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Celgene
Moffitt Innovative Studies Funding Opportunity 

The Moffitt Cancer Center invites Moffitt investigators to apply for grant funding to address unmet medical needs or standard of care challenges.
Guidelines

Submission Deadline:

February 1, 2018 - 4:00 PM EST
(Deadline to submit to OSR is 1/29/18 @ awards@moffitt.org)
Direct Questions to: alliancemanagement@moffitt.org 
Moffitt-Celgene Innovative Studies – Cycle 2 Guidelines
Award Details & Criteria:
Awards will be for a maximum of $870,000 (direct costs) for up to two years (i.e., either $870,000 for one year or $435,000 per year for two years). This opportunity is open to all Moffitt Faculty. Funding is provided via licensing revenue paid to Moffitt which is reinvested in research projects. Funds must be spent by June 30, 2020. No-cost extensions will not be allowed.
Purpose: Your application should define the Impact of your project and summarize how it will develop an end product(s) that would be of interest to Celgene for possible licensing. This could be a drug, new drug target, test, or diagnostic, for example. Some areas of interest which Celgene provided include:

1. small molecule or antibody modalities in solid tumors, especially where immunotherapy isn’t working

2. approaches to address tumor heterogeneity

3. compounds/antibodies that could be used in combination with epigenetic or immune-oncology drugs

4. tumor-stromal modifier: approaches to transform an immune “cold” tumor into an immune “hot” tumor

5. genetic or protein markers to enrich for the patients more likely to benefit from therapy 

6. biomarkers of response (blood, biopsy-based or imaging) to enable  change in treatment

7. solid tumor indications with no new therapies and where immuno-oncology-directed therapies are not working well, for example: SCLC, pancreatic, TNBC, GBM, HCC, mut Kras CRC, MSS CRC, brain metastasis in breast or lung cancer, compounds that pass the blood-brain barrier
8. target classes: mutated form of a target and association with a poor prognosis, transcription factors, developmental genes that are re-expressed in tumors and drive new dependency, new target selection derived from Moffitt’s clinical tumor sample collection

In a more broad sense, applying futuristic thinking about the unmet medical needs or standard of care challenges in the next 5 years. Importantly, outline the Moffitt competitive advantage. How is your approach going to deliver a differentiated therapy affording a higher probability of clinical success compared to other approaches?

In addition, Moffitt leadership expects this award will lead to publications and additional peer-reviewed external funding.
Application Process: Complete the attached Statement of Work (SOW) template in full. Please then work with your Grant Administrator (GA) to complete the application and your Research Financial Analyst (RFA) to complete the budget using the template on the last page of this document. 
Requirements:  

· Statement of Work with Impact (see Purpose, above), Milestones, and Timeline with Deliverables (Maximum 5-pages total)  
· References
· Budget and Budget justification  
Specific Instructions:

· Use NIH format: Arial 11 point black font, single-spaced with all text showing and 0.5 inch margins (all sides)
· The Principal Investigator’s name should be in the header of all application pages.
Statement of Work: Describe research project(s).  Maximum 5 page total for “Statement of Work” to include the following:
i. Specific Aims: List the broad, long-term objectives that this research project is intended to accomplish.  Clearly state the hypothesis to be tested.  Include Impact statement here.
ii. Background and Significance:  Briefly present the background leading to this research project.
iii. Research Plan: Explain the study design and experiments. The research plan must include specific Milestones, and Timeline with Deliverables.
References: Include any relevant references.

Budget and Justification: Allowable and Unallowable costs are in the table on the next page. Use of the Institutional Budget Template for Industry and inclusion of the Industry Alliance Budget Tab as a PDF in the application file is required.
Overview of Allowable and Unallowable Costs:

	

	Allowable

· PI and Co-PI salary
Note: Effort for the PI or Co-PI is required.  Effort will be charged at full Institutional salary; no salary cap will be applied. No cost sharing of salary is allowed.  
· Research supplies and animal expenses
· Technical assistance

· Registration fees at scientific meetings

· Publication costs, including reprints

· Shared resources costs 
· Special fees (pathology, photography, etc.)

· Stipends for graduate students and postdoctoral assistants if their role is to promote and sustain the project by the faculty member

· Equipment costing less than $2,000 (Special justification is necessary for items exceeding this amount and must be included in the proposal budget and justified for specific research purposes)

· In special circumstances computer purchases justified for specific scientific purposes may be allowed at the beginning of the award with prior approval. All equipment must be budgeted at the time of the application 

· Tablets and e-readers for specific scientific purposes and must be justified and budgeted in the application.  Data plans, if needed must also be justified. NOTE: Data plan costs for tablets and e-readers are not supported by the Institution.
	Unallowable

· Cost share (including salary cap)
· Secretarial/administrative salaries

· Tuition 

· Domestic and foreign travel

· Honoraria and travel expenses for visiting lecturers

· Books and periodicals

· Membership dues

· Office and laboratory furniture

· Office equipment and supplies

· Most computer purchases

· Rental of office or laboratory space

· Recruiting and relocation expenses

· Non-medical services to patients

· Per-diem charges for hospital beds

· Construction, renovation, or maintenance of buildings/laboratories 
· Facility and Administrative (IDC) Costs



Other Considerations:
i. Statistical Review of Applications:

Investigators must seek input from a biostatistician unless the project is only a lab-based, early developmental study. The Moffitt Biostatistics Core is available to provide this service. Please make biostatistics requests at http://moffittnetapps.moffitt.org/apps/BiostatisticsAssistanceForm/Default.aspx, or contact Dr. Richie Reich at Richie.Reich@moffitt.org for more information.
ii. Additional Approvals – Human Subjects and Animal Research Requirements:

If awarded, the PI must secure SRC/IRB and/or IACUC approval, as appropriate. 

