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Siteman Cancer Center Protocol Review and Monitoring Committee
Request for Initial Review of a Protocol


[bookmark: Text8]PI Full Name:      	
[bookmark: Text24]Protocol Full Title (must match full title in myIRB and OnCore):       	

Please select the most applicable option from the list below:
	 
	|_| Survey, Interview, Questionnaire
[bookmark: OLE_LINK1]	|_| Registry 
	|_| Expanded Access / Compassionate Use Protocol (only safety data being collected) 
	|_| Prospective Tissue / Specimen / Data Collection
	|_| Retrospective Chart Review / Use of Existing Specimens (data / specimens from:      )
		

1. Prior Scientific Review
Has this protocol received scientific review and approval from: an NCI-designated cancer center or Cancer Therapy Evaluation Program (CTEP), NIH funding, or external peer review?	
	|_| Yes	 |_| No
· If yes, please upload the following letter(s) as applicable with the OnCore submission documents:
· Documentation of peer review and approval of the study
· Documentation of the NCI-designated cancer center being in current good standing with the NCI

2. Rare Disease 
	Does your study population meet any of the following criteria?
|_|	A rare cancer defined by the NCI as < 6 / 100,000 cases
|_|	A narrow molecular subtype (e.g., rare mutations, targeted therapies)
|_|  An uncommon clinical presentation (e.g., comorbidities, prior therapies)
|_|  No, this study population does not meet the rare disease criteria. 

3. For Institutional Studies Sponsored by Washington University (WashU) and Non-WashU Institutions Only:  
Is this a Multi-Site study?   
|_| Yes – complete question below      |_| No – skip to Question 4
	
Is WashU the Coordinating Center?     |_| Yes  |_| No List name of Coordinating Center      
	

4. Accrual* – must match information in OnCore, see OnCore Work Instructions for further information 
	Protocol Target Accrual 
(total planned accrual-all sites)
	     
	Research Center (RC) Total Accrual Goal – Lower* (# to be enrolled)
	     
	RC Total Accrual Goal – Upper*
(max # to be consented per IRB)
	     

	RC Annual Accrual Goal
	     
	Affiliate Accrual Goal 
(non-WashU sites)
	     
	Accrual Duration or Estimated Time Planned for Data Collection (# of Months)
	     



*If your study does not include a consent process (e.g. chart review or use of specimens with waiver of consent), indicate the number of participants whose information/specimens you will use in your study.

[bookmark: OLE_LINK5][bookmark: OLE_LINK15]5. 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  List name of organization:      


SUBMISSION INFORMATION:
Create your PRMC submission in OnCore at https://one.advarracloud.com/ and upload the required documents listed below for review.  

If you do not have access to OnCore yet, please refer to the OnCore Support Services website for information on how to train for and gain access to OnCore:  https://washu.atlassian.net/wiki/spaces/OSS/pages/185827431/Basic+Information 

Document Checklist (please mark all documents being submitted):

	|_| PRMC Request for Initial Review of a Protocol Form

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

	|_| Informed Consent Form draft, if applicable

	|_| Protocol, if applicable

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

	|_| Documentation of Prior Scientific Review, if applicable (see question 1) 

	|_| Documentation of the NCI-designated cancer center’s PRMC approval at its last NCI site visit (see question 1) 

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


Reminders:	
· Once the study is approved, an approval email is sent to the PI, regulatory coordinator and HRPO. 
· Questions should be directed to the PRMC Protocol Office at: protocoloffice@wudosis.wustl.edu
· PRMC Policies & Procedures available at:  https://siteman.wustl.edu/research/clinical-research-resources/protocol-review-and-monitoring-committee/
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