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T-1044 - FEASIBILITY ASSESSMENT FORM FOR LOW-RISK OBSERVATIONAL STUDIES
Please note: this form is only to be used for studies that are defined as low risk i.e. observational studies 
that involve data collection/ questionnaires/ surveys/ focus groups/ interviews/ Musketeer’s Memorandum etc.

	Background information

	Feasibility Meeting information


	Study title:

	
	Date of meeting:
	

	Protocol reviewed:
	Version:
Date:
	Meeting held:
	Face to face
Online/via email

	EDGE number:
	
	Meeting conducted by:

	


	IRAS number:

	
	Meeting attendees (name and job role):

	

	University reference number 
(if applicable):
	
	
	

	NIHR portfolio study?

	Yes   
If YES, CRN Specialty:

No
	Key Study Dates

	Is the study commercial or 
non-commercial?
	
	Proposed site open to recruitment date at UHL:
	

	Is the study Observational or Interventional?
	
This form is for observational studies only
	Proposed study end of recruitment date:
	

	Is the study a non-CTIMP or device?
	
	Recruitment period duration (at UHL):
	

	Sponsor:

	
	Length of participant involvement in the study:
	

	Chief Investigator:

	
	Expected last participant last visit date (at UHL):
	



	Funding
	Key Contacts


	Funder Details:

	
	R&I
	

	Has the funding been reviewed e.g. SoeCAT?
	
	Contracts Team 
	

	Will UHL incur any costs? If so, how will these be funded?
	
	Other support departments (if applicable)
	

	· Are participant expenses included/ considered?
	
	Study Monitor/ CRA/ Trial Manager
	


	· Are screen failures funded (if so, is there a cap)?
	
	Recruitment Point Of Contact
	


	· Is Chief Investigator fee included/ required?
	
	
	

	· Is Site Initiation Visit fee included/ required?
	
	
	


	· Have monitoring costs been considered (if applicable)?
	
	
	





	Questions to discuss with the CI/ PI/ Study Team


	Staffing
	Page no.
	Responses
	If further information/ action is required or the response can be mitigated, document in this column

	Principal Investigator/ Local Collaborator:

	
	

	

	Co/ Sub-Investigators:


	
	
	

	What staff/support is needed to deliver the study?

	
	


	

	· Is there capacity to support this with appropriately trained/ knowledgeable staff?
	
	


	

	Is any reception/admin support required?

	
	

	





	Patient Population and Targets
	Page no.
	Responses
	If further information/ action is required or the response can be mitigated, document in this column

	What patient population is required?

	
	


	

	Do any cohorts need to be considered?

	
	

	

	How many patients are seen per week/ month/ year who fit the inclusion/exclusion criteria?
	
	
	

	Is the inclusion/exclusion criteria appropriate for the population/participants?
	
	
	

	What is the patient’s view of the study?

	
	
	

	What is the overall study recruitment target (per week/month/year?)

	
	
	

	· What is the local recruitment target?

	
	


	

	· Can this be achieved?

	
	


	





	Participant Identification, Approach, Consent and Visits
	Page no.
	Responses
	If further information/ action is required or the response can be mitigated, document in this column

	How and where will participants be identified, and who will do this? 

	
	
	

	How and when will participants be given information?

	
	


	

	Who will receive informed consent/ assent (ensure they are appropriately qualified/ trained?  
	
	


	Note: non-medics must undertake consent training if they are planning to receive consent/ assent

	How will consent/ assent be received e.g. e-consent/ written/ postal?

	
	
	

	If consent is not required, will the National data opt-out system need to be used? 
	
	
	Please check the appropriate approval (e.g. CAG) has been received for no-consent studies

	How does the protocol objectives compare to standard of care within the trust?
	
	
	

	· Are participants likely to be available to attend study visits/ interviews/ focus groups?
	
	


	

	Where will study visits/ interviews/ focus groups take place? 
	
	


	Please consider data management, reporting and use of data including recordings/ transcriptions

	Who will book patients onto CRF Manager (if applicable)?
	
