2012 Drug Discovery Research Project (DDRP) Application Instructions
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Colorado Center for Drug Discovery



General Information

The Colorado Center for Drug Discovery (C2D2), a program of CSU Ventures Inc. (CSUV) invites researchers to submit small molecule drug discovery-related proposals to be considered for C2D2 support in 2012.  In addition to requesting monetary support, applicants can request additional research assistance which will be provided through the C2D2 organization.  
In particular, researchers engaged in preclinical drug discovery projects that could benefit from the following types of assistance are encouraged to apply:
· Funding.  Up to $50,000 for PI/Co-PI lab-based biological research activities on novel, validated targets of human disease.
· Synthesis and/or medicinal chemistry support to advance ongoing drug discovery efforts.  Examples of C2D2’s medicinal chemistry support that can be requested include preparation of literature compounds, chemical structure confirmation of screening hits, optimization of lead compounds through analog design and synthesis, lead compound scale up for pharmacology studies, as well as hit expansion through molecular modeling techniques. 
· In vitro metabolism or in vivo pharmacokinetic (PK)/pharmacological support. Examples of support include metabolism studies, permeability, rodent PK studies. 
Please note that projects related to the following topics are beyond the current scope of the solicitation and will not be considered: 

· Target identification or validation (e.g. knock-in/knock-out studies)

· High-throughput screening projects

· siRNA-related projects

· Vaccines or biologics (peptides, proteins, or monoclonal antibodies)

C2D2 support is intended for short term “proof of concept” studies (3-12 months) that if successful, would advance the research program to a point where additional funding or private investment can be obtained.  Preference will be placed on proposals capable of generating/extending intellectual property (IP) and research that leads to licensing of technology into a new or existing Colorado bioscience company.  Matching funds are not required but may favorably impact proposal review. PI’s which have received past support from C2D2 are eligible to apply for new project support or additional rounds of funding for a project previously supported by C2D2.   
Key dates are shown in Table 1.   Changes to Key Dates and/or to Application Instructions will be posted on the C2D2 website at www.C2D2.org.    All C2D2-sponsored research activities are anticipated to begin April 1, 2012 for a maximum of 12 months.   
Table 1.  KEY DATES for 2012 Applications

	Open invitation for applications
	December 19, 2011

	Deadline for submissions
	January 30, 2012

	Evaluation of applications 
	February-March, 2012

	Initiation of support
	April 1, 2012


GRANT APPLICATION INSTRUCTIONS

In order to receive assistance, researchers must be affiliated with a Colorado research institution as defined by OEDIT and the research project disclosed to your host institution’s Technology Transfer Office or equivalent organization.  It is the responsibility of the applicant to comply with their institution’s policies regarding submission of grant applications and documentation.  Please note:  Applicants must specify the type of research assistance sought-(funding and/or research assistance) in the application.
USER REGISTRATION
As part of the application procedure, applicants will be automatically registered with C2D2 as a member and provided a membership number.   The information will be used to build a database of Colorado-based drug discovery researchers. 

BUDGETS


The maximum financial grant award will be $50,000.  The proposal budget should only reflect expenses incurred for research related activities and should not be viewed as a student stipend/ assistantship funding mechanism.  Any requests for services provided through C2D2 (e.g.  chemistry, and/or pharmacokinetics) must be clearly defined in the research plan however, it  should not be included as part of the PI’s budget.  

