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Site Feasibility Questionnaire
 
	PART A: Trial details (completed by trial office)

	Trial title: PROSPECTIVE OBSERVATIONAL STUDY TO EVALUATE THE USE OF COMPUTER AIDED VACCUM THROMBECTOMY WITHIN THE CONTEXT OF INTERMEDIATE AND HIGH-RISK PE

	Date trial open to recruitment
	TBC
	Recruitment duration
	30 months

	Trial funding basis / source(s)
	Penumbra Inc

	Sponsor
	University Hospital Plymouth NHS trust

	Chief Invesigators
	Dr Paul Jenkins and Dr Mohammed Sahebjala

	Trial Co-ordination
	University Hospital Plymouth NHS Trust

	Intended Population
	Patients presenting with intermediate or high-risk PE (as defined by European Society of Cardiology (ESC) guidelines1) at one of the participating hospitals.

	
	Inclusion Criteria:
· Clinical signs and symptoms consistent with acute PE with duration of 14 days or less
· Patients who present with CT confirmed PE 
· Defined as intermediate-high or high-risk PE (according to ESC guidelines1)
· Date of CT imaging from within the two-year period
· Patient is ≥ 18 years of age
· Informed consent obtained 
Inclusion Criteria operator
· Operator experience treating a minimum of 2 previous PE’s and experience with Penumbra indigo systems (defined as 3 cases).


	
	Exclusion Criteria:
· Known serious, uncontrolled sensitivity to radiographic agents
· CT not available to evaluate PE 
· Low Risk, or intermediate low risk PE as defined by ESC guidelines1
· Current participation in another investigational drug or device study that may confound the results of this study. Studies requiring extended follow-up for products that were investigational but have since become commercially available are not considered investigational studies
· Other medical, social, or psychological conditions that, in the opinion of the Investigator, precludes the patient from appropriate consent, could limit the patient's ability to participate in the study, including compliance with follow-up requirements, or that could impact the scientific integrity of the studyHepatic impairment





	PART B: Site details (completed by Site)

	NHS Hospital Trust
	

	Hospital Name
	

	Principal Investigator

	[bookmark: _Hlk191643805]Name of PI 
	
	Job title / 

	[bookmark: _Hlk191643715]Email
	

	Tel. No.
	

	☐  Attach CV and details of GCP training / research experience

	Associate Principal Investigator or trainee with research delivery experience (If known at this point)

	Name of Associate PI 
	
	Job title / role

	Email
	

	☐  Attach CV and details of GCP training / research experience

	Site R&D Contact

	Name of R&D contact for
site setup
	

	Email
	

	Tel. No.
	

	Main Site Contact

	Name of main contact for
trial
	
	Job title / role Research Assisstant Practitioner

	Email
	

	Tel. No.
	

	Full postal address of site
	









	Patient Recruitment

	Do you have a PE Response team (PERT)? 

	What is the make up of your PERT?

	How many patients does your PERT team have referrals for per month?

	In the last 1 year how many Thrombectomy patients (all devices) has your department performed?

	In the last 1 year how many Catheter directed thrombolysis (including EKOS) patients has your department performed?

	Do you routinely obtaine pre thrombectomy uss assessment of LV/RV ratio?

	Do you have Penumbra Flash 16Fr available to use in emergency situations?

	How many operators perform PE thrombectomy at your site?

	Are you able to obtain a post proceedure ECHO at 48hrs (+ 48 /- 24) hours post procedure

	What is your expected recruitment rate for this trial (based on the numbers above and the protocol selection criteria)?

	Per month:
	Per year:

	How has the above number been produced?


	

	Please detail any eligible patient groups that you would exclude from recruitment to this trial including why they would be excluded. If none, please state N/A


	Does this trial compete with any existing or planned trials at your site? 	

If Yes, how will the effects on recruitment be mitigated?



	


	Does participation in this trial have the necessary local support from colleagues / peer groups and equipoise etc.? Please forward any local letter of support.




	Staffing and Experience

	Summarise the PI and site’s research experience relevant to conducting this trial at your site: 



	

	

	

	

	Are your research staff appropriately trained and GCP trained where relevant? Can they provide a research CV and evidence of relevant training?



	Part B completed by:

	Print name / Sign
	

	Job title / Role
	

	Date SFQ completed
	

	
	






	PART C: For Trial Office use only

	Issues identified which may impact on site’s ability to deliver the trial according to the protocol, required recruitment rate or set-up within required timelines:


	Mitigating or follow up actions and timelines: 


	Any known site compliance / performance issues in other trials?


	Any general training / experience issues or local protocol specific training requirements?


	Recommendation / Outcome

☐  Feasible – Proceed to set-up    ☐  Feasible – Reserve    ☐  Not Feasible    ☐  Site declined trial

	Sign off

	Print name / Sign
	

	Role
	

	Date
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