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Pharm/F14 –Clinical Trial Set up Form



Pharmacy Clinical Trial Set up Form
This form is to be used in conjunction with SOP Pharm/S45 – Setting up a Clinical Trial
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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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
	Form Reference:
	Pharm/F14

	Version Number:
	3.0

	Author:
	Cheryl Donne & Arran Fletcher

	Implementation date of current version:
	30th March 2022


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

	
	Signature:
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	Date:
	2nd March 2022

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
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	Date:
	2nd March 2022


	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
	Details of significant changes

	1.0
	31st July 2017
	

	2.0
	31st August 2020
	Change of author.  Change of link to R&D website. Removed questions and query section and added check list grid. Added section for complexity calculator. 

	3.0
	30th March 2022
	Change of Trust name. Additional author. Removal of batch labelling processes. Minor changes.

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Pharmacy Clinical Trial Set Up Form

	Short Trial Name/Number
	

	EudraCT Number
	

	R&D Reference
	

	Sponsor
	

	PI
	

	Lead Research Nurse
	

	Site
	

	Study Phase 
	

	Date Protocol received
	

	Version No. of protocol received
	

	Speciality
	

	Indication
	

	Commercial or non-commercial study
	

	Is it CRN/NIHR supported?
	

	Research Facilitator responsible for this trial
	

	Complexity calculator score
	


Trial Title:

Stage 1 – Pharmacy feasibility

	Date of  notification of the study and from whom
	

	Date of site selection visit
	

	Drugs Involved (IMP and nIMPs)
	

	Who is supplying IMP/nIMPs
	

	Storage & Temperature requirements for the IMP/nIMPs
	

	Aseptic involvement
	

	Satellite Unit involvement
	

	No. of dispensing episodes per patient
	

	Frequency of dispensing
	

	Number of patients expected
	


  Completed by  ………………………………

Are pharmacy happy to proceed with this study with the documentation, information we been provided with at this time   Yes/No

Sign……………………………. Print ……………………………Date …………………

Pharmacy Feasibility (Stage 1) email sent to Research Facilitator

Date …………..
Trial Title:

Stage 2 – Pharmacy Review/Authorisation

Date of receipt of Research Facilitators email ……………

	Date of site selected
	

	Any additional drug costs
	

	Any additional costs to pharmacy
	

	Additional equipment required
	

	Commercial costing template reviewed and approved (commercial studies only)
	Reviewed by:   
Approved by:   

	Open label/single blind/double blind
	

	Drug supply after trial completion
	

	IXRS/IWRS/other web based program to be used by pharmacy, if yes what for?
	

	Is manual ordering involved. If so, how will it be done?
	

	Is pharmacy involved with unblinding. If yes, how?
	

	Additional Sponsor training required
	

	Estimated date of site opening
	

	Aseptic approval, if applicable
	Sign:

Print:   
Date:   
(or state if email confirmation is attached)

	Trial Monitoring Company 
	

	Details of Trial CRA or Monitor
	

	IMP dispensing requirements
	

	Stability/ Storage requirements of reconstituted IMP
	


Completed by ……………………..

Are pharmacy happy to give authorisation for this study? Yes/No

Sign………………………….……….Print …………………………..Date ………
Pharmacy Review/Authorisation (Stage 2) email sent to Research Facilitator          Date …………..

Trial Title:

Stage 3 – Readiness

Date of receipt of email from Research Facilitator to commence Stage 3 ……………..

	Date Pharmacy Site File was requested
	

	Date Pharmacy Site File was received
	

	Date of Site Initiation Visit (SIV)
	

	Are the accountability logs supplied by the sponsor, if not, date they were created and the date approved by Sponsor
	

	Date IB received
	

	Date Master labels were created
	

	How will QP/Batch/C of As releases/certs be sent to site?
	

	Date Trial Summary & unblinding instructions completed
	

	Date trial dispensing instructions completed
	

	Date trial drug management instructions completed
	

	Is a prescription supplied, if not date completed

(for ChemoCare prescriptions date requested)
	

	Has the pharmacy site file been set up according to SOP Pharm/F52
	

	Have pharmacy staff signed the main delegation log
	

	Have we received a copy of the completed delegation log
	

	Procedure for initial supply of IMPs/nIMPs
	

	Has the codebreak/unblinding procedure been tested
	

	Date documents have been reviewed & approved
	

	Record of Labels printed logs prepared 
	


Completed by ………………………

Does pharmacy have all the relevant documentation in place and able to give readiness? Yes/No

Sign……………....................Print …………………………….Date …………
Pharmacy readiness (Stage 3) email sent to Research Facilitator   Date …………..
Trial Title:

Stage 4 – Pharmacy Green Light

	Initial supply of IMPs/nIMPs received 


	

	Date initial supply received


	

	Date Pharmacy training completed


	


Completed by …………………….
Pharmacy Green Light given? Yes/No

Sign………………………….….Print ……………….………………..Date ………

Pharmacy Green Light (Stage 4) email sent to Research Facilitator     Date …………..

Date of receipt of confirmation from Research Facilitator that recruitment can begin    ………….

Trial Title:   
Check-list for study set-up 

	Stage Complete
	

	
	Complete and Sent to RDF
	Email Filed in PSF

	Stage 2
	
	

	Stage 3
	
	

	Stage 4
	
	


	Documents to create
	

	
	Written
	Checked
	Printed
	Authorised
	All wet signatures
	Laminated
	Final copy stored in electronic folder

	Trial Summary
	
	
	
	
	
	
	

	Stock Maintenance
	
	
	
	
	
	
	

	Dispensing
	
	
	
	
	
	
	

	Accuracy Grid
	
	
	
	
	
	
	

	Master Label
	
	
	
	
	
	
	

	Prescription
	
	
	
	
	
	
	

	Master Accountability
	
	
	
	
	
	
	

	Subject Accountability
	
	
	
	
	
	
	

	File Notes for blank sections
	
	
	
	
	
	
	

	Record of labels printed Log
	
	
	
	
	
	
	

	SOP version control forms
	
	
	
	
	
	
	

	Signs for boxes
	
	
	
	
	
	
	

	Signs for files
	
	
	
	
	
	
	


	Pre-created Documents to Include
	Documents to request from R&D

	
	Printed and Filed
	
	Printed & Filed

	Contents List
	
	Delegation Log
	

	File Dividers
	
	Trust Set Up approvals
	

	Patient Log
	
	
	

	Staff Signature Log
	
	
	

	Amendment Log
	
	
	

	File note Log
	
	
	


	Final check of pharmacy site file 

	All sections of the pharmacy site file contents have been checked and completed or a file note created for blank none applicable sections.

	Checked by:   
	Date:   
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