BROAD AGENCY ANNOUNCMENT
	1. “FYREQUISITION OR OTHER PURCHASE AUTHORITY: 15 U.S.C. 631, et seq., as amended

	2. Solicitation Number: 

     BAA N44CO67006-79
	3. Issue Date:

    December 29, 2015
	4. Set Aside:
[  ] No
[X] Yes, See Part 1.2 on Page 3

	
5. Title: FY 2016 SBIR Phase II Solicitation


	6. ISSUED BY:
Office of Acquisitions
National Cancer Institute
National Institutes of Health
Rockville, Maryland 20850

	7. SUBMIT OFFERS TO:
See Part 6 (Page 67) Submission of Proposals

	8. Proposals for furnishing the supplies and/or services in THE SCHEDULE will be received at the place, and in the number of copies, specified in Part 6, “Submission of Proposals” before 3:00 PM EST on February 11, 2016. Offers must remain valid through September 30, 2016. 

All questions must be received by 12 NOON EST on January 297e this date coincides with date on page 72., 2016 to allow adequate time to prepare and issue responses prior to the receipt of proposals.  Questions received after that time and date will not be answered. All questions must be submitted in writing to ncioasbir@mail.nih.gov.  No inquiries submitted via email to any other address will be answered.

	9. This solicitation requires delivery of proposals as specified in Part 6 of this solicitation. 

IF THE OFFEROR’S PROPOSAL IS NOT RECEIVED BY THE CONTRACTING OFFICE AT THE PLACE AND TIME SPECIFIED, THEN IT WILL BE CONSIDERED LATE AND HANDLED IN ACCORDANCE WITH THE INSTRUCTIONS LOCATED IN SUBPART 3.1.1.3. OF THIS SOLICITATION.

	10. Offerors must be registered in the System for Award Management (SAM) at http://www.sam.gov prior to award of a contract.  

	11. FOR INFORMATION 
EMAIL: ncioasbir@mail.nih.gov.  No inquiries submitted via email to any other address will be answered.
NO TELEPHONE CALLS WILL BE ACCEPTED. 

	Solicitation of the National Cancer Institute 
SMALL BUSINESS INNOVATION RESEARCH (SBIR) PHASE II CONTRACT PROPOSALS
	Rosemary Hamill
Contracting Officer
Office of Acquisitions
National Cancer Institute




TABLE OF CONTENTS
PART											 	         PAGE
1 PROGRAM DESCRIPTION……………………………………………………………………………..…3
1.1 Objectives…………………………………………………………………………………………   ..…..3
1.2 The SBIR Program Consists of Three Separate Phases ………………………………... …………..…..3
1.3 SBIR Program Eligibility ……………………….…………………………………………………….....4
1.4 Agency Contact ……………  ………………………………………………………………………..….4
1.5 Definitions …..…………………………………………………………………………………………...4
1.6 Reporting Matters of Fraud, Waste, and Abuse ……………………………..………………………….10
2 CERTIFICATIONS…..……………………………………………………………………………………..11
2.1 Certification for Offerors that are Majority-Owned ………...……………………..………………….....11
2.2 SBIR Funding Agreement Certification …….………………………………………………………..… 11
2.3 Human Subjects Certifications/Assurances/Clearances………………………………………………….11
2.4 Animal Assurance and Inter-Institutional Assurance ……………………………………………………11
2.5 SBIR Funding Agreement Certification –Life Cycle Certification.………………………..…………….11
3 PROPOSAL PREPARATION INSTRUCTIONS AND REQUIREMENTS…………………….……...11
3.1 Introduction……………..……………………………………………………………………………. .....11
3.2 Proposal Limitations ……………………………………………………………………………….…….17
3.3 Proposal Cover Sheet..……………………………………………………………………………..……..17
3.4 Data Collection Requirement ………………...………………………………………………………......18
3.5 Abstract Summary ……………………………………………………………………………………......18
3.6 Technical Proposal ……………………………………………………………………………………….19
3.7 Business Proposal ……………………………….………………………………………………………..39
4 METHOD OF SELECTION AND EVALUATION CRITERIA..………………………………………..50
4.1 Evaluation Factors for Award …………………...………………………………………………………. 50
4.2 Other Award Considerations ……………….…………………………………………………………..…53
5 CONSIDERATIONS…………………………………………………………………………………………57
5.1 Phase II Award Considerations …………………………………………………..…………………….…57
5.2 Reporting Requirements ……………………………………………………………………………….… 58
5.3 Payment Schedule …………………………………………...…………………………………….……... 60
5.4 Innovations, Inventions, and Patents ……………………………………………………….……….….…61
5.5 Cost-Sharing ……………………………………………………………………………………….….…..62
5.6 Profit or Fee ……………………………………………………………………………………….………62
5.7 Joint Ventures or Limited Partnerships …………………………………………………………………...62
5.8 Research and Analytical Work ……………………………………………………………………………62
5.9 Awardee Commitments …………………………………………………………………………………...62
5.10 Limitations on the Use of Appropriated Funds …………………………………………………….……63
5.11 Additional Information …………………………………………………………………………………. 66
6 SUBMISSION OF PROPOSALS ……………………………………………………………… ….……… 67
7 SCIENTIFIC AND TECHNICAL INFORMATION SOURCES ………………………………………. 67
8 RESEARCH TOPICS …………………………………………………………………...……….…….…... 68
9 SUBMISSION FORMS AND CERTIFICATIONS …………………………………………… ….….…. 82
9.1 Solicitation Attachments ……………………………………………...…………………..…….…….….. 82
9.2 Technical Proposal Attachments ………………………………………………………………...………. 82
9.3 Business Proposal Attachments …………………………………………………………………… ....…. 83
9.4 Informational Attachments ………………………………………………………………………….…… 83



1. PROGRAM DESCRIPTION

1.1 OBJECTIVES

This solicitation is for Phase II contract proposals only. Included are instructions for Offerors to prepare Phase II contract proposals, a description of the proposal review process, and some conditions of a contract award. Contract proposals will be accepted only if they respond specifically to a research topic listed in PART 8 of this solicitation. Otherwise, proposals will be returned to the Offeror(s) without evaluation. The objectives of the SBIR program include stimulating technological innovation in the private sector, strengthening the role of small business in meeting Federal Research/Research & Development (R/R&D) needs, increasing private sector commercialization of innovations developed through Federal SBIR R&D, increasing small business participation in Federal R&D, and fostering and encouraging participation by socially and economically disadvantaged small business concerns and women-owned small business concerns in the SBIR program. The basic design of the NIH/CDC SBIR program is in accordance with the Small Business Administration (SBA) SBIR Program Policy Directive (February 24, 2014). This SBIR contract solicitation strives to encourage scientific and technical innovation in areas specifically identified by the NIH. The guidelines presented in this solicitation reflect the flexibility provided in the Policy Directive to encourage proposals based on scientific and technical approaches most likely to yield results important to the NIH and the private sector.

1.2 THE SBIR PROGRAM CONSISTS OF THREE SEPARATE PHASES:

Phase I: Feasibility 
The objective of Phase I is to determine the scientific of technical feasibility and commercial merit of the proposed research or R&D efforts and the quality of performance of the small business concern, prior to providing further Federal support in Phase II.  Phase I awards normally may not exceed $150,000 for direct costs, indirect costs, and profit (fixed fee) for a period not to exceed 6 months.

Phase II: Full R/R&D Effort
The objective of Phase II is to continue research or R&D efforts initiated in Phase I.  Funding shall be based on the results of Phase I and the scientific and technical merit and commercial potential of the Phase II proposal.  Phase II awards normally may not exceed $1,000,000 for direct costs, indirect costs, and profit (fixed fee) for a period normally not to exceed two years.