Note: It is the investigator's responsibility to notify the Office of Sponsored Research after IRB/IACUC approval has been received to release funds.

iii. Moffitt Proposal Submission Form (signed by the PI, Director of Division Administration and Associate Center Director). This is required before submission. Please work with your Grant Administrator to ensure this is completed.

iv. Submission:
Submit this package through the Office of Sponsored Research as a single PDF file to AllianceManagement@moffitt.org. 
v. Special Considerations: These projects are being funded under a Licensing Agreement between Celgene Corporation and Moffitt Cancer Center. As such, Celgene has first right of negotiation to license any inventions arising from this project. If Celgene declines, the PI has the right to discuss licensing with another company. Please contact Rae Reuille (x1548, Rae.Reuille@moffitt.org) or Jarett Rieger (Jarett.Rieger@moffitt.org) if you request further clarification.
Awardee Obligations:
· Acknowledgement of sponsor: Sponsor should be acknowledged in any publication/presentation by including the following, “This work was sponsored in part or wholly by Celgene Corporation.”
· Reports – Periodic reports and/or presentations will be due to the Moffitt-Celgene Joint Research Committee upon request (sufficient prior notification will be provided). Reports are to be submitted to AllianceManagement@moffitt.org with details to be communicated after activation. Failure to submit a final report in a timely manner may impact continuation of the project.  Reports should demonstrate the impact of your results and potential commercialization of your product(s). These reports will be shared with Celgene. 
· Seminar: The PI may be asked to present interim or final results to the Moffitt-Celgene Joint Research Committee, at a Moffitt Cancer Center Seminar or a Moffitt-Celgene retreat. A Research Administration staff member will communicate the date(s) and the necessary arrangements with the PI. 
Estimated Timeline:
· November 20, 2017: Open solicitation

· January 29, 2018: Applications due to the Office of Sponsored Research
· February 1, 2018, 4:00 PM: Applications due to Alliance Management

· Celgene selects applications of interest; applicants meet with Innovation Office to craft presentations

· March 1, 2018: Applications of interest will be presented to Celgene management

· Celgene selects projects
· July 1, 2018: Projects start

· June 30, 2020: Projects end
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Funding Opportunity: Moffitt Innovative Study (Celgene)
DUE DATE: 1/29/18 (OSR); 2/1/18 (Alliance Management)


	1. PRINCIPAL INVESTIGATOR 
	

	1a.
NAME  (Last, first, middle)
	1d.
PROGRAM


	     
	     

	1b. ACADEMIC RANK
     
	1e.
TEL:                     E-MAIL:      


	1c.
DEPARTMENT

     
	1g.
MAILING ADDRESS  (Street, city, state, zip code)
     
     
     


	1. CO-PRINCIPAL INVESTIGATOR ( if applicable)
	

	1a. NAME  (Last, first, middle) 
         
	1d. PROGRAM

     

	1b. ACADEMIC RANK
           
	1e.
TEL:                     E-MAIL:      

	1c. DEPARTMENT

           
	1g.
MAILING ADDRESS  (Street, city, state, zip code)
     
     
     

	2.
TITLE OF PROJECT 

          
    

	3. COSTS
	3a. Direct Costs
	3b. Indirect Costs: NOT     ALLOWABLE 
	3c. Total Costs

	4.
HUMAN SUBJECTS


RESEARCH

  Yes
  No  

	 4b.
 MCC and/or IRB number (if available)  

      
	5.  VERTEBRATE  ANIMALS       Yes  No    

	
	 4c.
Clinical Trial

   Yes  No    
	4d.
NIH-defined Phase III  

Clinical Trial     Yes  No    
	5a. 
If “Yes,” IACUC approval 

      Date (if available)

     
	5b.
If “Yes,” IACUC project number (if available) 
     

	4a.
Research Exempt

  Yes
  No     
	If “Yes,” Exemption No.
     
	
	

	____________________________________________  _______________

PI SIGNATURE                                                                   DATE

 
	DEPARTMENT CHAIR/PROGRAM LEADER NAME:      
_________________________________________    ____________

  SIGNATURE                                                               DATE

	OFFICE OF SPONSORED RESEARCH

_____________________________________________  _______________
MARGARET J. FONNER, CRA, DIRECTOR

DATE
	


NOTE: Instructions are provided in BLUE text. They may be deleted prior to submission.
	Project Title:

	STATEMENT OF WORK: Describe research project(s). Maximum 5 page total for “Statement of Work” to include the following:  

	Specific Aims: List the broad, long-term objectives that this research project is intended to accomplish.  Clearly state the hypothesis to be tested. Include an impact statement.
Background and Significance:  Briefly present the background leading to this research project.
Research Plan: Explain the study design and experiments. The research plan must include specific milestones and timeline with deliverables.



	References: Complete references to appropriate publications and manuscripts submitted or accepted for publication may be listed at the end of this section. (References are not considered in the page limitations.)


	


BUDGET: Use of Institutional Budget Template for Industry required.
	BUDGET JUSTIFICATION: Fully justify anything listed under “Other Expenses” in budget. 
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