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INTRODUCTION

OPPORTUNITY: Participants will have an unparalleled opportunity to participate in a highly collaborative drug discovery partnership with the National Cancer Institute (NCI). Using state-of-the-art communication, data-sharing and project management tools, the Chemical Biology Consortium (CBC) will effect a paradigm shift in the use of public-private partnerships to translate knowledge from leading academic institutions into ground-breaking new drug candidates for patients with cancer. 

BASIC ORDERING AGREEMENT: The schedule set forth herein contains contractual information pertinent to this Basic Ordering Agreement (BOA). The BOA is, of itself, unfunded, and does not commit SAIC-Frederick, Inc. (SAIC-F) to pay any costs as a result of its award to the BOA Holder. The obligation of funds shall be accomplished solely through the award of Task Orders issued under the terms of this BOA. 
BOA IN SUPPORT OF THE CHEMICAL BIOLOGY CONSORTIUM

By mutual consent, SAIC-Frederick, Inc., hereinafter referred to as “SAIC-F”, and ___________________, hereinafter referred to as the “BOA Holder” or “Subcontractor” or “Participant” or “Seller” or “Offeror”, hereby enter into this agreement entitled BOA. This Agreement shall commence upon final execution by the SAIC-F Contracting Officer and shall be valid for a period of five (5) years. Through execution of this document, SAIC-F and BOA Holder mutually agree:

1. The BOA holder has adequate capability and technical expertise to furnish all services, qualified personnel, materials, supplies, and facilities required in performance of work as described in Section C—Statement of Work, and specifically directed in each individually awarded Task Order.

2. As the need for specific work related to the requirements of this Agreement is identified, SAIC-F shall issue a Task Order for this specific work;

3. When a Task Order is received by the BOA Holder Pursuant to this Agreement, the BOA Holder shall, at its option, respond with a proposal or provide an indication that it is not responding to the particular Task Order;

4. Each Task Order shall clearly state:

a. The due date for proposals;

b. A detailed description of the supplies or services to be required;

c. Applicable quality standards;

d. Delivery Schedules, place of delivery, inspection and acceptance requirements;

e. Technical Evaluation Criteria, as required;

f. Specific terms and conditions, as applicable; and

g. Specific instructions for proposal submission.

5. SAIC-F shall award Task Orders at its discretion pursuant to this BOA, and that each Task Order award shall be made based upon the award factors specified in the Task Order for the specific requirement;

6. Task Orders may be awarded pursuant to this BOA shall be subject to all required and applicable Federal Acquisition Regulations. It is anticipated that Task Orders subcontract will be issued on a cost-reimbursable basis as described in FAR Part 16.301-1, which provides for payment of allowable incurred costs, to the extent prescribed in the Task Order. 
PART I—THE SCHEDULE

SECTION B—SUPPLIES OR SERVICES AND PRICES/COSTS

Independently, and not as an agent of SAIC-F, the Subcontractor shall furnish services, qualified personnel, materials, equipment, and facilities not otherwise provided under the terms of this BOA and/or Task Orders, as needed, to attribute to the goals of the NCI CBC. Detailed descriptions of services are provided in Section C.3.
B.1. BRIEF DESCRIPTION OF SUPPLIES OR SERVICES

SAIC-F is seeking technical proposals for Comprehensive Chemical Biology Screening Centers, Chemical Diversity Centers and/or Specialized Applications Centers. Participants are expected to support the progression of candidate molecules through formal milestones/Stage Gate discovery and development criteria established by CBC leadership in accordance with industry standards.

B.1.a. Basic Ordering Agreement Requirements

1. Delivery or performance shall be made only as authorized by orders issued in accordance with the Ordering Clause. The BOA Holder shall furnish to SAIC-F all supplies or services specified in the Statement of Work and called for by orders issued in accordance with the Ordering Clause. SAIC-F may issue orders requiring delivery to multiple destinations or performance at multiple locations.

2. Any order issued during the effective period of this BOA and not completed within that period, shall be completed by the BOA Holder within the time specified in the order. The BOA shall govern the BOA Holder’s and SAIC-F’s rights and obligations with respect to that order to the same extent as if the order were completed during the BOA’s effective period.

B.1.b. Ordering Clause

1. 
Any supplies and services furnished under this BOA shall be ordered by issuance of Task Orders by the SAIC-F Contracting Officer. All Task Orders shall be issued during the period of performance of this BOA. Orders not completed by the end of the BOA period shall be subject to the same terms and conditions of this BOA.

2. 
All Task Orders are subject to the terms and conditions of this BOA and other provisions specifically delineated in each Task Order. In the event of conflict between a Task Order and this BOA, the BOA shall control with the exception of scope of work and budget, whereby the awarded Task Order itself will control.

3. 
If mailed, a Task Order is considered “issued” when SAIC-F deposits the order in the mail. 
B.2. PRICES/COSTS

This document is a BOA for the services specified in Section C. Funding will be provided and agreed to through individual Task Orders.

B.3. ADVANCE UNDERSTANDINGS

B.3.a. Items to be Furnished to the Subcontractor 
1. Animals, especially mice and rats, when required, will be supplied by the Government.

2. Animal studies, when required, will be facilitated by the Government.

3. Tumor cell lines, when required, will be supplied by the Government.

4. In vitro studies, when required, will be facilitated by the Government.

5. Compounds in the Development Therapeutics Program (DTP) open repository and fractionated extracts from the Natural Products Repository will be furnished by the Government for screening and other associated studies. 

6. Available analytical chemistry information, including chemical identity data, plasma drug analysis procedures, formulation information, available literature, etc. will be supplied by the Government.

7. The database for storage and manipulation of all data collected under the CBC will be provided by the Government. 

B.3.b. Travel Costs

Total expenditures for domestic travel (transportation, lodging, subsistence, and incidental expenses) incurred in direct performance of this subcontract shall not exceed the amount specified in each order without prior written approval of the Contracting Officer. Additionally, travel will be reimbursed in accordance with the Federal Travel Regulations (FTR). Funds may be requested to cover the cost for the Principal Investigator and/or Project Leader to attend 1- to 3-day annual meetings at the NCI in Bethesda, Maryland. Funds may also be requested to cover the cost for the Principal Investigator or Project Leader to attend up to four (4) Project Team meetings per year.

B.3.c. NCI CBC Participants Agreement

It is a requirement that the Offeror, prior to award of a BOA, will be a signatory to the NCI CBC Participants Agreement. SAIC-F Contracting Officer will confirm that an executed agreement is on file in the NCI Technology Transfer Center (TTC) before executing a BOA. It shall be understood that the NCI CBC Participants Agreement in no way relieves the BOA Holder from complying with the terms and conditions of this BOA. Should the Offeror elect not to sign the NCI CBC Participants Agreement, they would be considered ineligible for any award. 
(End of Section B)

SECTION C—STATEMENT OF WORK

C.1. BACKGROUND OF THE CHEMICAL BIOLOGY CONSORTIUM (CBC)
C.1.a. CBC
The NCI CBC is being developed to facilitate the discovery and development of new agents to treat patients with cancer. The NCI seeks to coordinate academic and private drug discovery efforts with its own, and thereby expedite the entry of new molecular entities (NME) into oncologic practice. The program is being developed by NCI's Division of Cancer Treatment and Diagnosis (DCTD), in conjunction with NCI's Center for Cancer Research (CCR) and the NCI Director's Office, with guidance from external advisory panels. This effort will be managed by the NCI’s Experimental Therapeutics (NExT) Program. SAIC-F is responsible for providing support for the key operational and technical aspects. It is envisioned that this Consortium will provide cutting-edge chemical tools for probing complex biochemical signaling pathways and will serve as the starting point for the elaboration of first-in-class targeted therapies. The long-term vision of the CBC is to bridge the gap between basic scientific findings and NCI-supported clinical research to facilitate the discovery and development of new agents to treat patients with cancer. 
The CBC will establish an integrated network of chemical biologists, molecular oncologists, and compound screening centers from government, academia, and eventually from industry. The drug discovery strategy of the CBC is to expand current NCI programs by providing a coordinated focus on therapeutic opportunities in high-risk, under-represented areas, significantly advancing the discovery of novel compounds active against specific molecular and genetic cancer targets. CBC efforts will include recruiting extramural investigators with specialized expertise in novel discovery platforms as well as medicinal chemistry, chemical biology, molecular oncology, and other areas of drug discovery and development. The CBC will be centrally managed to coordinate the selection of targets and screening for agents that interact with these targets, and will then use an iterative development process to design and optimize drug “hits” into “leads.” The CBC will benefit from access to the NCI’s late-stage drug development resources and expertise. 

C.1.b. The CBC Strategic Advantage

The CBC will be a highly organized, informatics-based, drug discovery and development network linked to the conduct of early clinical trials at the NCI. The benefits created by having the CBC as a single point of contact include a more streamlined NME approval process at substantially reduced cost, thereby markedly increasing the potential for new treatment options for patients with cancer.

CBC activities will include the development of an information sharing network among CBC Participants to foster knowledge exchange. Within the CBC, processes and communication tools will be implemented to share project progress, best practices, and proposed solutions to roadblocks. Scientific work will be conducted by Project Teams comprised of individuals from CBC Participants. Included as CBC Participants will be scientific experts or “thought leaders” in subject areas relevant to the CBC. Using the communications infrastructure, CBC investigators will be able to draw upon the knowledge and expertise of other CBC Participants, which will in turn contribute to the overall success of the CBC. 
Investigators in the CBC will participate directly in the entire drug discovery and development process, an opportunity rarely available to academic investigators. The attraction for investigators from academia and non-profit organizations to participate in the CBC will be involvement in a virtual drug discovery and development enterprise that is unique outside of large-scale pharmaceutical companies in that it will be capable of moving novel compounds along the entire pathway, from synthesis through mechanism of action (MOA) and toxicology studies, to formulation, and then first-in-human clinical trials. 

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

1. High throughput screening (HTS) of compound libraries, including natural products 

2. A network of medicinal chemists and chemistry intellectual thought leaders

3. A fully functional and experienced drug development program

4. Molecular and small animal imaging

5. Animal modeling of targeted therapies (including preclinical, pharmacokinetic [PK], and pharmacodynamic [PD])
6. Development and validation of PD assays to confirm drug effect on a molecular target in clinical trials conducted under an Exploratory Investigational New Drug Application (X-IND)

C.1.c. Current Status of Therapeutics Discovery by the NCI 
The primary strength of the NCI’s NExT Program is transitioning agents from early development to first-in-human studies. The NCI is highly effective in taking late-stage preclinical drug candidates through the final steps of development that lead to a successful IND filing with the US Food and Drug Administration (FDA); these efforts have resulted in the approval of more than 40 anticancer agents. The core elements for late-stage drug development are the conduct of toxicology studies and production of clinical-grade material—activities that are the most expensive and least available in the academic sector. In addition, the NCI’s efforts to move agents from late preclinical studies to first-in-human clinical trials have been significantly enhanced over the past 3 years through initiatives designed to increase the flow of molecules from intramural and extramural investigators into the clinic. The culmination of the DCTD and the CCR combined efforts was recently exemplified in the NCI’s completion of first Phase 0 trial of a therapeutic agent in oncology
. A critical component of this success has been the connection of the molecular pharmacology and early clinical testing resources of the CCR with the extramural resources of the DCTD in the areas of screening, imaging, preclinical pharmacology (PK and PD), toxicology, and formulation, to produce an NCI-led oncologic therapeutics development effort capable of expediting the evaluation of novel anticancer molecules towards the clinic. The NCI has also assembled a team of highly talented clinical investigators who can launch the initial clinical evaluation of a new agent at the conclusion of preclinical development, an invaluable resource for NMEs without prior human experience.

Across the full spectrum of therapeutic drug development at NCI, however, the weakest segment is the identification of new lead molecules. For the entire 53-year history of the NCI’s Developmental Therapeutics Program (DTP), there has been a heavy reliance upon voluntary submission of small molecules for testing. Contracts for molecule acquisition and optimization have only emerged sporadically.

Although there have been incremental changes to improve the utilization of existing resources, a new strategic approach is required for NCI to re-establish itself as a world-class leader in anticancer drug discovery and development. Through the establishment of the CBC and the recruitment of Participants, the NExT Program will prioritize its resources to meet objectives within the next 5 years by:

· Focusing on the identification of novel targets, the creation of new molecules that interrogate those targets, the screening of new molecules for identification of lead structures, and the design and testing of potential drugs by a restructured NCI therapeutics pipeline. This will be accomplished in part by funding contracts to support the formation of a consortium of chemists, chemical biologists, and molecular oncologists to establish an interdisciplinary and highly creative research effort in therapeutic cancer research;
· Establishing an iterative drug discovery effort that will coalesce all segments of current NCI therapeutics research activity to accelerate the development of promising chemical leads into bona fide clinical candidates; and

· Building an enhanced and robust drug pipeline with the goal of producing new clinical agents for first-in-human clinical testing in an aggressive and achievable timeframe.
C.1.d. 
From CBC Drug Discovery to Drug Development Within the NCI 

It is anticipated that the NCI will sponsor the preclinical and clinical development of promising new agents discovered by the CBC. As part of its responsibilities, the NExT Development Committee will assemble Project Teams to conduct discovery and development activities, and, with guidance from external advisory committees, select candidates from CBC activities to advance into late-stage preclinical evaluation and subsequent Phase 0/I/II clinical evaluation based upon appropriate Go/No Go decisions. The Committee will also ensure that resources are focused on the most important and promising clinical candidates. Advantages of creating the CBC under the auspices of the NCI include access to the considerable expertise, resources, and capabilities of the NCI’s various drug discovery development programs; some of these valuable NCI programs are summarized in the following sections. 
C.1.d.i.
Drug Discovery Resources in DTP
C.1.d.i.a
 The NCI’s Natural Products Resource

Natural products are an invaluable source of new molecules for targeted drug discovery and MOA studies. They are anticipated to provide many of the hits that will be optimized into lead compounds for CBC development into novel anticancer agents. The NCI maintains the world’s largest and most diverse repository of natural product extracts. These extracts, derived from terrestrial, marine, and microbial organisms, are a unique source of chemical diversity for the discovery of compounds that may interact with specific molecular targets associated with human cancers. 

The responsibilities of the Natural Products Branch (NPB) include the acquisition of crude natural product materials from terrestrial and marine environments for extraction and screening in the NCI cancer cell line screen, and the procurement of raw materials to produce sufficient quantities of those active agents selected for further evaluation. The NPB is located at the Frederick Cancer Research and Development Center [FCRDC] and currently stores approximately 160,000 crude extracts that are available either in a vialed or plated format for appropriate HTS assays developed under the CBC.

C.1.d.i.b Drug Synthesis and Chemistry Branch (DS&CB) 

DS&CB is responsible for the following activities in support of the discovery and development of novel anti-cancer agents: worldwide scientific liaison activities with universities and industries to stimulate the input of a wide variety of synthetic compounds, natural products, and combinatorial libraries for in vitro cancer screening; management of the storage, inventory, documentation, and distribution of samples for research purposes; and synthesis of cold and radiolabeled compounds for in vivo studies.

C.1.d.ii.
Drug Development Resources in DTP

DTP has supported the development of hundreds of new agents, leading to the submission and approval of INDs for more than 120 agents over the past 20 years—more than 40 cancer drugs have received FDA approval since DTP’s inception in 1955. The drug development resources and capabilities of the different DTP branches are described below. 
C.1.d.ii.a
Biological Resources Branch (BRB)
The BRB Program Staff oversee a pilot multi-product current Good Manufacturing Practices (cGMP) facility known as the Biopharmaceutical Development Program (BDP) at the NCI-Frederick. The BDP produces a variety of cGMP-grade biopharmaceuticals for clinical trials or advanced preclinical animal testing.
C.1.d.ii.b Biological Testing Branch (BTB)
BTB provides preclinical screening and evaluation of new agents in the development pipeline. A considerable number of quality-controlled xenograft, orthotopic, and hollow-fiber mouse models are used to confirm efficacy, drug effect on molecular target, and the “clinical readiness” of PD assays to quantify this effect. 
C.1.d.ii.c Pharmaceutical Resources Branch (PRB)
PRB staff has extensive expertise in synthetic chemistry and drug formulation and synthesis to provide researchers with high-quality, well-characterized chemical substances and drug products. Purification methods are established with the goal of delivering a material suitable for IND-directed toxicology and possibly clinical trials; this usually means an overall purity of 97% or greater with major impurities at a level of less than 1%. Studies to elucidate an agent’s molecular structure, including determination of stereochemistry, are performed using a variety of instrumental techniques. Compounds also undergo basic physico-chemical characterization. Specific methods for quantitation are developed for the assessment of potency and impurity profiles. These analytical methods also provide the basis of related assays used in GLP monitoring of drug production and stability and are refined and validated as the drug progresses toward IND filing. Development of a suitable formulation is central to the mission of PRB given that most antineoplastic agents are fairly potent and often accompanied by unpleasant side effects. 

C.1.d.ii.d Toxicology and Pharmacology Branch (TPB) 

The primary responsibility of TPB is to obtain the toxicology and pharmacology data necessary for the NCI to file an IND to conduct Phase 0/I clinical trials of new chemotherapeutic agents. These data are essential for formulating doses, dose escalation schemes, and treatment schedules for a clinical trial. To accomplish this goal, TPB determines or develops analytical methods for quantifying levels of drugs and/or their metabolites in biological fluids and tissues, plasma drug distribution and elimination kinetics in animal models, plasma protein binding and stability, metabolic potential, as well as the biochemical MOA of antitumor agents. These pharmacological data are integrated into the drug development process to minimize undesirable toxicity and to attain effective drug levels. Toxicology studies are also conducted to determine the effect of new agents on experimental animals; for each drug it is necessary to establish a maximum tolerated dose (MTD) and dose limiting toxicities (DLT) in both rodent and non-rodent species in preliminary range-finding and IND-directed toxicology studies. The route and schedule used in the definitive, IND-enabling studies will match the intended clinical protocol. Special cardiotoxicity and immunotoxicity studies and neurotoxicity evaluations may also be required; TPB is also responsible for providing access to other specialized toxicology tools as warranted by the characteristics of the investigational agent. 

C.1.d.iii. The DCTD Pharmacodynamics Program
This program is supported preclinically by the Laboratory of Human Toxicology & Pharmacology (LHTP) and clinically by the National Clinical Target Validation Laboratory (NCTVL). LHTP integrates PD, toxicodynamics, and biopharmaceutics to identify preclinical modeling conditions in the mouse that will closely replicate the clinical situation. The resulting “humanized,” nonclinical model of cancer is expected to better predict therapeutic outcome and biomarker changes than more traditional preclinical studies. Using humanized treatment and assessment conditions in mouse models of human disease is important in validating the analytical performance of PD assays prior to their use as primary endpoints of Phase 0 trials. Validated PD assays and the companion Standard Operating Procedures (SOPs) for specimen handling, processing, and storage required to obtain valid assay results, are formally transferred from LHTP to the NCTVL; the NCTVL uses these validated PD assays to measure molecular drug effects in clinical specimens from Phase 0 and I trials aiming to confirm preclinical activity of new agents against intended molecular targets in human disease. Close collaboration between CCR investigators, NCTVL, and the Pharmacodynamics Assay Development & Implementation Section (PADIS) in LHTP ensures the “clinical readiness” of valid laboratory assays for clinical confirmation of molecular activity of CBC agents in these first-in-human studies. Confirmation of drug action on intended molecular target in a Phase 0 trial is a Stage Gate for a compound to advance into Phase I/II clinical trials under NCI sponsorship, with possible continued NCTVL support of PD studies. PD-based Phase 0 trials that confirm drug action on intended molecular targets can provide data to accelerate the incorporation of targeted agents into existing clinical treatment regimens. 
In the context of the CBC, rapid preclinical PD evaluation in murine models of human cancer will be used to confirm that an optimized lead acts on its intended molecular target as designed by the CBC Project Team; in vivo confirmation will likely be a Stage Gate designated by the NExT Development Committee for entering preclinical development. PADIS will be responsible for adapting a discovery assay from a CBC Comprehensive or Specialized Applications Center or another source into a “fit-for-purpose” PD assay. In contrast to PD assays developed to be primary endpoints of Phase 0 clinical trials, which must be quantitative and validated, PADIS will use PD assays from CBC Centers after just the minimal adaptation required for them to provide yes/no results concerning modulation of the intended molecular target. Once a project is accepted into early development, PADIS will pursue further development and validation of a SOP-driven assay, so that it will be ready for use during latter stage development and clinical trials. 
C.1.d.iv. NCI Developmental Therapeutics Section for Phase 0, I and II Clinical Trials
To support discoveries made in the CBC, the NCI’s scientific expertise and state-of-the-art drug development resources are being directed towards more rational selection and clinical evaluation of new molecularly targeted agents to identify safer, more effective treatments for cancer. One of the avenues available for evaluating new CBC anticancer agents is through the conduct of Phase 0 clinical trials. The NCI established the Developmental Therapeutics Section (DTS) within the CCR so that DCTD could use Phase 0 clinical trial designs as permitted by the FDA’s Exploratory IND Guidance to evaluate agents early in the clinical development process. Phase 0 studies are first-in-human studies of molecularly targeted agents that can evaluate efficacy—as measured by target modulation in tumor—and the agent’s PK properties before the more traditional Phase I safety and tolerability evaluation. By administering pharmacologically active but subtherapeutic doses, Phase 0 trials can support imaging and biodistribution studies, evaluate clinically relevant biomarkers, evaluate the kinetics of multiple analogs, or assess an agent’s MOA. Conducting such a Phase 0 trial can require extensive preclinical effort to develop and validate the PD assay or the imaging agent that will serve as the clinical trial endpoint, but the data obtained will inform subsequent Phase I/II single agent or combination studies with FDA-approved agents. These efforts will also focus resources on only the most promising new anticancer drugs by eliminating investigational agents that are unlikely to have activity in large Phase II/III clinical trials.