Phase III: Commercialization stage without SBIR funds
The objective of Phase III, where appropriate, is for the small business concern to pursue with non-SBIR funds the commercialization objectives resulting from the outcomes of the research or R&D funded in Phase II.  Phase III may involve follow-on, non-SBIR funded R&D or production contracts for products or processes intended for use by the U.S. Government. The competition for SBIR Phase II awards satisfies any competition requirement of the Armed Services Procurement Act, the Federal Property and Administrative Services Act, and the Competition in Contracting Act. Therefore, an agency that wishes to fund an SBIR Phase III project is not required to conduct another competition in order to satisfy those statutory provisions.  As a result, in conducting actions relative to a Phase III SBIR award, it is sufficient to state for purposes of a Justification and Approval pursuant to FAR 6.302-5 that the project is a SBIR Phase III award that is derived from, extends, or logically concludes efforts performed under prior SBIR funding agreements and is authorized under 10 U.S.C. 2304(b) (2) or 41 U.S.C. 3303(b).  The NIH is interested in developing products and services via the SBIR program that improve the health of the American people. In its commitment to also support Executive Order 13329, encouraging innovation in manufacturing-related research and development, NIH seeks, through the SBIR program, biomedical research related to advanced processing, manufacturing process, equipment and systems; or manufacturing workforce skills and protection.  This solicitation includes some topic areas that are considered relevant to manufacturing-related R&D.  Additional information will be posted on the NIH Small Business Research Funding Opportunities Website and in the NIH Guide for Grants and Contracts as it becomes available.
  
1.3 SBIR PROGRAM ELIGIBILITY

Only United States owned small businesses are eligible to participate in the SBIR program.  An SBIR awardee shall meet the following criteria at the time of Phase I and II awards:

a. Organized for profit, with a place of business located in the United States;

b. More than 50 percent owned and controlled by one or more individuals who are citizens of, or permanent resident aliens in the United States, or by another for-profit business concern that is more than 50% owned and controlled by one or more individuals who are citizens of, or permanent resident aliens in, the United States; and

c. No more than 500 employees, including affiliates.

d. For awards from agencies using the authority under 15 U.S.C. 638(dd)(1), an awardee may be owned and controlled by more than one venture capital, hedge fund, or private equity firm so long as no one such firm owns a majority of the stock.

e. Phase I awardees with multiple prior awards shall meet the benchmark requirements for progress toward commercialization.

See the Eligibility Guide provided at http://sbir.gov/sites/default/files/elig_size_compliance_guide.pdf.

1.4 AGENCY CONTACT

For general information on the SBIR Program solicitation please email:
Office of Acquisitions
National Cancer Institute
ncioasbir@mail.nih.gov 


1.5 DEFINITIONS

1.5.1 General Definitions
The following definitions apply for the purposes of this solicitation.  Additional applicable definitions can be found in the SBA Policy Directive (http://sbir.gov/about/about-sbir#policy) and the Federal Acquisition Regulation (FAR) (https://acquisition.gov/far/current/html/Subpart%202_1.html ):

(a) Consultant.  An individual who provides professional advice or services for a fee, but not as an employee of the engaging party.  To prevent apparent or actual conflicts of interest, grantees and consultants shall establish written guidelines indicating the conditions of payment of consulting fees.  Consultants may also include firms that provide paid professional advice or services.
(b) Contract.  An award instrument that establishes a mutually binding legal relationship obligating the seller to furnish the supplies or services and the buyer to pay for them.
(c) Fraud, Waste, and Abuse
1. Fraud includes any false representation about a material fact or any intentional deception designed to deprive the United States unlawfully of something of value or to secure from the United States a benefit, privilege, allowance, or consideration to which an individual or business is not entitled.
2. Waste includes extravagant, careless or needless expenditure of Government funds, or the consumption of Government Property, that results from deficient practices, systems, controls, or decisions.
3. Abuse includes any intentional or improper use of Government resources, such as misuse of rank, position, authority, or resources.
(d) Funding Agreement. Any contract, grant, or cooperative agreement entered into between any Federal agency and any SBC for the performance of experimental, developmental, or research work, including products or services, funded in whole or in part by the Federal Government.
(e) Proprietary Information. Proprietary information is information that the Offeror provides which constitutes a trade secret, proprietary commercial or financial information, confidential personal information, or data affecting the national security.
(f) Research or Research and Development (R/R&D). Any activity that is: 

1. A systematic, intensive study directed toward greater knowledge or understanding of the subject studied; 
2. A systematic study directed specifically toward applying new knowledge to meet a recognized need; or 
3. A systematic application of knowledge toward the production of useful materials, devices, and systems or methods, including design, development, and improvement of prototypes and new processes to meet specific requirements.
(g) Senior/Key Personnel. The PD/PI and other individuals who contribute to the scientific development and execution of the project in a substantive way, whether or not salaries or compensation are requested under the contract.
(h) Service-Disabled Veteran-Owned Small Business Concern. A small business concern not less than 51 percent of which is owned by one or more service-disabled veterans or, in the case of any publically owned business, not less than 51 percent of the stock of which is owned by one or more service-disabled veterans; and the management and daily business operations of which are controlled by one or more service-disabled veterans or, in the case of a service-disabled veteran with permanent and severe disability, the spouse or permanent caregiver of such veteran.  Status as a Service-Disabled Veteran-Owned Small Business Concern is determined in accordance with 13 CFR Parts 125.8 through 125.13; also see 19.307.

(i) Small Business Concern (SBC). A concern that meets the requirements set forth in 13 C.F.R. §121.702 (available at http://www.ecfr.gov/cgi-bin/text-idx?SID=e8aeccb15813526381feceee63976131&node=se13.1.121_1702&rgn=div8 )
(j) SBIR Technical Data. All data generated during the performance of an SBIR award.
(k) SBIR Technical Data Rights. The rights an SBIR awardee obtains in data generated during the performance of any SBIR Phase I, Phase II, or Phase III award that an awardee delivers to the Government during or upon completion of a Federally-funded project, and to which the Government receives a license.
1.5.2 R&D Related Definitions

(a) Autopsy Materials. The use of autopsy materials is governed by applicable Federal, state and local law and is not directly regulated by 45 CFR Part 46.
(b) Child. The NIH Policy on Inclusion of Children defines a child as an individual under the age of 21 years. The intent of the NIH policy is to provide the opportunity for children to participate in research studies when there is a sound scientific rationale for including them, and their participation benefits children and is appropriate under existing Federal guidelines. Thus, children shall be included in NIH conducted or supported clinical research unless there are scientific or ethical reasons not to include them.

HHS Regulations (45 CFR part 46, Subpart D, Sec.401-409) provide additional protections for children involved as subjects in research, based on this definition: "Children are persons who have not attained the legal age for consent to treatments or procedures involved in research, under the applicable law of the jurisdiction in which the research will be conducted." Generally, state laws define what constitutes a “child.” Consequently, the age at which a child's own consent is required and sufficient to participate in research will vary according to state law. For example, some states consider a person age 18 to be an adult and therefore one who can provide consent without parental permission.
(c) Clinical Research. NIH defines human clinical research as research with human subjects that is:
1. Patient-Oriented Research. Research conducted with human subjects (or on material of human origin such as tissues, specimens, and cognitive phenomena) for which an investigator (or colleague) directly interacts with human subjects. Excluded from this definition are in vitro studies that utilize human tissues that cannot be linked to a living individual. Patient-oriented research includes:

a. mechanisms of human disease,
b. therapeutic interventions,
c. clinical studies, or
d. development of new technologies.
2. Epidemiologic and Behavioral Studies.
3. Outcomes Research and Health Services Research.
(d) Clinical Trial. The NIH defines a clinical trial as a prospective biomedical or behavioral research study of human subjects that is designed to answer specific questions about biomedical or behavioral interventions (drugs, treatments, devices, or new ways of using known drugs, treatments, or devices). Clinical trials are used to determine whether new biomedical or behavioral interventions are safe, efficacious, and effective.

Behavioral human subjects research involving an intervention to modify behavior (diet, physical activity, cognitive therapy, etc.) fits this definition of a clinical trial. Human subjects research to develop or evaluate clinical laboratory tests (e.g. imaging or molecular diagnostic tests) might be considered to be a clinical trial if the test will be used for medical decision making for the subject or the test itself imposes more than minimal risk for subjects. Biomedical clinical trials of experimental drug, treatment, device or behavioral intervention may proceed through four phases:
· Phase I (if completed) clinical trials test a new biomedical intervention in a small group of people (e.g., 20-80) for the first time to evaluate safety (e.g., to determine a safe dosage range and to identify side effects).
· Phase II clinical trials study the biomedical or behavioral intervention in a larger group of people (several hundred) to determine efficacy and to further evaluate its safety.
· Phase III studies investigate the efficacy of the biomedical or behavioral intervention in large groups of human subjects (from several hundred to several thousand) by comparing the intervention to other standard or experimental interventions as well as to monitor adverse effects, and to collect information that will allow the intervention to be used safely.
· Phase IV studies are conducted after the intervention has been marketed. These studies are designed to monitor effectiveness of the approved intervention in the general population and to collect information about any adverse effects associated with widespread use.
· NIH-Defined Phase III Clinical Trial. For the purpose of the Guidelines an NIH-defined Phase III clinical trial is a broadly based prospective Phase III clinical investigation, usually involving several hundred or more human subjects, for the purpose of evaluating an experimental intervention in comparison with a standard or controlled intervention or comparing two or more existing treatments. Often the aim of such investigation is to provide evidence leading to a scientific basis for consideration of a change in health policy or standard of care. The definition includes pharmacologic, non-pharmacologic, and behavioral interventions given for disease prevention, prophylaxis, diagnosis, or therapy. Community trials and other population-based intervention trials are also included.

