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	Study Acronym / Short Title
	
	EDGE Number
	

	Protocol Version
	
	Date
	








	Identified Sites (as per RGIT form non-NHS sites, please list as site and then legal entity for the site.
Eg Unit: Clinical Imaging Facility (CIF) Location: Hammersmith Hospital 
Responsible Organisation: Imperial College London
	












	


Part A. Does your research involve collection of samples only (bloods, urine etc)? This excludes more invasive sampling (e.g. Biopsies) If so, please read and acknowledge the below risk and mitigation for study of this risk level.

	

	Risk Identified
	Mitigation Plan

	Risk associated with collection of samples, including bruising, vasovagal episode. Hygiene considerations associated with collection of other tissue samples. Rare risk of phlebitis (inflammation of the vein), extravasation (leakage into tissue surrounding cannulation site), air embolism (blockage caused by air/gas bubble in the vein), and haemorrhage (bleeding). Risk to researchers may include exposure to infection and risks associated with sharps.  
	The study involves healthy adults who are able to provide informed consent. Where blood samples will be taken, a maximum of 50ml of peripheral venous blood will be taken from the ante-cubital fossa, lower arm or back of the hand by a member of staff trained in phlebotomy. Where blood is taken, this is done in an appropriate clinical facility, with appropriate equipment. All samples are either registered under an HTA license,  processed and rendered acellular or destroyed within 7 days of collection). Staff involved in the collection, handling, transport or storage of biological samples have received appropriate training and evidence of this training must be available for review. Where appropriate, participants should be screened to exclude those who suffer from communicable disease. Staff should take appropriate steps to ensure sample taking does not lead to any contamination or infection
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Part B. Does your research involve any of the below procedures. If so, please tick as appropriate 

	|_|
	Studies using a negative mood induction procedure with participants with and without a history of depression

	|_|
	Studies using psychophysiological methods with adults

	|_|
	Studies involving radioactive substances

	|_|
	Studies involving magnetic resonance investigations in research participants

	|_|
	Studies involving ionising radiation

	|_|
	Studies investigating experimentally induced pain in adult healthy volunteers

	|_|
	Studies involving movement analysis i.e. motion capture systems, gait analysis

	|_|
	Studies involving transcranial electrical stimulation (TES or TCS) investigations in adult participants.

	|_|
	Studies involving electrophysiological recordings (EEG) from the scalp in adult volunteers. Studies involving magnetoencephalographic (MEG) recordings from adult volunteers.

	|_|
	Studies involving invasive physical procedures e.g.. inserting guide wires

	|_|
	Studies involving invasive sample taking, for example tissue biopsies

	|_|
	Studies involving drugs/medications/IMPs

	|_|
	Studies involving medical devices



For each procedure ticked above, please provide risk mitigation 
Please include how the mitigations relate to each site as listed above (i.e. emergency response may be different for each activity and each site)
Risk mitigation considerations may include but are not limited to:
· Interventions being conducted by an experienced clinician with sufficient training
· Any interventions are conducted as per protocol using CE marked device/ licensed medications used within their marketing approval. All products are suitably calibrated, validated and safety tested. 
· Study equipment/devices to be used in line with equipment/device manuals and specific guidelines, 
· All medications are provided from licensed commercial stock and not considered an investigational medicinal product.
· Interventions are conducted on low risk or healthy volunteer participant populations only
· Access to emergency medical facilities are arranged as required. Please give details on facilities available and access to emergency responders or resus, including involvement of NHS staff and resuscitation team. 
· Where appropriate, participants will be accompanied by an appropriately trained member of the study team (e.g. clinician, nurse, or other qualified staff), for instance when additional support may be needed for positioning, monitoring, or responding to any medical episodes
· There is a study specific SOP in place for each intervention listed.
· MPE and CPE sign off for studies that fall under IRMER or ARSAC
· Procedures have been subject to appropriate departmental safety review or risk assessments
· Pharmacy contacts available (i.e. ICHT pharmacy) and/or procedures to cover the logistics/concerns in managing the medication/drugs/IMP e.g. storage, temperature excursions, stock level etc.

	

	Mitigation plan
	





Part C. Does your research involve any other interventions not listed above. If so, please list them below and provide risk mitigation that will be in place. 

Please note that some interventional research projects, such as high-risk and phase 1 CTIMPs, are not approved to take place on College premises. Approval must be sought from the Head of Research Governance and Integrity before considering any research of this type involving ICL as a research site. 


	

	Risk Identified
	Mitigation Plan

	
	

	
	




Part D. Does your research involve any high risk participant groups? (e.g: participants considered vulnerable, participants who are medically unstable, participants unable to provide consent). If so, please list them below and provide risk mitigation that will be in place.
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	Risk Identified
	Mitigation Plan

	
	

	
	




Part E. Does your research involve any risk to researchers i.e. lone working. If so please list them below and provide risk mitigations that will be in place
	

	Risk Identified
	Mitigation Plan

	
	

	
	




	

	Print Name and Role
	Signature
	Date

	Sponsor Representative:


	
	
	

	Chief Investigator
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