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	Sponsor Protocol #:     

	Protocol Title:      


	[bookmark: Text2]Disease Site(s):      
	PI:      

	Department:      
	[bookmark: Text4]Sponsor:      

	GENERAL INFORMATION

	Will this study be open at the following sites?                    IUSCC  ☐             Riley ☐ 

	Satellite sites:
	VA ☐
	Eskenazi ☐
	Methodist ☐
	IUH West ☐
	IUH North  ☐
	IUH Schwarz  ☐
	Other _____ ☐

	Will this study be open at IUH Affiliate Sites? IUH Ball ☐       IUH Arnett ☐         IUH Bloomington ☐       Other ☐ specify:      

	Is there a National Clinical Trial Network (NCTN), BIG10CRC, TBCRC (breast cancer only) or HCRN trial available for this patient population?    Yes ☐  if yes, Trial #                  No ☐

	Accrual duration (months)?       What is the annual accrual goal at IUSCC?        What is the total accrual goal at IUSCC?      

	BUDGET/FUNDING
	COMMENTS

	Yes  ☐ No   ☐  N/A ☐
	For non-industry funded studies only - Does the funding source pay for ALL resource utilization (i.e., stats, budgets and contracts, regulatory, ALL study staff [including nursing, data management, etc.], translational labs, IDS)? Documentation must be provided in comments section
	     

	Yes  ☐ No   ☐ N/A ☐
	For ALL studies: does the funding source pay for all required study procedures that are not standard of care?  Examples include, but are not limited to: study drug, scans, safety labs, correlatives.
List non-standard of care procedures in comments section. For NCTN studies, please review funding sheet before answering this question. 
	     

	Yes  ☐  
 No  ☐  
N/A ☐
	For industry sponsored trials - are they using a Clinical Research Organization (CRO) (e.g., PPD, Quintiles, ICON, Paraxel, etc.)?
If yes, list in comments section.
	     

	IU INVESTIGATOR INITIATED TRIALS (IITS), BIG10CRC, AND HOOSIER CANCER RESEARCH NETWORK (HCRN) ONLY

	Does IU hold the IND/IDE? Yes☐   No☐   N/A ☐
Is this a multicenter IIT? Yes ☐  No ☐; if yes, will IU be the lead site? Yes ☐  No ☐; if yes, which group will provide trial management? IUSCC multicenter ☐    HCRN ☐    BIG10CRC ☐   Other ☐  specify      

	Funding Source:       	PI on Grant:        
Funding Status: 	Pending ☐  Funded ☐  N/A ☐
Sponsor Type: Federal ☐  Federal Pass-Through ☐  State ☐  Industry ☐  Not-for-Profit ☐  Unfunded ☐  Internally Funded ☐
If internally funded, what is the Grant #:                        Period: from:       to      
Grant Title (if different from project title):        
Comments:      
IIT Study Account # (if more than one, please specify):      _________
Administrator/Fiscal Officer: _________________________
For internal funding support/policy: https://cancer.iu.edu/research-trials/funding/pilot-projects/pilot-support-iit.shtml

	PATIENT POPULATION

	Yes  ☐ 
No   ☐
	Is the disease population for your trial considered a rare disease? The ESMO has set the incidence rate for rare cancers at ≤ 6 newly diagnosed persons out of a population of 100,000. Please reference Rare Disease document at:
https://cancer.iu.edu/research-trials/trials/src-resources.php

	Yes  ☐ 
No   ☐
	Is this considered a targeted therapy trial? 
NCI definition can be referenced here: http://www.cancer.gov/cancertopics/factsheet/Therapy/targeted

	Yes  ☐ 
No   ☐
	Does your study have a behavioral outcome as the 
primary endpoint? 
	Eligibility Age:  
                                 Adults ☐            Children ☐          Both  ☐

	PROTOCOL

	
Yes  ☐  
 No  ☐ 
	Is coordination with the Indiana Clinical Research Center (ICRC) required?  If yes, please submit the Resources Requested Form and Orders here: https://redcap.uits.iu.edu/surveys/?s=ZQtzsx and contact Harshpreet Dhami (hkdhami@iu.edu) with questions. Add ICRC staff and mgmt. group to Oncore submission 

	Yes  ☐  
 No  ☐
	During the course of the trial, will blood and/or tissue samples be stored for current or later analysis in a lab facility at Indiana University?

	Yes  ☐  
 No  ☐
	Does your study require NIH mandated institutional biosafety review [IBC] and approval (i.e., studies involving gene therapy, live vaccines, transactive or infectious proteins, recombinant DNA, viral vectors, plasmid vectors, or other infectious agents, etc.)? If you need clarification, please contact the IBC. 812-856-2642 or ibcbhc@iupui.edu. 
Please list applicable agents or procedures in the comments section.
	Comments: 


	Yes  ☐   
No   ☐
	Does your study require Powerchart Oncology Order (PCO) set build or Epic build?
· PCO (for treatment trials conducted at IUH and/or Eskenazi): Notify pharmacy (ordersetcreations@iuhealth.org) and IDS (IDS@iuhealth.org) that a new protocol will be going to SRC.
· EPIC (for studies done at Eskenazi): If CTO managed, regulatory will complete RedCap & Epic application with IRB approved protocol.