DTS also designs and conducts Phase I and II trials of novel agents, supporting the expedited bench-to-bedside goal of the NCI. The potential for rapid patient accrual combined with the world-class resources of the CCR and its staff of basic, clinical, and translational scientists allow the optimum evaluation of promising new anticancer agents. DTS works closely with the NCI’s Protocol Review Office and Cancer Treatment Evaluation Program (CTEP) to shepherd new trials through the review and approval process—many of the trials are multicenter collaborations with other specialist cancer centers and oncology groups and consortia.

 

C.1.d.v. NCI’s Cancer Imaging Program (CIP)

The NCI has invested heavily in building a national cancer molecular imaging infrastructure to fully integrate molecular diagnostics with molecular therapeutics. For example, DCTD’s Cancer Imaging Program (CIP) encourages coordination and collaboration among experts in basic, translational, and clinical research to advance cancer imaging. CIP is catalyzing the transformation from the production of clear, detailed anatomic pictures of organs and tissues to molecular imaging that visualizes the physiological, cellular, or molecular processes in living tissues in real time. Molecular imaging is critical for fundamental improvements in the care of cancer patients. NCI efforts to discover new molecular signatures of cancer to develop more effective therapies with lower morbidity can be successful only through understanding how these targets integrate into the complex systems of tumor biology. In vivo molecular imaging is a unique method to allow acquisition of this knowledge. 
In the next decade, CIP-sponsored research will not only contribute to the basic understanding of various cancers, but will enhance the clinical role of imaging in noninvasive diagnosis, identification of disease subsets in patients, disease staging, treatment monitoring, and will play a pivotal role in the development of new therapies. CIP plays a critical role in the activities of the NCI, contributing to the integration of imaging with emerging technologies such as nanotechnology, proteomics, and HTS. In addition to funding projects in key areas, CIP supports researchers by providing pooled resources and develop​ing protocols that encourage sharing of data, samples, and results. 

One aspect of NCI’s goal of providing molecular imaging for cancer patients requires the development of novel probes that are linked to therapeutic target responses. Because of the inherent focus of the CBC upon therapeutic targets, close communication with the CIP will help both programs achieve their goals. To meet the needs for greater access to imaging facilities for clinical trials conducted in the NIH Clinical Center, the NCI Imaging Clinic was recently established by the collaborative efforts of DCTD, CCR, and the NIH Clinical Center. It is anticipated that CBC agents requiring imaging as an endpoint will qualify for studies in this facility. 
C.1.d.vi. NCI-Frederick, the Federally Funded Research and Development Center at the NCI 

For CBC agents that require specific genetically engineered mouse models, it is anticipated that the CCR’s Mouse Cancer Genetics Program (MCGP) through the newly established Center for Advanced Preclinical Research will conduct efficacy studies in those models or supply animals for BTB to do so. The MCGP uses molecular mouse genetics as a primary tool to better understand the fundamental processes underlying mammalian development and disease.

The NCI-Frederick Small Animal Imaging Program (SAIP) was established under the SAIC-F-operated Laboratory Animal Sciences Program (LASP) through collaboration among DCTD and several other NCI components. SAIP provides NCI investigators with a state-of-the-art in vivo imaging facility (3.0 Tesla MRI unit, a Xenogen IVIS SPECTRUM for bioluminescence and fluorescence imaging, a CRi Maestro for fluorescence imaging, a VisualSonics Vevo 770 40Mhz Ultrasound unit for real-time sonography, a Siemens Inveon MicroPET scanner, Siemens Inveon microSPECT/CT imaging platform docked to the microPET device, and a Fuji FLA-5100 for autoradiography/fluorescence/chemiluminescence). 

To increase the efficiency and synergy among basic, clinical, and translational cancer researchers, this initiative supports: 

· Multiple imaging technologies for small animals, emphasizing technologies that can provide information in vivo
· Research and development on innovative new imaging technologies appropriate for small animals

· Assistance with small animal anesthesia and care, and advice on the optimal use of animals in imaging experiments

It is anticipated that CBC agents that require imaging in animal studies will qualify for the use of these facilities. 

C.1.d.vii. The Cancer Genome Atlas 

The Cancer Genome Atlas (TCGA) is a comprehensive effort by NCI and the National Human Genome Research Institute (NHGRI) to accelerate understanding of the molecular basis of cancer through the application of genome analysis technologies, such as large-scale genome sequencing. This project is assessing the feasibility of a full-scale effort to systematically explore genomic changes involved in human cancer, focusing on three types: brain (glioblastoma multiforme), lung (squamous carcinoma), and ovarian (serous cystadenocarcinoma). A number of new targets for drug development have already been identified in glioblastoma, information that could provide powerful advances in cancer clinical research and disease management and could lead to an expanded catalog of new therapeutic targets, as well as new ways to categorize tumors that would allow clinical trials to focus on those patients most likely to respond to specific treatments. Finally, this genetic information may be helpful in identifying new therapeutic targets for evaluation by members of the CBC.

C.1.d.viii. NIH Roadmap Initiatives

The NIH Molecular Libraries Roadmap offers access to the large-scale screening capacity necessary to identify small molecules that can be optimized as chemical probes to study the functions of genes, cells, and biochemical pathways. The Molecular Libraries Screening Centers Network (MLSCN) was funded to produce innovative chemical tools for use in biological research. The MLSCN performs HTS on assays provided by the research community, against a large library of small molecules maintained in a central molecule repository. The network also performs a limited amount of optimization chemistry required to produce useful in vitro chemical probes (research tools for the targets or phenotypes studied in the assays) from the hits identified in the initial screening. The MLSCN has established a collection of ~300,000 chemically diverse small molecules, many of which originated from the NCI’s DTP, and some of which have known biological activities or have the potential to modulate novel biological functions. 
The NIH Roadmap Molecular Libraries Probe Production Centers Network (MLPCN) will establish a network of screening and probe generation Centers that will use HTS and chemistry to discover small molecules that can be used as new molecular tools to aid the investigation of protein function, signaling pathways and cellular processes that are important to the development of new therapeutics. Molecular imaging is an emerging research area aimed at imaging specific molecular pathways in living tissues and cells, particularly those that are key targets in disease processes. Unlike anatomical imaging, molecular imaging displays the biochemical and physiological abnormalities that underlie disease, rather than simply the consequences of these abnormalities. Thus far, however, these methods have been limited by the poor sensitivity and specificity of currently used molecular probes. This initiative is in the process of creating molecular probes and imaging systems that are sensitive enough to detect and image individual molecules within living cells. The improved technology is envisioned to increase the resolution of images within living cells by 10- to 100-fold and will constitute an important step forward in understanding cellular signaling pathways. 
C.1.d.ix. Nanotechnology Programs

The NCI’s Nanotechnology Program is in the initial stage of product development and could provide important new platforms for the development and delivery of novel molecules discovered by this Consortium. 

C.1.d.x. Center of Excellence for Human Cancer Genetics

Perhaps the most exciting trend in the development of new targets for oncologic therapeutics is the focus upon mutations in the human cancer genome. It is anticipated that the NCI’s Division of Cancer Epidemiology (DCEG) and CCR will collaborate in the area of human cancer genetics and the selection, refinement, and prioritization of molecular targets for the CBC.

C.2. CBC OPERATIONS

C.2.a. NCI CBC Participants Agreement Overview
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CBC projects will involve multiple Centers managed via a contract mechanism, which is the subject of this solicitation. All CBC Participants, which includes awardees under this solicitation, shall become signatories to the NCI CBC Participants Agreement. This agreement details how CBC Participants ensure timely entry of deliverable data into the database, how CBC Participant intellectual property (IP) is managed to ensure access to data and protection of IP rights, the preferred mechanism by which CBC Participants manage joint inventions, and how resources developed by the CBC under the contracts may benefit the broader research community. Recognizing that protection of IP rights is a critical factor in the success of CBC, the IP and data-sharing plan in the Agreement is required for participation in the CBC.

Each Participant will retain ownership of inventions made by its employees. Ownership of joint inventions made by two or more Participants will be determined by applicable patent law. It is expected that Participants with joint ownership of an invention will establish an appropriate agreement between them which establishes the rights and responsibilities of each Participant and reflects cooperation to efficiently develop such an invention to an appropriate commercial endpoint. Furthermore, it is expected that groups of Participants who own individual inventions that collectively may produce a beneficial commercial product(s) will similarly cooperate to reach an appropriate commercial endpoint. 
The NCI CBC Participants Agreement is administered directly by the NCI Technology Transfer Center (TTC). All Offerors should contact the TTC for a copy of and all matters pertaining to the Agreement: 

Thomas M. Stackhouse, Ph.D. 
Assistant Director, Technology Transfer Center 
National Cancer Institute at Frederick 
Telephone: 301-846-5465 
Email: stackhot@mail.nih.gov 

C.2.b. The Origins of CBC Projects
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The CBC will create drug discovery and development projects from within its membership. However, there will also be multiple points of entry into the CBC for non discovery-stage projects as shown above. These projects may be nominated by non-CBC organizations or investigators and will be considered for entry by the CBC Senior Management Committee (SMC). If selected, these projects become part of the CBC portfolio and will be pursued with a Project Team. 

C.2.c. Managing the CBC
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C.2.c.i. CBC Senior Management Committee (SMC)
Overall management of the CBC will be conducted by the SMC. The SMC will consist of members of the NCI’s senior leadership, including the NCI Director, Directors of the DCTD and the CCR, Associate Directors of relevant programs including the DTP, and ad hoc participants depending on their expertise as determined by the NCI Director. 
The SMC will be responsible for the following:

· Resource allocation

· Strategic focus

· Oversight and accountability

· Coordination of the NExT Drug Discovery and Drug Development Committees

The overall responsibility of the SMC will be to oversee CBC implementation plans concentrating on the CBC as a whole and on high-priority areas. Management of individual projects will be undertaken by one of two committees, the Drug Discovery Committee (“Discovery Committee”) or the Drug Development Committee (“Development Committee”), depending upon the stage of the project. The SMC will set priorities related to particular molecular targets and therapeutic classes, and will assign these projects to the Discovery or Development Committee, as appropriate, for execution. These Committees will report to the SMC on a quarterly basis.

The SMC will develop CBC Drug Discovery Guidelines, an evolving set of quality attributes to provide a framework against which all clinical candidates will be measured and to promote effective decision making among CBC Participants. The Guidelines will be modeled after biotech/pharma benchmarks and Stage Gates and will establish project goals and objectives, serve as a tool for project prioritization, and safeguard the portfolio against too many high-risk or duplicative projects.
C.2.c.ii. NExT Drug Discovery Committee 

The key responsibility of the Discovery Committee will be to identify scientific gaps in research plans and to ensure that projects are moving toward completion. The Discovery Committee oversees governance of all Discovery projects in the NCI pipeline and will report on the status of projects to the SMC. The Discovery Committee will receive guidance from an External Advisory Committee. The Discovery Committee will guide allocation of resources and develop strategic plans, including Stage Gates, for individual projects in the discovery phase. The discovery phase encompasses target discovery and validation, assay development and HTS assay development and screening, hit-to-lead chemistry, lead optimization (structural activity relationships incorporating structure-based drug design (SBDD) where appropriate), and in silico evaluations of drug properties. The Discovery Committee is expected to provide input to the Project Teams in all technical areas, as appropriate. Ideally, membership in this committee will include Participant representatives with expertise in the discovery disciplines. The Discovery Committee will be the steward of the CBC Drug Discovery Guidelines, updating and revising them annually. 
C.2.c.iii. NExT Drug Development Committee 

The key responsibility of the Development Committee will be to oversee completion of all late-stage preclinical studies. The Development Committee will report on the status of projects to the SMC and oversee governance of all Development projects in the NCI pipeline. It will guide allocation of resources and develop strategic plans, including Stage Gates, for individual projects in development phase, i.e., pharmaceutics; early toxicology (in vitro human tissue assays, molecular toxicology and limited range-finding in vivo studies); target pharmacology (selectivity, in vitro and in vivo PK; PD discovery, assay development, and validation; in vivo PK/PD; IND-enabling toxicology studies; establishment of SOP-driven PK and PD assays) to support IND filing and first-in-human clinical trials; cGMP manufacturing; and, validation of clinical biomarkers including imaging modalities. The Development Committee will receive guidance from an External Advisory Committee. 

The Development Committee will assess the suitability of and make decisions about promoting candidates for NCI Phase 0/I/II testing. The Development Committee will address issues related to: target patient population, dosing, clinical benefits, and basis of differentiation with FDA approved treatments, thus ensuring that clinical resources are focused on opportunities that align with the NCI vision of developing drugs to fill unmet medical needs. Ideally, membership in this Committee will include Participant representatives with expertise in each development discipline.

C.2.c.iv. CBC Participants 

CBC Participants will initially consist of the NCI and recently contracted Chemistry CROs. BOA Awardees under this Solicitation will be added to the CBC as Participants. Other organizations may be added to the Consortium at the discretion of the SMC described above. All organizations agree to be signatories to the NCI CBC Participants Agreement. 

C.2.c.v. The CBC Project Team Approach

The CBC will be organized around Project Teams assembled by the Discovery or Development Committee. The Project Team will be comprised of Participants with the necessary skills to achieve the goals of the project. These Teams are responsible for the day-to-day operation of CBC projects. Each Project Team will include Participants who are experts in the disciplines required for project advancement, and will be directed by a Project Leader assigned by the Discovery or Development Committee depending on the stage of the project. It is anticipated that through this interaction, Participants can identify potential collaborations, navigate scientific roadblocks, and obtain essential research resources from other Participants. These interactions are expected to accelerate the discovery and development of novel therapeutics. To accomplish this effectively, Participants will manage all of the resources generated under this Agreement, including IP, in a manner which promotes the sharing of research resources, candidates, and data among the CBC Participants. It is understood by the Participants that the primary goal of the CBC is the development of novel anticancer agents through cooperation and communication among the Participants.

The NCI believes that the CBC will be most effective if the collective insight, experience, and expertise of its Centers and Participants are focused on the scientific significance of the entire project portfolio of the Consortium. The Consortium will encourage Center and Participant interaction with senior NCI officials to the benefit of the Consortium itself. There will be a Key Thought Leaders Project Team (KTLPT) consisting of Participants who are intellectual leaders in the areas of therapeutics discovery and development. The intellectual contributions of this collegial body of Thought Leaders will be a valuable asset, allowing the CBC to turn scientific achievements and discoveries into new project ideas, and to continually assess the entire portfolio. Creating this body of expertise within the CBC in a spirit of teamwork will provide far-ranging benefit for all Participants, enhancing the therapeutic significance of new scientific findings and the recognition of unexpected opportunities.
C.2.c.vi. Transitioning from Discovery to Development
A clinical candidate will be nominated by the Project Team as ready for drug development. The nomination process first requires that the Discovery Committee ensure that all the scientific objectives have been met to trigger nomination; once this nomination is accepted, the Project Team will conduct a risk assessment and present the candidate for review and endorsement by the Development Committee. The Development Committee will endorse the critical transition of clinical candidates from Discovery phase to Development phase, with oversight provided by the SMC.

NCI will also identify likely transition points at which an industry-based partner will be sought for further development of CBC-generated therapeutics. Collaborations that ensure later-stage development and commercialization will be encouraged, and can be accomplished through a variety of mechanisms including licensing and assignment. It is important that all parties recognize that such collaborations not impede further development of promising CBC agents for oncology indications by the NCI or a CBC Participant—emphasis must be on bringing innovative therapies to patients. The CBC’s understanding of current trends in the biopharmaceutical sector will ensure that NCI resources are directed on the most pronounced bottlenecks in oncology therapeutics development.

C.2.c.vii. Project Management

The DCTD Project Management Office (PMO) will integrate, coordinate, and track the progress of CBC projects to ensure activity is focused on achieving Stage Gate milestones. The PMO will provide scientific writing, document management, and training support to the CBC. The PMO will also measure and prepare reports for Project Leader/Team interactions with the SMC and/or the NExT Committees.

Project managers in each Project Team will have the following tasks:

· Working with the Project Leader and other Project Team members to prepare the operational plan for each new Project based on NExT Committee recommendations

· Developing work breakdown structures, timelines, critical paths and high risk areas, and templates to track project status and deliverables 

· Documenting milestones and project progression 

· Preparing quarterly reports for the CBC Discovery, Development, and Senior Management Committees

Supporting tools and infrastructure for the CBC will consist of Enterprise-wide software systems to manage data, documents, projects, and project portfolios. For example, a database designed to accommodate screening data and to support activities related to SBDD will be a shared resource for all screening, assay, and hit-optimization data generated during drug discovery. The data will be available to Project Team members and the SMC to support resource management and decision making.

C.2.c.viii. External Advisory Committees—Special Emphasis Panels (SEP)

The primary emphasis of the CBC is to address the unmet medical needs in therapeutic oncology focusing on high risk areas; therefore, external advisory boards will be essential partners of the NCI and the CBC. The SEPs comprised of experts in chemical biology and drug discovery from academia, government (non NCI) and the pharmaceutical industry, will be especially helpful to monitor dynamic changes in the profiles of targets and molecules expected to be discovered. Membership of these external committees will be determined by the SMC in accordance with NIH guidelines and will be subject to appropriate confidentiality and conflict-of-interest requirements. The Discovery SEP will provide expert advice to the NCI regarding target and molecule prioritization, while the Development SEP will provide advice regarding rapid clinical entry and the use of Phase 0 Trial designs. 
C.3. PURPOSE AND OBJECTIVES OF THE PROGRAM COMPONENTS

The purpose of this solicitation is to identify the Centers of the CBC that will provide expertise in cutting-edge chemical tools for probing complex signaling pathways and the generation of first-in-class targeted therapeutics. The CBC will be an integrated research consortium at the interface of chemical biology and molecular oncology that will, working with the NCI’s DTP, establish an iterative cancer drug discovery program. The focus of the CBC will be unmet therapeutic needs in oncology that are not currently addressed by the private sector. 
The CBC will be comprised of three groups of expert Centers, and each group will collectively provide all technical capabilities for that area. Comprehensive Chemical Biology Screening Centers should have the capability to identify targets, develop target assays and adapt these assays to HTS platforms, screen numerous compounds against a variety of different assays each year, and provide Structure- Activity Relationship (SAR) analysis and support chemistry to identify potent and selective chemical hits/leads. Chemical Diversity Centers should have outstanding capabilities in applying medicinal and synthetic chemistry to advance hits to lead status. As an integral part of the network, these Chemical Diversity Centers will actively interact with Screening Centers and the NCI to generate leads. Specialized Applications Centers should have the capability to provide expertise and experience in specific technologies needed to successfully develop and implement complex and technically difficult assays that may not be amenable to HTS (e.g., high content screening, phenotypic assays, ion channel screening, whole organism screening). 

C.3.a. Specific Tasks Required 
The Subcontractor must work in collaboration with the NCI, SAIC-F, and other CBC Participants on NCI-designated Project Teams where materials and data will be shared amongst members in accordance with the NCI CBC Participants Agreement. 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 and development 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 Subcontractor(s) shall furnish services, qualified personnel, materials, equipment, and facilities not otherwise provided by the Government necessary for chemistry, biology, or both components of this procurement. Note that Offerors may submit proposals to be a Comprehensive Chemical Biology Screening Center, a Chemical Diversity Center, and/or Specialized Applications Center. Those proposing a Comprehensive Center are required to include a plan for how chemistry and biology will be integrated. 
C.3.a.i. Comprehensive Chemical Biology Screening Centers

The Comprehensive Chemical Biology Screening Centers will provide HTS screening on a broad diversity of assays and detection platforms (e.g., enzymes/proteases, G-protein coupled receptors, kinases, cytotoxicity, protein-protein interactions, protein misfolding/degradation, high-content screening, transcription/expression, etc.). A Comprehensive Center will be responsible for all operational stages in the lead generation pipeline; assay development, chemical synthesis of potent and selective hit compounds identified by HTS, and iterative chemistry to optimize a drug development lead. A Comprehensive Chemical Biology Screening Center will utilize process and project management to control productivity and quality. 

The Consortium will contain multiple Comprehensive Chemical Biology Screening Centers whose capabilities, as a group, shall meet all of the following needs:

a. Assay development: Develop high-throughput screens to efficiently interface the diverse chemistry represented in the libraries with the biology accessible through assays. 

b. Hit identification: Provide capability for assay adaptation/implementation, HTS, and informatics to accept assays into the Center, and then modify and implement them for automated HTS of CBC-generated compounds (NCI DTP repository compounds and possibly the MLSCN libraries of compounds). Initial hits will be confirmed by re-screening. All quality control (QC), primary, and reconfirmation data will be analyzed by the informatics facility and immediately deposited into the NExT Program database. 

c. Hit characterization: Initial hits will be selected by the NExT Program and sent to other Centers in the CBC for further characterization. The HTS facility will run the samples at a series of concentrations to generate dose-response curves which are invaluable in identifying false-positive hits. Working with the assay provider, valid hits will be characterized in an alternative (secondary) assay to confirm that the hit is acting on the target of interest. Depending on the assay and target, the assay implementation and HTS facilities will develop counter-screens to determine the selectivity and specificity of the hits for the target. The informatics and chemistry facilities will analyze the data for correlations between compound structure and the observed biological activity (SAR analysis). All assay data on hit characterization will be promptly deposited into the NExT Program database for use by the entire CBC community. 

d. Hit optimization: To optimize hit information, assay implementation, informatics, and chemistry facilities work together through successive rounds of testing of new compounds to improve the potency and selectivity of the original hits. New compounds for testing in this phase may be purchased from commercial sources or obtained through chemical synthesis by the chemistry facility of the Center or provided by one of the Chemical Diversity Centers, the SAIC-F Laboratory of Synthetic Chemistry, or other CBC investigators. 
e. Identify and validate molecular targets that are considered to be important in the development and growth of tumors. 

f. Develop evidence that a new molecular target influences the malignant phenotype in biologically important ways and develop assays for ligand identification suitable for HTS. Assays may be of any type (including phenotypic or cell-based assays) that reveals important features of target or pathway perturbation. 

g. Participate in CBC Project Teams. 

h. Perform computer-aided prediction of drug toxicity and metabolism and medium-throughput absorption, distribution, metabolism, and excretion (ADME) assays. 
i. Design and synthesize diverse chemical scaffolds and structure-based design of focused combinatorial libraries, molecular modeling, and quantitative SAR.

