	Other

	Name:
	Name:

	Address:
	Address:

	Telephone:
	Telephone:

	Email:
	Email:




QP Approval of Process

	QP APPROVAL OF PROCESS

	XXXX XXXX
	
	
	
	

	Qualified Person
	Signature
	Date

	QP Comment:
	







FORM 1 CO-SPONSOR APPROVAL

REASON FOR LOCATION TO LOCATION TRANSFER OF IMP AND PLACEBO


	LOCATION DETAILS

	ORIGINATING LOCATION
	RECEIVING LOCATION

	
	





	CO-SPONSOR APPROVAL
(REQUIRED FOR EACH LOCATION TO LOCATION TRANSFER)

	_____________________________
	_____________________________
	
	___________________
	

	Co-Sponsor Representative Name
	Signature
	Date
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FORM 2 - SHIPPING OF IMP/PLACEBO

	ORIGINATING (SHIPPING) LOCATION
	RECEIVING LOCATION

	Shipped From:
	[Pharmacy Department,Trial Location Address
Telephone Number] 
	Shipped To: 
	[Pharmacy Department, Trial Location Address
Telephone Number]

	A                                                 TO BE COMPLETED BY THE TRIAL MANAGEMENT TEAM

	Treatment
Pack Number
	Trial Drug (Blinded)
	IMP Strength
	Batch Number
	Expiry Date
	Reason for Transfer

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	 B                                                                   TO BE COMPLETED BY ORIGINATING LOCATION

	Form 2 (parts A and B) photocopy included with IMP for transfer
	c Yes      c No
	All treatment packs intact?
	c Yes      c No
	Number of treatment packs dispatched 

	
	Print name
	Signature
	Designation
	Date

	Packed by 
	
	
	
	

	Checked by 
	
	
	
	

	Comments:
	


   C                   Documents emailed by originating location – enter trial management team email  – TO BE COMPLETED AFTER DISPATCH
	Form 2 (this form -completed)     
c Yes      c No
	Temperature logs c Yes      c No
	Dispatch Form c Yes      c No

	Accountability log updated c Yes      c No

























Dispatch Form for Original Shipping Location 

	TO BE COMPLETED BY ORIGINATING LOCATION ONCE IMP SHIPMENT HAS BEEN DISPATCHED.  


	FORM 3 - DISPATCH FORM


	

	Date collected by courier:
	
	Time collected by courier:
	
	Print Name of staff member who gave package to courier:
	
	

	
Once completed the following documents must be scanned to Trial Manager within 
2 working days.  

· Copy of this form
· Copy of Form 2 (Shipping of IMP/Placebo)
· Copy of temperature logs (from day IMP received at originating site up to and including day IMP dispatched to receiving location)

Originals to be filed in pharmacy file.

Enter trial management contact details 









Delivery Information for Receiving Location 

	
TO BE COMPLETED BY RECEIVING LOCATION ONCE IMP SHIPMENT HAS BEEN RECEIVED.


	
FORM 4 - RECEIPT FORM


	

	Date delivered by courier:
	
	Time delivered by courier:
	
	Print name of staff member who received package from courier:
	
	

	
Once completed please send this form and the fully completed Form 5 to enter trial management details within 
2 working days.  


Originals to be filed in pharmacy file.

Enter trial management contact details








FORM 5 - RECEIPT OF IMP/PLACEBO

	TO BE COMPLETED BY RECEIVING LOCATION

	Batch certificates received from trial management team?  
	c Yes      c  No
	IMP checked and intact c Yes     c No
	Number of treatment packs received:

	Original shipping documents received from trial management team?  
	c Yes      c  No
	
	

	Temperature logs received from trial management team?  
	c Yes      c  No
	
	

	Treatment Pack Numbers Received:
	

	
	Print name
	Signature
	Designation
	Date

	Received/checked by 
	
	
	
	

	Comment:
	

	Documents emailed to: enter trial management contact details

	Forms 4 and 5    c Yes      c No
	Accountability log updated c Yes      c No
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IMP TRANSFER CHECKLIST FOR
TRIAL MANAGEMENT TEAM


		Action
	Please tick once completed

	Locations selected to transfer and receive IMP
	□

	List of treatment packs numbers to be transferred identified from the database
	□

	Form 1 and Form 2 (part A) completed
	□

	Part 1 emailed to co-sponsor for approval and sign off
	□

	Locations notified of intended IMP transfer (including PI) with SOP for transfer
	□

	Originating location sent Form 2 for completion of Parts B and C and Dispatch Form (Form 3)
	□

	Selected IMP treatment packs removed from database at originating location
	□

	Courier arranged by trial management team
	□

	Originating location notified of courier details
	□

	Temperature logs obtained once IMP collected by courier
	□

	Temperature logs reviewed and any excursions detailed and dealt with.
	□

	Receiving location sent:
· Original IMP receipt
· Temperature logs
· Batch certificate
· Forms 4 and 5
	□

	Check IMP arrived within 2 days of shipment
	□

	If all documentation and temperature logs correct and complete then notify receiving location that IMP will be released from quarantine
	□

	IMP released on database at receiving location and email confirming this sent to location
	□

	All documentation pertaining to transfer filed in TMF
	□

	All documentation pertaining to transfer winzipped and emailed to sponsor and shipping and receiving locations.  
	□
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