(e) Data and Safety Monitoring Plan. For each clinical trial, NIH requires a data and safety monitoring plan that will provide oversight and monitoring to ensure the safety of participants and the validity and integrity of the data. The level of monitoring should be commensurate with the risks and the size and complexity of the clinical trial. A detailed data and safety monitoring plan shall be submitted to the contractor’s IRB and subsequently to the funding IC for approval prior to the accrual of human subjects. The reporting of Adverse Events shall be reported to the IRB, the NIH funding Institute or Center, and other required entities. This policy requirement is in addition to any monitoring requirements imposed by 45 CFR Part 46.
(f) Data and Safety Monitoring Board (DSMB). NIH requires the establishment of a Data and Safety Monitoring Board (DSMB) for multi-site clinical trials involving interventions that entail potential risk to the participants, and generally for Phase III clinical trials.
(g) Gender. Refers to the classification of research subjects in either or both of two categories: male and female. In some cases, representation is unknown, because gender composition cannot be accurately determined (e.g. pooled blood samples or stored specimens without gender specification.
(h) Human Subjects. The HHS regulations “Protection of Human Subjects” 45 CFR part 46, administered by the NIH Office for Human Research Protections (OHRP) define a human subject as a living individual about whom an investigator conducting research obtains:
· Data through Intervention or interaction with the individual; or
· Identifiable private information.
(i) Individually Identifiable Private Information. According to its guidance for use of coded specimens, OHRP generally considers private information or specimens to be individually identifiable as defined at 45 CFR 46.102(f) when they can be linked to specific individuals by the investigator(s) either directly or indirectly through coding systems. Conversely, OHRP considers private information or specimens not to be individually identifiable when they cannot be linked to specific individuals by the investigator(s) either directly or indirectly through coding system.
(j) Intervention includes both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes. (45 CFR 46.102(f)).
(k) Interaction includes communication or interpersonal contact between investigator and subject. (45 CFR 46.102(f)).
(l) Investigator. The OHRP considers the term investigator to include anyone involved in conducting the research. OHRP does not consider the act of solely providing coded private information or specimens (for example, by a tissue repository) to constitute involvement in the conduct of the research. However, if the individuals who provide coded information or specimens also collaborate on other activities related to the conduct of the research with the investigators who receive such information or specimens, they will be considered to be involved in the conduct of the research. (See OHRP’s Guidance on Research Involving Coded Private Information on Biological Specimens.)
(m) Manufacturing-related R&D as a result of Executive Order 13329. Encompasses improvements in existing methods or processes, or wholly new processes, machines or systems. Four main areas include:
1. Unit process level technologies that create or improve manufacturing processes including:
· Fundamental improvements in existing manufacturing processes that deliver substantial productivity, quality, or environmental benefits.
· Development of new manufacturing processes, including new materials, coatings, methods, and associated practices.
2. Machine level technologies that create or improve manufacturing equipment, including:
· Improvements in capital equipment that create increased capability (such as accuracy or repeatability), increased capacity (through productivity improvements or cost reduction), or increased environmental efficiency (safety, energy efficiency, environmental impact).
· New apparatus and equipment for manufacturing, including additive and subtractive manufacturing, deformation and molding, assembly and test, semiconductor fabrication, and nanotechnology.

3. Systems level technologies for innovation in the manufacturing enterprise, including:
· Advances in controls, sensors, networks, and other information technologies that improve the quality and productivity of manufacturing cells, lines, systems, and facilities.
· Innovation in extended enterprise functions critical to manufacturing, such as quality systems, resource management, supply change integration, and distribution, scheduling and tracking.
4. Environment or societal level technologies that improve workforce abilities, productivity, and manufacturing competitiveness, including:
· Technologies for improved workforce health and safety, such as human factors and ergonomics.
· Technologies that aid and improve workforce manufacturing skill and technical excellence, such as educational systems incorporating improved manufacturing knowledge and instructional methods.
· Technologies that enable integrated and collaborative product and process development, including computer aided and expert systems for design, tolerancing, process and materials selection, life-cycle cost estimation, rapid prototyping, and tooling.
(n) Private information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information that has been provided for specific purposes by an individual and that the individual can reasonably expect will not be made public (for example, a medical record). Private information shall be individually identifiable (i.e., the identity of the subject is or may readily be ascertained by the investigator or associated with the information) in order for obtaining the information to constitute research involving human subjects. (45 CFR 46.102(f)).
(o) Coded. With respect to private information or human biological specimens, coded means that:
1. Identifying information (such as name or social security number) that would enable the investigator to readily ascertain the identity of the individual to whom the private information or specimens pertain has been replaced with a number, letter, symbol or combination thereof (i.e., the code); and

 2. A key to decipher the code exists, enabling linkage of the identifying information with the private information or specimens.

Research that involves only coded private information/data or coded human biological specimens may not constitute human subjects research under the HHS human subjects regulations (45 CFR 46) if:
· The specimens and/or information/data are not obtained from an interaction/ intervention with the subject specifically for the research; and
· The investigator(s) cannot readily ascertain the identity of the individual(s) to whom the coded private information or specimens pertain (e.g., the researcher's access to subject identities is prohibited). 
Individuals who provide coded information or specimens for proposed research and who also collaborate on the research involving such information or specimens are considered to be involved in the conduct of human subjects research. (See the following guidance from the Office for Human Research Protections (OHRP) for additional information and examples: http://www.hhs.gov/ohrp/policy/cdebiol.html ).
(p) Research or Research and Development (R/R&D). Any activity that is:
1. A systematic, intensive study directed toward greater knowledge or understanding of the subject studied;
2. A systematic study directed specifically toward applying new knowledge to meet a recognized need; or
3. A systematic application of knowledge toward the production of useful materials, devices, and systems or methods, including design, development, and improvement of prototypes and new processes to meet specific requirements.
(q) Research Institution. Any organization located in the United States that is:
· A university.
·  A nonprofit institution as defined in Section 4(5) of the Stevenson-Wydler Technology Innovation Act of 1980.
(r) Research Involving Animal Subjects
All research involving live, vertebrate animals shall be conducted in accordance with the Public Health Service Policy on Humane Care and Use of Laboratory Animals (PHS Policy).

In addition, the research involving live vertebrate animals shall be conducted in accordance with the description set forth in the Vertebrate Animal Section (VAS) of the contractor's technical proposal, as modified in the Final Proposal Revision (FPR), which is incorporated by reference.
(s) Research Involving Human Subjects
All research involving human subjects, to include use of human biological specimens and human data, shall comply with the applicable federal and state laws and agency policy/guidelines for human subject protection.

