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Pharmacy Clinical Trial File Contents and File Dividers
Use this form in association with Pharm/S44 (The Pharmacy Clinical Trial File) 

IT IS THE RESPONSIBILITY OF ALL USERS OF THIS FORM TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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&D Unit 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&D Unit website: https://www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
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	Name/Position:
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	This Form 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.

	Version
	Date Implemented
	Reviewers
	Details of significant changes

	1.0
	8th November 2010
	
	

	2.0
	23rd January 2012
	
	Removal of watermark from table pages.  Change of SOP Controller

	3.0
	4th March 2013
	
	Removal of references to the North and East Yorkshire R&D Alliance.

	4.0
	29th May 2015
	
	

	5.0
	18th June 2018
	
	No changes necessary

	6.0
	12th October 2020
	
	Change of link to R&D website.  Change of author. Change of order of contents. Added file divider template.

	7.0
	9th October 2024
	Rachel Spooner
	Change of Trust name. Change of author.

	
	
	
	

	
	
	
	


Pharmacy Clinical Trial File Contents

	Section Number
	Title

	1
	Pharmacy Trial Instructions 
(including information for unblinding / code break if applicable)

	2
	Master labels, label record forms and if applicable, a copy of the sponsor-provided label

	3
	Patient log

	4
	Sample prescription and prescription risk assessment form (if applicable)

	5
	Pharmacy staff signature log

	6
	Delegation log

	7
	Patient prescriptions, subject specific drug accountability logs and master drug accountability logs

	8
	Drug orders, receipts and shipping records

	9
	QP release documents / Certificate of Analysis

	10
	Drug returns / drug destructions / IMP recall

	11
	Sponsor monitoring visit log and associated documents

	12
	Current approved protocol

	13
	Investigator Brochure / Summary of Product Characteristics

	14
	Pharmacy manual and any IWRS reference documents

	15
	Pharmacy Set-Up form and sponsor and trust set-up approvals

	16
	Temperature records and related documentation

	17
	Transfer documents and pharmacy monitoring forms
 (if applicable, for studies where IMP is stored outside of Pharmacy)

	18
	Unblinding and Code break documentation if applicable

	19
	Training documents and records, and CV and GCP certificates

	20
	File note log

	21
	Amendment documents

	22
	Miscellaneous documents and general correspondence

	23
	Superseded documents


























2.   Master labels and label record forms





Pharmacy Trial instructions








3.   Patient log





4.   Sample Prescription and prescription risk assessment form 





5.    Staff Signature log





6.   Delegation log





7.    Patient prescriptions, subject specific drug accountability logs & master accountability





8.   Orders, receipts and shipping records





9.   QP Release and Certificates of Analysis





  10.   Drug returns, drug destructions & IMP recall





11.   Sponsor monitoring visit log & associated documentation





12.   Current Approved Protocol





13.   Investigator Brochure & Summary of Product Characteristics





14.   Pharmacy Manual and IWRS Reference documents





15.   Pharmacy Set-Up form and sponsor and trust set-up approvals





16.   Temperature records and associated documentation





17.   Transfer documents and pharmacy monitoring forms





18.   Unblinding / Code break documentation





19.   Training documents and CV and GCP certificates





20.   File note log





21.   Amendment documents





22.   Miscellaneous documents / General correspondence





23.   Superseded documents
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