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R&D/F03 - Feasibility Application Form

Feasibility Application Form
This form should be used in conjunction with 

R&D/S02 - Application to the Trust for Sponsorship of a CTIMP

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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	R&D/F03

	Version Number:
	8.0

	Author:
	Deborah Phillips

	Implementation date of current version:
	13th February 2023


	Approved by:
	Name/Position:
	Monica Haritakis, Research QA Manager 


	
	Date:
	20th January 2023

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Date:
	16th January 2023


	 This Form will normally be reviewed, as a minimum, 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
	15th January 2009
	
	

	2.0
	21st October 2009
	
	Form put into new template

	3.0
	28th March 2012
	
	Minor changes to align with R&D/S02.  Change of SOP Controller

	4.0
	28th October 2013
	
	Removal of references to the North and East Yorkshire Alliance.

	5.0
	11th January 2017
	
	

	6.0
	14th August 2017
	
	Reissued in line with S02

	7.0
	18th July 2019
	
	Change of link to R&D website.

	8.0
	13th February 2023
	Deborah Phillips
	Removed Draft PIS and consent form from the ‘Clinical Trial Information’ section.

	
	
	
	


R&D UNIT
FEASIBILITY APPLICATION REVIEW FOR CTIMP
	CLINICAL TRIAL INFORMATION

	Name of proposed sponsor:
	

	Name of proposed Clinical Trial:
	

	Draft protocol attached:
	( Yes
	( No
	Version and date:  

	Phase of Clinical Trial (I- IV)
	

	Brief description of study and IMP (e.g. First Time in Man trial, Novel Compound, requiring Expert Advisory Group review)
	


	INVESTIGATOR INFORMATION

	Please complete the following information for each member of the research team including the CI  

	Investigator:
	

	Employing institution:
	

	Role to be taken in study:
	

	Time to be dedicated to study:
	

	Is time being provided in job plan?:
	

	Previous research experience:
	

	Other ongoing research studies:
	

	Duplicate this section as required


	RESEARCH SITE

	Name of proposed Research site(s):
	

	Departments involved:
	

	Have involved departments or laboratories been contacted:
	

	Is/are the site(s) considered to be equipped for study:
	

	What (if any) modifications will be required to accommodate the study:
	

	FUNDING

	Estimate the financial cost of the study (give consideration to the following):

Staff costs

IMP manufacture and supply 

Pharmacy and/or QP certification
MHRA application and maintenance of CTA

External monitoring

Randomisation service
Data Monitoring Committee
Archiving

Statistical advice
Data Management
	

	Is funding secured or being applied for:
	( Yes (give details below)
	( No

	State where an application will be submitted and give an indication of the deadline for receipt of applications.  Alternatively, if no application is being made, state how the trial will be funded and to what financial level
	


	ANY OTHER INFORMATION

	Insert here



	PRINT NAME OF CHIEF INVESTIGATOR:  
	  

	Signature:
	
	Date:
	dd-mm-yy


© York and Scarborough Teaching Hospitals NHS Foundation Trust 2023 All Rights Reserved
No part of this document may be reproduced, stored in a retrieval system or transmitted in any form or by any means without the prior permission of York and Scarborough Teaching Hospitals NHS Foundation Trust.
Version 8.0

Contents

