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Pharm/F125 – Transfer of Clinical Trials Products from Clinical Trials to Aseptics




Transfer of Clinical Trials products from Clinical Trials to Aseptics

IT IS THE RESPONSIBILITY OF ALL USERS OF THIS SOP TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&I Department’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.

The definitive versions of all R&I Department SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&I Department website: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse

	SOP Reference:
	Pharm/F125

	Version Number:
	2.0

	Author:
	Dominic Burns

	Implementation date of current version:
	7th April 2026



	Approved by:
	Name/Position:
	Poppy Cottrell-Howe, Pharmacy Clinical Trials Manager


	
	Date:
	5th March 2026

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Date:
	10th March 2026



	This SOP will normally be reviewed every 3 years unless changes to the legislation require otherwise




Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	[bookmark: _Toc227745036]Version
	Date Implemented
	Reviewers
	Details of significant changes

	1.0
	2nd March 2026
	
	New SOP form

	2.0 
	7th April 2026
	Dominic Burns
	Addition of fridge as location

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	























Transfer of Clinical Trials products from Clinical Trials to Aseptics

Study Name: 	
EudraCT number: 
Trial ID Number:

	Drug

	Quantity
	Batch number(s)
	Expiry date(s)
	Time removed from fridge/freezer (if applicable)
	Vial thawed and fit for use?
(if applicable)

	Diluent
	
	
	
	
	☐

	IMP 
	
	
	
	
	☐




Have the relevant ancillary supplies been provided if applicable? ☐

Have the relevant labels been printed and included? ☐


Signature....................................................  Date...........................  Time……………………
(Clinical trials team only)


Confirmation that the products documented above have been received in the Aseptic unit for preparation. 
Signature....................................................  Date...........................  Time……………………
(Aseptics team member only)

The Aseptic Worksheet been completed fully by releasing pharmacist ☐
 
Copies have been made of the worksheet and volume checking logs ☐

Empty packaging and copies of relevant paperwork (worksheet with time made clearly annotated and volume checking logs) have been included and collected by Clinical Trials
Signature....................................................  Date...........................  Time……………………
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