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                              Research Governance
	                                           and Integrity Team

CTIMP Requirements for Reduced Safety Reporting

	Chief Investigator:
	

	Project Title: 
	

	IRAS No:
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	Does your study meet this criterion?
	If no, can any “Risk Mitigations” be put in place?
	Sponsor Review of Mitigations

	
	Yes
	No
	
	

	1.
	Does your trial use only a single IMP?

	☐
	☐
	
	

	2.
	Is the IMP licenced (or has a marketing authorisation) for use in the UK (or EU/ICH Region)?
	☐
	☐
	
	

	3.
	Is the IMP being used within its licenced indication as part of your trial? 
	☐
	☐
	
	

	4.
	Does the IMP have a long standing safety profile with no known high risk safety factors associated?
	☐
	☐
	
	

	5.
	Does the IMP have an up to date SmPC available?

	☐
	☐
	
	

	6.
	Is the IMP available as part of NHS Stock?

	☐
	☐
	
	

	7.
	Is the IMP only administered by trained hospital staff? (Note: Tablets taken at home may be permitted providing IMP is dispensed at a hospital, a dosing diary is provided to participants with suitable areas for AEs to be recorded and an emergency contact number is provided to participants. Please confirm these in the “Risk Mitigations” column). 
	☐
	☐
	
	

	8.
	Is your trial a “Notifiable trial” (i.e. with a risk level of no greater than standard of care)?
	☐
	☐
	
	

	9.
	Is your trial unblinded and non-randomised?

	☐
	☐
	
	

	10.
	Does your trial not include and participants from a vulnerable group?
	☐
	☐
	
	

	11.
	Does the CI have an appropriate level of experience with the IMP?
	☐
	☐
	
	

	12.
	Does your trial not include any high risk procedures?
	☐
	☐
	
	

	13.
	Is your trial a single centre study (i.e. there is only one site conducting trial activities)?
	☐
	☐
	
	

	14.
	Does your trial intend to recruit equal to or less than 100 participants?
	☐
	☐
	
	

	15.
	Does your trial intend to run for equal to or less than 3 years?
	☐
	☐
	
	


*If your study does not meet any of the above criteria, your trial will be ineligible for reduced safety reporting unless suitable “Risk Mitigations” can be put in place and are agreed by the Sponsor.
	CI Signature:

	Name (Print):

	Date: 

	
	
	

	Sponsor Review Outcome: 
	☐ Reduced safety reporting confirmed and agreed

☐ Reduced safety reporting not confirmed


	RGIT Signature:

	Name (Print):

	Date: 
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