Stanford Cancer Clinical Research Program
Study Feasibility of Conduct Review Form
	Study Title: 
	

	PI: 
	

	CRG: 
	


	Feasibility Reviewer 
	· Faculty 
	· Coordinator 
	· Manager 


Purpose of Clinical Research Trial Feasibility Review:
1. Conduct a full feasibility review of new and continuing clinical trial protocols for CRG prior to PSOS approval and maintain with study documents. 
2. Prioritize competing protocols for all sources; those initiated at Stanford, by NCI and industry
	Protocol Review 

	1. 
	Eligibility criteria are appropriate and designed to meet enrollment targets? 

	· Yes

· No

· N/A
	Pls provide comment if possible limitations of accruals based on eligibility:

	2. 
	Will this patient enroll pediatric and adult participants?
If both, what location(s)?
	· Yes

· No

· N/A
	Comment:

	3. 
	Does this study enroll patients across multiple CRGs? 

If yes, which CRG will take the lead? 

How will each CRG resource and work together? 
	· Yes

· No

· N/A
	Comment:

	4. 
	Are visit schedules/times and duration of participation, including visit and procedure windows, feasible for both patients and study personnel?
	· Yes

· No

· N/A
	Frequency of treatment/visits
· Freq of Tx______

· Duration of Tx visit______

· Duration of Tx period_____
· FU frequency_______
· FU duration_______

	5. 
	Study accruals can be completed in reasonable timeframe?

	· Yes

· No

· N/A
	Comment:

	8.
	Are the items such as allowable concomitant therapies, administration restrictions, or defined guidelines for administration that are not allowed per investigator discretion or outside of regular/SOC guidelines (i.e. transfusions only allowed before/after study drug administration) reasonable?
	· Yes

· No

· N/A
	Pages in protocol with relevant information: __________________________
__________________________
Comment:

	9.
	Are any special equipment/procedure required by the sponsor (i.e. central labs/biopsy collection, other specimen collection, ekg, holter monitor, pump, tubing, and central biopsy collection)  


	· Yes

· No

· N/A
	· If yes, identify item and comment if there are any special instructions that may affect feasibility at our site.


	6.
	Any special pharmacy requirements?
	· Yes

· No

· N/A
	Comment:

	10.
	Are there any special imaging requirements?
	· Yes

· No

· N/A
	· If yes, please list and how they will be addressed

	11.
	Are there any special samples such as PK or correlative samples? (yes/no) 
Treatment date restriction due to sample requirements?
	· Yes

· No

· N/A
	Frequency:

Where will samples be drawn?
Is PK processing possible at CTRU?

	13.
	Biopsy requirements (yes/no):


	· Yes

· No

· N/A
	Frequency:___________
Processing requirements by:
· CTRU

· HIMC
· Other (ie Staff)__________
Comments:

	Funding 

	1. 
	For PI-initiated study: There is a funding source to fund the trial
	· Yes

· No

· N/A
	Comments:


	Location of Research 

	1. 
	Have all groups/departments/locations involved reviewed the protocol requirements for feasibility? 
· Investigational Pharmacy (pharmacy manual sign-off)

· ITA (refer to Study Initiation ITA guideline)
· CTRU (lab manual sign-off and general CTRU sign-off on feasibility)

· Inpatient

· Pathology

· Pediatrics_________
· CTF

· Other: ____________
· Other:_____________
	· Yes

· No

· N/A
	Comments:

	3. 
	Has the protocol been reviewed and approved by all specialties that will be consulted? For example. Interventional Radiology (IR), Eye Exams, Cardiology Exams? 
· Interventional Radiology

· Cardiology

· Other__________
	· Yes

· No

· N/A
	· If yes to Interventional Radiology, contact IRTrialBiopsy@stanfordhealthcare.org for approval by IR.
Other comment: 

	Resources 

	1. 
	Number of trials currently managed by PI; Total = ___________


	
	Comments:
· Actively accruing trials_____

· Trials with patients only in FU____

· Open trials without patients:_____

	4. 
	Projected annual accrual of study is _____? Is it feasible from a resourcing perspective?
	· Yes

· No

· N/A
	Comments:
Planned resources:

Primary CRC:

Back-up CRC:

DM:


Additional Feasibility Review appendix assessment needed? ____Yes    ____No

If yes, Appendix title/number: _____________________________________

______________________________________________________________________________
Clinical Research Manager                       



 Signature/Print/Date
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