Exemptions.
The six categories of research exempt from the HHS human subject regulations are:
(1) Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as
(i) research on regular and special education instructional strategies, or
(ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
(2) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:
(i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and
(ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.
(3) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this section, if:
(i) the human subjects are elected or appointed public officials or candidates for public office; or
(ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.
(4) Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.
(5) Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine:
(i) Public benefit or service programs;
(ii) procedures for obtaining benefits or services under those programs;
(iii) possible changes in or alternatives to those programs or procedures; or
(iv) possible changes in methods or levels of payment for benefits or services under those programs.
(6) Taste and food quality evaluation and consumer acceptance studies,
(i) if wholesome foods without additives are consumed or
a. (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
(t) Research Involving Recombinant or Synthetic Nucleic Acid Molecules (Including Human Gene Transfer Research) All research projects (both NIH-funded and non-NIH-funded) involving recombinant or synthetic nucleic acid molecules that are conducted at or sponsored by an entity in the U.S. that receives any support for recombinant or synthetic nucleic acid research from NIH shall be conducted in accordance with the NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules (NIH Guidelines) available at: http://oba.od.nih.gov/rdna/nih_guidelines_oba.html.
All NIH-funded projects abroad that include recombinant or synthetic nucleic acid molecules must also comply with the NIH Guidelines.
The NIH Guidelines stipulate biosafety and containment measures for recombinant or synthetic nucleic acid research, which is defined in the NIH Guidelines as research with (1) molecules that a) are constructed by joining nucleic acid molecules and b) can replicate in a living cell, i.e. recombinant nucleic acids, or (2) nucleic acid molecules that are chemically or by other means synthesized or amplified, including those that are chemically or otherwise modified but can base pair with naturally occurring nucleic acid molecules, i.e. synthetic nucleic acids, or (3) molecules that result from the replication of those described in (1) or (2). The NIH Guidelines apply to both basic and clinical research. Specific guidance for the conduct of human gene transfer studies appears in Appendix M of the NIH Guidelines.
Failure to comply with the NIH Guidelines may result in suspension, limitation, or termination of the contract for any work related to recombinant or synthetic nucleic acid research or a requirement for the Contracting Officer to approve any or all recombinant or synthetic nucleic acid molecule projects under this contract. This includes the requirement for the institution to have an Institutional Biosafety Committee (IBC) registered with NIH OBA that complies with the requirements of the NIH Guidelines. Further information about compliance with the NIH Guidelines can be found on the NIH Office of Biotechnology Activities (OBA) website available at: http://oba.od.nih.gov/rdna_ibc/ibc.html.
(u) Significant Difference. For the purposes of NIH Policy, a ‘significant difference’ is a difference that is of clinical or public health importance, based on substantial scientific data. This definition differs from the commonly used ‘statistically significant difference,’ which refers to the event that, for a given set of data, the statistical test for difference between the effects in two groups achieves statistical difference. Statistical difference depends upon the amount of information in the data set. With a very large amount of information, one could find a statistically significant, but clinically small difference that is of very little clinical importance.  Conversely, with less information one could find a large difference of potential importance that is not statistically significant.
1.6 Reporting Matters Involving Fraud, Waste, and Abuse 

Anyone who becomes aware of the existence or apparent 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 website to file a complaint on-line is: http://oig.hhs.gov/fraud/hotline/  and the mailing address is:



US Department of Health and Human Services
Office of Inspector General
ATTN: OIG HOTLINE OPERATIONS 
P.O. Box 23489
Washington, D.C. 20026
 
2. CERTIFICATIONS

2.1 Certification for Offerors that are Majority-Owned by Multiple Capital Operating Companies, Hedge Fund or Private Equity Firms

Each Offeror that is majority-owned by multiple venture capital operating companies, hedge funds, or private equity firms shall register with SBA in the Company Registry Database at www.SBIR.gov and submit a certification with its proposal. See PART 9 for certification document.

2.2 SBIR Funding Agreement Certification

Each Offeror shall register in SBA’s Company Registry Database and submit a pdf document of the registration with its proposal. See PART 9 for certification document.

2.3 Human Subjects Certifications/Assurances/Clearances- If Applicable.

a. Certificate of Completion for Protection of Human Research Participants Education - required prior to award.
b. Federalwide Assurance (FWA) - required to prior to research involving human subjects.
c. Institutional Review Board (IRB) registration - required prior to research with human subjects.

2.4 Animal Assurance and Inter-Institutional Assurance – If Applicable.

a. Animal Welfare Assurance – required prior to award.
b. Inter-Institutional Assurance – required prior to award. An Inter-Institutional Assurance is required when animal work is being performed by a subcontractor.
c. Institutional Animal Care and Use Committee (IACUC) approval – required prior to award.

2.5 SBIR Funding Agreement Certification – Life Cycle Certification

Each offeror is required to certify their eligibility as a Small Business prior to receipt of final payment for the Phase II portion of the contract. Therefore, the Contractor shall certify their eligibility as a small business for the research and development purposes under the SBIR program in their final invoice submission under the contract. The SBIR Funding Agreement form is included as an attachment in PART 9.

3. PROPOSAL PREPERATION INSTRUCTIONS AND REQUIREMENTS

3.1 Introduction

3.1.1 General Information

3.1.1.1 Definitions. As used in this provision-
"Discussions" are negotiations that occur after establishment of the competitive range that may, at the Contracting Officer's discretion, result in the Offeror being allowed to revise its proposal. 

"In writing", "writing", or "written" means any worded or numbered expression that can be read, reproduced, and later communicated, and includes electronically transmitted and stored information. 

"Proposal modification" is a change made to a proposal before the solicitation's closing date and time, or made in response to an amendment, or made to correct a mistake at any time before award. 

"Proposal revision" is a change to a proposal made after the solicitation closing date, at the request of or as allowed by a Contracting Officer as the result of negotiations. 

"Time," if stated as a number of days, is calculated using calendar days, unless otherwise specified, and will include Saturdays, Sundays, and legal holidays. However, if the last day falls on a Saturday, Sunday, or legal holiday, then the period shall include the next working day.

3.1.1.2 Amendments to solicitations. If this solicitation is amended, all terms and conditions that are not amended remain unchanged. 
3.1.1.3 Submission, modification, revision, and withdrawal of proposals.

Unless other methods (e.g., electronic commerce or facsimile) are permitted in the solicitation, proposals and modifications to proposals shall be submitted in paper media in sealed envelopes or packages (i) addressed to the office specified in the solicitation, and (ii) showing the time and date specified for receipt, the solicitation number, and the name and address of the Offeror. Offerors using commercial carriers should ensure that the proposal is marked on the outermost wrapper with the information as specified in PART 6.

1. Offerors are responsible for submitting proposals, and any modifications or revisions, so as to reach the Government office designated in the solicitation by the time specified in the solicitation. The original hardcopy of the proposal will be considered the official document of receipt and will be time stamped upon receipt.  

a. Any proposal, modification, or revision received at the Government office designated in the solicitation after the exact time specified for receipt of offers is "late" and will not be considered unless it is received before award is made, the Contracting Officer determines that accepting the late offer would not unduly delay the acquisition; and—

1. There is acceptable evidence to establish that it was received at the Government installation designated for receipt of offers and was under the Government's control prior to the time set for receipt of offers; or

2. It is the only proposal received.

b. However, a late modification of an otherwise successful proposal that makes its terms more favorable to the Government will be considered at any time it is received and may be accepted.

2. Acceptable evidence to establish the time of receipt at the Government installation includes the time/date stamp of that installation on the proposal wrapper, other documentary evidence of receipt maintained by the installation, or oral testimony or statements of Government personnel. Acceptable evidence to establish the time of receipt at the Government installation includes the time/date stamp of that installation on the proposal wrapper, other documentary evidence of receipt maintained by the installation, or oral testimony or statements of Government personnel.

3.  If an emergency or unanticipated event interrupts normal Government processes so that proposals cannot be received at the office designated for receipt of proposals by the exact time specified in the solicitation, and urgent Government requirements preclude amendment of the solicitation, the time specified for receipt of proposals will be deemed to be extended to the same time of day specified in the solicitation on the first work day on which normal Government processes resume.

4. Proposals may be withdrawn by written notice received at any time before award. Proposals may be withdrawn in person by an Offeror or an authorized representative, if the identity of the person requesting withdrawal is established and the person signs a receipt for the proposal before award.

5. Offerors shall submit proposals in response to this solicitation in English and in U.S. dollars.

6. Offerors may submit modifications to their proposals at any time before the solicitation closing date and time, and may submit modifications in response to an amendment, or to correct a mistake at any time before award.

7. Offerors may submit revised proposals only if requested or allowed by the Contracting Officer.

3.1.1.4 Proposals may be withdrawn at any time before award. Withdrawals are effective upon receipt of notice by the Contracting Officer.

