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FEASIBILITY TEMPLATE

STUDY

This template is relevant for Study Specific considerations like protocol, IB, disease indication, study phase, eligibility criteria etc.
· Use it as a guide.
· Sites can request Study Sponsor to complete the information on this form.
· It acts as a prompt to seek particular information about the study and study conduct required for the site to make an informed decision of their participation in the study.

STUDY DETAILS

Study Title:
Protocol Number:
Study name/ Abbreviation:
ClinicalTrials.gov Identifier (if applicable):
ANZCTR identifier (if applicable):
Phase:
[bookmark: _Hlk37926812]First in human: 		YES ☐		NO ☐ 		Comments - 
Indication:
Patient Population:
Intervention:		YES ☐		NO ☐		Comments - 
Device: 			YES ☐		NO ☐		Comments -  



STUDY TYPE

1. INTERVENTION:											N/A ☐
	Type 
(Investigational/Standard of Care/Post-approval etc)
	

	Route
(Intravenous, Sub-cutaneous/Oral etc.)
	

	Design
(Randomised Controlled Study/Pilot/Basket Study/ Placebo-controlled etc.)
	

	Phase 
(Early/ I/ IIa/ IIb / registry etc.)
	




2. DEVICE:													N/A ☐
	Type 
(Investigational/Standard of Care/Post-approval etc.)
	

	Route
(Intravenous, Sub-cutaneous/Oral etc.)
	

	Design
(Randomized Controlled Study/Pilot/Basket Study/ Placebo-controlled etc.)
	

	Phase 
(Early/ I/ IIa/ IIb / registry etc.)
	

	Procedure
(Day-stay/ Short-stay etc.)
	

	Hospital Stay
(Overnight/ 24 hours etc.)
	




STUDY DOCUMENTS PROVIDED

	DOCUMENT
	PROVIDED 
	DRAFT
	FINAL
	VERSION AND DATE

	Protocol
	
	
	
	

	Protocol Summary
	
	
	
	

	Eligibility Criteria
	
	
	
	

	Investigator Brochure (IB)
	
	
	
	

	Product Information - Devices
	
	
	
	

	Budget
	
	
	
	

	eCRF templates
	
	
	
	

	Feasibility Questionnaire
	
	
	
	

	Other: Please add
	
	
	
	



VENDORS

	SERVICE
	REQUIRED (Yes/No)
	VENDOR (UNK if not known)
	CENTRAL UPLOADING (Yes/No)
	SITE CAPABLE (Yes/No)

	CRO involvement

	Choose an item.	
	Choose an item.	Choose an item.
	Electronic Case Report Form (e-CRF)
	Choose an item.	
	Choose an item.	Choose an item.
	Paper Case Report Form (CRF)
	Choose an item.	
	Choose an item.	Choose an item.
	Central Laboratory

	Choose an item.	
	Choose an item.	Choose an item.
	Central Imaging

	Choose an item.	
	Choose an item.	Choose an item.
	Study Questionnaires (ePRO, IRT etc.)
	Choose an item.	
	Choose an item.	Choose an item.
	Central ECG/ ECHO etc.
	Choose an item.	
	Choose an item.	Choose an item.
	Randomisation/ IRT Services
	Choose an item.	
	Choose an item.	Choose an item.
	Other (please add)

	Choose an item.	
	Choose an item.	Choose an item.
	
	
	
	
	




STUDY TIMELINES


	ACTIVITY

	EXPECTED TIMELINES
(dd/mm/yyyy)
	COMMENTS

	Final Protocol Available 				
	Click or tap to enter a date.	

	Anticipated Feasibility Turn-around time 		
	Click or tap to enter a date.	

	Anticipated Study start-up activities 				
	Click or tap to enter a date.	

	Anticipated Study Activation – Global

	Click or tap to enter a date.	

	Anticipated Study Activation – AUS

	Click or tap to enter a date.	

	Anticipated Study Activation – Site 		
	Click or tap to enter a date.	

	Enrollment Timelines/Expectations 

	Click or tap to enter a date.	


						

STUDY REQUIREMENTS


	ACTIVITY

	Yes/No
	Comments

	Pre-Screening Consent		
	Choose an item.	

	Additional Consents (Pregnant Partner PICF etc.) 		
	Choose an item.	

	Collection of Biological samples 	(specify)			
	Choose an item.	

	Collection of Archival Tumor samples
	Choose an item.	

	Collection of Fresh Tumor samples
	Choose an item.	

