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Pharm-F82 – Pharmacy Clinical Trial Maintenance Form


Pharmacy Clinical Trials Maintenance Form 
This form should be used in conjunction with 

Pharm/S39 – Maintaining Pharmacy Clinical Trial Files
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&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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	SOP Reference:
	Pharm/F82

	Version Number:
	2.0

	Author:
	Cheryl Donne

	Implementation date of current version:
	6th March 2019


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

	
	Signature:
	Signed copy held by R&D Unit

	
	Date:
	6th February 2019

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
	Signed copy held by R&D Unit

	
	Date:
	6th February 2019


	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.

	Version
	Date Implemented
	Details of significant changes

	1.0
	18th July 2016
	New Form

	2.0
	6th March 2019
	Change of link to R&D website. Change of author. Rewrite and reformat of form to match the layout of file contents list to make the review easier to follow. Change of title to reflect the procedure carried out.

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Pharmacy Clinical Trial Maintenance Form
	Name of Trial
	

	EudraCT Number
	

	R & D reference number
	

	Principal Investigator
	

	Date Pharmacy Site File Maintenance Review commenced
	

	Name of person conducting Pharmacy Site File Maintenance Review 
	


	Task
	Tick when reviewed/

completed
	Comments or further actions required

	Contact the sponsor for a list of essential documents detailing the version number of each document that is in use for the study.
	(
	

	File presentation
	
	

	Is the file(s) in good condition?  If not then replace with new file.   
	(
	

	Ensure each file for the study has folder labels created using most current template
	(
	

	Split the file into multiple files if files are overfilled
	(
	

	Ensure each file has a current laminated index sheet
	(
	

	Ensure the file(s) have section dividers in good condition
	(
	

	If there is a contact list in the front of the file ensure the information on the contact sheet is current and correct.
	(
	

	Section 1
	
	

	Ensure all parts of the trial instructions are current

If not then conduct a review/renewal of trial instructions 
	(
	

	Section 2
	
	

	By checking against the master approved labels, ensure that the most current versions of all labels are in use
	(
	

	Make sure there is adequate supplies of all the labels
	(
	

	Perform label accountability/reconciliation if required
	(
	

	Section 3
	
	

	Check the patient log is complete and the most current version is in use
	(
	

	Section 4
	
	

	Ensure the master approved (wet-signed) copy of the most current version of the prescription(s) is present. The master copy of the prescription should be laminated.
If chemocare prescription(s) are used for the study ensure there is a file note indicating the location of the chemocare prescription(s).
	(
	

	Section 5
	
	

	Check the Pharmacy Staff Signature Log is complete and the most current version is in use
	(
	

	Ensure there is a file note indicating the location of GCP certificates and CV’s are centrally located
	(
	

	Check the Training Log is complete and the most current version is in use
	(
	

	Task
	Tick when reviewed/

completed
	Comments or further actions required

	Section 6
	
	

	Check the Delegation Log is complete and the most current version is in use by requesting the most up-to-date version from the research team
	(
	

	Section 7
	
	

	Check the master approved (wet-signed) copies of Master and Patient specific accountability logs are present and that they are the most current versions. The master copies should be laminated. 
If the sponsor has provided the accountability logs, check with the sponsor to ensure the most current version(s) are in use.
	(
	

	Make sure all patients’ dispensing records are kept in individually marked wallets
	(
	

	Check to see if all of the patient’s prescriptions, accountability logs and any other dispensing records are fully signed and the relevant sections completed by the required member of staff. 

Rectify any gaps, missing signatures or discrepancies.
	(
	

	Section 8
	
	

	Ensure all order/request forms are fully completed and filed in chronological order (latest orders on top)
	(
	

	Ensure all delivery notes are fully completed and filed with the corresponding completed order/requests forms.

If IWRS confirmation has been printed ensure this is also filled with the corresponding delivery paperwork.
	(
	

	Check the quantities received on the delivery paperwork against the Master accountability log(s). 
	(
	

	Section 9
	
	

	By checking the Master and Patient Specific accountability logs ensure all the returns have been processed correctly.
	(
	

	Make sure all certificates of destructions are completed in full.

(if destruction of product(s) is required)
	(
	

	If the study has had an IMP recall or IMP recall test, ensure the IMP recall forms are completed in full.
	(
	

	Section 10
	
	

	If IMP is stored outside of the Pharmacy department, ensure all transfer forms are completed in full.
	(
	

	If IMP is stored outside of the Pharmacy department, ensure all pharmacy monitoring has occurred on a regular basis and that the forms are completed in full.
	(
	

	Section 11
	
	

	Ensure the sponsor monitoring visit log is up-to-date
	(
	

	Section 12
	
	

	Make sure there are QP certificates for all batches received. Or a file note indicating the location of where the QP certificates are held.
	(
	

	Section 13
	
	

	Ensure all correspondence is printed, updated and placed within its relevant section and a file note is placed in this section to this state the location of correspondence.
	(
	

	Task
	Tick when reviewed/

completed
	Comments or further actions required

	Section 14
	
	

	Make sure the most current version of the protocol is in use. 
	(
	

	Section 15
	
	

	Make sure the most current version of the IB and SmPC is in use. 
	(
	

	Section 16
	
	

	If a Pharmacy Manual is provided by the sponsor, make sure the most current version is in use. 
	(
	

	If an IWRS Manual is provided by the sponsor, make sure the most current version is in use. 
	(
	

	Ensure a copy of the most current version of the sponsor provided label is kept in this section.
	(
	

	Section 17
	
	

	If applicable ensure code break envelopes are stored safely and that code break envelopes receipt documents are completed
	(
	

	Section 18
	
	

	Ensure the completed Pharmacy Clinical Trials Set Up Form is present and accompanied by the relevant stage approval emails from the Research Facilitators
	(
	

	Section 19
	
	

	Either place the Clinical Trials Agreement and Finance Agreement in this section or place a file note detailing its location. 
	(
	

	Section 20
	
	

	Make sure all the required regulatory approvals are present
	(
	

	Section 21
	
	

	Ensure there is a file note indicating the location of temperature records and that they are stored centrally.
	(
	

	Section 22
	
	

	Make sure the File Note Log is completed and up-to-date

(Ensure the most current version of the File Note Log is in use)
	(
	

	Ensure all file notes are present and accounted for on the File Note Log
	(
	

	Section 23
	
	

	Make sure the Amendment Log is completed and up-to-date

(Ensure the most current version of the Amendment Log is in use)
	(
	

	Check that all the amendments are filed with their corresponding documentation and regulatory approvals and stored in numerical order (Latest amendment on top)
	(
	

	Section 24
	
	

	Ensure documents in this section are relevant and stored in chronological order
	(
	

	Section 25
	
	

	Make sure every document is superseded correctly and is stored in chronological order
	(
	

	Final Checks
	
	

	If there are empty sections of the pharmacy site file on completion of the maintenance review complete file notes for the relevant sections stating why the section is empty
	(
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