Moffitt Clinical Trial Funding Opportunity

The Moffitt Research Institute is pleased to announce a clinical trial funding opportunity with an emphasis on increasing minority accrual.  Funding will be awarded to a proposal for an investigator-initiated phase 0, I, or II intervention, including therapeutic, supportive care and prevention clinical trial that addresses an underrepresented population and is likely to lead to increased minority subject accrual.  Methods to increase minority or underserved accrual could include but are not limited to:

· A focus on cancers disproportionally affecting African Americans or Hispanics. 
As examples, novel early phase clinical trials that enroll triple negative breast cancer patients or patients with non-small cell lung cancer (both with a higher incidence in African-American patients.)
· Targeting molecular aspects that are more common in minority patients. 

As examples, proposals to examine the role of SNPs in the metabolism of cyclophosphamide or differences in toxicity in African-American patients treated with radiation therapy for prostate cancer.
· Supportive care clinical interventions targeting toxicities more common in minority patients. 
For example, a proposal to study the effects of taxane-induced neurotoxicity in African-American women.  

Team science proposals that include collaborations with Basic or Population Science investigators will be given priority consideration. 
Standard requirements such as IRB approval must be met prior to award activation.  
Due Date: 
Thursday, February 1, 2018 4:00 pm
Notification Date:
30 days after due date
Award Start:
90 days after award notice
Eligibility:
Moffitt research faculty (all ranks)
Project Period:
Up to 2 years

Award Amount:
Awards are for a maximum of $100,000 for the clinical trial (including trial coordination, data management, non-billable lab tests, etc), and up to $50,000 for correlative science costs (including shared resources, research lab supplies and tech support).  At least one award per year will be funded.  
Application Requirements:
 

· Complete the Letter of Intent Form, adapted from the CTOP LOI  (see page 2)

· Provide a summary of the patient population (1 page) including the proposed Enrollment Table (see page 5)
· Provide a budget and budget justification (1 page): The budget should be reviewed by the Office of Clinical Trials Budgets, please contact John Musser at john.musser@moffittt.org.
· Allowable expenses include typical clinical trials costs including trial coordination, data management, non-standard of care lab tests, and correlative science, research lab costs and shared resources services.  
· Unallowable expenses include faculty salaries and travel.
· IRB fees will be covered by the institution and do not need to be budgeted.
· NIH biosketch that includes a list of funded and pending clinical studies and grants. 

Proposals should be submitted to Maureen Ahearn, Maureen.Ahearn@moffitt.org, as a single .pdf file. 
	Moffitt Clinical Trial 
Funding Opportunity
	Letter of Intent Form


Study Summary

	Principal Investigator:
	[Click here to enter Name]

	Title of Proposal :
	[Click here to enter Title]

	CTEP IND Agent(s)/(supplied by NCI)1:
	[Click and enter CTEP IND Agent]

	CIP IND Imaging Agent(s)/Supplier:
	[Click and enter CIP IND Imaging Agent(s)]  [Click here to enter Supplier]

	Non-NCI IND Agent(s)/Supplier:
	[Click and enter Non-NCI IND Agent(s)]  [Click and enter Supplier]

	Commercial Agent(s)/Source:
	[Click here to enter Commercial Agents]  [Click and enter Source]

	Tumor Type:

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

[[ ]] Hematologic Malignancy (NOS)

[[ ]] Disease-Specific

	Disease-Specific1:
(Specify the Name and Code of the Study Disease)
	1. [Click and enter Disease Name] [Click and enter Disease Code]
2. [Click and enter Disease Name] [Click and enter Disease Code]
3. [Click and enter Disease Name] [Click and enter Disease Code]

	Phase of Study:
	[Click and enter Study Phase]

	Estimated Monthly Accrual:
(Note: Projected accrual rates should be realistic. Actual accrual will be monitored and measured against this accrual estimate, and failure to meet accrual goals may result in study closure. )
	[Click and enter Accrual]

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

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

	Projected Accrual Dates for Phase 0, 1 or 2 trials:
(Month/Year format)

(Document projected accrual in Appendix A.) 
	Start:
	[Enter Month] / [Enter Year]
	End:
	[Enter Month] / [Enter Year]

	Is this study related to another grant, cooperative agreement or contract?
	[Click and enter Y or N]

	If yes, provide the Award Number:
	[Click and enter Award Number]


Related Support

	Will this study as a whole receive support from other sources (i.e., NCI, industry)?
	[Click and enter Y or N]

	If yes, indicate the source of the funding:
	[Click and enter source of funding]

	Will an investigational laboratory assay be used as an integral biomarker in the trial?
	[Click and enter Y or N] 

	If yes, indicate all integral investigational laboratory assay(s) and the purpose(s) for each one:  e.g., eligibility criterion, assignment to treatment, stratification variable, risk classifier or score, other (describe in detail).
If the assay(s) has already been presented to OIVD/FDA, then please denote.)
	[Click and enter name of biomarker and describe purpose]

	If the proposed trial includes correlative studies, indicate whether there is currently funding for them.
	[Click and enter Y or N]

	If yes, provide funding source for each correlative study. If funding is available for some, but not all, correlatives, indicate. 
	[List correlatives and provide funding source (e.g., grant number if applicable) for each]

	If no, will funding for correlative studies be sought?
	[Click and enter Y or N]  


	Rationale and Background: (This section should provide the study rationale and supporting preclinical and/or clinical data and address the following:  what is the unmet need, why the patient population was chosen, why the drug or drug combination was chosen and any potential safety concerns with the drugs or drug combination, and how the study results might impact future trials/practice. The background information should be limited to what is relevant to the proposed study and should be presented succinctly but with sufficient detail to enable evaluation by the reviewers. Avoid indiscriminate cutting-and-pasting from investigator brochures, trial solicitations, or other CTEP communications.) 