Budgets may not include equipment expenses, travel expenses, nor administrative expenses and may not include more than 2% FTE salary support for the PI or Co-PI.  Indirect costs are capped at 8% of the total direct costs (TDC) and are to be included as part of the budget. All personnel costs must be justified with quantitative estimates of hours per activity required to support the C2D2 project.   The final amount of the award and any additional assistance provided by C2D2 will be negotiated at time of award and are subject to availability of the funds.   
SUBMISSION OF DOCUMENTS

Completed application forms are to be sent to Greg.Miknis@Colostate.edu  in MS Word format on or before the application deadline date (Table 1) to be considered.  Please include the following statement in the email subject line:  2012 DDRP Application.   Strict adherence to page limitations (including graphics/figures) throughout the application is required.  INCOMPLETE APPLICATIONS WILL NOT BE CONSIDERED. 
Upon receipt, C2D2 will provide an email acknowledging receipt of application materials.  If you have submitted an application but haven’t received an email acknowledgement, please contact Greg Miknis at Greg.Miknis@Colostate.edu.
APPLICATION REVIEW PROCESS


The C2D2 grants are intended to advance promising research programs toward a predefined goal.  Support is not intended for “basic” research.  Instead, the funding is designed to facilitate research activities that, if successful, generate additional project value as judged by biopharma industry standards.  Applications will be competitively evaluated by a Technical Advisory Panel (TAP) comprised of C2D2 staff, outside consultants with expertise in drug discovery and others considered knowledgeable in the field.  Projects will be evaluated primarily on the following criteria:
· Fit with C2D2 mission to advance small molecule drug discovery in Colorado

· Ability to generate new intellectual property

· Product development potential
· Scientific merit

· Technical feasibility of research plan
Submitting an application imparts consent to allow C2D2 to have the proposal reviewed by others not employed by CSU Ventures.  All reviewers are required by C2D2 to sign conflict of interest and non-disclosure agreements prior to reviewing proposals.
The proposal review process will include:

· Initial Review:  All proposals will be reviewed by C2D2 for fit with C2D2 mission prior to full review by the TAP.  
· Technical Evaluation:  Each proposal will be reviewed by at least 3 TAP members and individual reviewers will provide written comments on the merits/deficiencies of each proposal.  Proposals will be assigned an Overall Impact score from 1 to 9 (1 Excellent-9 Poor) for each of the criteria outlined above.  Individual scores will be tabulated, averaged and the proposals rank ordered.  Based on the average scores from this round, proposals will be selected for a final review before the full TAP.
· Panel Review:  The final TAP review consists of a discussion of the merits/deficiencies of each proposal and will involve all reviewers.  Based on the discussion, a final average overall impact score will be generated and proposals ranked. Based on available funds and C2D2 internal capacity to support research, the top proposals will be selected and the final decision will be provided by C2D2.  All funding decisions will be final.  Appeals will not be considered.

GRANT AWARD
C2D2 will offer the awards in the form of grants to the PI’s institutions.  CSU Ventures (CSUV) reserves the right to reject any or all proposals, cancel this solicitation, and/or request best and final offers from some or all applicants. Acceptance of a proposal is subject to negotiations of a grant agreement between CSUV and the applicant’s organization.  Agencies will not be reimbursed for any expenses incurred in the development of the application. All application materials submitted in response to this solicitation will become the property of CSUV at the time the application is received.

All financial support will be based on the proposed research plan and availability of funding.  Grants are subject to the terms and conditions of the prime award from the State of Colorado, including Colorado Special Provisions, as applicable.
REQUIREMENTS 
Quarterly updates and at least one face-to face meetings are required.  In addition, a non-confidential scientific report will be required from the awardees upon completion of the award period. This report is due within twenty one (21) days after completion of the project or the end of the grant period, whichever comes first. The report is to be submitted electronically in MS Word or PDF format and should be a cumulative, stand-alone document describing the results and significance of the work. The scientific section of the report must include any technical data gathered, models developed, and summary conclusions. The financial section of the report must include a detailed accounting of all the funds expended.  Additional instructions for the reporting format may be provided at the time of award.

INTELLECTUAL PROPERTY

Newly developed intellectual property may be solely or jointly owned by the PI and Co-PI institutions.  Each respective grant awardees’ institution shall form an agreement, as necessary, to manage any and all intellectual property that arises from work carried out under the C2D2 grant.  CSU Ventures through C2D2 has no claim to IP rights of funded projects except in the case that a C2D2 employee is deemed an inventor Declaration of inventorship shall be governed by U.S. patent laws. 