C.3.a.ii. Chemical Diversity Centers
The “hit-to-lead” optimization stage in the lead development process requires special tools and expertise/resources that are frequently in short supply in a Screening Center. Chemical Diversity Centers will perform cheminformatics and synthetic medicinal chemistry and, in collaboration with DTP pharmacology contractors, support limited pharmacology to advance active compounds identified by the Specialized Applications Centers or Comprehensive Centers. It is essential that compounds identified as modulators of particular targets and biological processes by the CBC are reliable, capable of providing valid information on the activity of their intended targets, and readily available for required studies. The lead compounds produced by the Centers shall be usable by the late discovery and development resources of DCTD and CCR for in vitro and/or in vivo studies, and it is likely that properties such as affinity, potency, selectivity, specificity, metabolic stability, permeability, and solubility will need to be improved through the combined effort of the chemistry resources of the Chemical Diversity Center and re-screening of new compounds by an appropriate Specialized Applications Center or other NCI resource. 
The Consortium will contain multiple Chemical Diversity Centers whose capabilities, as a group, shall meet all of the following needs:

a. Hit optimization: Chemical Diversity Centers will optimize hits identified from screens in the Specialized Applications or the Comprehensive Chemical Biology Screening Centers. A joint effort will begin during the hit characterization stage between the Screening Center and the Chemical Diversity Center for hit validation and hit-to-lead optimization. A chemical lead development plan will be generated by the two Centers, and the assay provider if a third party is needed for assay support. In this collaborative effort, the original Screening Center will provide all follow-up assays on the compound analogs. The Chemical Diversity Center will need to provide sufficient synthetic chemistry to generate a library of structurally related compounds to identify compounds of improved affinity, specificity and solubility. 

b. Participate in CBC Project Teams. 
c. Possess the capability to design and synthesize diverse chemical scaffolds, compounds, and chemical libraries.

d. Conduct structure-based design (e.g., focused combinatorial libraries, molecular modeling, quantitative SAR) and/or natural product chemistry. 

e. Design and synthesize congeners of lead components having confirmed activity, to address ADME deficiencies identified by the CBC. 

f. Develop and implement approaches to scale-up synthesis of desired chemical compounds to be evaluated in a variety of biological screening assays. 

C.3.a.iii. Specialized Applications Centers

Certain types of assays requiring multiple steps or specialized instrumentation (e.g., phenotypic imaging assays, multiplexing flow cytometry, ion channel assays) may not fit well in the Comprehensive Center format due to their special requirements. These assays are often critically important in the identification of protein function in cells and signaling pathways and are an important objective of the CBC. Therefore, the CBC has opted to create Specialized Applications Centers to address these issues. These Centers will be smaller in scope, focus on a specific type of assay or platform, and expected to complete a limited number of assays per year. The Centers will have target validation, assay development, assay adaptation/implementation, screening and informatics functionalities. These Centers will accept assays from the scientific community as approved by the NExT Program, as well as generate their own assays. 
The Consortium will contain multiple Specialized Applications Centers whose capabilities, as a group, shall meet all of the following needs:
a. Target discovery: Identify and validate molecular targets that are considered to be important in the development and growth of tumors. 

b. Using expertise in cancer biology, develop specialized assays for molecular targets which are suitable for compound screening. Perform additional biological studies for lead evaluation and target identification. Develop assay-based evidence that the proposed target perturbs the malignant phenotype in biologically important ways. 

c. Hit identification: The Centers will provide primary screens and confirmatory assays and analyze all the data before deposition into the NExT Program database. It is anticipated that these specialized assays will be characterized by relatively low throughput but high value because the emphasis is not screening rate but rather opportunity for specialization. 

d. Hit confirmation: Initial hits, selected by the CBC, will be sent to a Specialized Applications Center for confirmation of targeted activity. The Center will run a series of concentrations to generate curves to identify false-positive hits. Working with the assay provider, hits will be characterized in an alternative assay to verify the compound is target specific, and that target activity is independent of the screening test. Depending on the assay and target, the Center will develop counter-screens to determine the selectivity and specificity of the hits for the target. This may include cells engineered to express the target in various contexts likely to mirror its anticipated function in clinically relevant systems, and/or collections of non-engineered cell types derived from tumor specimens. 

e. Participate in CBC Project Teams. 

f. Hit optimization: At an early stage in hit characterization, the Specialized Applications Center will partner with another CBC Center capable of providing chemistry resources for hit-to-lead optimization. A joint effort will begin during the hit characterization stage between the Screening Center and the Chemical Diversity Center for hit validation and hit-to-lead optimization. A chemical lead development plan will be generated by the two Centers, and the assay provider if a third party is needed for assay support. In this collaborative effort, the original screening Center will provide all follow-up assays on the compound analogs. 

g. Provide computer-aided prediction of drug toxicity and metabolism, and medium-throughput ADME assays. 

C.3.c. Information Technology
C.3.c.i. Data Management

All CBC-generated data will be maintained in a secure, central NCI database. Only individuals who have signed the NCI CBC Participants Agreement and have been given approval by the SMC will have access to CBC-generated data using login credentials. The system selected by NCI to provide this database is the CambridgeSoft Enterprise Suite. The Subcontractor will be responsible for providing assay data in a format and structure that is compatible with the central NCI database. Because there are many formats and methodologies available for interfacing with this Enterprise system, the specific interface solution will be based on the Subcontractor’s capabilities and NCI needs. The NCI will provide assistance to the Centers in defining mutually compatible formats. DCTD has engaged CambridgeSoft to achieve caBIG™ compliance. 

C.3.c.ii. Compound Management

Only individuals that have signed the NCI CBC Participants Agreement will have access to CBC-generated compounds. All CBC-generated compounds will be assigned a unique ID and maintained in the NCI Chemotherapeutic Agents Repository. This central facility is administered and operated by the DS&CB through an external contract. Repository functions include global receipt, storage, inventory, distribution, documentation, and control of all synthetic compounds, pure natural products, and bulk GMP and non-GMP drugs. Currently, the Repository maintains the NCI DTP small molecule and pure natural products collection of over 400,000 compounds. 

C.3.c.iii. Data Transfer between the Subcontractor and NCI

Two general techniques will be used for this task: data interfacing and data integration. Data interfacing consists of data transfers in which the Subcontractor generates data files and transfers the files to the NCI. Data integration involves direct loading of Subcontractor-generated data into the NCI database, without the need for an interim file format. The specific technique will be decided on a case-by-case basis according to the Subcontractor’s capabilities. Direct integration is preferable, but will require that the Subcontractor have access to the CambridgeSoft system as well as CambridgeSoft expertise. Although the goal is to ultimately integrate all contractors, this may not be possible or practical initially. Thus, the file interface technique is available for those that do not have, or choose not to use, direct access techniques.

Possible methods of file interfaces include, but are not limited to, the following file formats that will be generated by the Subcontractor and then imported into the NCI CambridgeSoft database:

· Text files containing data elements separated by some delimiter such as comma or tab characters 

· Spreadsheet files 

· Data exports from the Subcontractor’s local Laboratory Information Management (LIM) systems
Data integration is a more advanced technique; the Subcontractor must understand the CambridgeSoft system, have the necessary software licenses, and have connectivity between their site where the data is available and the NCI databases that reside behind the firewall at NCI-Frederick. While the NCI will provide Subcontractors that elect to use this option with the necessary CambridgeSoft software licenses and user accounts, developing CambridgeSoft expertise and establishing connectivity to NCI computing resources will be the responsibility of the Subcontractor. 

Because CBC Participants will have different IT infrastructures and capabilities, the specific technique and format must be mutually agreed upon between each Subcontractor and the NCI. Where a Subcontractor is conducting multiple assays, the specific solution may vary between assays. However, in all cases, the Subcontractor must be able to produce data in a format that can be imported into the NCI database. 
C.3.c.iv. Data Content

The data that the Subcontractor may be required to supply includes, but is not limited to, assay definition, raw assay results, as well as processed assay results and the corresponding algorithms used for data reduction. In all cases, processed data and the corresponding algorithms used for data reduction from the raw data must always be provided by the Subcontractor. The assay protocol and laboratory SOPs that were used to generate the raw data must also be provided. In most cases, raw experimental data from instrumentation will also be requested; however, this is a negotiable item and will be determined by the Contracting Officer’s Technical Representative (COTR). 

Assay results must contain a unique identifier that can be cross-referenced/indexed to the NCI database, or loaded into the NCI database for future use. If a compound has been tested for which NCI does not have the structure, the Subcontractor must provide the structure in an electronic Sequel Database (SD) file format. 
All data content, including data structures, must be sufficiently robust that data sets can be bulk loaded. Project Leaders will be responsible for ensuring that project data is entered into the database in a timely fashion. 
C.3.c.v. Data Quality Control
The CBC Participants have the responsibility of performing data quality control. This includes tasks such as:

· Verifying that a complete data set has been supplied

· Validating that the documented mathematical model was correctly applied

· Confirming proper use of quality control codes that govern inclusion or exclusion of data elements from the mathematical model

· Assuring that data is received within a time frame that is acceptable to the Project Leader
· Verifying that the data set is an accurate reflection of the experimental results

· Participating in query inquiries to resolve discrepancies

The Subcontractor must work with NCI personnel to ensure that data elements are documented and that an up-to-date Interface Control Document (ICD) is maintained. The ICD will describe all aspects of the data. It will insure that both the Subcontractor and the NCI understand the format, content, and naming conventions used in data exchanges. The ICD will also eliminate possible ambiguities by providing a controlled vocabulary of data elements such as cell line names and units of measure.

C.3.c.vi. Data Access, Security, and Availability
Only individuals whose institutions are signatories to the NCI CBC Participants Agreement will be granted access to CBC-generated data through an assigned username and password during the period of their participation. All data transfers between Subcontractors and NCI will utilize secure internet protocols. All CBC-generated data must be immediately available for review and provisions shall be made to maintain the confidentiality of all data. 
(End of Section C)
SECTION D—PACKAGING AND MARKING

Any deliverables required under a Task Order, shall be packaged, marked, and shipped in accordance with commercial standards, or as specified herein. At a minimum, all deliverables shall be marked with the BOA and Task Order number and BOA Holder name. The BOA Holder shall guarantee that all required materials be delivered in immediate usable and acceptable condition.

 (End of Section D)

SECTION E—INSPECTION AND ACCEPTANCE

1.
The Contracting Officer or a duly authorized representative will perform an evaluation of the services and acceptance of deliverables provided.

2.
Inspection and acceptance will be performed at the National Cancer Institute - Frederick (NCI-Frederick), Frederick, Maryland.

 (End of Section E)

SECTION F—DELIVERIES OR PERFORMANCE

F.1. PERIOD OF PERFORMANCE 

The period of performance of this BOA shall commence upon final execution by the Contracting Officer and shall be valid for a period of five (5) years.

F.2. DELIVERABLES

Deliverables will be detailed in each Task Order.
F.3. REPORTING REQUIREMENTS

F.3.a. Progress Reports 

Progress report instructions will be detailed in each Task Order.

F.3.b. Final Report

Final report instructions and submission instructions will be detailed in each Task Order.

F.4. SATISFACTORY PERFORMANCE 

Satisfactory performance shall be based on performance of the work described in Section C, and upon delivery and acceptance by the Contracting Officer, or the duly authorized representative, of all deliverables, including data. 

(End of Section F)

SECTION G—BOA/TASK ORDER ADMINISTRATION DATA

G.1. SUBCONTRACT REPRESENTATIVES

G.1.a. SAIC-F Contracting Officer

The following individual is designated as the SAIC-F Contracting Officer and is authorized to conduct business, negotiate, award, and modify this subcontract.

Eugene Anderson

SAIC-Frederick, Inc.
Only the Contracting Officer has authority to: (1) direct or negotiate any changes to the Statement of Work; (2) modify or extend the period of performance; (3) change the delivery schedule; (4) authorize reimbursement to the Subcontractor of any costs incurred during the performance of this BOA; or (5) otherwise change any terms and conditions of this BOA. All changes to the Statement of Work will be accomplished by bilateral modification to the BOA.

** Only the Contracting Officer as named above shall have the authority to prescribe changes to this BOA or provide direction for which the Subcontractor will seek reimbursement. Any costs incurred by the Subcontractor not delineated herein or without the prior written approval of the Contracting Officer are incurred at the Subcontractor’s significant risk of non-payment. 

G.1.b. SAIC-F Contracting Officer’s Technical Representative (COTR)

The Contracting Officer’s Technical Representative is responsible for: (1) monitoring the subcontract technical progress, including the surveillance and assessment of performance and recommending to the Contracting Officer changes in requirements; (2) interpreting the Statement of Work and any other technical performance requirements; (3) performing technical evaluation as required; (4) performing technical inspections and acceptances required by the subcontract; and (5) assisting in the resolution of technical problems encountered during performance. The SAIC-F Project Management Office will assist the COTR in managing these duties. The COTR will be identified by the time of the award. 

**Neither the COTR any person or entity other than the Contracting Officer possess any authority, implied or apparent, to provide direction that may cause or influence the Subcontractor to incur additional costs for which reimbursement may be sought. Any costs incurred by the Subcontractor not delineated herein or without the prior written approval of the Contracting Officer are incurred at the Subcontractor’s significant risk of non-payment.

G.1.c.
Subcontract Specialist

The following individual has been designated as the SAIC-F Subcontracts Specialist for purposes of administering, processing, and handling contractual documentation:



Melissa Borucki



SAIC-Frederick, Inc.

G.1.d. NCI Project Leaders

The following individuals are designated as the NCI Project Leaders and are authorized to provide clarifications on program direction. Only the SAIC-F Contracting Officer can authorize changes that effect delivery, price, terms or other material aspects of this subcontract. 



Joseph Tomaszewski, PhD



DCTD, NCI




Barbara Mroczkowski, PhD




DCTD, NCI


**Neither the NCI Project Leaders nor any person or entity other than the Contracting Officer possess any authority, implied or apparent, to provide direction that may cause or influence the Subcontractor to incur additional costs for which reimbursement may be sought. Any costs incurred by the Subcontractor not delineated in Task Orders or without the prior written approval of the Contracting Officer are incurred at the Subcontractor’s significant risk of non-payment.
G.2. BOA HOLDER REPRESENTATIVES

G.2.a. BOA Holder Authorized Representative

The following individual(s) is/are the designated representative of the vendor. This will be the Official authorized to negotiate and sign this Subcontract:

	REPRESENTATIVE NAME
	ADDRESS
	CONTACT INFORMATION

	
	
	Phone: 

	
	
	Fax: 

	
	
	E-mail: 

	
	
	


G.2.b. BOA Holder Invoice Representative

The following individual(s) is the designated representative to submit invoices and provide information related thereto:

	REPRESENTATIVE NAME
	ADDRESS
	CONTACT INFORMATION

	
	
	Phone: 

	
	
	Fax: 

	
	
	E-mail: 


G.3. KEY PERSONNEL

Pursuant to the Key Personnel clause incorporated in this subcontract, the following individuals (see RFP Attachment 3 for roles and responsibilities) are considered to be essential to the work being performed hereunder, and shall not be re-assigned, removed or substituted without the concurrence of the Contracting Officer, which shall not be unreasonably withheld (examples are provided):

	NAME
	TITLE
	CONTACT INFORMATION

	
	Principal Investigator
	Phone: 

	
	E-mail: 

	
	Other Investigators
	Phone: 

	
	E-mail: 

	
	Administrative Program Manager
	Phone: 

	
	E-mail: 

	
	IT Administrator
	Phone: 

	
	E-mail: 

	
	IP Administrator
	Phone: 

	
	E-mail: 


G.4. INVOICE SUBMISSION

A.
Payment terms begin after acceptance of a proper invoice. Invoices shall be submitted upon delivery of goods or services and must include the information required by the instructions provided at Attachment 1. Invoices are to be submitted in U.S. Dollars.

An original and one (1) copy to the following designated payment office:

ATTN:

 Ms. Leasa Mercer

NCI-Frederick Cancer Research & Development Center

SAIC-Frederick, Inc.

P. O. Box B

Frederick, Maryland 21702-1201

B.
Inquiries regarding payment of invoices shall be directed to the attention of Melissa Borucki at email: cbcsubs@mail.nih.gov.

C.
To expedite payment of invoices, it is essential that the Subcontractor provide sufficient data, as defined in the invoice instructions that will support payment of all costs being billed. 

D.
Payment shall be considered made on the date on which a check for such payment is dated.

E.
Invoices that are rejected by SAIC-Frederick for failure to meet the requirements set forth herein may be corrected or otherwise resolved by the Subcontractor and resubmitted for payment provided that the resubmitted invoice date is changed to correspond to the date of resubmission.

G.5. GOVERNMENT PROPERTY

The parties agree that no non-expendable property or equipment will be acquired or furnished under this BOA, unless prior written authorization is obtained from the Contracting Officer.

G.6. INDIRECT COST RATES

In accordance with the FAR Clause No. 52.216-7(d)(2), Allowable Cost and Payment, which is incorporated into this BOA, indirect cost rates reimbursable hereunder shall be consistent with those established by the cognizant Federal Audit Agency for your organization, as may be amended. Final approval will be determined by the Contracting Officer.

(End of Section G)

SECTION H—SPECIAL BOA REQUIREMENTS

H.1. PUBLICATION AND PUBLICITY

When publishing, or submitting for publication, in scientific, peer-reviewed or other scholarly publications, the contractor shall acknowledge the support of the National Institutes of Health whenever publicizing the work under this contract in any media by including an acknowledgment substantially as follows:

 “This project has been funded in whole or in part with Federal Funds from the National Cancer Institute, National Institutes of Health, under Contract No. NO1-CO-12400. The content of this publication does not necessarily reflect the views or policies of the Department of Health and Human Services, nor does mention of trade names, commercial products, or organizations imply endorsement by the U.S. Government.”

For Abstracts: (due to space limitations) “Funded by NCI Contract No. N01-CO-12400”

H.2. PRESS RELEASES

No press releases or publicity (hereinafter ‘publicity’) pertaining to this BOA including, but not limited to, press releases, public announcements, advertising material and other documents describing projects or programs funded in whole or in part with Federal money regardless of media, shall be issued by Subcontractor without the prior review and written consent of the SAIC-F Contracting Officer. When authorized by SAIC-F, the publicity issued by the Subcontractor shall clearly state: 

(1) the percentage of the total costs of the program or project which will be financed with Federal money

(2) the dollar amount of Federal funds for the project or program

(3) the percentage and dollar amount of the total costs of the project or program that will be financed by nongovernmental sources in accordance to Public Law 109-149, Title V, Section 506.

(4) an acknowledgment substantially as follows:

“This project has been funded in whole or in part with Federal Funds from the National Cancer Institute, National Institutes of Health, under Contract No. NO1-CO-12400. The content of this publication does not necessarily reflect the views or policies of the Department of Health and Human Services, nor does mention of trade names, commercial products, or organizations imply endorsement by the U.S. Government.”

H.3. SALARY RATE LIMITATION LEGISLATION PROVISIONS

A.
Pursuant to Public Law(s) cited in paragraph B., below, no NIH Fiscal Year funds may be used to pay the direct salary of an individual through this contract at a rate in excess of the applicable amount shown for the fiscal year covered. Direct salary is exclusive of overhead, fringe benefits and general and administrative expenses.

B. 
The per year salary rate limit also applies to individuals proposed under BOAs. If this is a multiple year contract, it may be subject to unilateral modifications by the Government if an individual’s salary rate exceeds any salary rate ceiling established in future DHHS appropriation acts in accordance with PL 110-005, General Provisions, Section 204.

*Effective January 2008, this amount is $191,300 and will remain at this level until such time as the Executive Level I is increased. See the web site listed below for FY-2008 Executive Level I rates of pay. FYXX Executive Level Salaries: http://www.opm.gov/oca/PAYRATES/index.htm
 H.4. REPORTING MATTERS INVOLVING FRAUD, WASTE AND ABUSE

Anyone who becomes aware of the existence of fraud, waste and abuse in NIH funded programs is encouraged to report such matters to the HHS Inspector General’s Office in writing or on the Inspector General’s Hotline. The toll free number is 1-800-HHS-TIPS (1-800-447-8477). All telephone calls will be handled confidentially. The e-mail address is Htips@os.dhhs.gov and the mailing address is:



Office of Inspector General



Department of Health and Human Services



TIPS HOTLINE



P.O. Box 23489



Washington, D.C. 20026

Information regarding procedural matters is contained in the NIH Manual Chapter 1754, which is available on (http://www3.od.nih.gov/oma/manualchapters/management/1754).

H.5. ORGANIZATIONAL CONFLICT OF INTEREST

During the performance of this contract, the contractor is prohibited from engaging in similar work or services adverse to the interests of SAIC-Frederick, Inc./NCI. The Contractor also certifies that no services rendered under any agreement during the term of this contract will be adverse to the interest of SAIC- Frederick, Inc./NCI. The contractor also certifies that no financial, contractual, organizational, or other interest exists relating to the work under this BOA that would constitute an Organizational Conflict of Interest or otherwise cause the Contractor to be unable or potentially unable to render impartial assistance or advice, impair objectivity in performing the work, or create an unfair competitive advantage for any entity wherein the Contractor has an interest. The Federal statutes and regulations concerning conflict of interest carry criminal penalties for violation. The Contractor is personally responsible for identifying any such conflict of interest, or any relationship or actions that might give the appearance that a conflict of interest exists or could reasonably be viewed as affecting the Contractor’s objectivity in performing the work under this BOA. By signature the Contractor certifies the understanding of the above and that no Organizational Conflict of Interest exists that would affect this Contract. The Contractor also indemnifies or otherwise holds harmless SAIC-Frederick, Inc./NCI should an Organizational Conflict of Interest become apparent (not previously disclosed) during the life of this contract.