[Click and enter Background]

	Hypotheses:  (Succinctly state the hypothesis for each primary and secondary objective.) 

[Click and enter Rationale/Hypotheses]

	Objectives:  (List primary and secondary objectives. Ensure that the study design allows for these objectives to be met and that the statistical plan provides an adequate plan to analyze or describe the data for each objective.)
[Click and enter Objectives]

	Abbreviated Eligibility Criteria:  (Provide key inclusion criteria. These should include patient age, performance status, whether abnormal organ function is permitted [if Yes, list only abnormal organ function parameters], permissible and required prior therapy, tumor type, and integral markers, if applicable.)
[Click and enter Eligibility Criteria]

	Study Design:  (Succinctly describe the general study design. If applicable, describe randomization and/or stratification. A schema or flow diagram may be used, if appropriate.) 

[Click and enter Study Design]

	Treatment Plan:  (State the dose, method of administration, and schedule of each drug, and, if Phase 1, provide the dose escalation scheme, and definitions of DLTs. State the duration of treatment, the duration of the study, and the duration of follow-up.)
[Click and enter Plan]


	Correlates:  (For all correlates, provide text in an appendix describing them and complete the tables below. In the table, provide the name of the lead PI for the correlates and his/her site. Also, in the text, If funding is requested for sample collection and/or the assay, provide the same information that is required for integral and integrated markers. In the column labeled “M/O,”, indicate with “M” or “O” if specimen collection or imaging test is either Mandatory or Optional.)

Integral and integrated biomarkers:  (For both integral and integrated biomarker tests [defined in footnote, Page 2 of 7], state experience with the assay and assay methods, performance, operating characteristics, and whether the assays will be performed in a CLIA-approved laboratory. Please use the appropriate NCI biomarker template [http://ctep.cancer.gov/protocolDevelopment/default.htm#ancillary_correlatives].  If a template is not available for the proposed assay, refer to the checklist at http://biqsfp.cancer.gov/objects/pdfs/BIQSFP-12-Biomarker-Imaging-Study-Checklist.pdf and provide responses to items 1-6. [For the purpose of the LOI, ignore the request for a BIQSFP Cost Estimate Worksheet.]  If the assay result will be reported to the patient or the patient’s physician at any time, on or off study, the assay must be performed at a CLIA-approved laboratory. Note: failure to provide sufficient information for NCI reviewers to evaluate the assay may delay approval of the LOI.)
Integral and Integrated Biomarkers Table*

Biomarker name (Lead PI and Site)

Assay

Tissue/Body Fluid Tested

and Timing of Assay

M/O 

* Insert additional rows as needed.

	Exploratory Biomarkers Table*

Biomarker name (Lead PI and Site)

Assay

Tissue/Body Fluid Tested

and Timing of Assay

M/O 

* Insert additional rows as needed.

Imaging Correlates Table*

Correlative  Objective 

(Name of Correlate & Lead PI and Site)

Imaging Technique 

Organ(s) Scanned and Timing of Scans

M/O 

* Insert additional rows as needed

	Endpoints/Statistical Considerations:  (State explicitly the null and alternative hypothesis (es) for the primary objective(s).  Also state the sample size and associated type I and type II errors. Provide an analysis plan for both primary and secondary objectives, including correlatives. Include information about which statistical tests will be applied.  State the projected accrual rate and ensure that the accrual goals are realistic and achievable with current resources.)  
[Click and enter Endpoints]

	References:  (Provide references for cited data and key background/concepts. Verify all references.)

[Click and enter References]


Appendix A – Documentation for Projected Accrual

	Projected Accrual Dates:
(Month/Year format)
(Note: Projected accrual rates should be realistic. Actual accrual will be monitored and measured against this accrual estimate, and failure to meet accrual goals may result in study closure.)
	Start:
	[Enter Month] / [Enter Year]
	End:
	[Enter Month] / [Enter Year]


	PROPOSED ENROLLMENT TABLE:
Number of Subjects Enrolled to Date (Cumulative)
by Ethnicity and Race

	Ethnic Category
	Females
	Males
	Sex/Gender Unknown or Not Reported
	Total

	Hispanic or Latino
	
	
	
	

	Not Hispanic or Latino
	
	
	
	

	Unknown (individuals not reporting ethnicity)
	
	
	
	

	Ethnic Category: Total of All Subjects* 
	
	
	
	

	Racial Categories
	

	American Indian/Alaska Native 
	
	
	
	

	Asian 
	
	
	
	

	Native Hawaiian or Other Pacific Islander 
	
	
	
	

	Black or African American 
	
	
	
	

	White 
	
	
	
	

	More Than One Race
	
	
	
	

	Unknown or Not Reported
	
	
	
	

	Racial Categories:  Total of All Subjects*
	
	
	
	


Enrollment Table:

1 Detailed Institution, Group, Agent NSC, and Disease codes are available on the CTEP Home Page at http://ctep.cancer.gov/protocolDevelopment/codes_values.htm
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