3.1.1.5 Offer expiration date. Proposals in response to this solicitation will be valid for the number of days specified on the solicitation cover sheet (unless a different period is proposed by the Offeror).
1. Restriction on disclosure and use of data.
The proposal submitted in response to this request may contain data (trade secrets; business data (e.g., commercial information, financial information, cost and pricing data); and technical data) which the Offeror, including its prospective subcontractor(s), does not want used or disclosed for any purpose other than for evaluation of the proposal. The use and disclosure of any data may be so restricted; provided, that the Government determines that the data is not required to be disclosed under the Freedom of Information Act, 5 U.S.C. 552, as amended, and the Offeror marks the cover sheet of the proposal with the following statements, specifying the particular portions of the proposal which are to be restricted:

"Unless disclosure is required by the Freedom of Information Act, 5 U.S.C. 552, as amended, (the Act) as determined by Freedom of Information (FOI) officials of the Department of Health and Human Services (HHS), data contained in the portions of this proposal which the Offeror has specifically identified by page number, paragraph, etc. as containing restricted information shall not be used or disclosed except for evaluation purposes. The Offeror acknowledges that HHS may not be able to withhold a record (e.g. data, document, etc.) nor deny access to a record requested pursuant to the Act and that the HHS's FOI officials shall make that determination. The Offeror hereby agrees that the Government is not liable for disclosure if HHS has determined that disclosure is required by the Act. If a contract is awarded to the Offeror as a result of, or in connection with, the submission of this proposal, the Government shall have right to use or disclose the data to the extent provided in the contract.  Proposals not resulting in a contract remain subject to the Act. The Offeror also agrees that the Government is not liable for disclosure or use of unmarked data and may use or disclose the data for any purpose, including the release of the information pursuant to requests under the Act. The data subject to this restriction are contained 
in pages (insert page numbers, paragraph designations, etc. or other identification)."

2.  In addition, the Offeror shall mark each page of data it wishes to restrict with the following statement:

"Use or disclosure of data contained on this page is subject to the restriction on the cover sheet of this proposal or quotation."

3.1.1.6 Offerors are cautioned that proposals submitted with restrictive statements or statements differing in substance from those cited above may not be considered for award. The Government reserves the right to reject any proposal submitted with a nonconforming statement(s).

3.1.1.7 Contract Award
The Government intends to award a contract or contracts resulting from this solicitation to the responsible Offeror(s) whose proposal(s) represents the best value after evaluation in accordance with the factors and subfactors in the solicitation (See PART 4).

1. The Government intends to evaluate proposals and award a contract after conducting discussions with offerors whose proposals have been determined to be within the competitive range. If the Contracting Officer determines that the number of proposals would otherwise be in the competitive range exceeds the number at which an efficient competition can be conducted, the Contracting Officer may limit the number of proposals in the competitive range to the greatest number that will permit an efficient competition among the most highly rated proposals. Therefore, the offeror’s initial proposal should contain the offeror’s best terms from a price and technical standpoint.

2. The Government reserves the right to make multiple awards if, after considering the additional administrative costs, it is in the Government's best interest to do so.

3. Exchanges with Offerors after receipt of a proposal do not constitute a rejection or counteroffer by the Government.

4. The Government may determine that a proposal is unacceptable if the prices proposed are materially unbalanced between line items or sub line items. Unbalanced pricing exists when, despite an acceptable total evaluated price, the price of one or more contract line items is significantly overstated or understated as indicated by the application of cost or price analysis techniques. A proposal may be rejected if the Contracting Officer determines that the lack of balance poses an unacceptable risk to the Government.

5. The Government will perform a cost realism analysis and the cost realism will be considered by the source selection authority in evaluating performance or schedule risk.

3.1.1.8 Prior, Current, or Pending Support of Similar Proposals or Awards
A small business concern may not submit both a contract proposal and a grant application for essentially the same project in response to NIH/CDC solicitations and funding opportunity announcements for the SBIR program.

The only exception would be the submission of a grant application after a contract proposal has been evaluated and is no longer being considered for award. In addition, a firm that receives a Phase I SBIR contract may submit a Phase II grant application.

It is permissible, with proposal notification, to submit identical proposal or proposals containing a significant amount of essentially equivalent work for consideration under another federal program solicitation in addition to one NIH/CDC solicitation or funding opportunity announcement for the SBIR program.

IMPORTANT – It is unlawful to enter into contracts or grants requiring essentially equivalent effort. If there is any question concerning prior, current or pending support of similar proposals or awards, it must be disclosed to the soliciting agency or agencies as early as possible.

3.1.1.9 State and Other Assistance Available
State assistance – Many states have established programs to provide services to those small business firms and individuals wishing to participate in the Federal SBIR/STTR Program. These services vary from state to state. Contact your State STTR Support Office at https://www.sbir.gov/state_services for further information.


3.1.2 NAICS Code and Size Standard
Note:  The Offeror shall use the following information to prepare its Representations and Certifications (See PART 9 of this BAA); specifically in completing the provision entitled, SMALL BUSINESS PROGRAM REPRESENTATION, FAR Clause 52.219-1.

(a) The North American Industry Classification System (NAICS) code for this acquisition is 541711.
(b) The small business size standard is 500 employees.

3.1.3 Type of  Contract and Number of Awards
(a) It is anticipated that multiple awards will be made from this solicitation as specified in Part 8 per SBIR RESEARCH TOPICS and that the awards will be made on/about September 2016.

(b) It is anticipated that the award(s) from this solicitation will be a fully funded, cost-reimbursement, completion type contract with a period of performance of twenty-four months.

(c) FAR 16.301-3 limits use of any contract type, other than firm-fixed price, to a contractor whose accounting system is adequate for determining costs applicable to the contract. To be considered for an award under this solicitation, the Offeror is required to certify, in its Business Proposal, the adequacy of its accounting system. See the paragraph entitled, Adequate Accounting System in PART 3.7 Business Proposal Instructions in this solicitation for additional information about this certification.

3.1.4 Commitment of Public Funds
The Contracting Officer is the only individual who can legally commit the Government to the expenditure of public funds in connection with the proposed procurement. Any other commitment, either explicit or implied, is invalid.

3.1.5 Communications Prior to Contract Award
Offerors shall direct all communications to the attention of the Contract Specialist and Contracting Officer cited on the face page of this solicitation. Communications with other officials may compromise the competitiveness of this acquisition and result in cancellation of the requirement.

3.1.6 Release of Information
Contract selection and award information will be disclosed to Offerors in accordance with regulations applicable to negotiated acquisition. Prompt written notice will be given to unsuccessful Offerors as they are eliminated from the competition, and to all Offerors following award.

3.1.7 Preparation Costs
The Government shall not pay for the preparation and submission of a proposal.

3.1.8 Service of Protest (SEPTEMBER 2006) - FAR 52.233-2
(a)   Protests, as defined in section 33.101 of the Federal Acquisition Regulation, that are filed directly with an agency, and copies of any protests that are filed with the Government Accountability Office (GAO), shall be served on the Contracting Officer (addressed as follows) by obtaining written and dated acknowledgment of receipt from: 

Contracting Officer 
Office of Acquisitions 
National Cancer Institute
9609 Medical Center Drive 
Building 9609, Room 1E560
Rockville, Maryland 20850

(b) A copy of any protest shall be received in the office designated above within one day of filing a protest with the GAO.

(End of Provision)

3.1.9 Contract Type and General Clauses
It is contemplated that cost-reimbursement completion type contracts will be awarded. Any resultant contract shall include the clauses applicable to the selected Offeror's organization and type of contract awarded as required by Public Law, Executive Order, or acquisition regulations in effect at the time of execution of the proposed contract.

3.1.10 Binding and Packaging of Proposal
Send all copies of the proposal in the same package.  Do not use special bindings or covers.  Staple the pages in the upper left corner of each proposal.

3.1.11 Separation of Technical and Business Proposals
The proposal shall be prepared in two parts: a "Technical Proposal" and a "Business Proposal." Each of the parts shall be separate and complete in itself so that evaluation of one may be accomplished independently of, and concurrently with, evaluation of the other. The technical proposal shall include direct cost and resources information, such as labor-hours and categories and applicable rates, materials, subcontracts, travel, etc., and associated costs so that the Offeror's understanding of the project may be evaluated (See PART 9, Attachment entitled, TECHNICAL PROPOSAL COST SUMMARY).  However, the technical proposal should not include pricing data relating to individual salary information, indirect cost rates or amounts, fee amounts (if any), and total costs. The technical proposal should disclose the Offeror’s technical approach in as much detail as possible, including, but not limited to, the requirements of the technical proposal instructions.  See PART 3.6 Technical Proposal and PART 3.7 Business Proposal.

3.1.12 Evaluation of Proposals
The Government will evaluate proposals in accordance with the factors set forth in PART 4-Method of Selection and Evaluation Criteria of this BAA.

3.1.13 Potential Award Without Discussions
The Government reserves the right to award a contract without discussions if the Contracting Officer determines that the initial prices are fair and reasonable and that discussions are not necessary.