H.6. PROHIBITION ON CONTRACTOR INVOLVEMENT WITH TERRORIST ACTIVITIES

The contractor acknowledges that U.S. Executive Orders and Laws, including but not limited to E.O. 13224 and P.L. 107-56, prohibit transactions with and the provision of resources and support to, individuals and organizations associated with terrorism. It is the legal responsibility of the contractor to ensure compliance with these Executive Orders and Laws. This clause must be included in all subcontracts issued under this contract.

H.7. INSURANCE REQUIREMENTS AND CERTIFICATES

The Subcontractor must provide Certificates of Insurance, proving:

a) Commercial General Liability coverage

b) Errors & Omissions coverage

c) Professional Liability coverage

d) Property Damage coverage

e) Automobile Liability coverage

f) All Risk coverage

g) Worker’s Compensation coverage

h) Foreign Workers’ Compensation coverage (including Defense Base Act coverage)

The Certificate of Insurance shall certify that the Subcontractor is insured for the period of performance of this BOA. Further, the Certificate of Insurance shall name SAIC-Frederick, Inc. as “Additionally Named Insured”. The contract number and name of the project shall be included in the block naming SAIC-Frederick, Inc. as Additional Named Insured.

If at any time the period of performance of this BOA the insurance coverage lapses or is cancelled, the Subcontractor will immediately notify SAIC-Frederick, Inc.

H.8. Human Subjects
The Subcontractor is directed to the full text of the NIH Policy regarding Data and Safety Monitoring and Reporting of Adverse Events, which may be found a the following web sites:


http://grants.nih.gov/grants/guide/notice-files/not98-084.html

http://grants.nih.gov/grants/guide/notice-files/not99-107.html

http://grants.nih.gov/grants/guide/notice-files/not-od-00-038.html
The Subcontractor must comply with the NIH Policy cited in these NIH Announcements and any other data and safety monitoring requirements found elsewhere in this Agreement. Data and Safety Monitoring shall be performed in accordance with the approved Data and Safety Monitoring Plan. The Data and Safety Monitoring (Board and Plan) shall be established and approved by NIAID prior to beginning implementation of any clinical trial. 

The Subcontractor must comply with all host country regulations applying to the conduct of research involving human subjects The Subcontractor is directed to the full text of any and all applicable federal and international regulations cited herein, including but not limited to:

1. United States Food and Drug Administration (http://www.fda.gov/oc/gcp/default.htm)

2. Health and Human Services Regulations for Federally Funded Research (http://www.hhs.gov/policies) 

3. HHSSAR 352-223-70 – Safety and Health (http://www.access.gpo.gov/nara/cfr/waisidx_02/48cfr352_02.html)

4. Declaration of Helsinki (http://www.wma.net/e/policy/b3.htm)

5. International Conference on Humanization (http://www.ich.org)

6. United States Code of Federal Regulations: (http://www.gpoaccess.gov/ecfr)

a) 21 CFR 11, Electronic Records, Electronic Signatures

b) 21 CFR 50, Human Subject Protection (Informed Consent) 

c) 21 CFR 50, Additional Safeguards for Children in Clinical Investigations of FDA-Regulated Products

d) 21 CFR 54, Financial Disclosure by Clinical Investigators

e) 21 CFR 56, Institutional Review Boards

f) 21 CFR 312, Investigational New Drug Application 

g) 45 CFR Part 46, Protection for Human Subjects

h) 45 CFR Part 160, Standards for Privacy of Individually Identifiable Health Information

i) 45 CFR Part 164, Standards for Privacy of Individually Identifiable Health Information

Subcontractor represents that all necessary licenses have been secured and regulatory requirements have been satisfied by the Subcontractor for the performance of the services covered by this Agreement. Subcontractor shall produce evidence of same prior to the commencement of this Agreement, and shall provide updated Accreditations, Certifications and Licenses to the Contracting Officer or Designee as they are acquired, on a timely basis. 
The Subcontractor further represents that the services performed hereunder will be performed in a manner in accord with any and all statutes, regulations, ordinances or contracts applicable to the services covered hereunder, including but not limited to, any governmental security requirements concerning material which may be involved hereunder, and will be performed in a manner in accord with best business custom. 

H.9. HUMAN MATERIALS

It is understood that the acquisition and supply of all human specimen material (including fetal material) used under this subcontract will be obtained by the Subcontractor in full compliance with applicable State and Local laws and the provisions of the Uniform Anatomical Gift Act in the United States and that no undue inducements, monetary or otherwise, will be offered to any person to influence their donation of human material.

H.10. CONTINUED BAN ON FUNDING OF HUMAN EMBRYO RESEARCH

Pursuant to Public Law(s), NIH is prohibited from using appropriated funds to support human embryo research. Contract funds may not be used for (1) the creation of a human embryo or embryos for research purposes; or (2) research in which a human embryo or embryos are destroyed, discarded, or knowingly subjected to risk of injury or death greater than that allowed for research on fetuses in utero under 45 CFR 46.208(a)(2) and Section 498(b) of the Public Health Service Act (42 U.S.C. 289g(b)). The term “human embryo or embryos” includes any organism, not protected as a human subject under 45 CFR 46 as of the date of the enactment of this Act, that is derived by fertilization, parthenogenesis, cloning, or any other means from one or more human gametes or human diploid cells.

Additionally, in accordance with a March 4, 1997 Presidential Memorandum, Federal funds may not be used for cloning of human beings in accordance with Public Law.

H.11. PRIVACY ACT

This procurement action requires the Subcontractor to do one or more of the following: design, develop, or operate a system of records on individuals to accomplish an agency function in accordance with the Privacy Act of 1974, Public Law 93-579, December 31, 1974 (5 USC 552a) and applicable agency regulations. Violation of the Act may involve the imposition of criminal penalties.

H.12. STANDARDS FOR PRIVACY OF INDIVIDUALLY IDENTIFIABLE HEALTH INFORMATION

All Clinical Data and Results and Raw Data will be collected, used and disclosed consistent with all applicable federal statutes and regulations for the protection of human subjects, including, if applicable, the Standards for Privacy of Individually Identifiable Health Information set forth in 45 C.F.R. Part 164.

H.13. NEEDLE EXCHANGE

Contract funds shall not be used to carry out any program of distributing sterile needles or syringes for the hypodermic injection of any illegal drug in accordance to Public Law. 
H.14. GOOD MANUFACTURING PRACTICES (GMP) COMPLIANCE

Contract facilities engaged in the manufacture of a biological product are responsible for compliance with applicable provisions of the FD&C Act and will be subject to FDA inspection as provided for inspection 351(c) of the PHS Act and section 704(a) of the FD&C Act. The Subcontractor and its subcontractors may be subject to audits by SAIC-F. Quality Assurance personnel or their designees for the purposes of ensuring compliance with applicable GMPs. 
During the subcontract period and upon 60 days advance written notice from SAIC-F or Government staff (other than FDA personnel) the Subcontractor shall permit appropriately skilled representatives of SAIC-F or the Government, at the inspecting party’s expense, to have access during the Subcontractor’s normal business hours to inspect Subcontractor’s records and facilities as may be necessary to verify that the products manufactured by the Subcontractor are in accordance with GMPs and conform to the specifications outlined in this subcontract. These audits/inspections shall be conducted as deemed required by SAIC-F or the government and will last approximately 2-5 business days each, depending on the type of audit/inspection, the availability of required data, and the quantity of data to be reviewed.

H.15. RESEARCH INVOLVING RECOMBINANT DNA MOLECULES

In the performance of any research and/or development under this contract involving recombinant DNA molecules, the Contractor agrees to abide by all NIH Guidelines relating to such activities, that are now current, and as may be updated from time-to-time. The Contracting Officer, upon request, will provide a copy of these Guidelines to the Contractor.

H.16. Good Laboratory Practice

The Subcontractor shall be responsible for assuring compliance with established standard, as required in 21 CFR 58.1-219. The established standards include, but are not limited to, the following:

 

1. Training of personnel

2. Animal care and supply facilities

3. Facilities for handling test and control articles

4. Laboratory operation areas

5. Specimen and data storage facilities

6. Standard operating procedures

7. Conduct of a nonclinical laboratory study and reporting of results

8. Storage, retrieval and retention of records and data

H.17. SAFETY AND BIOSAFETY STANDARDS

All work performed under this Agreement shall be conducted in accordance with the Publication entitled, “Biosafety in Microbiological and Biomedical Laboratories” (HHS Publication No. (DCD) 84-8395). This publication can be found at this address: www.cdc.gov/od/ohs/biosfty/bmb14/bmb14toc.htm.

H.18. RECORDS OF COMPLIANCE

The Subcontractor shall provide copies of the USDA (United States Department of Agriculture) Reports of Inspection of Animal Facilities, Sites or Premises, VS Form 18.8; semiannual reports of ACUC (Animal Care and Use Committee) evaluations required to be filed by PHS (Public Health Service) Policy; and other reports sent to OLAW (Office of Laboratory Animal Welfare; formerly OPRR, Office of Protection from Research Risks) in fulfillment of requirements of PHS Policy. 
H.19. ANIMAL WELFARE ASSURANCE

The Contractor shall obtain, prior to the start of any work utilizing laboratory animals under this subcontract, an approved Animal Welfare Assurance from the Office of Extramural Research (OER), Office of Laboratory Animal Welfare (OLAW), Office of the Director, NIH, as required by Section I-43-30 of the Public Health Service Policy on Humane Care and Use of Laboratory Animals. The Contractor shall maintain such assurance for the duration of this subcontract, and any subcontractors performing work under this subcontract involving the use of animals shall also obtain and maintain an approved Animal Welfare Assurance.

H.20. RESTRICTION FROM USE OF LIVE VERTEBRATE ANIMALS

Under governing policy, federal funds administered by the Public Health Service (PHS) shall not be expended for research involving live vertebrate animals without prior approval by the Office of Laboratory Animal Welfare (OLAW), of an assurance to comply with the PHS policy on humane care and use of laboratory animals. This restriction applies to all performance sites (e.g. collaborating institutions, subcontractors, sub-grantees) without OLAW-approved assurances, whether domestic or foreign.

H.21. THIRD PARTY PROPRIETARY DATA AND/OR MATERIALS

In the performance of this Subcontract, materials and data may be provided to Subcontractor by SAIC-Frederick. In the event that SAIC-Frederick provides proprietary materials and data to the Subcontractor from third-party NIH collaborators and the NIH has identified the need to protect the third party's proprietary position so that NIH can gain access to these proprietary compounds, the deviated FAR 52.227-11 and deviated 52.227-17 and deviated FAR 52.227-13 clauses in Part II, Section I of this Subcontract will govern any Patent Rights and Rights in Data generated using these third-party materials or data. Patent Rights and Rights in Data generated using all other materials and data provided to the Subcontractor by SAIC-Frederick will be governed by the standard FAR 52.227-11 and 52.227-14 found in Section I of this Subcontract.

H.22. HOTEL AND MOTEL FIRE SAFETY ACT OF 1990 (P.L. 101-391) 

Pursuant to Public Law 101-391, no Federal Funds may be used to sponsor or fund in whole or in part a meeting, convention, conference or training seminar that is conducted in, or that otherwise uses the rooms, facilities, or services of a place of public accommodation that do not meet the requirements of the fire prevention and control guidelines as described in the Public Law. This restriction applies to public accommodations both foreign and domestic. Public accommodations that meet the requirements can be assessed at: http://www.usfa.fema.gov/hotel/index.htm 

(End of Section H)

PART II—BOA CLAUSES

SECTION I—BOA CLAUSES

I.1. GENERAL CLAUSES FOR A NEGOTIATED REIMBURSABLE BOA

Where the words “Contracting Officer” or “Government” appear, it shall be understood to mean “SAIC-Frederick, Inc. Contracting Officer” or “SAIC Frederick, Inc.” (buyer) provided; however, that such substitution in no way supersedes or diminishes any rights or responsibilities of the Government under public law, Federal Acquisition Regulations, or in the terms of the prime contract, including, but not limited to, the right to review, audit, and approve any records or procedures of the Subcontractor. Where the word “Contractor” appears, it shall be understood to mean “Seller” and where “Contract” appears, it shall be understood to mean “Order.”

This BOA incorporates the following FAR clauses by reference, with the same force and effect as if they were given in full text. Upon request, the Contracting Officer will make their full text available. Also, the full text of a clause may be accessed electronically at this address: http://www.acquisition.gov/comp/far/index.html.

A. Federal Acquisition Regulation (FAR) (48 CFR Chapter 1) Clauses:

	Clause
	Clause Title

	52.203-3
	Gratuities (Over $100,000)

	52.203-5
	Covenant Against Contingent Fees (Over $100,000)

	52.203-6
	Restrictions on Subcontractor Sales to the Government (Over $100,000)

	52.203-7
	Anti-Kickback Procedures(Over $100,000)

	52.203-8
	Cancellation, Rescission, and Recovery of Funds for Illegal or Improper Activity (Over $100,000)

	52.203-10
	Price or Fee Adjustment for Illegal or Improper Activity (Over $100,000)

	52.203-11
	Certification and Disclosure Regarding Payment to Influence Certain Federal Transactions

	52.203-12
	Limitation on Payments to Influence Certain Federal Transactions (Over $100,000)

	52.203-13
	Contractor Code of Business Ethics and Conduct ($5,000,000)

	52.203-14
	Display of Hotline Posters ($5,000,000)

	52.204-4
	Printed or Copied Double-Sided on Recycled Paper (Over $100,000)

	52.209-6
	Protecting the Government's Interests When Subcontracting With Contractors Debarred, Suspended, or Proposed for Debarment (Over $25,000)

	52.215-2
	Audit and Records - Negotiation (Over $100,000), Alternate II (Apr 1998)

	52.215-10
	Price Reduction for Defective Cost or Pricing Data (Over $650,000)

	52.215-12
	Subcontractor Cost or Pricing Data (Over $650,000)

	52.215-14
	Integrity of Unit Prices (Over $100,000)

	52.215-15
	Pension Adjustments and Asset Reversions

	52.215-18
	Reversion or Adjustment of Plans for Post-Retirement Benefits (PRB) other than Pensions

	52.215-19
	Notification of Ownership Changes

	52.215-21
	Requirements for Cost or Pricing Data or Information Other Than Cost or Pricing Data - Modifications

	52.216-7
	Allowable Cost and Payment (Paragraph (a) is modified to delete the words "Subpart 31.2" and to add the words "Subpart 31.3")

	52.216-11
	Cost Contract - No Fee

	52.219-8
	Utilization of Small Business Concerns (Over $100,000)

	52.219-9
	Small Business Subcontracting Plan (Over $550,000)

	52.222-2
	Payment for Overtime Premium (Over $100,000) (Note: The dollar amount in paragraph (a) of this clause is $0 unless otherwise specified in the contract.)

	52.222-3
	Convict Labor

	52.222-26
	Equal Opportunity

	52.222-35
	Equal Opportunity for Special Disabled Veterans, Veterans of the Vietnam Era, and Other Eligible Veterans

	52.222-36
	Affirmative Action for Workers with Disabilities

	52.222-37
	Employment Reports on Special Disabled Veterans, Veterans of the Vietnam Era, and Other Eligible Veterans

	52.222-50
	Combating Trafficking In Persons

	52.223-6
	Drug-Free Workplace

	52.223-14
	Toxic Chemical Release Reporting

	52.225-1
	Buy American Act - Supplies

	52.225-13
	Restrictions on Certain Foreign Purchases

	52.227-1
	Authorization and Consent, Alternate I (Apr 1984)

	52.227-2
	Notice and Assistance Regarding Patent and Copyright Infringement (Over $100,000)

	52.227-11(D)
	Patent Rights – (Deviation) Retention by the Contractor

	52.227-11
	Patent Rights – Retention by the Contractor

	52.227-13(D)
	Patent Rights – (Deviation) Acquisition by the Government

	52.227-14
	Rights in Data - General

	52.232-9
	Limitation on Withholding of Payments

	52.232-20
	Limitation of Cost

	52.232-23
	Assignment of Claims

	52.242-1
	Notice of Intent to Disallow Costs

	52.242-3
	Penalties for Unallowable Costs (Over $650,000)

	52.242-4
	Certification of Final Indirect Costs

	52.242-13
	Bankruptcy (Over $100,000)

	52.242-15
	Stop Work Order w/Alternate I (Apr 1984)

	52.242-25
	Limitation of Liability Services

	52.244-2
	Subcontracts, Alternate II (Aug 1998) 

	52.244-5
	Competition in Subcontracting (Over $100,000)

	52.245-5
	Government Property (Cost-Reimbursement, Time and Material, or Labor-Hour Contract), Alternate I (Jul 1985)

	52.246-9
	Inspection of Research and Development (Short Form)

	52.246-23
	Limitation of Liability (Over $100,000)

	52.249-5
	Termination for Convenience of the Government

	52.253-1
	Computer Generated Forms


This subcontract incorporates the following DEPARTMENT OF HEALTH AND HUMAN SERVICES ACQUISITION REGULATION HHSAR 48 Chapter 3 clauses by reference, with the same force and effect as if they were given in full text. Upon request, the Contracting Officer will make their full text available. Also, the full text of a clause may be accessed electronically at this address: 
http://www.hhs.gov/oamp/dap/hhsar.html
	352.216-72
	Additional Cost Principles

	352.232-9
	Withholding of Contract Payments

	352.233-70
	Litigation and Claims

	352.242-71
	Final Decisions on Audit Findings

	352.249-14
	Excusable Delays

	352.270-5
	Key Personnel

	352.270-7
	Paperwork Reduction Act


I.2. FULL TEXT CLAUSES 

FAR 52.227-11 (Deviation) Patent Rights-Retention by the Contractor (Short Form) (6/97)

[Patent Rights-Use of Third-party Materials/Data by Small Business, Academic and Nonprofit Subcontractors]
This clause deviation applies to discoveries resulting from research activities performed by the prime Contractor's small business, academic and nonprofit subcontractors at all tiers involving the use of proprietary materials or data provided to NIH by a collaborator. Discoveries developed by small business, academic and nonprofit subcontractors without the use of collaborator proprietary materials or data will be governed by the standard patent rights clause at FAR 52.227-11, Patent Rights - Retention by the Contractor (Short Form) (June 1997)
(a)
Definitions.
 (1)
"Invention" means any invention or discovery which is or may be patentable or otherwise protectable under title 35 of the United States Code, or any novel variety of plant which is or may be protected under the Plant Variety Protection Act (7 U.S.C. 2')'-) 1, et seq.)
(2)
"Made" when used in relation to any invention means the conception or first actual reduction to practice of such invention.

"Nonprofit organization means a university or other institution of higher education or an organization of the type described in section 501 (c)(3) of the Internal Revenue Code of 1954 (26 U.S.C. 50 1 (c)) and exempt from taxation under section 50 1 (a) of the Internal Revenue Code (26 U.S.C. 501 (a)) or any nonprofit scientific or educational organization qualified under a state nonprofit organization statute.

(4)
"Small business firm" means a small business concern as defined at section 2 of Pub. L.

85-536 (15 U.S.C. 632) and implementing regulations of the Administrator of the Small Business Administration. For the purpose of this clause, the size standards for small business concerns involved in Government procurement and subcontracting at 13 CFR 121.3-8 and 13 CFR 121.3- 1 2, respectively, will be used.

(5)
"Subject invention" means any invention of the contractor conceived or first actually reduced to practice in the performance of work under this contract, provided that in the case of a variety of plant, the date of determination (as defined in section 41 (d) of the Plant Variety Protection Act, 7 U. S.C. 2401 (d)) must also occur during the period of contract performance.

(b)
Allocation of Principal Rights to the Government or Collaborating Party Designated by the Government.
(1)
Assignment to the Government or a Collaborating Party. The Contractor agrees to assign to the Government or to a collaborating party designated by the Government, the entire right, title and interest throughout the world in each and to each subject invention except to the extent that rights are retained by the Contractor under subparagraph (b)(2) of this clause.

(2)
Greater Rights Determinations.

(i)
The Contractor (or an employee-inventor of the contractor after consultation with the Contractor) may request greater rights to an identified invention in accordance with the procedures in paragraph 27.304-1 (b) (and paragraph 27.304-1 (c) in the case of an employee-inventor) of the Federal Acquisition Regulations (FAR). In addition to the considerations set forth in paragraph 27.304-1 (b), the NCI will also consider whether granting the requested greater rights will interfere with the rights of the Government or any Collaborating Party or otherwise impede the ability of the Government to develop and commercialize new compounds, technologies or other approaches to improved treatment of cancer or AIDS in a rapid, efficient, and cost effective manner. A request for a determination of whether the Contractor or the employee-inventor is entitled to retain such greater rights must be submitted to the NCI Contracting, Officer at the time of first disclosure of the invention pursuant to subparagraph (c)(1) below, or not later than 8 months thereafter, unless a longer period is authorized by the Contracting Officer for good cause shown in writing, by the Contractor. Each determination of greater rights under this contract shall be subject to paragraph (c) of the FAR clause at 52.227-13 and to the reservations and conditions deemed to be appropriate by NCI. A determination by NCI denying a request by the Contractor for greater rights in a subject invention may be appealed, within 30 days of the date the Contractor is notified of the determination, to an agency official at a level above the individual who made the determination.

(ii)
Upon request, the Contractor shall provide the filing date, serial number and title, a copy of the patent application (including an English language version if filed in a language other than English), and patent number and issue date for any subject invention in which the Contractor has retained title.

