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• Everyone will be muted.
• To ask a question, please use the Zoom chat box.
• Questions will be answered after the last speaker as time permits.
• In chat box, please include question, your name and email address.
• If your question is not answered, you will be emailed an answer by one of our 

speakers after the workshop.
• We appreciate your patience and cooperation.
• Slides, resources, and recording of session will be placed on the CCTS Clinical Trials 

Kiosk under the Budget Tools.

Zoom Etiquette



https://www.uab.edu/ccts/clinical-research/clinical-
trials-kiosk

https://www.uab.edu/ccts/clinical-research/clinical-trials-kiosk
https://www.uab.edu/ccts/clinical-research/clinical-trials-kiosk
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Objectives:
• Demonstrate use of Feasibility Worksheet and importance of 

assessment
• Enhance knowledge of team approach – Promote collaboration 

of entire Research team- PI, Coordinators, Regulatory, 
Finance, Data Management

• Promote use and stress importance of having a Recruitment 
and Retention plan.



Feasibility Analysis or Assessment (FA)
What is a FA?
• Process of evaluating the possibility of conducting a clinical study. 

Why is a FA important? 
• Investment of time, ensures you are choosing the right fit for your 

program. 
• Identifies potential challenges.

Overall objective = optimal project completion



Feasibility Checklist /Analysis Tool
• It is completed by study team and PI after review of protocol, 

consent form, draft budget and other related study materials.

• It is your best estimate of resources.

• It documents your desire and capability to participate in 
compliance with protocol requirements. 

https://www.uab.edu/ccts/images/UAB_Protocol_Feasibility_Form_2021.pdf



https://www.uab.edu/ccts/clinical-research/clinical-trial-kiosk

https://www.uab.edu/ccts/clinical-research/clinical-trials-kiosk




Sample Feasibility Assessment Tool Key Sections

Population

Protocol

Make it your own assessment: 
Add Department/clinical area 
specifics

Add Department signoffs or reviewers
Use Comment areas to make notes or 
ask questions to sponsor.

Page 1 Page 2

Procedures

Staff

Time Estimates

Recommendations



Other Examples of Feasibility Tools



Also remember to use a Recruitment and 
Retention Plan. A great team will have a 
well thought out plan of action BEFORE
they start a study on how they are going 
to recruit participants and include this 
time and effort in their clinical trial budget.  



Feasibility Checklist Components
Validating Enrollment Potential/ Patient Population:
• Do you have the potential subject population? Expected number to enroll? Be 

conservative!
• Is the inclusion/exclusion criteria realistic?
• Does the study require too much of the subject?
v Time?
v Cost? 

• Are there extenuating circumstances that would adversely affect recruitment? 
• What is the expected screen failure ratio?
• Will sponsor pay for unlimited screen fails?
• Do you have competing protocols in your department?
• Are vulnerable populations involved? 



Feasibility Checklist Components
Protocol Considerations: 
• Do you have previous experience with the sponsor or Contract Research 

Organization (CRO)? 
• Do you have experience in the therapeutic area under investigation?
• Are procedures consistent with standard of care? Are they realistic?
• Is the study safe, ethical and scientifically sound? 
• Is the study drug dosing complex?
• Is the protocol complex, multiple arms? Duration of Study?
• Are the follow-up visits reasonable?  Any clinical billables? Multiple 

departments? 
v Are the visit windows acceptable/and or flexible enough? Any compliance 

issues?
v Do visits need to be conducted on certain days to ensure best use of 

protocol windows? 



Feasibility Checklist Components
Budget Considerations/Procedure Costs: 
• Sponsor draft budget adequate? Is payment schedule reasonable?
• Will the sponsor pay for recruitment expenses?
• Does the budget include costs for administrative start-up? University required 

Fees?
v IRB: drafting consent form, preparing IRB submission, Regulatory Paperwork
vContract: preparation and execution
vFeasibility/Scientific Review

• Will the sponsor pay the required overhead?
• Will the sponsor pay for untimed items/events/labs/PKs as they occur? 

Procedures? Special equipment/training needed? 
• Will the sponsor pay for document archiving, study closure, invoiceables? 



Feasibility Checklist Components
Staff Requirements: 
• Dissect protocol using the schedule of events schematic.
v Evaluate all tasks involved. Are after/extended hours required?
vFeasible with current staff workload? Will budget cover effort? 

• Do you have qualified and dedicated staff to coordinate the trial?
• Will staff need to be trained?
• Request and review Case Report Forms (CRFs), questionnaires to assess time 

commitment, lab manual to process specimens, anticipate SAEs.
• Does the PI have adequate time and scheduling availability to devote to overall 

supervision of the trial?
• How often will the monitor visit?
• Do you need ancillary or specialty staff (pharmacy, labs, diagnostics, etc.)?



Feasibility Checklist Components
Facilities & Supplies: 
• Is adequate clinical and office space available? Do you have storage space for 

supplies? 
• Is special equipment required?
• Is access to emergency rescue equipment required?
• What will the sponsor supply?
vCase Report Forms (CRFs)
vSource documents
vElectronic consent template
vPackaged lab kits
vPre-paid shipping
vBinders



COVID-19 Considerations:
• Telemedicine Visits
• Remote follow up visits for patients
• Extra time for staff to arrange remote follow up 

visits and verbal consents
• Labs and procedural tests off site
• Budget/Protocol/Consent Amendments
• Management of results
• Investigational Product (IP) shipping
• Remote Monitoring



In Summary: 

Subjects
• Is population 

available?
• Compliance 

issues?
• Vulnerable 

population?
• Requires too 

much time 
and Money? 

Personnel
• Do you have staff?
• Do you have 

qualified staff?
• Is sponsor specific 

training required?
• Are staff needed 

after hours/
weekends?

Budget
• Per patient cost 

adequate?
• $$ for unplanned 

items?
• Will sponsor pay for 

archiving?
• Is payment schedule 

reasonable?

Facilities/Supplies
• Where will procedures 

be performed??
• Who will perform the 

procedures?
• Do you have the 

equipment and space?
• What supplies is sponsor 

providing? 



Conclusion:
PLEASE consider ALL the components of a Feasibility 
Assessment (FA) before starting a trial and remember 
Recruitment /Retention of the participants is vital to the success 
of your clinical trial and budget. At the end of a clinical trial is 
important to analyze what went right/ wrong and did you cover 
your costs. 



For Questions : 

Please feel free to reach out to us! 

CRSPtraining@uabmc.edu
mfitzgerald@uabmc.edu
afhenson@uabmc.edu

mailto:CRSPtraining@uabmc.edu
mailto:mfitzgerald@uabmc.edu


Questions?
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Thank you for joining!