3.1.14 Use of the Metric System of Measurement
It is the policy of the Department of Health and Human Services to support the Federal transition to the metric system and to use the metric system of measurement in all procurements, grants, and other business related activities unless such use is impracticable or is likely to cause significant inefficiencies. The Offeror is encouraged to prepare their proposal using either "Hard Metric," "Soft Metric," or "Dual Systems" of measurement. The following definitions are provided for the Offeror’s information: 

Hard Metric - The replacement of a standard inch-pound size with an accepted metric size for a particular purpose. An example of size substitution might be: selling or packaging liquids by the liter instead of by the pint or quart (as for soft drinks), or instead of by the gallon (as for gasoline).

Soft Metric - The result of a mathematical conversion of inch-pound measurements to metric equivalents for a particular purpose. The physical characteristics are not changed. 

Dual Systems - The use of both inch-pound and metric systems. For example, an item is designed, produced, and described in inch-pound values with soft metric values also shown for information or comparison purposes.

3.1.15 Privacy Act – Treatment of Proposal Information
The Privacy Act of 1974 (P.L. 93-579) requires that a Federal agency advise each individual whom it asks to supply information, the authority which authorizes the solicitation, whether disclosure is voluntary or mandatory, the principal purpose or purposes for which the information is intended to be used, the uses outside the agency which may be made of the information, and the effects on the individual, if any, of not providing all or any part of the requested information. 

The NIH is requesting the information called for in this SOLICITATION pursuant to the authority provided by Sec. 301(a)(7) of the Public Health Service Act, as amended, and P.L. 92-218, as amended. 

Providing the information requested is entirely voluntary. The collection of this information is for the purpose of conducting an accurate, fair, and adequate review prior to a discussion as to whether to award a contract. 

Failure to provide any or all of the requested information may result in a less than adequate review.

In addition, the Privacy Act of 1974 (P.L. 93-579, Section 7) requires that the following information be provided when individuals are requested to disclose their social security number. 

Provision of the social security number is voluntary. Social security numbers are requested for the purpose of accurate and efficient identification, referral, review and management of NIH contracting programs. Authority for requesting this information is provided by Section 301 and Title IV of the PHS Act, as amended.

The information provided by the Offeror may be routinely disclosed for the following purposes:

· to the cognizant audit agency and the Government Accountability Office for auditing.

· to the Department of Justice as required for litigation.

· to respond to congressional inquiries.

· to qualified experts, not within the definition of Department employees, for opinions as a part of the review process.

3.1.16 Institutional Responsibility Regarding Investigator Conflicts of Interest
45 CFR Part 94 promotes objectivity in research by establishing standards to ensure there is no reasonable expectation that the design, conduct, or reporting of research to be performed under NIH contracts will be biased by any Investigator financial conflicts of interest. The Institution shall comply with all requirements of 45 CFR Part 94 at: http://www.ecfr.gov/cgi-bin/text-idx?tpl=/ecfrbrowse/Title45/45cfr94_main_02.tpl.

3.1.17 Solicitation Provisions Incorporated by Reference, FAR 52.252-1 (February 1998)
This Solicitation incorporates one or more solicitation provisions 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. The Offeror is cautioned that the listed provisions may include blocks that shall be completed by the Offeror and submitted with its quotation or offer. In lieu of submitting the full text provisions, the Offeror may identify the provision by paragraph identifier and provide the appropriate information with its quotation or offer. Also, the full text of a solicitation provision may be accessed electronically at this address:  http://www.acquisition.gov/far/index.html.

FEDERAL ACQUISITION REGULATION (48 CFR CHAPTER 1):

a. Data Universal Numbering System Number, FAR Provision 52.204-6 (July 2013).

b. Order of Precedence-Uniform Contract Format, FAR Clause 52.215-8, (October 1997).

3.2 Proposal Limitations

SBIR Phase II Technical Proposals shall not exceed a total of 150 single-spaced pages, including all enclosures and attachments.  Pages should be of standard size (8.5" x 11") with a font size of 11 points (or larger) and margins must be no less than ½ inch around exclusive of headers and footers.  Excluded from the page limitation are cover letters, letters from collaborators and consultants, and the Offeror’s Phase I Final Report. 

3.3 Proposal Cover Sheet

Use Attachment 3 SBIR Proposal Cover Sheet found in PART 9 of this Solicitation.

c. Every Offeror is required to provide a copy of its registration information printed from the Company Registry unless the information can be transmitted automatically to the NCI.  Every Offeror shall also include at least the following information on the first page of proposals: 
d. Agency and Solicitation number.
e. Topic Number or Letter.
f. Subtopic Number or Letter.
g. Topic Area.
h. Project Title.
i. Name and complete address of firm.
j. Disclose permission (by statement of checkbox), such as follows, shall be included at the discretion of the funding agency: 

"Will the Offeror permit the Government to disclose the Offeror’s name, address, and telephone number of the corporate official of the Offeror’s concern, if the Offeror’s proposal does not result in award, to appropriate local and state-level economic development organizations that may be interested in contacting the Offeror for further information? Yes ____ No _____"
k. Signature of a company official of the proposing SBC and that individual's typed name, title, address, telephone number, and date of signature.

The proposal shall be signed by an official authorized to bind the Offeror’s organization and shall stipulate that it is predicated upon all the terms and conditions of this solicitation.
l. Signature of Principal Investigator or Project Manager within the proposing SBC and that individual's typed name, title, address, telephone number, email address and date of signature.

m. Legend for proprietary information as described in Part 5, Considerations. It may also be noted by asterisks in the margins on proposal pages.
 
3.4 DATA COLLECTION REQUIREMENT

Each offeror is required to provide financial disclosure information in the SBA database (www.SBIR.gov). The following are examples of the data to be entered into the database:
a. Any business concern or subsidiary established for the commercial application of a product or service for which an SBIR award is made. 

b. Revenue from the sale of new products or services resulting from the research conducted under each Phase II award;

c. Additional investment from any source, other than Phase I or Phase II awards, to further the research and development conducted under each Phase II award. 

d. Update the information in the database for any prior Phase II award received by the SBC.  The SBC may apportion sales or additional investment information relating to more than one Phase II award among those awards, if it notes the apportionment for each award. 

NOTE: Each Phase II awardee is required to update the appropriate information on the award in the database upon completion of the last deliverable under the funding agreement and is requested to voluntarily update the information in the database annually thereafter for a minimum period of 5 years.


3.5 ABSTRACT SUMMARY

Use Attachment 5 Abstract of Research Plan found in PART 9 of this Solicitation.

Offerors shall provide a one-page project summary of the proposed R&D including at least the following:
1. Name and Address of SBC.
2. Name and Title of principal investigator or project manager
3. Agency name, solicitation number, solicitation topic, and subtopic.
4. Title of project.
5. Technical abstract limited to two hundred words.
6. Summary of the anticipated results and implications of the approach and the potential commercial applications of the research.

3.6 TECHNICAL PROPOSAL

A detailed work plan shall be submitted indicating how each aspect of the statement of work is to be accomplished. The Offeror’s technical approach should be in as much detail as the Offeror consider necessary to fully explain the Offeror’s proposed technical approach or method. The technical proposal should reflect a clear understanding of the nature of the work being undertaken. The technical proposal shall include information on how the project is to be organized, staffed, and managed. Information should be provided which will demonstrate the Offerors understanding and management of important events or tasks.

Note to Offerors:  Beginning May 25, 2008, the Offeror shall include the applicable PubMed Central (PMC) or NIH Manuscript Submission reference number when citing publications that arise from its NIH funded research.

3.6.1 Technical Proposal Composition

3.6.1.1 Technical Proposal Cover Sheet
Use Attachment 3, SBIR Proposal Cover Sheet found in PART 9 of this Solicitation.

3.6.1.2 Table of Contents
Include a Table of Contents.  Number all pages of your proposal consecutively.  The header on each page of the technical proposal should contain your company name and topic number.  The header may be included in the one-inch margin.

3.6.1.3 Abstract of Research Plan
Use Attachment 5, Abstract of Research Plan found in PART 9 of this solicitation.  State the broad, long-term objectives and specific aims.  Do not include any proprietary information. Briefly and concisely describe the research design and methods for achieving these goals.

3.6.1.4 Achieved Results of Phase I Effort
In addition to including a copy of the Offeror’s SBIR Phase I Final Report, briefly discuss and summarize the results of the Phase I effort so the reviewers can assess the achievements of the Offeror’s Phase I contract.