(iii)
Upon request, the Contractor shall furnish the Government an irrevocable power to inspect and make copies of the patent application file.

(c)
Invention Disclosure by Contractor.
(1)
The Contractor will disclose each subject invention to the Federal agency as provided in paragraph (f), below, within 2 months after the inventor discloses it in writing to contractor personnel responsible for patent matters, or if earlier, within six months after the Contractor becomes aware that a subject invention has been made, but in any event before any on sale, public use, or publication of such invention known to the Contractor. The disclosure to the agency shall be in the form of a written report and shall identify the contract under which the invention was made and the inventor(s). It shall be sufficiently complete in technical detail to convey a clear understanding to the extent known at the time of the disclosure, of the nature, purpose, operation, and the physical, chemical, biological or electrical characteristics of the invention. The disclosure shall also identify any publication, on sale or public use of the invention and whether a manuscript describing the invention has been submitted for publication and, if so, whether it has been accepted for publication at the time of disclosure. In addition, after disclosure to the agency. the Contractor will promptly notify the agency of the acceptance of any manuscript describing the invention for publication or of any on sale or public use planned by the Contractor.

(d)
Contractor Action to Protect the Government's interest.
(1)
The Contractor agrees to execute or to have executed and promptly deliver to the NCI Contracting Officer all instruments necessary to (i) establish or confirm the rights the Government has throughout the world in subject inventions pursuant to paragraph (b)(1), and (ii) to convey title to the Government or a Collaborating Party when requested under paragraph (b)(1) above and to enable the Government or a Collaborating Party to obtain patent protection throughout the world in that subject invention.

(2)
The Contractor agrees to require, by written agreement, its employees, other than clerical and non-technical employees. to disclose promptly in writing to personnel identified as responsible for the administration of patent matters, and in a format suggested by the Contractor, each subject invention made under contract in order that the Contractor institution can comply with the disclosure provisions of paragraph (c), above, and to execute all papers necessary to file patent applications on subject inventions and to establish the Government’s rights or a Collaborating Party's rights in the subject inventions. This disclosure format should require, as a minimum, the information required by subparagraph (c)(1) above. The Contractor shall instruct such employees, through employee agreements or other suitable educational programs, on the importance of reporting inventions in sufficient time to permit the filing of patent applications prior to U.S. or foreign statutory bars.

(3)
The Contractor agrees to include, within the specification of any United States patent applications and any patent issuing thereon covering a subject invention in which it has been granted greater rights, the following statement, "This invention was made with Government support under (identify the contract) awarded by the National Cancer Institute of the National Institutes of Health. The Government has certain rights in the invention."

(4)
The Contractor agrees to provide a final invention statement and certification prior to the close-out of the contract listing all subject inventions or stating that there were none.

(e)
Subcontracts.
(1)
The Contractor will include this clause, suitably modified to identify the parties, in all subcontracts, regardless of tier, for experimental, developmental, or research work. The subcontractor will retain all rights provided for the Contractor in this clause, and the Contractor will not, as part of the consideration for awarding the subcontract, obtain rights in the Subcontractor's subject inventions.

(2)
In the case of subcontracts, at any tier, when the prime award with the Federal

Agency was a contract (but not a grant or a cooperative agreement) the Agency, Subcontractor, and the Contractor agree that the mutual obligations of the parties created by this clause constitute a contract between the Subcontractor and the Federal Agency with respect to the matters covered by the clause.

(f) Communication. 
All invention disclosures and requests for greater rights shall be sent to the NCI Contracting Officer. Additionally, a copy of all disclosures, confirmatory licenses to the government, face page of the patent applications, waivers and other routine communications should be sent to the Director, Office of Extramural Research Administration, Division of Extramural Inventions and Technology Resources, National Institutes of Health, 6701 Rockledge Drive, Room 1l6, Bethesda, MD 20892-7750.

(End of clause)

 SEQ CHAPTER \h \r 1FAR 52.227-13 (Deviation) Patent Rights-Acquisition by the Government (1/97) [Large Business Subcontractors]

This clause is to be applied to all work done by the NCI-Frederick FFRDC Operations and Technical Support prime contractor and large business subcontractors at all tiers except when a large business subcontractor conducts work under the NCI Full-length cDNA Initiative, which requires FAR 52.227-11(Deviation) Patent Rights - Retention by the Contractor (Short Form)(6/97) [Patent Rights NCI Full-length cDNA Initiative].
PATENT RIGHTS--ACQUISITION BY THE GOVERNMENT (JUN 1989)
(a) Definitions. "Invention," as used in this clause, means any invention or discovery which is or may be patentable or otherwise protectable under Title 35 of the United States Code or any novel variety of plant that is or may be protectable under the Plant Variety Protection Act (7 U.S.C. 2321, et seq.).

"Practical application," as used in this clause, means to manufacture, in the case of a composition or product; to practice, in the case of a process or method; or to operate, in the case of a machine or system; and, in each case, under such conditions as to establish that the invention is being utilized and that its benefits are, to the extent permitted by law or Government regulations, available to the public on reasonable terms.

"Cooperative Research and Development Agreement (CRADA)," as used in this clause, means any agreement entered into between one or more Federal Government Owned-Contractor Operated (GOCO) laboratories and one or more non-Federal parties under which the Government, through its GOCO laboratories, provides personnel, services, facilities, equipment, and other resources with or without reimbursement (but not funds to non-Federal parties) and the non-Federal parties provide funds, personnel, services, facilities, equipment, or other resources toward the conduct of specified research or development efforts which are consistent with the missions of the contract; except that such term does not include a procurement contract or cooperative agreement as those terms are used in sections 6303, 6304, and 6305 of Title 31 of the United States Code.
"Subject invention," as used in this clause, means any invention of the Contractor conceived or first actually reduced to practice in the performance of work under this contract; provided, that in the case of a variety of plant, the date of determination (as defined in section 41(d) of the Plant Variety Protection Act, 7 U.S.C. 2401(d)) must also occur during the period of contract performance.

(b) Allocations of Principal Rights to the Government or Collaborating Party designated by the Government.
(1) Assignment to the Government or a Collaborating Party. 

The Contractor agrees to assign to the Government or to a collaborating party designated by the Government the entire right, title, and interest throughout the world in and to each subject invention, except to the extent that rights are retained by the Contractor under subparagraph (b)(2) and paragraph (d) below. However, the provisions of subparagraph (b)(2) and paragraph (d) below shall not apply when the subject invention has been developed under a cooperative research and development agreement (CRADA) or in cases where the Contractor uses third-party proprietary information or materials in performance of the contract.

(2) Greater Rights Determinations. 

(i) The Contractor, or an employee-inventor after consultation with the Contractor, may retain greater rights than the nonexclusive license provided in paragraph (d) below, in accordance with the procedures of paragraph 27.304-1(a) of the Federal Acquisition Regulation (FAR). A request for a determination of whether the Contractor or the employee-inventor is entitled to retain such greater rights must be submitted to the Head of the Contracting Agency or designee at the time of the first disclosure of the invention pursuant to subparagraph (e)(2) below, or not later than 8 months thereafter, unless a longer period is authorized in writing by the Contracting Officer for good cause shown in writing by the Contractor. Each determination of greater rights under this contract normally shall be subject to paragraph (c) below, and to the reservations and conditions deemed to be appropriate by the Head of the Contracting Agency or designee.


(ii) Upon request, the Contractor shall provide the filing date, serial number and title, a copy of the patent application (including an English-language version if filed in a language other than English), and patent number and issue date for any subject invention in any country for which the Contractor has retained title.


(iii) Upon request, the Contractor shall furnish the Government an irrevocable power to inspect and make copies of the patent application file.

(c) Minimum Rights Acquired by the Government.
(1) With respect to each subject invention to which the Contractor retains principal or exclusive rights, the Contractor agrees as follows:


(i) The Contractor hereby grants to the Government a nonexclusive, nontransferable, irrevocable, paid-up license to practice or have practiced each subject invention throughout the world by or on behalf of the Government of the United States (including any Government agency).


(ii) The Contractor agrees that with respect to any subject invention in which it has acquired title, the Federal agency has the right in accordance with the procedures in FAR 27.304-1(g) to require the Contractor, an assignee, or exclusive licensee of a subject invention to grant a nonexclusive, partially exclusive, or exclusive license in any field of use to a responsible applicant or applicants, upon terms that are reasonable under the circumstances, and if the Contractor, assignee, or exclusive licensee refuses such a request, the Federal agency has the right to grant such a license itself if the Federal agency determines that-- 




(A) Such action is necessary because the Contractor or assignee has not taken, or is not expected to take within a reasonable time, effective steps to achieve practical application of the subject invention in such field of use;




(B) Such action is necessary to alleviate health or safety needs which are not reasonably satisfied by the Contractor, assignee, or their licensees;




(C) Such action is necessary to meet requirements for public use specified by Federal regulations and such requirements are not reasonably satisfied by the Contractor, assignee, or licensees; or




(D) Such action is necessary because the agreement required by paragraph (i) of this clause has neither been obtained nor waived or because a licensee of the exclusive right to use or sell any subject invention in the United States is in breach of such agreement.


(iii) The Contractor agrees to submit on request periodic reports no more frequently than annually on the utilization of a subject invention or efforts at obtaining such utilization of a subject invention or on efforts at obtaining such utilization that are being made by the Contractor or its licensees or assignees. Such reports shall include information regarding the status of development, date of first commercial sale or use, gross royalties received by the Contractor, and such other data and information as the agency may reasonably specify. The Contractor also agrees to provide additional reports as may be requested by the agency in connection with any march-in proceedings undertaken by the agency in accordance with subdivision (ii) above. To the extent data or information supplied under this section is considered by the Contractor, its licensee, or assignee to be privileged and confidential and is so marked, the agency agrees that, to the extent permitted by law, it will not disclose such information to persons outside the Government.


(iv) The Contractor agrees, when licensing a subject invention, to arrange to avoid royalty charges on acquisitions involving Government funds, including funds derived through a Military Assistance Program of the Government or otherwise derived through the Government, to refund any amounts received as royalty charges on a subject invention in acquisitions for, or on behalf of, the Government, and to provide for such refund in any instrument transferring rights in the invention to any party.


(v) The Contractor agrees to provide for the Government's paid-up license pursuant to subdivision (i) above in any instrument transferring rights in a subject invention and to provide for the granting of licenses as required by subdivision (ii) above, and for the reporting of utilization information as required by subdivision (iii) above, whenever the instrument transfers principal or exclusive rights in a subject invention.

(2) Nothing contained in this paragraph (c) shall be deemed to grant to the Government any rights with respect to any invention other than a subject invention.

(d) Minimum Rights to the Contractor
(1) The Contractor is hereby granted a revocable nonexclusive, royalty-free license in each patent application filed in any country on a subject invention and any resulting patent in which the Government obtains title, unless the Contractor fails to disclose the subject invention within the times specified in subparagraph (e)(2) below. The Contractor's license extends to its domestic subsidiaries and affiliates, if any, within the corporate structure of which the Contractor is a part and includes the right to grant sublicenses of the same scope to the extent the Contractor was legally obligated to do so at the time the contract was awarded. The license is transferable only with the approval of the funding Federal agency except when transferred to the successor of that part of the Contractor's business to which the invention pertains.

(2) The Contractor's domestic license may be revoked or modified by the funding Federal agency to the extent necessary to achieve expeditious practical application of the subject invention pursuant to an application for an exclusive license submitted in accordance with applicable provisions in 37 Part 404 and agency licensing regulations. This license will not be revoked in that field of use or the geographical areas in which the Contractor has achieved practical applications and continues to make the benefits of the invention reasonably accessible to the public. The license in any foreign country may be revoked or modified at the discretion of the funding Federal agency to the extent the Contractor, its licensees, or its domestic subsidiaries or affiliates have failed to achieve practical application in that foreign country.

(3) Before revocation or modification of the license, the funding Federal agency will furnish the Contractor a written notice of its intention to revoke or modify the license, and the Contractor will be allowed 30 days (or such other time as may be authorized by the funding Federal agency for good cause shown by the Contractor) after the notice to show cause why the license should not be revoked or modified. The Contractor has the right to appeal, in accordance with applicable agency licensing regulations and 3 CFR 404 concerning the licensing of Government-owned inventions, any decision concerning the revocation or modification of its license.

(4) When the Government has the right to receive title, and does not elect to secure a patent in a foreign country, the Contractor may elect to retain such rights in any foreign country in which the Government elects not to secure a patent, subject to the Government's rights in subparagraph (c)(1) of this clause.

(e) Invention Identification, Disclosures, and Reports
(1) The Contractor shall establish and maintain active and effective procedures to assure that subject inventions are promptly identified and disclosed to Contractor personnel responsible for patent matters within 6 months of conception and/or first actual reduction to practice, whichever occurs first in the performance of work under this contract. These procedures shall include the maintenance of laboratory notebooks or equivalent records and other records as are reasonably necessary to document the conception and/or the first actual reduction to practice of subject inventions, and records that show that the procedures for identifying and disclosing the inventions are followed. Upon request, the Contractor shall furnish the Contracting Officer a description of such procedures for evaluation and for determination as to their effectiveness.

(2) The Contractor shall disclose each subject invention to the Contracting Officer within 2 months after the inventor discloses it in writing to Contractor personnel responsible for patent matters or, if earlier, within 6 months after the Contractor becomes aware that a subject invention has been made, but in any event before any on sale, public use, or publication of such invention known to the Contractor. The disclosure to the agency shall be in the form of a written report and shall identify the contract under which the invention was made and the inventor(s). It shall be sufficiently complete in technical detail to convey a clear understanding, to the extent known at the time of the disclosure, of the nature, purpose, operation, and physical, chemical, biological, or electrical characteristics of the invention. The disclosure shall also identify any publication, on sale, or public use of the invention and whether a manuscript describing the invention has been submitted for publication and, if so, whether it has been accepted for publication at the time of disclosure. In addition, after disclosure to the agency, the Contractor shall promptly notify the agency of the acceptance of any manuscript describing the invention for publication or of any on sale or public use planned by the Contractor.

(3) The Contractor shall furnish the Contracting Officer the following:



(i) Interim reports every 12 months (or such longer period as may be specified by the Contracting Officer) from the date of the contract, listing subject inventions during that period, and certifying that all subject inventions have been disclosed (or that there are not such inventions) and that the procedures required by subparagraph (e)(1) above have been followed.



(ii) A final report, within 3 months after completion of the contracted work, listing all subject inventions or certifying that there were no such inventions, and listing all subcontracts at any tier containing a patent rights clause or certifying that there were no such subcontracts. 

(4) The Contractor agrees to require, by written agreement, its employees, other than clerical and nontechnical employees, to disclose promptly in writing to personnel identified as responsible for the administration of patent matters and in a format suggested by the Contractor each subject invention made under contract in order that the Contractor can comply with the disclosure provisions of paragraph (c) above, and to execute all papers necessary to file patent applications on subject inventions and to establish the Government's rights in the subject inventions. This disclosure format should require, as a minimum, the information required by subparagraph (2) above.

(5) The Contractor agrees subject to FAR 27.302(i) that the Government may duplicate and disclose subject invention disclosures and all other reports and papers furnished or required to be furnished pursuant to this

clause.

(f) Examination of records relating to inventions

(1) The Contracting Officer or any authorized representative shall, until 3 years after final payment under this contract, have the right to examine any books (including laboratory notebooks), records, and documents of the Contractor relating to the conception or first actual reduction to practice of inventions in the same field of technology as the work under this contract to determine whether--


 (i) Any such inventions are subject inventions;


 (ii) The Contractor has established and maintains the procedures required by subparagraphs (e)(1) and (4) of this clause; and


 (iii) The Contractor and its inventors have complied with the procedures.

(2) If the Contracting Officer learns of an unreported Contractor invention which the Contracting Officer believes may be a subject invention, the Contractor may be required to disclose the invention to the agency for a determination of ownership rights.

(3) Any examination of records under this paragraph will be subject to appropriate conditions to protect the confidentiality of the information involved.

(g) Withholding of Payment (this paragraph does not apply to subcontracts) 
(1) Any time before final payment under this contract, the Contracting Officer may, in the Government's interest, withhold payment until a reserve not exceeding $50,000 or 5 percent of the amount of this contract, whichever is less, shall have been set aside if, in the Contracting Officer's opinion, the Contractor fails to--


 (i) Establish, maintain, and follow effective procedures for identifying and disclosing subject inventions pursuant to subparagraph (e)(1) above;


 (ii) Disclose any subject invention pursuant to subparagraph (e)(2) above;


 (iii) Deliver acceptable interim reports pursuant to subdivision (e)(3)(i) above; or


 (iv) Provide the information regarding subcontracts pursuant subparagraph (h)(4) below.

(2) Such reserve or balance shall be withheld until the Contracting

Officer has determined that the Contractor has rectified whatever deficiencies exist and has delivered all reports, disclosures, and other information required by this clause.

(3) Final payment under this contract shall not be made before the Contractor delivers to the Contracting Officer all disclosures of subject inventions required by subparagraph (e)(2) above, and acceptable final report pursuant to subdivision (e)(3)(ii) above, and all past due confirmatory instruments.

(4) The Contracting Officer may decrease or increase the sums withheld up to the maximum authorized above. No amount shall be withheld under this paragraph while the amount specified by this paragraph is being withheld under other provisions of the contract. The withholding of any amount or the subsequent payment thereof shall not be construed as a waiver of any Government rights.

(h) Subcontracts
(1) The Contractor shall include the following clauses under the particular circumstances noted at (h)(1)(i-iv) (suitably modified to identify the parties) in all subcontracts, regardless of tier, for experimental, developmental, or research work. The subcontractor shall retain all rights provided for the Contractor in the appropriate clause(s), and the Contractor shall not, as part of the consideration for awarding the subcontract, obtain rights in the subcontractor's subject inventions. When awarding a subcontract the Contractor shall:



(i) incorporate this clause, FAR 52.227-13 (Deviation) Patent Rights-Acquisition by the Government (1/97)[Patent Rights-Prime Contractor and Large Business Subcontractors], into the subcontract, at all tiers, when the subcontractor is a large business unless (h)(1)(iv) applies;



(ii) Incorporate the standard FAR Clause 52.227-11 Patent Rights-Retention by the Contractor (short form) (6/97) into the subcontract, at all tiers, when the subcontractor is a small business as defined in FAR 19.001, a nonprofit institution or an academic institution unless (h)(1)(iii) or (h)(1)(iv) applies;


(iii) incorporate the clause, FAR 52.227-11(Deviation) Patent Rights-Retention by the Contractor (Short Form) (6/97) [Patent Rights-Use of Third-party Materials/Data by Small Business, Academic and Nonprofit Subcontractors], into the subcontract, at all tiers, when the small business as defined in FAR 19.001, nonprofit or academic subcontractor will be working with third party proprietary materials or data provided by a collaborator;



(iv) incorporate the clause, FAR 52.227-11(Deviation) Patent Rights - Retention by the Contractor (Short Form) (6/97) [Patent Rights NCI Full-length cDNA Initiative], into all subcontracts, at all tiers, when the subcontractor will be working under the NCI Full-length cDNA Initiative.

(2) In the event of a refusal by a prospective subcontractor to accept such a clause the Contractor--


 (i) Shall promptly submit a written notice to the Contracting Officer setting forth the subcontractor's reasons for such refusal and other pertinent information that may expedite disposition of the matter; and 


 (ii) Shall not proceed with such subcontract without the written authorization of the Contracting Officer.

(3) In the case of subcontracts at any tier, the agency, subcontractor, and Contractor agree that the mutual obligations of the parties created by this clause constitute a contract between the subcontractor and the Federal agency with respect to those matters covered by this clause.

(4) The Contractor shall promptly notify the Contracting Officer in writing upon the award of any subcontract at any tier containing a patent rights clause by identifying the subcontractor, the applicable patent rights clause, the work to be performed under the subcontract, and the dates of award and estimated completion. Upon request of the Contracting Officer, the Contractor shall furnish a copy of such subcontract, and, no more frequently than annually, a listing of the subcontracts that have been awarded.

(i) Preference for United States Industry

Unless provided otherwise, no Contractor that receives title to any subject invention and no assignee of any such Contractor shall grant to any person the exclusive right to use or sell any subject invention in the United States unless such person agrees that any products embodying the subject invention will be manufactured substantially in the United States. However, in individual cases, the requirement may be waived by the Government upon a showing by the Contractor or assignee that reasonable but unsuccessful efforts have been made to grant licenses on similar terms to potential licensees that would be likely to manufacture substantially in the United States or that under the circumstances domestic manufacture is not commercially feasible. 

(End of clause)

FAR SEQ CHAPTER \h \r 1 52.227-17 (Deviation) Rights in Data- Special Works (6/87)
This clause deviation applies to research activities performed by the Contractor and its subcontractors at all tiers involving the use of proprietary materials or data supplied to NIH by third-party collaborators. Data resulting from research activities using non-proprietary materials will be covered by the standard rights in data clause (FAR 52.227-14, Rights in Data-General (June 1987)).

Deviation
For any institution operating under a state constitution or other organization as specifically negotiated, replace the current paragraph (e) with the following as paragraph (e) in the clause at FAR 52.227-17, Rights in Data-Special Works. For all other organizations, add the following as paragraph (f) in the clause at FAR 52.227-17, Rights in Data-Special Works.


(e) or (f) The Contractor agrees that to the extent it receives or is given access to data necessary for the performance of this contract which contain restrictive markings, the contractor shall treat the data in accordance with such markings unless otherwise specifically authorized in writing by the Contracting Officer.

RIGHTS IN DATA--SPECIAL WORKS (JUNE 1987) [Un-deviated]

(a) Definitions.

“Data,” as used in this clause, means recorded information regardless of form or the medium on which it may be recorded. The term includes technical data and computer software. The term does not include information incidental to contract administration, such as financial, administrative, cost or pricing or management information.

