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University College London Hospitals
NHS Foundation Trust

UCLH is an NHS Foundation Trust comprising: University College Hospital (incorporating the Elizabeth
Garrett Anderson Wing, the Macmillan Cancer Centre and University College Hospital at Westmoreland
Street), Royal London Hospital for Integrated Medicine, Royal National Throat, Nose and Ear Hospital,
National Hospital for Neurology and Neurosurgery at Queen Square and Cleveland Street, Institute of
Sport, Exercise and Health, Hospital for Tropical Diseases, The Eastman Dental Hospital.





EXEMPTION APPLICATION FORM - SOP 11
SOP 11: Procedure for the review and approval of Early-Phase Clinical Trials at UCLH
To be completed by all Principal Investigators wishing to conduct Phase 1/2a studies outside of the Clinical Research Facility
Study Details

	Study Short Title:
	
	R&D No:
	

	Full Study Title:
	

	Disease area:
	

	Current Protocol 

Version & Date
	


	Phase

	 FORMCHECKBOX 
 I/Ib

 FORMCHECKBOX 
 IIa
	 FORMCHECKBOX 
 First in Human
	 FORMCHECKBOX 
 Dose Escalation
	 FORMCHECKBOX 
 Basket Trial

 FORMCHECKBOX 
 Experimental Medicine Studies

	Type
	 FORMCHECKBOX 
 Commercial    FORMCHECKBOX 
 NIHR Academic   FORMCHECKBOX 
 Local Academic (unbadged)

	PI
	

	Board
	Surgery & Cancer
	Division
	Cancer

	Where will the study be run?
	

	Please explain rationale for not using the CRF (e.g.  IMP to be administered in an operating theatre in parallel with surgical procedures; trials in patients severely ill requiring intensive care or in acute life treating situations; trials in children below the age of 13; other reasons? 
	

	 FORMCHECKBOX 
 Inpatient stays required
	 FORMCHECKBOX 
Hot room required
	 FORMCHECKBOX 
 Paediatric <13yrs

	Please describe PK/PD and sample processing requirements
	

	
	

	Divisional Comments (if applicable):
	

	I support the exemption application and understand that should the exemption be approved, that the Clinical Division will be hosting and is able to fully support the above research study.

	Name/Title:
	
	Signature:
	
	Date:
	


Outcome

	Reviewed by CRF
	 FORMCHECKBOX 
Approved                                       FORMCHECKBOX 
 Rejected

	Name/Title:


	
	Signature:
	
	Date:
	


	
	

	

	
	
	
	
	


	Reviewed by JRO
	 FORMCHECKBOX 
Approved                                       FORMCHECKBOX 
 Rejected

	Name/Title:


	
	Signature:
	
	Date:
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