UCSF Helen Diller Family Comprehensive Cancer Center
Site Committee Review Form
PI Feasibility Review


[bookmark: Text2]Protocol Title:				     

[bookmark: Text59]Protocol Version Number:		     		Protocol Version Date:	     

[bookmark: Text33]UCSF Principal Investigator:		     		Sponsor:			     

	-----------------------------------------------------------


[bookmark: Text71]Source(s) of Funding:			     

Is Funding Adequate?			Yes 	|_|	No	|_|	Unknown 	|_|

If Yes, start date for funding:	     
If No, what is the plan to cover study expenses?       

Accrual Feasibility:

1. Is the study already open/accruing at non-UCSF site(s)?	|_|    Yes     |_|    No	|_|  Unknown
If yes, when was national FPFV (month and year if available)?      	
If no, when is national FPFV expected?       			

2. What is the expected accrual duration?       months
If longer than 3 years (36 months), please indicate why the study will remain scientifically important throughout the duration of the study:      

3. When is the expected last patient enrolled per the study sponsor?
Month/Year:       	|_|    Sponsor cannot estimate

4. Will this study be Open to Accrual long enough for UCSF or Affiliate to adequately enroll?   	
|_|    Yes     |_|    No

Expected total protocol accrual:      		Expected screen failure rate:      

[bookmark: Text47][bookmark: Text48]Expected UCSF Accrual Total:	     	|_| N/A	Expected UCSF Annual Accrual:	       |_| N/A


Expected Affiliate Accrual Total:	     	|_| N/A	Expected Affiliate Annual Accrual:	       |_| N/A

5. If slot limited, will the sponsor guarantee a minimum number of slots?

|_| Yes - # of slots 		|_| No		|_| N/A 

Provide a rationale for how the above UCSF Target Accrual figures were determined:
	|_|	Based on Current Patient Population/Tumor Registry Data (specify):
		(e.g. number of pts at UCSF/year, etc.): 
     

|_|	Previous Accrual for Similar Protocol(s)
	List studies:

	CC#
	Target accrual 
	Current accrual
	Study status (open or closed to accrual)
	Comments
	Competing (Y/N)

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	



[bookmark: Text46]|_|	Other:       


Are there any competing protocols?

|_|  Yes – complete table below (see policy for instructions)

	CC#
	Target accrual
	Current accrual
	Expected accrual close date
	Rationale for including both studies

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Helpful Tips:
1. Please provide competing protocols relevant to the specific patient population(s) under evaluation.
2. For studies in which multiple disease-specific cohorts are being studied (e.g. “basket” protocols), please provide competing protocols for each disease type, wherever possible.

|_|  No – Include here a specific rationale as to why there are no competing protocols:

     

|_|  Not Applicable – This is a protocol amendment review


Operations:

Which UCSF or affiliate locations do you plan to open the study
|_|	UCSF main campus (Mission Bay, Parnassus, China Basin, Mount Zion)
|_|	Benioff Children’s Hospital Oakland
|_|	Zuckerberg San Francisco General Hospital
|_|	Cancer Center San Mateo
|_|	Cancer Center Berkely
|_|	Washington Hospital 	
|_|	Other (specify):      

6. Does you plan to participate in all parts/stages/arms of the study?   
|_|    Yes     |_|    No

If No, please specify which parts/stages/arms here:       

7. If multiple disease-specific cohorts are being studied BUT you are only planning to enroll in one or a select number of these cohorts, please indicate the cohort(s) here:

     

Ancillary Site Committee reviews:

Does this study involve:
· Radioligands 								|_|    Yes     |_|    No
· Radiation therapy 							|_|    Yes     |_|    No
· Investigational immunotherapy					|_|    Yes     |_|    No
· Phase 1 non-immunotherapy 					|_|    Yes     |_|    No
· Disease cohorts outside the site committee being considered	|_|    Yes     |_|    No

If YES to any of the above, your study MAY require additional site committee review and approval. Please work with your site committee administrator to determine which reviews are appropriate.  

----------------------------------------------------


PI Commitment:

1. Investigator Initiated Trials:

a. I agree to ensure all required HDFCCC sections and language are included in the protocol and share the final version of the protocol with the DSMC Director prior to submission to PRMC;
b. I agree to consult a trained statistican during the protocol development process;

2. I agree to update the Site Committee and PRMC of any amendments

3. I agree to update the SC of any changes that may affect the operations, feasbiltity or scientific integrity of the study.

4. I agree to close the study if accrual targets are not met.


PI Name:	     						Signautre:      

Date: 		     
Version February 2, 2026