“Unlimited rights,” as used in this clause, means the right of the Government to use, disclose, reproduce, prepare derivative works, distribute copies to the public, and perform publicly and display publicly, in any manner and for any purpose whatsoever, and to have or permit others to do so.

(b) Allocation of Rights. (1) The Government shall have--

(i) Unlimited rights in all data delivered under this contract, and in all data first produced in the performance of this contract, except as provided in paragraph (c) of this clause for copyright.

(ii) The right to limit exercise of claim to copyright in data first produced in the performance of this contract, and to obtain assignment of copyright in such data, in accordance with subparagraph (c)(1) of this clause.

(iii) The right to limit the release and use of certain data in accordance with paragraph (d) of this clause.

(2) The Contractor shall have, to the extent permission is granted in accordance with subparagraph (c)(1) of this clause, the right to establish claim to copyright subsisting in data first produced in the performance of this contract.

(c) Copyright (1) Data first produced in the performance of this contract.

(i) The Contractor agrees not to assert, establish, or authorize others to assert or establish, any claim to copyright subsisting in any data first produced in the performance of this contract without prior written permission of the Contracting Officer. When claim to copyright is made, the Contractor shall affix the appropriate copyright notice of 17 U.S.C. 401 or 402 and acknowledgment of Government sponsorship (including contract number) to such data when delivered to the Government, as well as when the data are published or deposited for registration as a published work in the U.S. Copyright Office. The Contractor grants to the Government, and others acting on its behalf, a paid-up nonexclusive, irrevocable, worldwide license for all such data to reproduce, prepare derivative works, distribute copies to the public, and perform publicly and display publicly, by or on behalf of the Government.

(ii) If the Government desires to obtain copyright in data first produced in the performance of this contract and permission has not been granted as set forth in subdivision (c)(1)(i) of this clause, the Contracting Officer may direct the Contractor to establish, or authorize the establishment of, claim to copyright in such data and to assign, or obtain the assignment of, such copyright to the Government or its designated assignee.

(2) Data not first produced in the performance of this contract. The Contractor shall not, without prior written permission of the Contracting Officer, incorporate in data delivered under this contract any data not first produced in the performance of this contract and which contain the copyright notice of 17 U.S.C. 401 or 402, unless the Contractor identifies such data and grants to the Government, or acquires on its behalf, a license of the same scope as set forth in subparagraph (c)(1) of this clause.

(d) Release and use restrictions. Except as otherwise specifically provided for in this contract, the Contractor shall not use for purposes other than the performance of this contract, nor shall the Contractor release, reproduce, distribute, or publish any data first produced in the performance of this contract, nor authorize others to do so, without written permission of the Contracting Officer.

(e) Indemnity. The Contractor shall indemnify the Government and its officers, agents, and employees acting for the Government against any liability, including costs and expenses, incurred as the result of the violation of trade secrets, copyrights, or right of privacy or publicity, arising out of the creation, delivery, publication, or use of any data furnished under this contract; or any libelous or other unlawful matter contained in such data. The provisions of this paragraph do not apply unless the Government provides notice to the Contractor as soon as practicable of any claim or suit, affords the Contractor an opportunity under applicable laws, rules, or regulations to participate in the defense thereof, and obtains the Contractor’s consent to the settlement of any suit or claim other than as required by final decree of a court of competent jurisdiction; nor do these provisions apply to material furnished to the Contractor by the Government and incorporated in data to which this clause applies.

(End of clause)

ARTICLE I.3. SAIC-FREDERICK TERMS AND CONDITIONS, October 10, 2007

1. GOVERNMENT RELATIONSHIP

This Order is made by SAIC-Frederick, Inc., a Subsidiary of Science Applications International Corporation under its contract with the National Cancer Institute at Frederick (NCI-Frederick). The provisions and clauses contained herein are influenced by and reflect the relationship of the parties in that contract, which was awarded and is administered under the provision of the Federal Acquisition Regulation (FAR). There is no privity of contract between the Seller and the Government. 

2. GENERAL RELATIONSHIP

The Seller is not an employee of SAIC-Frederick, Inc. for any purpose whatsoever. Seller agrees that in all matters relating to this Order it shall be acting as an independent contractor and shall assume and pay all liabilities and perform all obligations imposed with respect to the performance of this Order. Seller shall have no right, power or authority to create any obligation, expressed or implied, on behalf of Buyer and/or Buyer’s customers and shall have no authority to represent Buyer as an agent.

3. DEFINITIONS

Buyer – SAIC-Frederick, Inc. 

Seller – The party (contractor) receiving the award from SAIC-Frederick, Inc. May also be referred to as “BOA Holder” or “Subcontractor” or “Participant” or “Seller” or “Offeror”.
Prime Contract − The Government contract under which this Order is issued (see paragraph 1 entitled "Government Relationship"). 
NCI Government Contracting Officer −The NCI-Frederick person with the authority to interpret, modify, administer, and/or otherwise make decisions with regard to the Prime Contract". This term includes authorized representatives of the NCI-Frederick Contracting Officer within their delegated authority. 

Contracting Officer – The SAIC-Frederick, Inc. person with the authority to enter into and administer Orders. The term includes authorized representatives of the Contracting Officer acting within their delegated authority.

Task Order – The contractual agreement between SAIC-Frederick, Inc. and the Seller.

Special Definitions – See paragraph 4 for the special definitions that apply in the use of the solicitation and award clauses of this Order. 

4. SOLICITATION AND AWARD CLAUSES – SPECIAL DEFINITIONS

FAR clauses included in this Order, including any solicitation document, shall be interpreted as follows:

Unless a purposeful distinction is made clear and the context of the clause requires retention of the original definition, the term “Contractor” shall mean Seller, the term “Contract” shall mean this Order, the term “Subcontractor” shall mean subcontractors of Seller at any tier, and the terms “Government”, “Contracting Officer” and equivalent phrases shall mean SAIC-Frederick, Inc. and SAIC-Frederick’s Contracting Officer, respectively. It is intended that the referenced clauses shall apply to Seller in such manner as is necessary to reflect the position of Seller as a contractor to SAIC-Frederick, Inc. to insure Seller’s obligations to SAIC-Frederick, Inc. and to the United States Government, and to enable SAIC-Frederick, Inc. to meet its obligations under its Prime Contract.

Full text of the referenced clauses may be found in the FAR (Code of Federal Regulation [CFR] Title 48), obtainable from the Superintendent of Documents, Government Printing Office (GPO), Washington, DC 20402 or online at http://www.arnet.gov/far/.

Copies of the clauses will be furnished by the Contracting Officer upon request.

5. 
ENTIRE AGREEMENT

This Order, including all attachments and/or documents incorporated by reference by Buyer, shall constitute the entire agreement between Buyer and Seller. No other document (including Seller’s proposal, quotation or acknowledgement forms, etc.) shall be a part of this Order, even if referred to, unless specifically agreed to in writing by Buyer. No right that Buyer has regarding this Order may be waived or modified except in writing by Buyer.
6. ACCEPTANCE AND MODIFICATION OF TERMS

Acceptance of this Order by Seller may be made by signing the acknowledgement copy hereof or by partial performance hereunder, and any such acceptance shall constitute an unqualified agreement to all terms and conditions set forth herein unless otherwise modified in writing by the parties. Any additions, deletions or differences in the terms proposed by Seller are objected to and hereby rejected, unless Buyer agrees otherwise in writing. No additional or different terms and conditions proposed by the Seller in accepting this Order shall be binding upon Buyer unless accepted in writing by Buyer and no other addition, alteration or modification to, and no waiver of any of the provisions herein contained shall be valid unless made in writing and executed by Buyer and Seller. Seller shall perform in accordance with the Description/Quantity schedule set forth in this Order and all attachments thereto.

7. LEGAL CONSTRUCTION AND INTERPRETATIONS

This Order shall be governed by and interpreted in accordance with the principles of Federal Contract Law, and to the extent that Federal Contract Law is not dispositive, and the state law becomes applicable, the law of the State of Maryland shall apply. 
8. COMPLIANCE WITH LAWS AND REGULATIONS

 Seller shall submit all certifications required by Buyer under this Order and shall at all times, at its own expense, comply with all applicable Federal, State and local laws, ordinances, administrative orders, rules or regulations.
9.
GIFTS

Seller shall not make or offer a gratuity or gift of any kind to Buyer’s employees or their families. Seller should note that the providing of gifts or attempting to provide gifts under government subcontracts might be a violation of the Anti-Kickback Act of 1986 (4 U.S.C. 51-58).

10.  MARYLAND SALES AND USE TAX

The State of Maryland has issued Direct Payment Permit #3, effective date August 29, 1996, to SAIC-Frederick, Inc. that will be issued to vendors of NCI-Frederick for purchases of goods and services. A copy of this Permit is available to vendors upon request. As a holder of a Direct Payment Permit, SAIC-Frederick, Inc. is authorized to make direct payment of sales and use tax to the State of Maryland. Accordingly, sellers that provide goods and services to SAIC-Frederick, Inc. are relieved from collecting sales tax from SAIC-Frederick, Inc. Therefore, sellers to SAIC-Frederick, Inc. shall not place a separate line item for tax on any invoice sent to SAIC-Frederick, Inc. Please note that the Permit is not to be used by sellers to make purchases free of sales tax, nor shall the Permit be transferred or assigned. 
11. BUYER FURNISHED DATA AND MATERIALS

Seller agrees that it will keep confidential and not disclose, disseminate or publish the features of any equipment, tools, gauges, patterns, designs, drawings, engineering data, computer programs and software or other technical or proprietary information furnished, loaned or bailed by Buyer hereunder (hereinafter collectively referred to as (items/information), and will use such items/information only in the performance of this Order or, if authorized, other orders from Buyer, and not otherwise without Buyer’s written consent.

All such items furnished, loaned or bailed by Buyer hereunder, or fabricated, manufactured, purchased, or otherwise acquired by Seller for the performance of this Order and specifically charged to Buyer, are the property of Buyer.

Upon completion, expiration or termination of this Order, Seller shall return all such items in good condition, reasonable wear only excepted, together with all spoiled and surplus items to Buyer, or make such other disposition thereof as may be directed or approved by Buyer. Seller agrees to replace, at its expense, all such items not so returned. Seller shall make no charge for any storage, maintenance or retention of such items. Seller shall bear all risk of loss for all such items in Seller’s possession.

Seller also agrees to use any designs or data contained or embodied in such items in accordance with any restrictive legends placed on such items by Buyer or any third party. If Buyer furnishes any material, for fabrication hereunder, Seller agrees: (i) not to substitute any other material for such fabrication with Buyer’s prior written consent, and (ii) that title to such material shall not be affected by incorporation in or attachment to any other property.

12.
 NOTICE OF DELAY 

Seller agrees to immediately notify Buyer in writing of any actual or potential delay in Sellers performance under this Order. Such notice shall, at a minimum, describe the cause, effect, duration and corrective action proposed by Seller to address the problem. Seller shall give prompt written notice to the Buyer of all changes to such conditions.
13.  CHANGES AND SUSPENSION

Buyer may, by written notice to Seller at any time, make changes within the general scope of this Order in any one or more of the following: (a) drawings, designs or specifications; (b) quantity; (c) time or place of delivery; (d) method of shipment or packing; and (e) the quantity of Buyer furnished property. Buyer may, for any reason, direct Seller to suspend, in whole or in part, delivery of goods or performance of services hereunder for such period of time as may be determined by Buyer in its sole discretion. If any such change or suspension causes a material increase or decrease in the cost of, or the time required for the performance of any part of the work under this Order, an equitable adjustment shall be made in the Order price or delivery schedule, or both, provided Seller shall have notified Buyer in writing of any claim for such adjustment within twenty (20) days from the date of notification of the change or suspension from Buyer. No such adjustment or any other modification of the terms of this Order will be allowed unless authorized by Buyer by means of a written modification to the Order. Seller shall proceed with the work as changed without interruption and without awaiting settlement of any such claim. 
14.
ADVERTISING
Seller agrees that prior to the issuance of any publicity or publication of any advertising that in either case makes reference to this Order, or to Buyer, Seller will obtain the written permission of Buyer with respect thereto.

15.
 CONFIDENTIAL INFORMATION

Seller shall not at any time, even after the expiration or termination of this Order, use or disclose to any person for any purpose other than to perform this Order, any information it receives, directly or indirectly from Buyer in connection with this Order, except information that is or becomes publicly available, or is rightfully received by Seller from a third party without restriction. Upon request by Buyer, Seller shall return to Buyer all documentation and other material containing such information.

16. INDEMNIFICATION
Seller shall indemnify, defend and hold harmless Buyer from and against any and all claims, liabilities, damages, losses, causes of action, lawsuits, costs and expenses, including reasonable attorneys’ fees and litigation costs incurred in connection therewith and regardless of legal theory (hereinafter referred to as ”claims”), occasioned wholly or in part by any act or omission of Seller or any of its lower tiers, or their employees, agents or representatives arising out of or relating to this Order. Notwithstanding the foregoing, Seller’s obligations under this Section shall not apply to any claims that are finally determined by a court of competent jurisdiction to be occasioned solely by the negligence or willful misconduct of Buyer. 

17.  INFRINGEMENT INDEMNITIES
Seller shall, at its expense, indemnify, defend, save and hold Buyer and its successors, affiliates, officers , directors, employees, agents, independent contractors and customers, and the officers, agents and employees of such customers (hereinafter collectively referred to in this section as “Buyer”) harmless from and against any and all damages, liabilities, penalties, interest and costs awarded against and reasonable expenses, including without limitation attorneys’ fees that result or arise out of or relate to, in whole or part, any claims, suits, proceedings, actions, causes of action and demands brought against the Buyer asserting that the deliverables, including without delivery, including without limitation all software, goods or services, or any part thereof, furnished under this Order, or the creation, delivery, use modification, reproduction, release, performance, display or disclosure, including without limitation resale or sublicensing thereof, constitutes an infringement of any patent, trademark, trade secret, copyright or other proprietary or intellectual property right or rights of privacy or publicity. In the event such goods or services or use thereof are enjoined in whole or in part, Seller shall at its expense and Buyer’s option undertake one of the following: (i) obtain for Buyer the right to continue the use of such goods or services; (ii) in a manner acceptable to Buyer, substitute equivalent goods or services or make modifications thereto so as to avoid such infringement and extend this indemnity thereto; or (iii) refund to Buyer an amount equal to the purchase price for such goods or services plus any excess costs or expenses incurred in obtaining substitute goods or services from another source.

Notwithstanding this Section 17, should the deliverables or portion thereof be held to constitute an infringement and use as contemplated by this Order be enjoined or be threatened to be enjoined, Seller shall notify Buyer and immediately, at Seller’s expense; (i) procure for Buyer the right to continue to use the deliverables or portion thereof with a version that is non-infringing, provided that the replacement or modified version meets any applicable specifications to Buyer’s satisfaction. If (i) or (ii) are not available to Seller, in addition to any damages or expenses reimbursed under this section, Seller shall refund to Buyer all amounts paid to Seller by Buyer under this Order. 
18.
 NON-WAIVER OF RIGHTS


The failure of Buyer to insist upon strict performance of any of the terms and conditions in this Order or to exercise any rights or remedies, shall not be construed as a waiver of its rights to assert any of same or to rely on any such terms or conditions at any time thereafter. Acceptance or payment of any part of the Order shall not bind Buyer to accept future shipments or performance of services nor deprive Buyer of the right to return goods already accepted or for which Buyer has made payment. Acceptance or payment shall not be deemed to be a waiver of Buyer’s right to cancel or return all or any part of the goods because of failure to conform to the Order or by reason of defects, whether latent or patent, or other breach of warranty, or to make any claim for damages of any and all kind. 

19. INSURANCE REQUIREMENTS FOR WORK ON A GOVERNMENT INSTALLATION

If this Order entails effort on a Government installation, including any off-site buildings owned or leased by the Government, the Seller must provide and maintain the minimum amounts of insurance stated below.

At Buyer’s request, Seller agrees to provide Certificates of Insurance evidencing that the required insurance coverages are in force and providing not less than thirty days written notice prior to any cancellation or restrictive modification of the policies. 
Further, the required insurance coverages below shall be primary and non-contributing with respect to any other insurance that may be maintained by Buyer. The below required coverages and their limits in no way lessen nor affect Seller’s other obligations or liabilities set forth in this Order.

Seller agrees to purchase and maintain at its own expense the following insurance coverages with minimum limits as stated:

(i) Statutory Workers’ Compensation and Employer’s Liability in an amount no less than $1 Million per occurrence covering its employees, including a waiver of subrogation obtained from the carrier in favor of Buyer; 

(ii) Commercial General Liability in an amount no less than $1 Million per each occurrence and $2 Million in this Aggregate covering bodily injury, broad form property damage, personal injury, products and completed operations, contractual liability and independent contractors’ liability. Buyer, its officers and employees shall be included as Additional Insureds and a waiver of subrogation shall be obtained from the carrier in favor of Buyer;

(iii) Automobile Liability in an amount no less than $1 Million Combined Single Limit for Bodily Injury covering use of all owned, non-owned, and hired vehicles. Buyer, its officers and employees shall be included as Additional Insureds on the policy;

(iv) Professional Liability in an amount no less than $1 Million per occurrence covering damages caused by any acts, errors, and omissions arising out of the professional services performed by Seller, or any person for whom the Seller is legally liable. To the extent that coverage for Seller’s services are not excluded in (ii) above by virtue of being deemed not of a professional nature, this requirement does not apply.

(v) All-Risk Property Insurance in an amount adequate to replace property, including supplies covered by this Order, of Buyer and/or Buyer’s customer that may be in the possession or control of Seller. Buyer shall be named as a Loss Payee with respect to loss or damage to said property and/or supplies furnished by Buyer.

The required insurance coverages above shall be primary and non-contributing with respect to any other insurance that may be maintained by Buyer and notwithstanding any provision contained herein, Seller, and its employees, agents, representatives, consultants, subcontractors and suppliers, are not insured by the Buyer, and are not covered under any policy of insurance that the Buyer has obtained or has in place.

Any self-insured retentions, deductibles and exclusions in coverage in the policies required under this Article shall be assumed by, for the account of, and at the sole risk of Seller which provides the insurance and to the extent applicable shall be paid by Seller. In no event shall the liability of Seller be limited to the extent of any insurance or the minimum limits required herein.

20.
EXPORT CONTROL COMPLIANCE FOR FOREIGN PERSONS
Seller shall not, nor shall Seller authorize or permit its employees, agents or lower tiers to disclose, export or re-export any Buyer information, or any process, product or services that is produced under this Order, without prior notification to Buyer and complying with all applicable Federal, State and local laws, regulations and ordinances, including the regulations of the U.S. Department of Commerce and/or the U.S. Department of State. In addition, Seller agrees to immediately notify Buyer if Seller is listed on any of the Department of State, Treasury or Commerce proscribed persons or destinations lists, or if Seller’s export privileges are otherwise denied, suspended or revoked in whole or in part.

Under its contract with NCI-Frederick, Buyer conducts research activities that include export-controlled technology that cannot be readily segregated. Buyer may require Seller (including any lower tiers) to place restrictions on their work force performing onsite at SAIC-Frederick, Inc. to protected individuals as established under the guidelines of the Commerce Department Export Administration Regulations (EAR) and the State Department International Traffic in Arms Regulations (ITAR).

Contractors (including any lower tiers) may be required to disclose the status of personnel proposed to perform work onsite prior to award.

Contractors shall include in all agreements and related documents with lower tiers, notice to third parties that the export of any process, goods and/or technical data from the United States may require an export control license from the U.S. Government and that, failure to obtain such export control license may result in termination of Order, and/or criminal liability under U.S. laws. 

21.
ASSIGNMENT

Neither this Order nor any interest herein may be assigned, in whole or in part, without the prior written consent of Buyer except that the Seller shall have the right to assign this Order to any successor of such party by way of merger or consolidation or the acquisition of substantially all of the business and assets of the Seller relating to the subject matter of this Order. This right shall be retained provided that such successor shall expressly assume all of the obligations and liabilities of the Seller under this Order, and that the Seller shall remain liable and responsible to Buyer for the performance and observance of all such obligations.

Notwithstanding the foregoing, any amounts due the Seller may be assigned in accordance with the provisions of the clause 52.232-23, Assignment of Claims.

In the event the prime contract of SAIC-Frederick, Inc. with the Government is succeeded by a successor contractor selected by the Government, this Order may be assigned to the successor contractor.

22. 
 DISPUTES
(A) If a decision relating to the Prime Contract is made by the NCI-Frederick Contracting Officer and such decision is also related to this Order, said decision, if binding upon Buyer under the Prime Contract shall in turn be binding upon Buyer and Seller with respect to such matter; provided, however, that if Seller disagrees with any such decision made by the NCI Contracting Officer and Buyer elects not to appeal any such decision, Seller shall have the right reserved to Buyer under the Prime Contract with the Government to prosecute a timely appeal in the name of Buyer, as permitted by the contract or by law, Seller to bear its own legal and other costs. If Buyer elects not to appeal any such decision, Buyer agrees to notify Seller in a timely fashion after receipt of such decision and to assist Seller in its prosecution of any such appeal in every reasonable manner. If Buyer elects to appeal any such decision of the NCI Contracting Officer, Buyer agrees to furnish Seller promptly of a copy of such appeal. Any decision upon appeal, if binding upon Buyer, shall in turn be binding upon Seller. Pending the making of any decision, either by the NCI Contracting Officer or on appeal, Seller shall proceed diligently with performance of this Order. 

