[image: ]

	[bookmark: _GoBack]NIHR/Wellcome Trust Birmingham Clinical Research Facility (CRF)
STUDY APPLICATION FORM




	Please complete this form as fully as possible.  Mandatory answers are marked with an asterisk*.  Without these details we will be unable to process your application. Please send your completed application form, along with the supporting documentation to Helen.Green2@uhb.nhs.uk 
Please contact us on (0121) 371 3170 or via email CRFEnquiries@uhb.nhs.uk if you need assistance.



	1.  PROJECT DETAILS



	Project Title: *

	





	Short Title:
							
	CRF number: xxxx



	Investigator Details: *

	Name:

	E-Mail Address:
	Employer:
	Postal address:
	Telephone number:

	Principal Investigator

	
	
	
	
	

	
	
	
	
	

	Chief Investigator (if applicable)

	
	
	
	
	

	Co-Applicants (includes external researchers)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



	Anticipated Start Date:
	



	Study Duration:
	



	Participants

	Number to be recruited to the CRF: *

	

	Total global number to be recruited: *
	

	Source of recruits: *

	

	Are you aware of any studies running within this field which might affect recruitment?
	

	Please describe your strategy for public and patient involvement in this study?*
	





	Design Details
(please complete this section to enable adequate review without reference to the protocol)

	What are the Principal and Secondary Research Questions?*

	






	What is the Scientific Justification for the Research?*

	







	Full Summary of Design and Methodology:*

	





	













	Describe any safety aspects that the CRF staff need to be aware of 
e.g. adverse drug reactions, risk to patients from procedures:*

	
















	Study Type

	Please select the most appropriate project type: *

One of the examples MUST be selected. For clinical trials, please select one of the categories rather than choosing ‘other’.




	
Phase I			□
Phase IIa			□
Phase IIb			□
Phase III			□
Phase IV			□
Epidemiological studies	□
Experimental medicine	□
Observational studies		□
Screening studies		□
Other				□

	Is the project a Clinical Trial of an Investigational Medicinal Product (CTIMP), requiring a Clinical Trials Authorisation (CTA) from the MHRA?*
	

	Is the project an Advanced Therapy Investigation Medicinal Product (ATIMP)?
	

	Does the project involve the use of a Dexa Scanner?
	

	Please select the two most appropriate principal research areas:*

	
First area
       


Second area

	
First area

                         
Second area

	    □              □         Blood
	   □           □          Neurological


	    □              □         Cancer

	   □           □           Oral and Gastrointestinal

	    □              □         Cardiovascular

	   □           □	Renal and Urogenital

	    □              □         Congenital Disorders

	   □           □	Reproductive Health and Childbirth

	    □              □         Ear
	   □           □	Respiratory


	    □              □         Eye
	   □           □	Skin


	    □              □         Infection

	   □           □	Stroke

	    □              □         Inflammatory and Immune System
 
	   □           □	Generic Health Relevance

	    □              □         Injuries and Accidents
 
	   □           □	Other
Please specify


	    □              □         Mental Health
 
	

	    □              □         Metabolic and Endocrine
 
	

	    □              □         Musculoskeletal

	



	
2.  FUNDING DETAILS



	Main Funding Organisation: *

	Please select the category of the main funding organisation for this study:  





	Charity (UK based)					□
Commercial PI led					□
Commercial Contract work				□
Non-commercial industry supported		□
(projects with non-commercial funding support where industry provided materials, drugs, kits/equipment only but had no input in to research design)
Health Department/NIHR Programme		□
Own account						□
Research Councils					□
UK University (HEFCE/SHEFC/HEFCW/DEL	□
Other (EU funding should be included here)		□
Shared funding					□

	Please give the name of the main funding organisation, and the total amount awarded:

	
Name:
Award Amount:
Approximate funding for CRF:




	Secondary Funding Organisation:

	Please select the category of the second funding organisation for this study, if there is one:





	Charity (UK based)					□
Commercial PI led					□
Commercial  Contract work				□
Non-commercial industry supported		□
(projects with non-commercial funding support where industry provided materials, drugs, kits/equipment only but had no input in to research design)
Health Department/NIHR Programme		□
Own account						□
Research Councils					□
UK University (HEFCE/SHEFC/HEFCW/DEL	□
Other (EU funding should be included here)		□
Shared funding					□

	Please give the name of the second funding organisation, and the total amount awarded:

	
Name:
Award Amount:
Approximate funding for CRF:





	
Is there a peer review available for this project?  If yes, please attach a copy.