	


	

	Are there any transport arrangements required for study visits, interviews or focus group attendance?
	
	


	

	When will PRES be distributed? (only applicable for NIHR portfolio adopted studies)
	
	
	



	Study Activities  and Equipment
	Page no.
	Responses
	If further information/ action is required or the response can be mitigated, document in this column

	Who will undertake the activities at each study visit (list as required)?

	
	Activities

	Undertaken by?
	Standard or Study?
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	What consumables are required? 


	
	

	

	· Are consumables provided/ funded?

	
	
	

	Is any specialist equipment required?

	
	


	

	· Is the equipment CE marked or non-CE marked?

	
	
	

	· Is the equipment used as per its marketed intention?

	
	
	



	Support/ Specialist Services
	Page no.
	Responses
	If further information/ action is required or the response can be mitigated, document in this column

	Are any support services required?

	
	


	

	Will any support from the clinical team be required? 

	
	
	

	· If so, have you linked in with the clinical specialty where the research will be undertaken?
	
	
	






	Administration
	Page no.
	Responses
	If further information/ action is required or the response can be mitigated, document in this column

	Who will set up the Case Report Form (for home-grown studies)?

	
	
	

	Who is going to design and maintain the database (for home-grown studies)?
	
	
	

	· Is funding available for this?


	
	
	

	Who will complete CPMS (if applicable)

	
	
	

	Who will complete the Case Report Forms (CRFs)?

	
	
	

	Who will enter the data and answer data queries?

	
	
	

	Who will complete EDGE?

	
	


	

	Who will maintain the Site file/ Trial Master file?
	
	


	Note: the site/master file will be maintained electronically on Florence for new studies once the specialty area goes “live”. Training will be required.

	Will the study be monitored? 

	
	


	

	· If so will this be in-person or remote monitoring? 

	
	
	Note: remote monitoring will be available via Florence

	· Who will meet with study monitors (if applicable)?

	
	
	

	· Have monitoring costs been considered (for home-grown or commercial studies)?
	
	
	

	What are the archiving arrangements (including funding)?

	
	
	Note: electronic archiving will be available on Florence

	Who will report Adverse Events/ Serious Adverse Events (if applicable)?

	
	
	

	· What is the likelihood of SAEs/AEs?

	
	
	



	Governance
	Page no.
	Responses
	If further information/ action is required or the response can be mitigated, document in this column

	Has the study received sponsor/ REC/ HRA/ CAG approval?

	
	
	

	Who is going to set up the study?

	
	


	

	Have all GDPR considerations for secure data storage and transfer been considered?

	
	
	Note: consider how data will be transferred e.g. NHS to NHS secure systems and secure storage in line with GDPR 

	Which internal speciality does the study come under?

	
	
	

	· Does the study fit within the speciality’s strategy?

	
	
	

	Are there any competing/conflicting studies?

	
	
	

	· If YES, how will this affect recruitment?

	
	
	

	Are up to date CVs, GCPs, consent certificates, Letters of Access/Research Passports/ etc. available for all key study staff?
	
	
	Note: Staff who are not directly employed by UHL will require either an Honorary Contract/ Research Passport/ Letter of Access/ NHS-to-NHS proforma (as applicable) to conduct research at UHL

	Is the study feasible? 

	
	Yes
No
Further clarification needed
	



Signature: ……………………………………………
Name: …………………………………………………
Date: …………………………………………………..

After completion, please email this feasibility assessment form to the allocated Research Support Officer for filing in the central binder on Florence

Useful Links for new researchers:
	Create an NIHR Learn account
	
	https://sites.google.com/a/nihr.ac.uk/crn-learn-help/accessing-nihr-learn

	Good Clinical Practice (GCP) training
	NIHR Learn
	https://learn.nihr.ac.uk/

	Informed Consent Training
	NIHR Learn
	https://learn.nihr.ac.uk/

	PI Essentials
	NIHR Learn
	https://learn.nihr.ac.uk/

	UHL R&I Standard Operating Procedures
	Leicester’s Research
	Research and innovation
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