 

If, as a result of any decision or judgment whish is binding upon Seller and Buyer, as provided above, Buyer is unable to obtain payment or reimbursement from the Government under the Prime Contract for, or is required to refund or credit to the Government, any amount with respect to any item or matter for which the Buyer has reimbursed or paid Seller, Seller shall, on demand, promptly repay such amount to Buyer. Additionally, pending the final conclusion of any appeal hereunder, Seller shall, on demand promptly repay any such amount to Buyer. Buyer's maximum liability for any matter connected with or related to this Order which was properly the subject of a claim against the Government under the Prime Contract shall not exceed the amount of the Buyer's recovery from the Government.

 

Seller agrees to provide certification that data supporting any claim made by Seller hereunder is made in good faith and that the supporting data is accurate and complete to the best of the Seller's knowledge or belief, all in accordance with the requirements of the Contracts Disputes Act of 1978 (41USC601-613) and implementing regulations. If any claim of Seller is determined to be based on upon fraud or misrepresentation, Seller agrees to defend, indemnify, and hold Buyer harmless for any and all liability, loss, cost, or expense resulting there from.

 

Any dispute not addressed in paragraph (A) above, will be subject to paragraph (B) as described below.

(B) Buyer and Seller agree to first enter into negotiations to resolve any controversy, claim or dispute (“dispute”) arising under or relating to this Order. The parties agree to negotiate in good faith to reach a mutually agreeable resolution of such dispute within a reasonable period of time. If good faith negotiations are unsuccessful, Buyer and Seller agree to resolve the dispute by binding and final arbitration in accordance with the Commercial Arbitration Rules of the American Arbitration Association then in effect. The arbitration shall take place in the County of Frederick, State of Maryland. The arbitrator(s) shall be bound to follow the provisions of this Order in resolving the dispute, and may not award punitive damages. The decision of the arbitrator(s) shall be final and binding on the parties, and any award of the arbitrator(s) may be entered or enforced in any court of competent jurisdiction.

Seller hereby waives any immunity, sovereign or otherwise, that it would otherwise have to such jurisdiction and agrees that its rights, obligations, and liabilities hereunder shall be determined in the same manner and to the same extent as those of a private litigant under like circumstances.

All costs of the arbitration shall be shared equally between the Parties, but the Parties specifically agree that each Party shall bear the expense of any costs incurred by it for its own counsel, experts, witnesses, preparation of documents, presentations, and logistics related to the proceedings.

Pending any decision, appeal or judgment referred to in this provision or the settlement of any dispute arising under this Order, Seller shall proceed diligently with the performance of this Order.

23.
NOTIFICATION OF DEBARMENT/SUSPENSION

By acceptance of this Order either in writing or by performance, Seller certifies that as of the date of award of this Order neither the Seller, lower tiers, nor any of its principals, is debarred, suspended, or proposed for debarment by the Federal Government. Further, Seller shall provide immediate written notice to the Buyer in the event that during performance of this Order the Seller or any of its principals is debarred, suspended, or proposed for debarment by the Federal Government.

24.
 QUALITY ASSURANCE/INSPECTION

All goods furnished and services performed pursuant hereto shall be subject to inspection and test by Buyer at all reasonable times and places, during the Order term, and in any event, prior to Final Acceptance as that term is defined in the Statement of Work. No inspection made prior to Final Acceptance shall relieve Seller from responsibility for defects or other to meet the failure requirements of this Order. In the event that goods furnished or services supplied are not in accordance with the Statement of Work and Schedule or other requirements. Buyer may require Seller to promptly correct, repair, replace or re-perform the goods or services. The cost of correction, repair, replacement, or re-performance shall be determined under Section 7 of this Order. If Seller fails to proceed with reasonable promptness to perform the required correction, repair, replacement, or re-performance, Buyer may terminate the Order for default. If Seller is unable to accomplish the foregoing, then Buyer may procure such materials and services from another source or perform such services in-house and charge to Seller’s account all costs, expenses and damages associated therewith. Buyer’s approval of designs furnished by Seller shall not relieve Seller of its obligations hereunder.

25. ORDER OF PRECEDENCE

In the event of an inconsistency or conflict between these SAIC Terms and Conditions and the Order issued, the inconsistency or conflict shall be resolved by giving precedence in the following order:

1) The Order including SAIC-Frederick, Inc. Standard Terms and Conditions, Exhibits thereto and any provisions.

2) Specifications and/or drawings.

3) Other documents or exhibits when attached.

26. TERMINATION

Termination for Convenience
1) Buyer shall have the right to terminate this Order, in whole or in part, at any time, without cause, by providing written notice to Seller. Upon receiving notice of such termination, Seller shall:

 a) stop all work on this Order on the date and to the extent specified;

 b) place no further contracts hereunder except as may be necessary for completing such portions of the Order that have not been terminated; and

 c) terminate all contracts to the extent that they may relate to portions of the Order that have been terminated; and

 d) protect all property in which Buyer has or may acquire an interest and deliver such property to Buyer.

2) Within twenty (20) days from such termination, Seller may submit to Buyer its written claim for termination charges in the form prescribed by Buyer. Failure to submit such claim within such time shall constitute a waiver of all claims and a release of all Buyer’s liability arising out of such termination. Under no circumstances shall Seller be entitled to anticipatory or lost profits.

3) Buyer reserves the right to verify claims hereunder and Seller shall make available to Buyer, upon its request, all relevant, non-proprietary books and records for inspection and audit (e.g. time cards and receipts). If Seller fails to afford Buyer its rights hereunder, Seller shall be deemed to have relinquished its claim.
Termination for Default

1) Buyer may, by written notice of default to Seller, terminate the whole or any part of this Order, in any one of the following circumstances:

 a) Seller fails to make delivery of the goods or to perform the services within time specified herein or any extension thereof; or

 b) Seller fails to perform any of the other provisions of this Order in accordance with its terms and does not cure such failure within a period of ten (10) days after receipt of notice from Buyer specifying such failure; or

 c) Seller becomes insolvent or the subject of proceedings under any law relating to the relief of debtors or admits in writing its inability to pay its debts as they become due.

2) If this Order is so terminated, Buyer may procure or otherwise obtain, upon such terms and in such manner as Buyer may deem appropriate, goods or services similar to those terminated. Seller shall be liable to Buyer for any excess costs of such similar supplies or services.

3) Seller shall transfer title and deliver to Buyer, in the manner and to the extent requested in writing by Buyer at or after termination, such complete or partially completed articles, property, materials, parts, tools, fixtures, plans, drawings, information and contract rights as Seller has produced or acquired for the performance of the terminated part of this Order, and Buyer will pay Seller the contract price for completed articles delivered to and accepted by Buyer and the fair value of the other property of Seller so requested and delivered.

4) Seller shall continue performance of this Order to the extent not terminated. Buyer shall have no obligation to Seller with respect to the terminated part of this Order except as herein provided. 
27. SECURITY
Under its contract with NCI-Frederick, SAIC-Frederick, Inc. may be required to conduct, on persons performing work on Government Owned or controlled installations, individual background checks prior to the commencement of effort. As part of this process, information will be required to enable SAIC-Frederick, Inc. to conduct the appropriate background checks, including name (including any aliases), daytime phone number, SSN, date of birth, and country of birth. Individuals who are unable or unwilling to provide the required information and/or receive the required authorizations will not be allowed access to NCI-Frederick or any controlled premises.

Seller agrees to comply with the Information Technology (IT) systems security and /or privacy specifications set forth in the Agreement; the Computer Security Act of 1987; Office of Management and Budget (OMB) Circular A-130, Appendix III, “Security of Federal Automated Information Systems”, and the DHHS Automated Information Systems Security Program (AISSP) Handbook, which may be found at the following websites: 
Computer Security Act of 1987: http://csrc.nist.gov/ispab/csa_87.txt, 
OMB A-130 Appendix III: http://www.whitehouse.gov/omb/circulars/a130/a130appendix iii.html , 
DHHS AISSP Handbook : http://irm.cit.nih.gov/policy/aissp.html. 
The Seller further agrees to include this provision in any Order awarded pursuant to the Agreement. Failure to comply with these requirements may constitute cause for termination under Paragraph 26 of these Terms and Conditions.

The Seller shall be responsible for properly protecting all information used, gathered, or developed as a result of the Agreement. The Seller shall establish and implement appropriate administrative, technical, and physical safeguards to ensure the security and confidentiality of sensitive Government information, data and/or equipment. Any Seller employee who may have access to sensitive information under this agreement shall complete the form entitled, “Commitment to Protect Non-Public Information – Contractor Agreement,” which may be found at the following website: http://irm.cit.nihgov/security/Nondisclosure.pdf. 
A copy of each signed and witnessed Non-Disclosure agreement shall be submitted to the Contracting Officer prior to performing any work under the Agreement.

The Seller shall assure that each employee has completed the NIH Computer Security Awareness Training (http://irtsectraining.nih.gov) prior to performing any work under this contract.

The Seller shall maintain and submit to the Contracting Officer a listing by name and title of each individual working under this contract, who has completed the NIH required training. Any additional security training completed by Seller staff shall be included on this listing.

In addition, during all activities and operations on Government premises, the Seller shall comply with DHHS, including National Institutes of Health (NIH), rules of conduct. Should the Seller have questions concerning these requirements or need of procedural guidance to ensure compliance they may contact the cognizant SAIC-Frederick, Inc. acquisition representative.
28. TOBACCO USE AT THE NCI-FREDERICK
In accordance with the Department of Health and Human Services (HHS) directive, the NCI-Frederick campus is a tobacco free workplace. Use of tobacco in any form is prohibited on the entire NCI-Frederick campus. This includes personal vehicles while on NCI-Frederick property and all government vehicles, regardless of their location.

This policy applies to all employees, Government and Contractor, visitors, subcontractors, vendors and guests of the NCI-Frederick, and extends to all HHS owned or leased facilities and properties external to the NCI-Frederick campus where the sole tenant(s) are HHS and/or SAIC-Frederick employees.

29. PAYMENT AND INVOICING

Payment – Work accepted by Buyer shall be paid for in U.S. dollars ($USD) within the negotiated terms upon receipt of proper invoice.

30. STANDARDS OF BUSINESS ETHICS

Seller, including all lower tiers are expected and required to comply fully with Buyer’s standards of business ethics and conduct and to inform appropriate Buyer officials immediately of any illegal or unethical conduct in their dealings with Buyer’s officers or employees. Copies of the Buyer’s Code of Ethics and contacts for such reports are available on www.saic.com under Corporate Governance. 

31. SEVERABILITY

If any term contained in this Subcontract is held or finally determined to be invalid, illegal or unenforceable in any respect , in whole or in part, such term shall be severed from this Subcontract, and the remaining terms contained herein shall continue in force and effect, and shall in no way be affected, prejudiced or disturbed thereby.

32. INTERPRETATION

The captions and headings used in this Subcontract are solely for the convenience of the parties, and shall not be used in the interpretation of the text of this Subcontract. Each party has read and agreed to the specific language of this Subcontract; therefore no conflict, ambiguity or doubtful interpretation shall be construed against the drafter. 
33. ELECTRONIC AND INFORMATION TECHNOLOGY STANDARDS

Seller agrees to comply with Section 508 of the Rehabilitation Act of 1973 ( 29 U.S.C. 794d ) as amended by P.L. 105-220 under Title IV (Rehabilitation Act Amendments of 1998). Electronic and Information Technology (EIT) developed, procured, maintained, and/or used under this contract shall be in compliance with the "Electronic and Information Technology Accessibility Standards" set forth by the Architectural and Transportation Barriers Compliance Board (also referred to as the "Access Board") in 36 CFR Part 1194. The complete text of Section 508 Final Standards can be Accessed at http://www.access-board.gov/news/508-final.htm. Applicable standards to this requirement are set forth in 36 CFR Part 1194.21 through 26. 

 

Seller further agrees to include this provision in any Order awarded pursuant to the Agreement. Failure to comply to these requirements may constitute cause for termination under Paragraph 26 of these Terms and Conditions. 
(End of Section I)
PART III – LIST OF DOCUMENTS, EXHIBITS AND OTHER ATTACHMENTS

SECTION J – LIST OF ATTACHMENTS

	Attachment
	Document Description
	Number of Pages

	1
	Invoicing Instructions for Cost Reimbursement Contracts
	5 pages

	2
	Subcontracting Certification
	1 page


(End of Section J)

PART IV – REPRESENTATIONS AND INSTRUCTIONS

SECTION K – REPRESENTATIONS, CERTIFICATIONS AND OTHER STATEMENTS OF OFFERORS

In order to be considered responsive an offer provided in response to this RFP must include complete and accurate Representations and Certifications in one of the two manners indicated in this section. If the Offeror is registered and current with the Online Representations and Certification Application (ORCA) website (https://orca.bpn.gov/ ) then only the provision of a current Dun & Bradstreet (DUNS) number is required and should be provided below. If the Offeror is not registered and current with ORCA, the Offeror must submit a completed and signed hard copy of the Representations and Certifications which may be accessed and printed from http://rcb.cancer.gov/rcb-internet/forms/rcneg.pdf . 
Please indicate your organization’s status by checking the appropriate response:

Our organization is registered and current with ORCA; our DUNS number is _______________ .

Our organization is NOT registered with ORCA; we have submitted one copy of the Representations and Certifications with our proposal.

 (End of Section K)

SECTION L – INSTRUCTIONS, CONDITIONS AND NOTICES TO OFFERORS

For the purposes of evaluating who will receive BOAs, technical proposals shall be submitted using the format prescribed in this section, which will be evaluated by the factors described in Section M. Future work assignments in the form of Task Orders will issued amongst the BOA holders.

L.1. GENERAL INFORMATION
L.1.a. Authorized Signature

An official authorized to contractually bind your organization must sign the proposals submitted.

L.1.b. Brochures and/or Presentations

Elaborate brochures or other presentations beyond those sufficient to present a complete and effective response to the solicitation are not desired.

L.1.c. Proposal Preparation Costs

Proposal preparation costs are the responsibility of the Offeror.

L.1.d. Solicitation Questions
Anticipated questions to the RFP have been included as RFP Attachment 4. Any additional questions regarding this RFP must be provided, in writing (via e-mail), to cbcsubs@mail.nih.gov before 4:00 PM (EST) October 8, 2008, with the subject line “Solicitation S08-221 Question.” Questions should be provided in one concise submission with references to the relevant section(s) of the RFP. Questions or requests directed to any other individual or outside the directives of this solicitation will not be considered valid, nor will there be a response provided. The questions submitted will be collected and responded to as needed and will be posted for public viewing and may be incorporated as an Amendment to this RFP.
If SAIC-F feels that a bidders conference is necessary to address additional questions and provide clarification, an amendment to this solicitation will be posted on the FBO website which can be reached by using the following link www.fbo.gov. The amendment will include the date, time and call-in information.

L.1.e. RFP Response Due Date
All proposals must be received by 5:00 PM (EST), October 27, 2008. Late proposals will not be considered for award. Proposals are to be sent to: 
Melissa Borucki

SAIC-Frederick, Inc.

92 Thomas Johnson Drive, Suite 250

Frederick, MD 21702

L.2. FORMAT
L.2.a. Proposal Cover Sheet

RFP Attachment 1 details the format of the proposal package cover sheet.

L.2.b. Proposal Submission Guidelines

In order to provide all necessary information for a comprehensive evaluation, proposals shall be submitted as follows:

Volume I:
Solicitation

2 Originals

Volume II:
Technical Proposal
1 Original, 1 PDF copy on CD and 10 paper copies
L.2.b.i. Volume I - Solicitation
· Complete cover page boxes 16, 17, 19, and 20.

· Complete Article G.2.a. BOA Holder Authorized Representative, Article G.2.b. BOA Holder Invoice Representative, and Article G.3. Key Personnel. 
· Section K, Representations, Certifications and Other Statement of Offerors, must be completed.

· Do not staple or bind the solicitation. It is to be submitted with binder clips.

L.2.b.ii. Volume II – Technical Proposal 

SAIC-F is seeking proposals from Comprehensive Chemical Biology Screening Centers, Chemical Diversity Centers and/or Specialized Applications Centers. Proposals are to be in support of one or more of the Centers outlined in Section C.3. Purpose and Objectives of the Procurement. The Consortium will contain multiple types of Centers whose capabilities, as a group, shall meet all of the needs of the program. Offeror must provide a response that clearly demonstrates their organization’s current capabilities to meet each of the various needs for the particular center being proposed although not all Offerors will have capabilities to meet all needs. 
Responses should be focused, succinct and free of extraneous data or information responding solely to the requirements contained in this RFP. Additionally, proposals should be formatted in such a way to clearly cross-reference the section of the RFP the proposal is making reference. Proposals must be single-sided, single-spaced pages of standard size (8 l/2” X 11”), using only an Arial, Helvetica, Palatino Linotype or Georgia typeface and a font size of 11 points or larger. The specific information to be included in each section has been outlined (including page limitations and Appendices) in RFP Attachment 3. Proposals in excess of the page limitations stated in RFP Attachment 3 shall not be considered for review or award.

Technical proposals shall not indicate cost or price. Brevity and a structured format (such as bulleted items) are encouraged whenever applicable to aid in processing. 
In addition to 1 Original, and 10 paper copies, Volume II shall be submitted via PDF documents (unlocked) on compact disc (CD) all in the same package. Please note each CD is to have one copy of the corresponding document and the CD should be labeled with the Offerors name, proposal title, and solicitation number. Do not staple or bind the 1 original of the Technical Proposal. It is to be submitted with binder clips. For the 10 copies, do not use special bindings or covers, but staple the pages in the upper left corner of each copy.

The Table of Contents for the technical proposal is provided in RFP Attachment 2.
 L.3. RFP ATTACHMENTS
The following are attached to this RFP and will not be part of an award document:

	RFP Attachment No.
	Document Description
	No. of Pages

	1
	Proposal Package Cover Page
	1

	2
	Technical Proposal Table of Contents
	1

	3
	Technical Proposal Information Requirements
	4

	4
	Anticipated CBC Questions and Answers
	2


(End of Section L)

SECTION M – EVALUATION FACTORS FOR AWARD

M.1. EVALUATION FACTORS FOR AWARD
Upon receipt, proposals will be reviewed for completeness by SAIC-F and responsiveness by the SAIC-F Source Evaluation Group (SEG) comprised of SAIC-F, NCI and external subject matter experts. 
Proposals that are complete and responsive to the RFP will be evaluated for scientific and technical merit by an appropriate SEG convened by SAIC-F in accordance with the evaluation factors stated below. Proposals that are incomplete or non-responsive will not be evaluated.

M.2. BASIS FOR AWARD
SAIC-F will award BOAs resulting from this RFP to the responsible organizations whose offers conforming to the RFP will be the most advantageous to the SAIC-F. Offeror’s initial offer should contain the Offeror’s best terms from a technical standpoint. SAIC-F may reject any or all proposals if such action is in the public interest and waive informalities and minor irregularities in proposals received.

Under the best value evaluation, this assessment is not intended to be solely a mechanical or mathematical analysis of an offer, but rather the product of both objective and subjective measurements and judgments of the source selection officials after consideration of the relevant information.

M.3. EVALUATION FACTORS
In descending order of relative importance, the following evaluation factors shall be used to evaluate the prospective Subcontractors.

M.3.a. Capabilities/Expertise

a. Does the Offeror provide sufficient details in support of their proposal in response to the programmatic requirements outlined in Section C.3 Purpose and Objectives of Program Components? The Consortium will contain multiple types of Centers whose capabilities, as a group, shall meet all of the needs of the program. All Offerors are encouraged to respond to all needs under the proposed Center type.

M.3.b. Key Personnel

a. Does the PI have the scientific and organizational vision and experience to serve effectively? What about other investigators involved? Do the key personnel?

b. Is there evidence of sufficient project management capabilities for the Center?

c. Is there evidence of sufficient administration capabilities for the Center that includes fiscal administration, procurement, planning, IP administration, and budgeting.
M.3.b. Past Performance

a. Technical experience matching the level of complexity expected from CBC projects
b. The relevancy of previous technical experience to CBC activities
c. Relevant Patents issued and/or applied for
d. Relevant peer-reviewed publications, invited presentations at national/international meetings, etc.
M.3.a. Facilities and Equipment

a. The quality of the facilities or services provided by this functional unit (including procedures, techniques, and quality control). Are facilities adequate for the overall functions of the Center and to implement the goals of the CBC?

b. Is there evidence for institutional commitment to the program, including provision of funding, space, faculty positions, and/or commitments for construction or renovation?

c. Are the research environment and resources, including equipment and facilities, adequate? Is there potential for interaction with scientists from other departments and components?

M.3.a. Information Technology 

a. Does the Offeror have experience with software licenses to use CambridgeSoft Enterprise software or other CambridgeSoft programs?

b. Are data management and support procedures developed sufficiently to allow tracking of compounds, assays, and screening data? Are procedures in place for quality control and quality assessment for assay and screening procedures?

(End of Section M)

ATTACHMENT 1

INVOICING INSTRUCTIONS FOR COST-REIMBURSEMENT CONTRACTS

General: The contractor shall submit claims for reimbursement in the manner and format described herein and as illustrated in the sample invoice. INVOICES THAT DO NOT PROVIDE THE BREAKDOWN OR DOCUMENTATION REQUESTED HEREIN MAY BE RETURNED WITHOUT PAYMENT.

Format: Invoice Requests may be submitted on the payee's letter-head or self-designed form provided that it contains the information described herein.

Number of Copies: Original and l copy

Frequency: Invoice requests submitted in accordance with the Payment Clause shall be submitted monthly unless otherwise authorized by the Contracting Officer.

Cost Incurrence Period: Costs incurred must be within the contract performance period or covered by pre-contract cost provisions.

Billing of Costs Incurred: If billed costs include: (l) costs of a prior billing period, but not previously billed; or (2) costs incurred during the contract period and claimed after the contract period has expired, the amount and month(s) in which such costs were incurred shall be cited.

Contractor's Fiscal Year: Invoices shall be prepared in such a manner that costs claimed can be identified with the contractor's fiscal year.

