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                                   KARMANOS CANCER INSTITUTE                       

                                         REQUEST FOR FUNDING TO SUPPORT

                                         INVESTIGATOR-INITIATED TREATMENT TRIAL 


	Background

The Karmanos Cancer Institute provides funds to help support investigator-initiated treatment clinical trials with the goal of moving new treatment strategies more rapidly from the laboratory into the clinic.  Proposed clinical studies must involve human subjects and be therapeutic in design.  The clinical studies must be based on a strong rationale and preclinical data should support the underlying hypotheses.  New clinical treatment trials employing drugs, biologics, radiation, or surgery whether used as a single agent/modality or in combination are appropriate.  Investigators should be able to identify sufficient numbers of patients to complete the trial in a timely manner.

Eligibility criteria are as follows:  

· The proposed trial should be high priority, innovative, pilot and phase 0, I, or II institu​tional clinical studies focusing on initial early phase testing of a candidate agent or device for the diagnosis, prevention detection or treatment of cancer.  

· The study must be conceptualized/designed by members of the Karmanos Cancer Institute.   

· The study should be of short duration (1-2 years).
· Funding will be provided for one year from the time study is open to accrual.  If funding is required beyond one year, a formal extension request is required.  
· Studies may receive partial support of funds/drug from peer-reviewed research grants or industry sponsors, assuming all other criteria are met.   This partial support is encouraged and should be identified.
· KCI’s Protocol Review and Monitoring Committee (PRMC) must approve the scientific merit of the study.  
· Draft budget must be reviewed and signed by Ms. Mary Jo O’Loughlin (moloughl@wayne.edu or oloughli@karmanos.org or CTPreAwd@karmanos.org)


--- PLEASE COMPLETE APPLICABLE FIELDS IN THE FORM BELOW ---
       To complete the form electronically, use the mouse pointer or the Tab key to navigate. Select and enter text for each text field. 
       To easily see text fields, go to Tools|Options from Word’s menu, click the View tab, and in the Show block select ‘Always’ from
       the Field Shading drop down list.

	Lead PI:
	 MACROBUTTON  AcceptAllChangesShown "[Click here to enter Lead PI]" 

	Other Key Personnel:
	 MACROBUTTON  AcceptAllChangesShown "[Click here to enter Other Key Personnel]" 

	Other Organizations on study:
	 MACROBUTTON  AcceptAllChangesShown "[Click here to enter Other Organizations]" 

	Title of investigator-initiated trial:
	“MACROBUTTON NoMacro [Click here to enter Title]”

	CTEP IND Agent(s)(supplied by NCI):
	 MACROBUTTON  AcceptAllChangesShown "[Click here to enter CTEP IND Agent]" 

	CIP IND Imaging Agent(s)/Supplier
	 MACROBUTTON  AcceptAllChangesShown "[Click here to enter CIP IND Imaging Agent(s)]" 

 MACROBUTTON  AcceptAllChangesShown "[Click here to enter Supplier]" 

	Non-NCI IND Agent(s)/Supplier
	 MACROBUTTON  AcceptAllChangesShown "[Click here to enter Non-NCI IND Agent(s)]" 

 MACROBUTTON  AcceptAllChangesShown "[Click here to enter Supplier]" 

	Commercial Agent(s)/Source:
	“MACROBUTTON NoMacro [Click here to enter Commercial Agents] MACROBUTTON  AcceptAllChangesShown "[Click and enter Source]"  

	Tumor Type:

(Click within the [[ ]] and type ‘x’ to indicate the tumor type)
	[MACROBUTTON NoMacro [ ]] Solid Tumor

[MACROBUTTON NoMacro [ ]] Hematologic Malignancy (NOS)

[MACROBUTTON NoMacro [ ]] Disease-Specific

	Disease-Specific:
(Specify the Name of the Study Disease)
	1. MACROBUTTON NoMacro [Click and enter Disease Name] 

2. MACROBUTTON NoMacro [Click and enter Disease Name] 

3. MACROBUTTON NoMacro [Click and enter Disease Name] 

	Performance Status:
	MACROBUTTON NoMacro [Click and enter Status]

	Abnormal Organ Function Permitted?
	MACROBUTTON NoMacro [Click and enter Y or N]

	Prior Therapy:
	MACROBUTTON NoMacro [Click and enter Prior Therapy]

	Phase of Study:
	MACROBUTTON NoMacro [Click and enter Study Phase]

	Treatment Plan:
	MACROBUTTON NoMacro [Click and enter Plan]

	Rationale/Hypothesis:
	MACROBUTTON NoMacro [Click and enter Rationale]

	Advanced Imaging Objectives
	 MACROBUTTON  AcceptAllChangesShown "[Click and enter Advanced Imaging Objectives]" 

	Laboratory Correlates:
	MACROBUTTON NoMacro [Click and enter Lab]

	Endpoints/Statistical Considerations:
	MACROBUTTON NoMacro [Click and enter Endpoints]

	Estimated Monthly Accrual:
	MACROBUTTON NoMacro [Click and enter Accrual]

	Proposed Sample Size:
	Minimum: MACROBUTTON NoMacro [Click and enter Size] Maximum: MACROBUTTON NoMacro [Click and enter Size]

	Earliest date the study can begin:
	MACROBUTTON NoMacro [Click and enter Date]

	Projected Accrual Dates:
(Month/Year format)
	Start:
	MACROBUTTON NoMacro [Enter Month] / MACROBUTTON NoMacro [Enter Year]
	End:
	MACROBUTTON NoMacro [Enter Month] / MACROBUTTON NoMacro [Enter Year]

	Will this study receive support from other sources (i.e., industry, NCI, DoD, ACS)?
	MACROBUTTON NoMacro [Click and enter Y or N]

	Attachments Required:
	PI NIH-Biosketch  [  ]

Draft Clinical Trial Protocol  [  ]

Draft Clinical Trial Budget  [  ]    *signed by Mary Jo O’Loughlin

	Principal Investigator (PI) Name:
	MACROBUTTON NoMacro [Click and enter Name]

	PI Signature:
	
	Date:
	

	PI Street Address:
	MACROBUTTON NoMacro [Click and enter Room/Suite/Dept.]

	
	MACROBUTTON NoMacro [Click and enter Street Adress]

	
	MACROBUTTON NoMacro [Click and enter City, State, Postal Code]

	PI Phone:
	MACROBUTTON NoMacro [Click and enter Phone No.]

	PI Fax:
	MACROBUTTON NoMacro [Click and enter Fax No.]

	PI E-mail:
	MACROBUTTON NoMacro [Click and enter E-mail Address]

	

	Please submit completed form to Research Administration via e-mail at: researchadmin@karmanos.org
**All requests for funding will be reviewed and approved by the Scientific Leadership Council


