REQUEST FOR INFORMATION/CONFIRMATION OF INTEREST/INDUSTRY COMMENT (RFI)

This Request for Information is issued by SAIC-Frederick (SAIC-F) in support of its prime contract awarded by the National Cancer Institute (NCI). For more information regarding this relationship, see www.ncifcrf.gov. This document should not be construed as a solicitation or as an obligation on the part of SAIC-F, or the Government. SAIC-F does not intend to award a subcontract(s) on the basis of responses to this RFI, nor pay for the preparation of information provided herein. 
_____________________________________________________________________________

A. PURPOSE AND INTENT OF THIS REQUEST

The purpose of this Request for Information (RFI) is to provide potential subcontractors an overview of the NCI’s vision for the Chemical Biology Consortium (CBC) as well as to provide the opportunity to review the programmatic summary and provide the following:

1. Provide industry comment on the overall programmatic concept and operational concepts of the program. We anticipate comments from industry and academia.

2. To provide institutions the opportunity to indicate their level of interest in responding to, and participating in, any future subcontracting opportunities in support of this initiative.

3. Provide institutions the opportunity to elaborate on their specific expertise in the core areas they feel will support the mission of the CBC as delineated in the programmatic summary.

Based on the response to this RFI, SAIC-F may issue a Request for Proposal (RFP) at an undetermined time in the future.  

B. DELIVERABLES

Respondents are requested to detail the following in their statements of interest.  Responses to the RFI do not need to address all aspects of this RFI.  Responses can address specific sections or a portion of the RFI.  Organizations wishing to respond to this RFI should submit the following:

1.  
A statement of your organization’s or laboratory’s interest in the program and participating in any future Request for Proposals in support of the CBC mission.

2. 
A summary of your organization’s or laboratory’s comments on the CBC program, suggestions on its operational aspects if warranted, any other comments or observations you feel will enhance the value proposition and positive outcomes of the program. 

3. 
A description of your organization’s technical and scientific expertise as it relates to the core disciplines described in the programmatic summary. High throughput screening facilities supporting the drug discovery process are encouraged to respond

4. 
Would you consider participating in the CBC based on the requirement for written confirmation that recognizes the success of the CBC relies on all CBC members sharing resources and data in a way that not only promotes the future commercialization of new technologies, but allows for the rapid advancement of the described research and developmental goals? What types of governance models are you aware of wherein this confirmation is provided with respect to managing IP and data rights?  What model would you prefer?

5. 
Is the biotech best practices model of running this program via a project team concept with decision making power facilitated by Project Management and a stage gate process with clear GO/NO GO criteria acceptable?

6.  
Do you believe the proposed CBC will address any unmet needs in the academic community for moving promising targets or lead compounds into the clinical setting? 

Please submit the Deliverables via electronic transmission (i.e. Word, Excel, pdf, etc.). Please limit your responses to 25 pages or less.  Brevity and a structured format (such as bulleted items) are encouraged whenever applicable to aid in processing. Deliverables are to be emailed to: cbcsubs@mail.nih.gov. Deliverables must be received no later than 4:00 PM EST on May 23, 2008.

All information provided will be processed and analyzed confidentially.  Respondents will not be notified of the results of this RFI.

C. PROGRAMMATIC SUMMARY

1. 
CBC Mission

Dramatically increase flow of early stage drug candidates into the NCI therapeutics pipeline.

2. 
CBC Vision

This notice is a time-sensitive RFI regarding the feasibility of establishing an integrated network of chemical biologists, molecular oncologists, and screening centers from government, industry, and academia with specific drug development skills and expertise to address unmet needs in therapeutic oncology.  NCI is calling this network the Chemical Biology Consortium (CBC).  The response to this RFI will be used to assess the feasibility of assembling a consortium of experts to participate in the NCI’s new Drug Discovery and Development Platform, whose mission is to advance first-in-class, targeted molecular therapeutic agents to the clinic. CBC-related activities will span the entire spectrum from target identification and validation through proof-of-concept (POC) Phase I/II clinical trials.  Project Teams will be formed with Project Team Leaders tasked with coordinating the discovery and development of novel cancer therapeutics in an environment that fosters open cooperation and communication.
3. Background