Currency: All SAIC/NCI contracts are expressed in United States (U.S.) dollars. When payments are made in a currency other than U.S. dollars, billings on the contract shall be expressed, and payment shall be made, in that other currency at amounts coincident with actual costs incurred. Currency fluctuations may not be a basis of gain or loss to the contractor. Notwithstanding the above, the total of all invoices paid under this contract may not exceed the U.S. dollars authorized.

Costs Requiring Prior Approval: Costs requiring the contracting officer's approval, which are not set forth in an Advance Understanding in the contract shall be so identified and reference the Contracting Officer's Authorization. In addition, any cost set forth in an Advance Understanding shall be shown as a separate line item on the request.

Invoice Submission: Each invoice shall be identified as either:

 (a)
Interim Invoice— These are interim payment requests submitted during the contract performance period.

 (b)
Completion Invoice — The completion invoice is submitted promptly upon completion of the work; but no later than one year from the contract completion date, or within 120 days after settlement of the final indirect cost rates covering the year in which this contract is physically complete (whichever date is later). The completion invoice should be submitted when all costs have been assigned to the contract and all performance provisions have been completed.

 (c)
Final Invoice — A final invoice may be required after the amounts owed have been settled between SAIC and the Contractor (e.g., resolution of all suspensions and audit exceptions).

INVOICE PREPARATION AND DOCUMENTATION REQUIREMENTS

The Contractor shall furnish the information set forth in the explanatory notes below. These notes are keyed to the entries on the sample invoice. 

 (a)
Designated Billing Office Name and Address — Enter the designated billing office name and address, identified in the Invoice Submission Clause of the contract, on all copies of the invoice.

 (b)
Invoice Number — Insert the appropriate serial number of the invoice.

 (c)
Date Invoice Prepared — Insert the date the invoice is prepared.

 (d)
Contract Number and Date — Insert the contract number and the effective date of the contract.

 (e)
Payee's Name and Address — Show the Contractor's name (as it appears in the contract), correct address and the title and phone number of the responsible official to whom payment is to be sent. When an approved assignment has been made by the Contractor, or a different payee has been designated, then insert the name and address of the payee instead of the contractor.

 (f) 
Total Estimated Cost of Contract — Insert the total estimated cost of the contract, exclusive of fixed-fee. For incrementally funded contracts, enter the amount currently obligated and available for payment. 

 (g)
Total Fixed-Fee — Insert the total fixed-fee (where applicable). For incrementally funded contracts, enter the amount currently obligated and available for payment.

 (h) 
Billing Period C Insert the beginning and ending dates (month, day, and year) of the period in which costs were incurred and for which reimbursement is claimed.

 (i)
Amount Billed for Current Period — Insert the amount billed for the major cost elements, adjustments, and adjusted amounts for the current period.

 (j)
Cumulative Amount from Inception — Insert the cumulative amounts billed for the major cost elements and adjusted amounts claimed during this contract.

 (k)
Direct Costs — Insert the major cost elements. For each element, consider the application of the paragraph entitled "Costs Requiring Prior Approval" on page 1 of these instructions.

(l) Direct Labor — Provide breakdown of each labor category, hours worked and hourly rate charged and amount billed. (Time cards may be requested on a random basis.)
 (2)
Fringe Benefits — Cite rate, amount and base to which it is applied and amount billed. If rate has changed since award, explain the rationale for the change.

(3) Accountable Personal Property — Include permanent research equipment and general purpose equipment having a unit acquisition cost of $5,000 or more and having an expected service life of more than two years, and sensitive property regardless of cost (see the DHHS Contractor's Guide for Control of Government Property (http://amb.nci.nih.gov/reference/amblinks.htm). Show permanent research equipment separate from general purpose equipment. Prepare and attach form entitled: Report of Capitalized Nonexpendable Equipment included in this contract.

List each item for which reimbursement is requested. A reference shall be made to the following (as applicable):

-
The item number for the specific piece of equipment listed in the Property Schedule.

-
The Contracting Officer’s approval letter and number, if the equipment is not covered by the Property Schedule.

-
Be preceded by an asterisk (*) if the equipment is below the approval level.

 

-
Further itemization of invoices shall only be required for items having specific limitations set forth in the contract. 

 (4) Overhead — Cite rate, amount and base to which it is applied and amount billed. If rate has changed since award, explain the rationale for the change.

(5)
Materials and Supplies — Include equipment with unit costs of less than $5,000 or an expected service life of two years or less, and consumable material and supplies regardless of amount. Attach invoices from vendors or a consolidated listing providing individually listed equipment/supplies and the amount paid.

 (6)
Premium Pay — List remuneration in excess of the basic hourly rate and attach the Contracting Officers approval letter.

 (7)
Consultant Fee — List fees paid to consultants. Identify consultant by name or category as set forth in the contract's Advance Understanding or in the Contracting Officer’s approval letter, hours worked, rate charged and amount. (Attach consultant’s invoice)

 (8)
Travel —Identify travelers, dates, destination , purpose of trip, and amount. Include domestic and foreign travel. Foreign travel is travel outside of Canada, the United States and its territories and possessions. However, for an organization located outside Canada, the United States and its territories and possessions, foreign travel means travel outside that country. Foreign travel must be billed separately from domestic travel. ( Attach travel expense report )

 (9)
Subcontract Costs — List subcontractor(s) by name and amount billed. Describe services provided. (Attach subcontractor invoices)

 (10)
Other — List all other direct costs in total unless exceeding $1,000 in amount. If over $1,000, list cost elements and dollar amounts separately. If the contract contains restrictions on any cost element, that cost element must be listed separately.

 (l)
Cost of Money (COM) — Cite the COM factor and base in effect during the time the cost was incurred and for which reimbursement is claimed.

(m) Indirect Costs—Overhead or General and Administrative Costs (G&A) Cite rate, amount and base to which it is applied and amount billed. If rate has changed since award, explain the rationale for the change. 

 (n)
Fixed-Fee Earned — Cite the formula or method of computation for the fixed-fee (if any). The fixed-fee must be claimed as provided for by the contract. Any withholding amount must be shown separately.

 (o)
Total Amounts Claimed — Insert the total amounts claimed for the current and cumulative periods.

 (p)
Adjustments — Include amounts conceded by the Contractor, outstanding suspensions, and/or disapprovals subject to appeal. (Provide explanation and rationale for adjustment)

(q)
Grand Totals

ATTACHMENT 2: SUBCONTRACTING CERTIFICATION

In accordance with the terms of its prime contract under which a resulting award will be issued, SAIC-F is committed to maximizing small business subcontracting opportunities to the maximum extent practicable. In pursuit of this objective please complete, and include in your technical proposal, the following certification providing the percentage of effort that will be conducted by in-house, employee personnel during the execution of the statement of work as provided herein (including any option tasks/periods, as applicable):


*If the percentage of work to be conducted by employees of your organization is less than 100% a small business subcontracting plan as described in FAR 19.704 should be provided with your proposal and must be accepted by SAIC-F prior to subcontract award. Failure to provide an acceptable subcontracting plan in a timely manner may render your organization ineligible for subcontract award. 

RFP ATTACHMENT 1

RFP S08-221

Proposal Package Cover Page

In responding to this RFP, Offerors are to prepare a cover page for the proposal package in the below format. Offerors are to mark with an X in the appropriate box(es) noting the specific area of the RFP Offeror is submitting a proposal for. 


RFP ATTACHMENT 2

RFP S08-221

Technical Proposal Table of Contents

In responding to this RFP, Offerors should provide technical proposals in the format prescribed in the table below:

Table of Contents

1. Capabilities/Expertise

a. 
Comprehensive Chemical Biology Screening Center

b. Chemical Diversity Center
c. Specialized Applications Center

2. Key Personnel for the CBC

a. Principal Investigator/Other Investigators

b. Administrative Program Manager

c. Information Technology (IT) Administrator

d. Intellectual Property (IP) Administrator

3. Past Performance
a. Description of Technical Experience 

b. Technical Experience Relevancy to CBC activities

c. Relevant Patents issued and/or applied for

d. Relevant peer-reviewed Publications, invited presentations at national/international meetings, etc.

4. Facilities and Equipment
a. The quality of the facilities or services provided by this functional unit (including procedures, techniques, and quality control) 

b. Evidence for institutional commitment to the program, including provision of funding, space, faculty positions, and/or commitments for construction or renovation

c. Are the research environment and resources, including equipment and facilities, adequate for the type of Center being proposed? Is there potential for interaction with scientists from other departments and components?
5. Information Technology
a. Data Management

b. Compound Management

c. Data Transfer Between the Subcontractor and NCI

d. Data Content

e. Data Quality Control

f. Data Access, Security, and Availability

Appendices (each Appendix should be identified separately, and clearly referred to within the body of the proposal.)
RFP ATTACHMENT 3

RFP S08-221

Technical Proposal Information Requirements

Indicated is a synopsis of the technical information requested of the Offerors. Refer to the RFP for other requirements and information.

	REQUIREMENT
	INFORMATION REQUESTED

	Baseline Requirements



	Comprehensive Chemical Biology Screening Center

(15 page limit)


	Provide a brief overview of the Comprehensive Center and its major programs (Annual Report may be included as Appendix).

Incorporate a brief biography and role description for the Principal Investigator (PI) and administrative directors to demonstrate scope of responsibilities and reporting relationships.

Provide a brief letter from the CEO describing the organizational commitment and support for the CBC (Appendix).

Provide plan for integration of chemistry and biology.

	Chemical Diversity Center
(10 page limit)


	Provide a brief overview of the Chemical Diversity Center and its major programs (Annual Report may be included as Appendix).

Incorporate a brief biography and role description for the PI and administrative directors to demonstrate scope of responsibilities and reporting relationships.

Provide a brief letter from the CEO describing the organizational commitment and support for the CBC (Appendix). 

	Specialized Applications Center

(10 page limit)


	Provide a brief overview of the Specialized Applications Center and its major programs (Annual Report may be included as Appendix).

Incorporate a brief biography and role description for the PI and administrative directors to demonstrate scope of responsibilities and reporting relationships.

Provide a brief letter from the CEO describing the organizational commitment and support for the CBC (Appendix).



	Capabilities/Expertise


	Comprehensive Chemical Biology Screening Center

(15 page limit)


	The Consortium will contain multiple types of Centers whose capabilities, as a group, shall meet all of the needs of the program. All Offerors are encouraged to respond to all needs under the proposed Center type.
Provide detailed description of your capabilities to provide:

a. Assay Development

b. Hit identification

c. Hit characterization 

d. Hit optimization
e. Identification and validation of molecular targets 

f. Evidence that a new molecular target influences the malignant phenotype in biologically important ways and develop assays for ligand identification suitable for high-throughput screening (HTS). 

g. Participation in CBC Project Teams. 

h. Computer-aided prediction of drug toxicity and metabolism and medium throughput ADME assays.

i. Design and synthesize diverse chemical scaffolds and structure-based design of focused combinatorial libraries, molecular modeling, QSAR

	Chemical Diversity Center
(15 page limit)


	The Consortium will contain multiple types of Centers whose capabilities, as a group, shall meet all of the needs of the program. All Offerors are encouraged to respond to all needs under the proposed Center type.

Provide detailed description of your capabilities to provide:

a. Hit optimization

b. Participation in CBC Project Teams. 

c. Capability to design and synthesize diverse chemical scaffolds, compounds and chemical libraries.

d. Structure-based design and/or natural product chemistry. 

e. Design and synthesize to address ADME deficiencies identified by the CBC. 

f. Development and implementation approaches to scale-up synthesis of desired chemical compounds 



	Specialized Applications Center

(15 page limit)


	The Consortium will contain multiple types of Centers whose capabilities, as a group, shall meet all of the needs of the program. All Offerors are encouraged to respond to all needs under the proposed Center type.

Provide detailed description of your capabilities to provide:

a. Target Discovery

b. Development of specialized assays for molecular targets which are suitable for compound screening

c. Hit identification 

d. Hit confirmation

e. Participation in CBC Project Teams 

f. Hit optimization
g. Computer-aided prediction of drug toxicity and metabolism and medium throughput ADME assays. 



	Key Personnel

The oversight of this project should be accomplished by creating a CBC Project Team to include technical and administrative support.



	PI/ Other Investigators

(5 page limit)

CVs are to be provided in an Appendix. The CV is not included in the page count.
	Briefly provide information on the role and expertise of the PI as well as other investigators that may participate in the CBC. 
Provide a description of past participation in project team settings.

Provide a description of qualifications and past experience as a project leader on the above referenced project teams.

Provide a copy of the PI’s CV as well as other investigators as an Appendix.

	Administrative Program Manager

(1 page limit)

A CV may be provided as an Appendix. The CV is not included in the page count.
	Describe the proposed CBC project management leadership to ensure that there is a project team approach to the comprehensive activities. Include any additional key personnel.

Describe appropriate reporting arrangements so that all aspects of the contract will be managed and coordinated through one point of contact and reporting structure within the organization.



	Information Technology (IT) Administrator

(1 page limit)

A CV may be provided as an Appendix. The CV is not included in the page count.
	Provide identification of the IT Administrator for your facility.



	Intellectual Property (IP) Administrator

(1 page limit)

A CV may be provided as an Appendix. The CV is not included in the page count.
	Provide identification of the IP Administrator for your facility who will interact with the NCI TTC.



	Past Performance

The past performance shall demonstrate the Offeror’s background and the experience meets the needs of the CBC as a whole. The Offeror shall provide (for the past 5 years):



	Description of Technical Experience and Relevancy to CBC projects

( no page limit)
	Describe how your technical experience matches the level of complexity expected with CBC projects

Describe how your previous technical experience is relevant to CBC activities


	Patents

(no page limit)
	List of all relevant patents applied for and/or held.



	Scientific Publications/Reports

(no page limit)
	List of all relevant peer-reviewed publications, invited presentations at national/international meetings, etc.



	Facilities and Equipment

The past performance shall describe the Offeror’s facilities and equipment:



	Quality and Adequacy of Facilities

(no page limit)
	Describe the quality of the facilities or services provided by this functional unit (including procedures, techniques, and quality control). Are facilities adequate for the overall functions of the Center and to implement the goals of the CBC?

	Institutional Facility Commitment

(no page limit)


	Is there evidence for institutional commitment to the program, including provision of funding, space, faculty positions, and/or commitments for construction or renovation?

	Scientific Interaction

(no page limit)


	Are the research environment and resources, including equipment and facilities, adequate for the type of Center being proposed? Is there potential for interaction with scientists from other departments and components?

	Information Technology

(Entire Section - 7 page limit)



	Data and Compound Management


	Provide a brief description of your willingness to provide assay data in a format and structure that is compatible with the central NCI database. 
Provide a brief description of your willingness to determine a format and methodology for meeting the requirement of having compatible data based on your capabilities and the NCI’s needs.

	Data Transfer between the Subcontractor and NCI

 
	Provide a brief description of your capabilities for both data interfacing and data integration. 
Briefly describe your capabilities to be able to produce data in a format that can be imported into the NCI database. 


	Data Content

 
	Briefly describe your capabilities for supplying the following data:

· assay definition

· raw assay results

· processed assay results and corresponding algorithms used for data reduction. 
· assay protocol

· laboratory standard operating procedures (SOP) that were used to generate the raw data

· raw experimental data from the instrument

	Data Quality Control


	Briefly describe your willingness to perform data quality control. 


	Data Access, Security, and Availability

 
	Elaborate on your commitment to make all CBC generated data immediately available for review while maintaining data confidentiality. 


RFP ATTACHMENT 4

RFP S08-221

Anticipated CBC Questions and Answers 

1. What is the purpose of the program? 

To advance NCI’s mission of bringing novel therapies to patients, the Institute’s highest priority in the area of drug development should be enhancing the entry of early stage drug candidates into the NCI therapeutics pipeline. It is envisioned that initiation of an NCI Chemical Biology Consortium (CBC) will provide cutting-edge chemical tools for probing complex signaling pathways and will serve as the starting point for the elaboration of first-in-class targeted therapies. We propose that the NCI support an integrated research consortium at the interface of chemical biology and molecular oncology that will, working with the NCI’s Developmental Therapeutics Program, establish an iterative cancer drug discovery group on the scale of a small biotechnology concern. The goal of the CBC will be to focus on unmet therapeutic needs in oncology that are not currently addressed by the private sector. The long-term vision of the CBC is to bridge the gap between basic scientific investigation and clinical research supported by the NCI as the first step in re-establishing the NCI as a world leader in the area of innovative cancer therapeutics discovery. 

2. What prompted NCI to pursue this program at this time?

NCI funding of extramural research in basic cancer biology has expanded significantly over the past 10 years. However, despite a significant investment in advanced technologies such as high-throughput screening, there remains an enormous need for innovative molecular drug discovery. Furthermore, looking across the full spectrum of therapeutic drug development at NCI, the weakest segment in the current program is the identification of new lead molecules. For the entire 50-year history of the NCI’s Developmental Therapeutics Program, there has been a heavy reliance upon voluntary submission of molecules for testing. Thus, the current status of the NCI’s drug discovery effort reflects a sustained lack of intensive focus and resources in the area of drug candidate identification and optimization. With the establishment of the CBC, the NCI plans to reinvigorate drug discovery and development at the NCI.
3. Is this program within the scope of NCI’s purpose to support research?

Yes, the NCI is the primary agency for conducting the nation’s cancer research. This program will complement other programs in discovery and development and the integrated process outlined in this proposal will allow NCI to maximize the return on its investment in molecular oncology over the past decade by consolidating and coordinating the essential chemical and biological technologies that are available and necessary for therapeutics development. This initiative will also streamline the therapeutics development workflow for chemists and biologists in academia and small business by enhancing the scientific infrastructure available to move their molecules along the entire drug development pipeline into first-in-human clinical trials. We believe that the NCI Chemical Biology Consortium will provide the new strategic approach that is required for NCI to re-establish itself as a world leader in anticancer drug discovery and development. 
4. How does the CBC differ from the NIH Roadmap Molecular Libraries Screening Centers Network (MLSCN) and/or Molecular Libraries Probe Production Centers Network (MLPCN)?

The CBC will borrow some strategic elements from these NIH Roadmap Projects, but will consist of its own network of Centers. This network will provide the CBC with state-of-the-art facilities and scientific expertise to support CBC-related activities such as target identification, target prioritization/validation, HTS, lead identification and lead optimization. The CBC will focus on the discovery and development of new molecular targeted agents for cancer therapy instead of chemical probes to study genes, cells and biochemical pathways. However, some of these chemical probes could provide drug leads if the affected genes or pathways are important targets in molecular oncology.

5. How does the NCI anticipate managing inventions in the CBC?

The CBC Inventors/Institution would retain the patent rights to all inventions they make under the contract. The Government would retain the license provided under the Bayh-Dole Act which would allow the Government or an entity on behalf of the Government to practice the invention for Government purposes.

6. If the disposition of IP rights is determined by Bayh-Dole, how does the CBC provide an incentive to participate?

Data generated by the CBC will be a deliverable and will be accessible to other CBC members via a proprietary database. If the CBC Participants agree to bundle technology, they will have more leverage in dealing with industry. By choosing a single licensing leader, there is potential value and cost savings for smaller technology offices in pairing with institutions who have larger licensing offices with valuable (expertise and funding) resources to take the lead on licensing efforts.

7. If valuable technology is generated from the CBC, that has multiple owners in different institutions, it may be difficult to agree on a fair and equitable royalty sharing agreement. Individual members tend to argue that their contribution was the most important (and thus they deserve the lion’s share of the royalties). How will this be mitigated?

Ideally, the market will take care of these issues, as the CBC will operate under a Bayh-Dole format. As such, there is no authority to impose a royalty sharing agreement amongst the members. However, the CBC will recommend the development of royalty funding plan that contains a clear (if not equal) division of royalty and arbitration of disputes by CBC members who do not have a fiduciary interest in the technology.

8. Many different funding mechanisms exist within NCI. Why was NCI-Frederick’s prime contract with SAIC-Frederick, Inc., utilized to address the CBC procurement, rather than a grant, a cooperative agreement, or a government-issued contract?

NCI-Frederick, as a Federally Funded Research and Development Center, provides quick response and flexibility to meet the federal government’s research and development goals that cannot be met effectively by other means. NCI-Frederick has extensive experience across the full spectrum of cancer research. NCI-Frederick’s prime contractor, SAIC-Frederick, Inc. (SAIC-F), provides staff, operations management, and technical support. 

9. What funding mechanism will SAIC-F use to facilitate the CBC?

The CBC is being procured by SAIC-F through BOAs/Task Order. Under a formal subcontract, the parties (SAIC-F and the successful organizations) shall be legally bound to various obligations, terms and conditions. If any obligation defined in the BOA is not met, the parties are afforded remedies, contractual and legal, to oblige compliance.

Successful organizations must adhere to all terms and obligations of the BOA and subsequent Task Orders, including, but not limited to, deliverable schedules, as well as invoicing and timekeeping requirements necessary to validate all reimbursable costs. 
Signing an offer in response to the Request for Proposal (RFP) indicates a complete understanding of the requirements, and the implications of the BOA as a legal instrument governing this procurement.

SAIC-Frederick, Inc.


A subsidiary of Science 


Applications International Corporation
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SUBCONTRACTING CERTIFICATION





By submission of this signed offer, _________________ hereby certifies that _______ %* of           


                                                                      [insert organization name]


the effort expended in the execution of the statement of work as provided by SAIC-Frederick 





in solicitation number _______________ will be conducted by employees of this organization.


                                         [see RFP pg 1 for number]








By:  		_______________________





Title:  		_______________________





Signature:  	_______________________





Date:  		____________














� Phase 0 Clinical Trial of the Poly (ADP-ribose) Polymerase (PARP) Inhibitor ABT�888 in Patients with Advanced Malignancies Shivaani Kummar, Robert Kinders, Martin E. Gutierrez, et al. Submitted to the Journal of Clinical Oncology.
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