	Yes  ☐   
No   ☐
	Does this trial expose the patient to radiation (machine generated or otherwise) that they would not be exposed to if they were not participating in the research?  Examples include but are not limited to: additional radiation from being exposed to this trial, research required MUGA, research required DEXA, research required X-Ray, or research required CT scan.
Please complete the ORI checklist, and if needed, Image Guided Biopsy registration for this study before SRC and upload with your Oncore ssubmission. CTO staff must include the RCC contact on ORI submission email 
· ORI Checklist (either link will work):
              https://mednet.iu.edu/MasterDocLibrary/Radiology-Research-Imaging-Registration-Form.pdf 
· ORI Biopsy:
              http://ori.medicine.iu.edu/research/office-for-research-imaging/office-for-research-imaging/clinical-trials/imaging-           guided-biopsy-procedure/
                                                                               Date Submitted: _______________________________________________ 

	 Please indicate the database* used to collect safety and endpoint data (e.g. eCRF data):  
*Please note IUSCC Oncore Minimum Footprint requirements still apply.

	IU Oncore System  ☐   
REDCap ☐
External database (e.g. HCRN Oncore),☐ specify:  
Other, ☐  specify:

	STUDY STAFF

	** Add staff names next to all applicable roles, and ensure all fields listed below are also **
** completed in OnCore prior to submission **
Also list any additional key personnel as defined by the IU IRB as staff in OnCore. (i.e., staff who perform study procedures and interact with patients):      

	REQUIRED FOR ALL STUDIES: 
Co-investigator [person involved with labs, scientific merit, treating/enrolling]:      
Co-investigator:      
Co-investigator:      
Co-investigator:      
Co-investigator:      
Co-investigator:      
Study Coordinator [CRS, CRC, etc.]:                                                               
PowerTrials Study Contact [person patients will contact for study info]:                
PowerTrials Creator:        
Protocol Coordinator [person responsible for keeping OnCore up to date]:          
Regulatory Coordinator [PowerTrials creator role]:                                 
Database Developer:                                                                                                                                     
Statistician:                                                                                                           
Study Site Contact:      
Primary Research Nurse [PowerTrials Study Contact]:                                         
Budget Contact:      
	

	SIGNATURES AND CONTACT INFORMATION FOR COLLABORATORS

	Please submit acknowledgement/confirmation from all co-investigators who have agreed to participate in this study.
Emails are acceptable and should be bundled into one PDF. 




__________________________________	__________________________________		________________
Principal Investigator (printed name)		Signature						Date
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HOW TO SUBMIT: Upload to OnCore with SRC submission documents 


Version October 2020

	
	Investigator-Initiated Trial
	NCTN 
	Industry-sponsored Trial

	Intellectual input/collaboration
	      12 points [IU]
      10 points [non-IU]
	      11 points [IU led]
      9 points [non-IU]
	     5 points [IU led]


	Trial translated from science developed at IU
	     10 points
	     10 points
	     5 points

	Includes correlative studies at IU
	     5 points
	     5 points
	     5 points

	External funding [e.g. NIH/NCI]
	     8 points
	     8 points
	     8 points

	Will accrue at least 3 subjects/year *
	
	
	     5 points

	For Industry-sponsored trials only, is there a competing NCTN/BIG10CRC/HCRN/TBCRC trial available for this study population? **
	
	
	Yes       [- 5 points]
Trial # 

	Will any competing studies be enrolling patients when this study opens? ***
	      Yes          No
	      Yes          No
	      Yes          No

	Total Score****
	
	
	



*Does NOT apply to IIT’s, NCTN or rare tumors. Please provide example below:
Provide an example of a prior study which accrued > 3 subjects/year or explain your accrual plan for this study:

Study/accrual plan:      


** Competing studies can be found at HCRN’s website https://hoosiercancer.org/clinical-trials/status/current-trials/ or BTCRC’s website: https://www.bigtencrc.org/clinical-research/current-trials/

*** Studies with scores < 5 will be disapproved without review.  Those anticipating competing studies at the time of activation will NOT be reviewed by the SRC unless the submission is accompanied by a detailed plan for managing competing studies and prioritizing patients to avoid bias.  The conflict management plan will be reviewed by the SRC and must be approved for the trial to proceed.

****If 2 or more studies receive the same priority score, prioritization of the studies managed by the CTO will be done in the following order: IU IIT; IU led NCTN; non IU ITT; non IU NCTN; IU led industry; non IU led industry.

· If applicable, provide comments relating to stipulations that would contribute to needing specific prioritization for IRB submission. i.e. studies needing IRB review by a deadline, studies receiving expedited review from an NCI designated site with an approved PRMS
Prioritization Comments: 
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