The Chemical Biology Consortium is a new program being developed by NCI’s Division of Cancer Treatment and Diagnosis (DCTD), in conjunction with the NCI Center for Cancer Research (CCR) and the NCI Office of the Director (OD) to facilitate the discovery and development of new agents to treat cancer. CBC Participants will partner with various programs within DCTD, National Institutes of Health (NIH) Roadmap, and CCR to establish an iterative drug discovery group on the scale of a small biotechnology concern with the mission of focusing on therapeutic needs in oncology not currently addressed by the private sector. The long-term vision of the CBC is to bridge the gap between basic scientific findings and NCI-supported clinical research, and in the process to re-establish the NCI as a leader in the area of innovative cancer therapeutics discovery. 

To address this challenge, NCI proposes to open the late-stage drug development toxicology, pharmacology and formulation resources and expertise of NCI’s Developmental Therapeutics Program (DTP) to CBC Participants (academic and small biotechnology affiliated chemical biology and molecular oncology groups). This new collaborative effort will focus on the identification of novel targets, the discovery of new molecules to interrogate those targets, and the elaboration of new molecular entities into lead compounds for clinical evaluation through a restructured NCI therapeutics pipeline. CBC participants will be managed via a contract mechanism, wherein data and materials generated by individual members will be a deliverable that will be proffered to a centralized data/warehousing system and shared among all CBC members.  CBC related activities will span the entire spectrum from target identification and validation through proof-of-concept (POC) Phase I/II clinical trials. These activities will be accomplished, in part, by establishing Project Teams comprised of experts in the fields of medical chemistry, chemical biology, and molecular oncology. Team leaders will be chosen based on their expertise and how it relates to the individual projects. The Project Team model reflects the increasing need for a highly creative, interdisciplinary approach to the challenges associated with the emerging era of personalized cancer medicine. 

The integrated process outlined here will allow NCI to maximize the return on its investment in molecular oncology over the past decade by making the following world-class resources available to CBC Participants:

1. molecular and small animal imaging

2. validation of correlative pharmacodynamic studies for clinical trials conducted under an exploratory IND

3. animal modeling

4. high throughput screening of compound libraries, including natural products. 

It is envisioned that the scientific expertise and novel technologies assembled within the CBC will expedite the movement of promising new molecules through NCI’s drug discovery pipeline and into first-in-human clinical trials to be performed under NCI sponsorship. Only compounds which meet strict milestones/stage gate criteria will advance into the clinical setting, thus focusing clinical resources on the most promising agents. 

The following are links to NCI and NIH resources available for reference:

DCTD:  http://dctd.cancer.gov/
DTP:  http://dtp.nci.nih.gov/
Clinical Validation Lab: http://dctd.cancer.gov/ProgramPages/DTP_NewInitiatives_Establishment.htm
Phase 0: http://dctd.cancer.gov/MajorInitiatives/02NExT.htm
Imaging (including small animal): http://dctd.cancer.gov/ProgramPages/CIP-initiative-SAIRP.htm
NIH Roadmap: (http://www.cancer.gov/researchandfunding/NIHRoadmap)

D. INTELLECTUAL PROPERTY (IP)

The patent rights for inventions first produced in the performance of potential subcontracts will be governed by the Bayh-Dole Act as implemented by the Federal Acquisition Regulations (FAR) clause 52.227-11 Patent Rights (Dec 2007).

Rights in data first produced in the performance of potential subcontracts will be governed by FAR 52.227-14 Rights in Data (Dec 2007). 

Although the management of patent rights for inventions produced under the Chemical Biology Consortium will be governed by the Bayh-Dole Act, effective sharing of resources and data are considered to be imperative to the success of the overarching NCI program.  Furthermore, it is essential that some guarantee of IP management that facilitates and promotes the discovery and development of therapeutic and diagnostic candidates in this regard is provided.

