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FEASIBILITY TEMPLATE

SITE

This template is relevant for Site related considerations like staff, space, equipment etc.
· Use it as a guide that can be customised and be pre-filled by the site and presented to sponsors as a ready document.
· All information in this template is propriety of the site.


STUDY DETAILS


Study Title: 
Protocol Number:
Study name/ Abbreviation: 
ClinicalTrials.Gov Identifier (if applicable):
ANZ CTR identifier (if applicable):
Phase:
[bookmark: _Hlk37852708][bookmark: _Hlk37852735]First in human: 		YES ☐		NO ☐ 		Comments:
Indication:
Patient Population:
Intervention:		YES ☐		NO ☐		Comments:
[bookmark: _Hlk37853221]Device: 			YES ☐		NO ☐		Comments:
Add any other information:



STUDY TYPE

1. INTERVENTION:												N/A ☐

	Type 
(Investigational/ Standard of Care / Post-approval etc.)
	 

	Investigational Product – name and route
(Intravenous, Sub-cutaneous/ Oral etc.)
	

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



[bookmark: _GoBack]
2. DEVICE:													N/A ☐

	Type 
(Investigational/ Standard of Care / Post-approval etc.)
	

	External/ Implanted

	

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

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




SITE RESOURCES

1. Site Staff:

	TASK
	PERSONNEL
	EMAIL
	PHONE
	NOTES

	Proposed Principal Investigator
	
	
	
	

	Sub-Investigators
	
	
	
	

	Ethics/ IRB/ HREC / HDEC
	
	
	
	

	Regulatory
	
	
	
	

	Budget and Contract
	
	
	
	

	Study Coordination
	
	
	
	

	Study Coordination
	
	
	
	

	Study/ Site Management
	
	
	
	

	Finance
	
	
	
	

	Administration
	
	
	
	

	Trial Nurse
	
	
	
	

	Pharmacy
	
	
	
	

	Other (specify)
	
	
	
	

	
	
	
	
	



2. Space:

1. Is there enough room for site staff (office space/clinic rooms for study procedures/waiting rooms etc.)?
YES ☐			NO ☐			
Comments: 

2. Is there adequate space for study material storage (e.g. ISF and supplies)?
YES ☐			NO ☐			
Comments: 

3. Is there adequate space for study equipment storage?
YES ☐			NO ☐			
Comments: 

4. Are study spaces temperature monitored?
YES ☐			NO ☐			
Comments: 

5. Is there adequate space for monitoring activities?
YES ☐			NO ☐			
Comments: 
 	
6	Is there adequate space for archiving the study on site? 
YES ☐			NO ☐	
Comment if off site is available or if will need to incorporate archiving fees into budget to cover costs.
Comments: 
 	
3. Site Experience:

1. How many trials has the site conducted in this indication?
Comments: 

2. If applicable, does the proposed Principal Investigator have experience in clinical trials in this indication?
Comments (include type of trial and # participants enrolled): 

               
4. IT and Internet:

1. Does the site have adequate computer equipment?
YES ☐			NO ☐	- please specify below		
Comments: 

2. Is the Internet speed adequate to run study e-platforms?
YES ☐			NO ☐	- please specify below	
Comments: 

3. Are there any specific/ special considerations for IT?
YES ☐			NO ☐			
Comments: 

4. Does the site utilise electronic medical records (EMR)?
YES ☐			NO ☐			
Comments: 

5. Is remote access possible for EMR?
[bookmark: _Hlk37853569]YES ☐			NO ☐			N/A ☐		
Comments: 

6. Does Site use a Clinical Trial Management System (CTMS)?
YES ☐			NO ☐			
Comments: 

7. Is any sort of access available for external agencies to the CTMS?
YES ☐	(specify below)	NO ☐			
Comments: 

8. Is wireless internet connection available at site?
YES ☐			NO ☐			
Comments: 

5. Equipment and Supplies:
Below is a list of available supplies at sites. Note details of some routine site supplies like venipuncture sets, sample collection tubes/ vials etc. can be requested separately if required.
	EQUIPMENT/ SUPPLIES
	YES/NO
	QUANTITY
	CALIBRATION/ CERTIFICATION
	NOTES

	12 Lead ECG
	
	
	
	

	Vital stats machine
	
	
	
	

	Blood Pressure Machine
	
	
	
	

	Pulse Oximeter
	
	
	
	

	Venipuncture supplies
	
	
	
	

	Centrifuge - ambient
	
	
	
	

	Centrifuge - refrigerated
	
	
	
	

	Refrigerator 2-8⁰ C
	
	
	
	

	Freezer -20⁰ C
	
	
	
	

	Freezer -30⁰ C
	
	
	
	

	Freezer -80⁰ C
	
	
	
	

	Cryofreezer
	
	
	
	

	Temperature Monitors
	
	
	
	

	Add Other as applicable 
	
	
	
	




PHARMACY

Internal	☐	External ☐

1. Name – 
2. Address – 
3. ABN – 
4. Contact –
5. Email – 
6. Director – 
7. Capabilities – tick all that apply
☐ Dispensing	
☐ Labelling			
☐ Drug/ Device Accountability			
☐ IXRS/ IWRS		
☐ Compounding Facility			
☐ Cytotoxic				
☐ Immunotherapy		
8. SOPs available 					YES ☐			NO ☐
9. Requires separate budget and contract 		YES ☐			NO ☐
10. Able to dispense SOC medications 		YES ☐			NO ☐
Comments:

PATHOLOGY LABORATORY

Internal ☐		External ☐

1. Name – 
2. Address – 
3. ABN – 
4. Contact –
5. Email – 
6. Director – 
7. Capabilities – tick all that apply
☐ Local labs testing				
☐  Specialised testing 			
☐ Archived samples 		
☐ New/ fresh sample processing and reporting 	
☐ Histopathology – processing and reporting			
8. NATA accreditation available 				YES ☐			NO ☐
9. Lab ranges available 					YES ☐			NO ☐
10. Experience in clinical trials (years) – 
11. Temperature monitored space – 
12. Refrigeration/ Freezers – 
13. Alarms/ Temperature monitors – 
Comments:


IMAGING FACILITY

Internal ☐		External ☐

1. Name – 
2. Address – 
3. ABN– 
4. Contact –
5. Email – 
6. Director – 
7. Capabilities – tick all that apply
☐ X-ray				
☐ CT Scans 			
☐ MRI 	
☐ PET 	
☐ Nuclear Testing 			
☐ Interventional radiology 			
☐ Biopsy 
☐ Other 			
8. SOPs available 						YES ☐			NO ☐
9. Requires separate Budget and contract 			YES ☐			NO ☐
10. Central de-identified image uploading capabilities  	YES ☐			NO ☐
Comments:

SITE SAMPLE PROCESSING LABORATORY/ SPACE

Internal ☐		External ☐

1. Name – 
2. Address – 
3. Contact –
4. Email – 
5. Capabilities – tick all that apply
☐ PC 1/ PC 2 				
☐ Bio cabinet 			
☐ Centrifuge 	
☐ Aseptic Measures 			
☐ Biohazard measures 			
☐ Sharps management 	
☐ Temperature Monitored 
☐ Other, specify - 	
6. SOPs available 						YES ☐			NO ☐
7. Requires separate Budget and contract 			YES ☐			NO ☐
8. Tissue processing: Fresh –  
9. Tissue Processing: Archival –
Comments:

EMERGENCY MEASURE

Emergency code capability 		YES ☐			NO ☐
					Comments: 

Emergency facility available		YES ☐			NO ☐
					Comments: 

SOPs

List below if available: (Optional for sites. Important SOPs to include Informed Consent, AE/ SAE reporting, E-Signatures etc.)

Copy available for sponsor 		YES ☐			NO ☐



SITE ETHICS (HREC)

Local ☐		Central ☐

1. Name – 
2. Address – 
3. Contact –
4. Email – 
5. Website – 
6. Meeting frequency –
7. Estimated length of time required to obtain approval after initial submission –
8. SOPs available 				YES ☐			NO ☐
9. Special requirements 			YES ☐			NO ☐
Comments: 

SITE GOVERNANCE

1. Name – 
2. Address – 
3. Contact –
4. Email – 
5. Review Time – 
6. SOPs available 				YES ☐			NO ☐
7. Special requirements 			YES ☐			NO ☐
Comments:

BUDGET & CONTRACTS

1. Contracting Party Details:
Institution Legal Name:
ABN:

2. Site Fee Schedule available 			YES ☐			NO ☐
3. Site Fixed Costs available 			YES ☐			NO ☐
4. Contract Template –					
Medicines Australia (MA)  ☐		
Medical Technology Association of Australia (MTAA)   ☐
Other (Specify)  ☐ –		
5. Site Contact –
6. Legal / Additional review required for additional Schedules added (MA/ MTAA) –
7. Legal Contact – 
8. Budget negotiation time –  
9. Contract execution time –  
10. Contract required for HREC Submission 	 	YES ☐			NO ☐
11. Contract requirement for SSA/ RGO/ RA 	YES ☐			NO ☐
Comments:


FINANCE

Local ☐		Central ☐

1. Contact (local)
2. Contact (central)				YES ☐			NO ☐
3. Site Fixed Costs available 			YES ☐			NO ☐
4. Site Contact(s) (list for all departments involved) –
Comments:


OTHER CONSIDERATIONS

1. Does the site have required staff resources for any out of hours assessments if required?
YES ☐			NO ☐			
Comments: 

2. Does the site have required accreditation and certifications to participate in this study (including provision of CVs & GCP certificates)?
YES ☐			NO ☐			
Comments: 

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

4. Are there any additional training required?
YES ☐			NO ☐			
Comments: 

5. Will patients be reimbursed for their travel?
YES ☐			NO ☐			
Comments: 

6. Is the patient related travel and accommodation reimbursement required?
YES ☐			NO ☐			
Comments: 

7. 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 OUTCOME


STUDY ACCEPTED 		☐	Comments: 

STUDY NOT ACCEPTED 	 	☐	Comments: 


FEASIBILITY CONDUCTED BY


INVESTIGATOR -    			
			Name				Title			Signature		       Date

SITE STAFF -   
			Name				Title			Signature	          	        Date
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