	Collection of Biomarker Samples 	
	Choose an item.	

	Collection of PK/ PD samples
	Choose an item.	

	New study specific equipment
	Choose an item.	

	Additional study specific training 
	Choose an item.	

	Collection of samples at surgery (esp. device studies) 
	Choose an item.	

	Explant of device included
	Choose an item.	

	Dose-escalation
	Choose an item.	

	Long-term follow up
	Choose an item.	

	Survival follow up
	Choose an item.	

	Cohort transition
	Choose an item.	

	Lead in time
	Choose an item.	




STUDY FEASIBILITY REVIEW

1. Is the study design acceptable to run at Site?
YES ☐			NO  ☐			
Comments: 

2. Are there any parts of the study design that are a limiting factor to running the study at the site? E.g. if it requires sponsor presence at dosing/surgery etc., is this able to be accommodated by the site?
YES ☐			NO ☐ 			
Comments: 

3. Does the Site have experience in the indicated therapeutic area/ device use?
YES ☐			NO  ☐			
Comments: 

4. Are there any concerns with the Inclusion Criteria, would they prevent enrollment at the site?
YES ☐			NO ☐ 	- please specify below		
Comments: 

5. Are there any concerns with the Exclusion Criteria, would they prevent enrollment at the site?
YES ☐			NO  ☐	- please specify below	
Comments: 

6. Does the site have access to the targeted patient population?
YES ☐			NO  ☐			
Comments: 

7. Can patients be referred, or referral networks contribute to this study?
YES ☐			NO  ☐			
Comments: 

8. Would advertising be needed/recommended (what has been successful in the past for this Indication/Pt population)?
YES  ☐			NO  ☐			
[bookmark: _Hlk30153809]Comments: 

9. Where would participants be drawn from:
☐ Own practice: 	__ % 	Comment:
☐ Advertising: 		__ % 	Comment:
☐ Referrals:		__ %	Comment:
☐ Hospital Unit:	__ %	Comment:
☐ Other:		__ %	Comment:

10. After review of the Inclusion/Exclusion criteria, how many participants does the site think can be enrolled in the proposed enrollment period, or a 3-month period?
Comments: 

11. Are there any concerns with the Study Sponsor (comment any previous experience working with them)?
[bookmark: _Hlk37928710]YES ☐			NO  ☐			
Comments: 

12. Are there any concerns with the Study CRO or other vendors?
YES ☐			NO  ☐			
Comments: 

13. Are there any concerns with the Study Assessments?
YES ☐			NO ☐ 			
Comments: 

14. Are there any competing studies running currently, or upcoming in next 12 months?
YES ☐			NO  ☐			
Comments: 

15. Can the study run with competing studies?
YES ☐			NO ☐ 			
Comments

16. Are there any concerns with the Study sample collection and processing requirements?
YES ☐			NO ☐ 			
Comments

17. Are there any concerns with the Study imaging requirements? (Consider radiation report for EC requirements)
YES ☐			NO  ☐			N/A  ☐	
Comments: 

18. Does the site have required staff resources for this study?
YES ☐			NO ☐ 			
Comments: 

19. Does the site have required accreditation and certifications to participate in this study?
YES ☐			NO  ☐			
Comments: 

20. Does the site have sufficient equipment required for this study?
YES ☐			NO  ☐	- please comment what additional equipment may be required		
Comments: 

21. Is there any additional training required?
YES ☐			NO  ☐			
Comments: 

22. Will participants be reimbursed for their travel?
YES ☐			NO  ☐			
Comments: 

23. Is the site recruitment target acceptable?
YES  ☐			NO  ☐			
Comments: 

24. Are the study timelines acceptable?
YES ☐			NO  ☐			
Comments

25. Is there an Investigator Meeting for this study (if yes, when is it scheduled), will staff have availability to attend, will reimbursement for time away need to be considered?
YES ☐			NO ☐ 			
Comments: 

26. Are there any other concerns?
YES ☐			NO  ☐			
Comments: 


Considering the information and material provide by study sponsor at this point of time, is the study feasible to run at site?
YES ☐			NO  ☐	- please specify below		
Comments: 



Feasibility assessment outcome:


STUDY ACCEPTED 		☐	Comments: 


STUDY NOT ACCEPTED 	 	☐	Comments: 

[bookmark: _GoBack]

Feasibility conducted by:


INVESTIGATOR –   
			Name				Title			Signature		       Date

SITE STAFF –  
			Name				Title			Signature	          	        Date
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