USE OF GRANT FUNDS

The use of grant funds must be restricted solely to the purposes of the project described in the awarded application. Grant funds may not be used: (a) for any purpose other than the project; (b) to carry on propaganda or otherwise attempt to influence legislation; (c) to influence the outcome of any public election or to support, directly or indirectly, any voter registration drive; (d) to make a sub-grant to any individual or to any other organization; or (e) for any purpose other than charitable, scientific, literary, or educational purposes. Any portion of the grant funds unexpended or uncommitted at the end of the grant period must be promptly returned to CSU Ventures.
CONTACT INFORMATION
Additional information can be obtained by contacting:
Greg Miknis, Ph.D., Associate Director C2D2

Tel: 970-491-8601

Email: Greg.Miknis@colostate.edu
The Drug Discovery Research Project application form consists of five (5) sections and is to be completed by the PI. Strict adherence to page limitations throughout the application is highly recommended and applies to all graphics and figures.  See instructions for submission deadline. Applications must be submitted in MS Word format. Complete all shaded areas. 
INCOMPLETE APPLICATIONS WILL NOT BE CONSIDERED 

PRINCIPLE INVESTIGATOR 

	Date of Application
	

	Applicant Name:
	

	Title:
	

	Department:
	

	Expertise or specialization:
	

	C2D2 Membership ID# (if available):
	

	Organization:
	

	Address:
	

	City/State/Zip:
	

	Telephone:
	

	Email Address:
	


PROJECT INFORMATION

	Title of Research Project
	

	Therapeutic area
	

	Are you seeking C2D2 assistance (e.g. medicinal chemistry, and or PK/ADME or other)?
	Y or N

If yes, please complete section 4 of the application
	

	Is the proposed project part of an ongoing collaboration?
	Y or N
	

	If yes, provide Collaborator info
	

	Describe the current status of the proposed research project

(Check all that apply)
	Active program within PI group
	

	
	Assays Developed and validated
	

	
	Compound screening underway
	

	
	Compound screening completed
	

	
	Lead compounds identified
	

	
	Lead compounds confirmed (structure, purity)
	

	
	Compound optimization underway (SAR)
	

	
	Advanced compound identified
	

	
	In vivo studies underway
	

	
	Other
	


INTELLECTUAL PROPERTY (IP) STATUS

	Name and email contact info for Technology Transfer representative
	

	Regarding the proposed project, has an invention disclosure been filed with your institution?
	Y or N
	

	Regarding the proposed project, has a provisional or utility patent application been filed or patent issued?
	None
	

	
	Pending
	

	
	Issued
	

	Is the proposed work related to an existing license, industry agreement or other non-university relationship?
	Y or N
	

	If yes, please explain:
	

	Is the proposed work currently supported by other funding? 
	Y or N
	

	If yes, please indentify:
	

	Does the proposed research have the potential to generate intellectual property (IP)? 


	1, LOW
	

	
	2,MEDIUM
	

	
	3, HIGH
	

	
	4

IP already exists
	


Describe what you consider to be the basis for IP.  Provide details how the proposed research plan will create IP or enhance existing IP as well as any issues that would preclude obtaining IP (1page max).