3.6.1.5 Technical Discussions

3.6.1.5.1 	Research Plan
Detailed Approach and Methodology - provide an explicitly detailed description of the Phase II approach.  This section should be the major portion of the proposal and shall clearly show advancement in the project appropriate for Phase II.  Indicate not only what is planned, but also show how and where the work will be carried out.  List all Technical Objectives and tasks in a logical sequence to precisely describe what is expected of the contractor in performance of the work.  Tasks should contain detail to: (1) establish parameters for the project; (2) keep the effort focused on meeting the objectives; and (3) describe end products and deliverables including progress reports not otherwise described in PART 5.2 of this solicitation.  Offerors using Human Subjects or Vertebrate Animals in their research should refer to the specific instructions provided in the solicitation.

3.6.1.5.2 	Personnel
List by name, title, department, and organization, the extent of commitment to this Phase II effort, as well as the experience and qualifications of each personnel who will be assigned for direct work on this program. Information is required which will show the composition of the task or work group, its general qualifications, and recent experience with similar equipment or programs. Special mention shall be made of direct technical supervisors and key technical personnel, and the approximate percentage of the total time each will be available for this program. OFFERORS ARE REQUIRED TO ASSURE THAT THE PRINCIPAL INVESTIGATOR, AND ALL OTHER PERSONNEL PROPOSED, SHALL NOT BE COMMITTED ON FEDERAL GRANTS AND CONTRACTS FOR MORE THAN A TOTAL OF 100% OF THEIR TIME. IF THE SITUATION ARISES WHERE IT IS DETERMINED THAT A PROPOSED EMPLOYEE IS COMMITTED FOR MORE THAN 100% OF HIS OR HER TIME, THE GOVERNMENT WILL REQUIRE ACTION ON THE PART OF THE OFFEROR TO CORRECT THE TIME COMMITMENT. Salaries of all personnel shall adhere to the Salary Rate Limitation as stated in PART 3.7.4.8.

a. Single Principal Investigator/Project Director
List the name of the Principal Investigator/Project Director responsible for overall implementation of the contract and key contact for technical aspects of the project. In the event that there are co-investigators proposed, identify the Principal Investigator/Project Director who will be responsible for the overall implementation of any awarded contract. Discuss the qualifications, experience, and accomplishments of the Principal Investigator/Project Director. State the estimated time to be spent on the project, his/her proposed duties, and the areas or phases for which he/she will be responsible.

b. Multiple Principal Investigators
The NIH now provides Offerors the opportunity to propose a multiple Principal Investigator (PI) model on research and development contracts. The multiple PI model is intended to supplement, and not replace, the traditional single PI model. The NIH chose this solicitation as a candidate for the multiple PI model. Ultimately, the decision to submit a proposal using the multiple PI versus single PI is the decision of the investigators and their institutions. The decision should be consistent with and justified by the scientific goals of the project. 

It is essential that organizations consider all aspects of this approach before submitting a proposal. While there are some projects that clearly are appropriate for the multiple PI model, the "fit" of other projects may not be so clear.  Offerors should base the selection of either the single PI or multiple PI option on the research proposed, to ensure optimal facilitation of the science. Projects suitable for the multiple PI model could include as few as two PIs who are jointly responsible for the scientific and technical direction of the project. The multiple PI option is based on the proposed project, not on the number of performance sites or the number of participating institutions. 

Multiple PIs under research contracts shall use the Subcontract Model. In this approach, Offerors submit a single proposal, and a single award is made to the prime contractor. The prime contractor, when appropriate, will award subcontracts to fund the components of the project at the other institutions. The relationship between the contractor and subcontractors shall be designed to support all components of the project. 

To facilitate communication with the NIH, the Offeror shall designate a Contact PI at the time of proposal submission. The Contact PI shall be employed at the prime contractor's organization. The designation of the Contact PI may rotate on an annual basis. However, this rotation is restricted to PIs located at the prime contractor's organization. The Contact PI is responsible for: relaying communications between all of the PIs and the NIH, and coordinating progress reports for the project. Being named Contact PI does not confer any special authority for the project.

3.6.1.5.3	Leadership Plan 
Offerors proposing multiple PIs will need to submit a Leadership Plan as part of the Technical Proposal. The Leadership Plan shall describe the governance and organizational structure of the research project including communication plans, process for making decisions on scientific direction, allocation of resources, publications, intellectual property issues, and procedures for resolving conflicts. The Leadership Plan shall follow the Table of Contents provided below:
a. Rationale

Include a discussion of how the project will be enhanced by the multiple PI approach.

b. Identification of all proposed PIs 

Identify the proposed PIs, their point of contact information and affiliated organizations, and the percentages of time proposed for this project. Identify the Contact PI and plans for rotation of that role, if any.

c. Roles and Responsibilities

Identify both the scientific and administrative roles and responsibilities of all named PIs.

d. Approach to Fiscal and Management Coordination 

Describe how the project will be performed and monitored from a fiscal and management perspective. Discuss organizational administrative coordination and support.

e. Project Direction and Resource Allocation

Address how decisions will be made regarding scientific direction, and, how resources will be allocated and redistributed if needed during performance. Address plans for shared resources such as IT or other shared data considerations. If joint standard operating procedures will be developed, describe this process.

f. Communication and Lines of Authority

Address communication and lines of authority within and among PIs and within and among organizations.

g. Data sharing, Intellectual Property, Publication, and other Proprietary Considerations 

Data sharing plans, intellectual property considerations, publication agreements, and any other proprietary or confidential information sharing should be addressed in this section.

h. Conflict Resolution

Address how conflicts will be avoided, identified, and resolved.
i. Other
Address any other information relative to the leadership approach to Multiple PI projects. 

Offerors submitting single PI proposals do not need to submit a Leadership Plan.

3.6.1.5.4 Other Investigators
List all other investigators/professional personnel who will be participating in the project. Discuss the qualifications, experience, and accomplishments. State the estimated time each will spend on the project, proposed duties on the project, and the areas or phases for which each will be responsible.

3.6.1.5.5 Additional Personnel
List names, titles, and proposed duties of additional personnel, if any, who will be required for full-time employment, or on a subcontract or consultant basis. The technical areas, character, and extent of subcontract or consultant activity will be indicated and the anticipated sources will be specified and qualified. For all proposed personnel who are not currently members of the Offeror's staff, a letter of commitment or other evidence of availability is required. A resume does not meet this requirement. Commitment letters for use of consultants and other personnel to be hired shall include:
· The specific items or expertise they will provide.
· Their availability to the project and the amount of time anticipated.
· Willingness to act as a consultant.
· How rights to publications and patents will be handled.

3.6.1.5.6 Subcontractors and Consultants

Describe in detail any involvement of subcontractors and/or consultants, and provide resumes for all key subcontractor personnel.  Refer to section 1.3 Definition for definition of Senior/Key Personnel. Also, provide a letter from each consultant proposed which includes:  name, rate, the number of hours proposed, and a statement confirming that the rate being proposed is their standard rate charged to all.

3.6.1.5.7 Resumes
Resumes of all key personnel are required.  Each shall indicate educational background, recent experience, specific or technical accomplishments, and a listing of relevant publications. Where vitae are extensive, summaries that focus on the most relevant experience or publications are desired.

3.6.1.5.8 Resources
List/describe all equipment, facilities, and other resources available for this project, including the Offeror's clinical, computer and office facilities/equipment at any other performance site that will be involved in the project. Briefly state their capacities, relative proximity and extent of availability to this effort.  (Any equipment specifically proposed as a cost to the contract shall be justified in this section as well as detailed in the budget. Equipment and products purchased with Government funds shall be American-made to the extent possible in compliance with FAR 25.1 Buy American Act. Title to all equipment will vest in the Government.

3.6.1.5.9 Work Plan
The Offeror shall develop a Statement of Work similar in format to the sample provided in PART 9 of this solicitation entitled “Sample Statement of Work”.  The Statement of Work should detail the Offeror’s approach and methodology.  The plan should indicate what will be done, where it will be done, and how the R&D will be carried out.  Phase II R&D should address the objectives from 3.6.1.5.1 above and the methods planned to achieve each objective or task should be discussed in detail.  It will be incorporated into the final contract document.  For this reason, do not include proprietary information as the contract and all contents therein are subject to the Freedom of Information Act and shall be disclosed should a FOIA request be submitted.
3.6.1.5.10 Commercialization Plan
Create a section entitled, "Commercialization Plan," and provide a description in each of the following areas:

a. Value of the SBIR Project, Expected Outcomes, and Impact.  