	

	Grant Administrating Organisation:

	Which organisation will administer the research grant: *
	

	Please give the grant reference (if known), and details of organisation if ‘Other’:
	



	
Sponsor:

	Which organisation will be acting as research governance sponsor:*
	

	Has research governance sponsorship been confirmed?
	



	Other Details:

	Is this study part of any local, regional or national research initiative?:*
	

	Has the study been adopted to be included on the NIHR portfolio?

Please include portfolio number

	

	Are any research fellowships, Masters or PhD students, attached to or supported by the study?*
(if yes, please give details).  If yes, please note that UHB honorary contracts a required prior to commencement of the study.
	

	3. CRF RESOURCES



	Overview

	Please outline your requirements for CRF and/or ATF support:


	








	Does the study require any of the following?*

	□          Advanced Therapy Facility
□	Nursing				□	Dexa Scanner    
□	Out-patient rooms			□	Fibroscan
□	Pharmacy				□	Jump Plates
□	Sportex				□	Ultrasound
□	Statistician				□	Endoscopy
□	CRF Laboratory Facilities		□	Non-MR Imaging (echo)
□	In-patient beds			□	Minor Procedures Room


	If the pharmacy will be involved, please contact Amisha Desai on 
(0121) 371 8038
Amisha.Desai@uhb.nhs.uk

	If laboratory or ATF support is needed, please contact Joanna Gray or Debbie Berrill on (0121) 371 3159 Melissa.Wardale@uhb.nhs.uk

	You will need to discuss any study before submitting an application.  Please contact Debbie Berrill or Joanna Gray (0121) 371 3159 Debbie.Berrill@uhb.nhs.uk
Joanna.Gray@uhb.nhs.uk



	Medical Cover

	All studies involving an invasive procedure (however minor), or drug administration, must have a medically-qualified person (who is named in Section 1) and has agreed to be responsible for ensuring that immediate medical assistance is available for participants during their visits to the CRF. Please indicate the nominated individual:  *

	Name:

Contact telephone number:


	
Essential Documentation – this is a working checklist however please see below



	Please note that the application form, full protocol must all be provided before the application deadline.

	Before a study can begin, other supporting documentation must also be gathered.  Please indicate the status of these items: *

												Sent to CRF

	Full Protocol/Grant application *
	
	
	□

	Ethics Application Form * 
(Parts A& B)
	
	Date submitted:

	□

	Ethics SSI/Part C
	
	Date submitted:

	□

	Ethics approval
	
	Reference:

	□

	Consent form
	
	
	□

	Patient information leaflet (s)
	
	
	□

	GP Letter
	
	
	□

	NHS Trust R&D approval
	Date submitted:


	Date of approval:


Reference:
	□

	NHS Honorary contract research passport (this clearance, obtained in the previous three years, must be held by all research team members attending the facility)
	
	
	□


	MHRA Clinical Trials Application
	Date submitted:


	Date of CTA:
Reference number:

	□

	Investigator’s Brochure (Smpc)
	
	
	□

	Laboratory Manual
	
	
	□

	Please provide network adoption number
	
	
	

	 Please provide name of person responsible for uploading the accruals data
	
	
	

	Other Regulatory Approval 
(eg, ARSAC/GTAC/RRK/EuduraCT)
	Date submitted:

	
	□

	CVs (1 page CVs for all members of research team required)
	
	
	□


	Funding application
	
	Date of approval:
Reference:

	□

	HTA
	
	
	□

	GCP Training Certificate
	
	
	□



[image: ]The Birmingham Clinical Research Facility is funded by the National Institute for Health Research and the Wellcome Trust and is a partnership between the University Hospitals Birmingham NHS Trust, Birmingham Children’s Hospital NHS Trust and the University of Birmingham
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