	Insert




EXTERNAL FUNDING POTENTIAL

	Will advancing this project increase the potential for external funding from: 

(check all that apply)
	NIH
	

	
	Other Government agency
	

	
	Foundation
	

	
	Commercial entity
	

	
	Investors
	

	
	Other
	



Because of the multidisciplinary composition of the scientific panel that will be evaluating proposals, applicants are encouraged to avoid jargon and to prepare proposals in a manner comprehensible to a general scientific audience.  Please provide information that will enable reviewers to judge the technical feasibility, intellectual property and product development potential of the project.  To complete application, insert text into shaded areas.
SECTION 1:  PROJECT ABSTRACT (Page Limitation:  ½ page)


Provide a succinct summary of the proposed project and expected outcome.  Include unmet medical need the project addresses and innovation of proposed approach relative to currently available therapy).  
	Insert



SECTION 2: RESEARCH PLAN DESCRIPTION (Page Limitation: 3 pages)


Provide a detailed description of the scope and aims of the project including:
· Critical project issue the proposed research project will addresses

· Key existing data such as: in vitro and in vivo testing; pharmacology; physicochemical properties, toxicology testing, description of existing chemical matter, description of structure-activity data for lead compounds or hits

· Description of technical obstacles/scientific issues that need to be addressed during this research
· Provide a timetable with milestones that could be used to evaluate progress. Explain the anticipated result for each milestone and how meeting each milestone will move the project toward commercialization. Include a summary of further developments that will have to be undertaken to advance the technology and where additional funding might be obtained.
	Insert



SECTION 3: PRODUCT DEVELOPMENT POTENTIAL (Page Limitation: 1 page)


A key aspect of C2D2 funding relates to fostering economic development in the state of Colorado. Please comment on how receiving grant funding and working with C2D2 will help accomplish this goal.  For example, how will C2D2 support create avenues for additional funding (e.g. grants, private investments, and licensing or startup company opportunities)?
	Insert



SECTION 4: REQUESTED C2D2 SUPPORT (Page Limitation: 1 page)


Describe in detail, any research support that is being requested from C2D2.  In the case of requests for in vivo pharmacokinetics (PK) experiments, applicants must provide rationale and any existing data which support in vivo studies.  As stated previously, this requested support is not to be included in the budget submission.  If no C2D2 research support is needed, please indicate “No support requested”.

	Type of C2D2 support sought (Rank order 1-High, 5-low)
	In vitro microsomal metabolism
	

	
	In vivo rodent PK 
	

	
	Chemistry
	

	
	Other
	

	
	None
	


	Insert



SECTION 5: PROPOSED BUDGET (Page Limitation: 1 page)

Provide a detailed budget and justification (include salary, reagents, etc). Total project budget should not exceed $50,000 and should not include costs associated with any support requested in section 4.  F&A costs are capped at 8% and are to be included as part of the budget.  Salary support for technical staff, graduate students or post doctoral research associates should be supported by a quantitative description of hours committed to fulfill specific research needs.
	Insert



Confidentiality Agreement

Confidentiality Agreement: As a participant within the C2D2-sponsored grant process I willingly consent to providing information to be viewed by other parties.  In addition, I acknowledge that I may have access to non-public or proprietary information (“Confidential Information”) provided by other parties. Under this confidentiality agreement, I agree to take all reasonable precautions to safeguard Confidential Information to prevent unauthorized access or use. I shall not use, provide, disclose, or otherwise make available such Confidential Information to third parties without the prior written consent of the original researcher or until such data are publicly disclosed.  A proposal submission does not constitute a public disclosure and preserves the rights of researchers to publish and patent results of information included in the proposal, if they so choose. 

Warranty Disclaimer: CONFIDENTIAL INFORMATION HAS NOT BEEN CREATED BY OR GUARANTEED TO BE ACCURATE OR COMPLETE BY C2D2, AND C2D2 MAKES NO REPRESENTATIONS OR WARRANTIES OF ANY KIND WITH RESPECT TO THE SUBJECT MATTER THEREOF. C2D2 WILL NOT BE LIABLE FOR ANY DAMAGES RESULTING FROM THE USE OR MISUSE OF CONFIDENTIAL INFORMATION.  USE OF THE C2D2 COLLABORATION OR GRANT PROCESS DOES NOT GUARANTEE A COLLABORATION OR GRANT WILL BE MADE.    
	I agree (Y or N)
	

	Name
	

	Institution
	

	Date
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