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Siteman Cancer Center Focus Group Review Form


Focus Group review is required for all projects meeting the NIH definition of a clinical trial: a research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of those interventions on health-related biomedical or behavioral outcomes.  

Please note that interventional trials that are run by the Division of Oncology and are testing a single modality for patients with metastatic disease may be reviewed at a Medical Oncology disease focus group meeting UNLESS they are investigator-initiated.  This form must still be completed for all studies meeting the NIH definition of a clinical trial.

Instructions for Completion:
· The study team must complete Section 1
· If required, the study team must obtain Theranostics Working Group review and signature
· The Focus Group must discuss and complete Sections 2, 3, and 4
· A Focus Group Leader from the Primary Group must sign in Section 4; Focus Group Leader listing found here. 

SECTION 1: PROTOCOL INFORMATION & ACCRUAL PLAN – STUDY TEAM TO COMPLETE

	PI Name
	     
	Coordinating Department
	     

	Protocol Title
	     

	Primary Protocol Sponsor
	     

	Protocol Target Accrual (total planned accrual, all sites) 
	     
	WU Accrual Goal
(RC Accrual Goal – Lower) 
	     
	Max # To Be Consented
(RC Accrual Goal – Upper)
	     

	Estimated Annual Accrual
(local sites)
	     
	Multicenter Investigator-Initiated Trials (IITs) only: Participating Site Accrual Goal
	     

☐ N/A not a multicenter IIT 

	# of subjects meeting similar eligibility seen in the last 2 years at WU
	     

	Identify any age, racial, or ethnic group(s) that will be specifically excluded from participation in this research study, or if any sex is excluded, and provide a compelling justification for such exclusion:
	     

	Does the patient population in this trial meet the NIH Definition of “rare”?  
Rare = Any cancer type with an annual incidence in the United States of less than 15/100,000 persons or 40,000 new cases. This includes all pediatric cancers and rare molecular subtypes of more common cancers.
	☐ Yes 
☐ No

	Will WU be participating in all aspects of the study?
	☐ Yes 
☐ No: Details below:
     ☐ Escalation/Phase I only 
     ☐ Expansion/Phase II only
     ☐ Other:      

	Does the proposed project include collaboration with any community partners in the catchment area?
Examples include members of the BJC Collaborative, the Siteman Cancer Network, or any other community partner.
	☐ No       ☐ Yes
If yes, provide name of organization:      

	Was the intervention tested in this study developed based on science first performed in a WU lab?
	☐ No       ☐ Yes
If yes, identify the PI or lab who developed the science:      

	Department/Division proposing study confirms feasibility
	☐ Yes     ☐ No




Prioritization of Trials
Complete the table below in order of priority with any pending or actively accruing clinical trial(s) that have overlapping eligibility with this trial. Reference the Study Map https://oncologyprotocols.wustl.edu/ as a resource. 

☐ There are no competing studies

	Priority Score
	HRPO #
	Study Title (full)
	Date Open to Accrual
	Accrual Goal
	# Enrolled to date
	Expected Closure

	1
	     
	     
	     
	     
	     
	     

	2
	     
	     
	     
	     
	     
	     

	3
	     
	     
	     
	     
	     
	     

	4
	     
	     
	     
	     
	     
	     

	[bookmark: _Hlk157426963]5
	     
	     
	     
	     
	     
	     

	6
	     
	     
	     
	     
	     
	     

	7
	     
	     
	     
	     
	     
	     

	8
	     
	     
	     
	     
	     
	     

	9
	     
	     
	     
	     
	     
	     

	10
	     
	     
	     
	     
	     
	     






[bookmark: OLE_LINK2][bookmark: OLE_LINK5]SECTION 2: PORTFOLIO REVIEW – FOCUS GROUP TO DISCUSS
How does this study complement the overall portfolio of the Focus Group? Be sure to address the following:
0. Discuss ongoing trials with overlapping eligibility (listed above) and where this one fits. 
0. Discuss priority in terms of whether this is an industry trial, IIT, or NCTN trial. 
0. If this trial recruits across multiple patient populations or diseases, discuss participation of each group in trial review and enrollment (ex: collaboration/support from other Focus Groups, departments, or clinicians; collaboration with other clinical sites or primary care practices, etc.).  
0. If the focus of this study is participants without cancer, please describe where the patients will be recruited and whether they will be offered multiple trials.  
0. If competing protocols are active, describe patient accrual prioritization plan. 
	[bookmark: OLE_LINK15][bookmark: OLE_LINK19]Notes [REQUIRED]:





[bookmark: OLE_LINK18]SECTION 3: SCIENTIFIC MERIT – FOCUS GROUP TO DISCUSS

How will this study impact and advance knowledge within the area of study (ex: the disease, condition, public health, etc.)? 
	Notes [REQUIRED]:



Describe the merits of the study design: 
0. Are the goals/aims of the study reflected in the objectives?
0. If a randomized trial, is the comparator arm appropriate for the population?
0. Is the schedule of events burdensome in a way that could negatively impact recruitment?
0. Address weaknesses thoroughly to inform PRMC review.
	Notes [REQUIRED]:



[bookmark: OLE_LINK4][bookmark: OLE_LINK3]
SECTION 4: REVIEW SUMMARY – FOCUS GROUP TO COMPLETE

	Approved
	Disapproval Reason
	

	☐ No – state reason for disapproval  
	☐ Competing Trials
	☐ Lack of patient population

	☐ Yes 
	☐ No Scientific Interest
	☐ Other, specify:

	
	
	

	Meeting Date: _____________
	☐ Focus Group Meeting (Multi-Disciplinary)
☐ Medical Oncology disease focus group meeting 




Reviewed and Approved by Focus Group  Select Focus Group Name.
 
Print Name of Focus Group Leader:      

________________________________________	____________
Signature of Focus Group Leader	                                          Date
[bookmark: OLE_LINK1][bookmark: OLE_LINK6]


Reviewed and Approved by Theranostics Working Group (TWG) 
TWG must review any treatment study using the following products: theranostics, radionuclide therapy, radionuclide targeted therapy, radiopharmaceutical therapy (RPT), peptide receptor radionuclide therapy (PRRT), radioligand therapy, Lutathera, Pluvicto, Xofigo, AZEDRA, Lutetium 177 (177Lu), Radium 223 (223Ra), Actinium 225 (225AC), Pb 212 (212Pb), Cu67 (67Cu), Tb161 (161Tb), radioimmunotherapy


Print Name of Theranostics Working Group Leader:      

________________________________________	____________
Signature of Theranostics Working Group Leader	Date

Reviewed by TWG and determined to not fall under their domain (no signature necessary): |_| Yes     |_| N/A

Document Checklist (please mark all documents being submitted):

	|_| Siteman Cancer Center Focus Group Review Form with signature of Focus Group leader

	|_| myIRB Application (select “view printer friendly version” in myIRB and convert to PDF)

	|_| Informed Consent Form draft, if applicable

	|_| Protocol, if applicable

	|_| Investigator’s Brochure and Pharmacy Manual, if applicable

	|_| Data Collection Forms or Data Dictionary, required for all WU and Non-WU Institutional trials

	|_| Documentation of Prior Scientific Review, if applicable 

	|_| Documentation of the NCI-designated cancer center’s PRMC approval at its last NCI site visit, if applicable 

	|_| Quality of Life/Surveys/Questionnaires, if applicable
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