Describe, in layperson's terms, the proposed project and its key technology objectives.  Clarify the need addressed, specifying weaknesses in the current approaches to meet this need.  In addition, describe the commercial applications of the research and the innovation inherent in this proposal.  Be sure to also specify the potential societal, educational, and scientific benefits of this work.  Explain the non-commercial impacts to the overall significance of the project.  Explain how the SBIR project integrates with the overall business plan of the company. 

b. Company. 

Give a brief description of the Offeror’s company including corporate objectives, core competencies, present size (annual sales level and number and types of employees), history of previous Federal and non-Federal funding, regulatory experience, and subsequent commercialization, and any current products/services that have significant sales.  Include short description of the origins of the company. Indicate the Offeror’s vision for the future, how the Offeror will grow/maintain a sustainable business entity, and how the Offeror will meet critical management functions as the Offeror’s company evolves from a small technology R&D business to a successful commercial entity. 

c. Market, Customer, and Competition. 

Describe the market and/or market segments the Offeror are targeting and provide a brief profile of the potential customer. Tell what significant advantages the Offeror’s innovation will bring to the market, e.g., better performance, lower cost, more efficient or effective, new capability.  Explain the hurdles the Offeror will have to overcome in order to gain market/customer acceptance of the Offeror’s innovation. Describe any strategic alliances, partnerships, or licensing agreements the Offeror have in place to get FDA approval (if required) and to market and sell the Offeror’s product. Briefly describe the Offeror’s marketing and sales strategy. Give an overview of the current competitive landscape and any potential competitors over the next several years. (It is very important that the Offeror understand and know the competition.) 

d. Intellectual Property (IP) Protection. 

Describe how the Offeror is going to protect the IP that results from the Offeror’s innovation.  Also note other actions the Offeror may consider taking that will constitute at least a temporal barrier to others aiming to provide a solution similar to the Offeror’s. 

e. Finance Plan. 

Describe the necessary financing the Offeror will require, and when it will be required, as well as the Offeror’s plans to raise the requisite financing to launch the Offeror’s innovation into Phase III and begin the revenue stream.  Plans for this financing stage may be demonstrated in one or more of the following ways: Letter of commitment of funding. Letter of intent or evidence of negotiations to provide funding, should the Phase II project be successful and the market need still exist. Letter of support for the project and/or some in-kind commitment, e.g., to test or evaluate the innovation. Specific steps the Offeror are going to take to secure Phase III funding.
f. Production and Marketing Plan. 

Describe how the production of the Offeror’s product/service will occur (e.g., in-house manufacturing, contract manufacturing). Describe the steps the Offeror will take to market and sell the Offeror’s product/service. For example, explain plans for licensing, internet sales, etc.
g. Revenue Stream. 

Explain how the Offeror plan to generate a revenue stream for the Offeror’s company should this project be a success. Examples of revenue stream generation include, but are not limited to: manufacture and direct sales, sales through value added resellers or other distributors, joint venture, licensing, service. Describe how the Offeror’s staffing will change to meet the Offeror’s revenue expectations. Offerors are encouraged to seek commitment(s) of funds and/or resources from an investor or partner organization for commercialization of the product(s) or service(s) resulting from the SBIR contract. The Offeror’s Phase III funding may be from any of a number of different sources including, but not limited to: SBIR firm itself; private investors or "angels"; venture capital firms; investment companies; joint ventures; R&D limited partnerships; strategic alliances; research contracts; sales of prototypes (built as part of this project); public offering; state finance programs; non SBIR-funded R&D or production commitments from Federal agency with the intention that the results will be used by the United States Government; or other industrial firms.
3.6.1.5.11 Other Considerations
	Record and discuss specific factors not included elsewhere which support the Offeror’s proposal. Using 	specifically titled subparagraphs, items may include:
a. Any agreements and/or arrangements with subcontractor(s). Provide as much detail as necessary to explain how the statement of work will be accomplished within this working relationship.

b. Unique arrangements, equipment, etc., which none or very few organizations are likely to have which is advantageous for effective implementation of this project.

c. Equipment and unusual operating procedures established to protect personnel from hazards associated with this project.

d. Other factors the Offeror feel are important and support the Offeror’s proposed research.

e. Recommendations for changing reporting requirements if such changes would be more compatible with the Offeror's proposed schedules.

3.6.1.5.12 Summary of Related Activities
	Use Summary of Related Activities as provided in PART 9 of this solicitation.
3.6.1.5.13 Related R/R&D
	Describe significant R/R&D that is directly related to the proposal including any conducted by the project 	manager/principal investigator or by the proposing SBC.  Describe how it relates to the proposed effort, and any 	planned coordination with outside sources. The Offeror shall persuade reviewers of his or her awareness of key, 	recent R/R&D conducted by others in the specific topic area.
3.6.1.5.14 Relationship with Future R/R&D
	a.  State the anticipated results of the proposed approach if the project is successful (Phase II).

	b.  Discuss the significance of the Phase I effort in providing a foundation for the Phase II R/R&D effort.
3.6.1.5.15 Special Technical Proposal Instructions/Requirements by Topic Number
	Offerors shall comply with any special technical proposal instructions/requirements by Topic Number provided 	in PART 8 of this Solicitation.
3.6.1.5.16 Similar Proposals or Awards
	WARNING-While it is permissible with proposal notification to submit identical proposals or proposals 	containing a significant amount of essentially equivalent work for consideration under numerous Federal 	program solicitations, it is unlawful to enter into funding agreements requiring essentially equivalent work.  If 	there is any question concerning this, it must be disclosed to the soliciting agency or agencies before award.  If 	an applicant elects to submit identical proposals or proposals containing a significant amount of essentially 	equivalent work under the Federal program solicitations, a statement must be included in each such proposal 	indicating:
a. The name and address of the agencies to which proposals were submitted or from which awards were received.
b.  Date of proposal submission or date of award.
c.  Title, number, and date of solicitations under which proposals were submitted or awards received.
d.  The specific applicable research topics for each proposal submitted or award received.
e.  Titles of research projects.
f.  Name and title of principal investigator or project manager for each proposal submitted or award received.

3.6.1.5.17 Prior SBIR Phase II Awards.
	If the SBC has received more than 15 Phase II awards in the prior 5 fiscal years, the SBC must submit in its 	proposal:  name of the awarding agency; date of award; funding agreement number; amount of award; topic or 	subtopic title; follow-on agreement amount; source and date of commitment; and current commercialization 	status for each Phase II award.  (This required proposal information will not be counted toward the proposal page 	limitation).
3.6.1.5.18 Cost Breakdown/Proposed Budget
	Offeror shall submit a completed Technical Proposal Cost Summary, see Attachment 7 in PART 9 of this 	Solicitation.
3.6.1.5.19 Human Subjects
	IMPORTANT NOTE TO OFFERORS: The following subparagraphs shall be addressed, as applicable, in 	a SEPARATE SECTION of the Technical Proposal entitled, "HUMAN SUBJECTS."
a. Human Subjects Decision Chart Reference

http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html

b. Notice to Offerors of Requirements of 45 CFR Part 46, Protection of Human Subjects, HHSAR 352.270-4(a) (January 2006)

1. Copies of the Department of Health and Human Services (HHS) regulations for the protection of human subjects, 45 CFR Part 46, are available from the Office for Human Research Protections (OHRP), Bethesda, Maryland 20892 and at the following URL address: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html The regulations provide a systematic means, based on established ethical principles, to safeguard the rights and welfare of individuals who participate as subjects in research activities supported or conducted by the HHS.

2. The regulations define a human subject as a living individual about whom an investigator (whether professional or student) conducting research obtains data through intervention or interaction with the individual, or identifiable private information. The regulations extend to the use of human organs, tissue, and body fluids from individually identifiable human subjects as well as to graphic, written, or recorded information derived from individually identifiable human subjects. The use of autopsy materials is governed by applicable State and local law and is not directly regulated by 45 CFR Part 46.

3. Activities in which the only involvement of human subjects will be in one or more of the categories set forth in 45 CFR 46.101(b)(1-6) are exempt from coverage.

4. Inappropriate designations of the noninvolvement of human subjects or of exempt categories of research in a project may result in delays in the review of a proposal. The Government's Project Officer will make a final determination of whether the proposed activities are covered by the regulations or are in an exempt category, based on the information provided in the proposal.  In doubtful cases, the Project Officer will consult with OHRP.

5. In accordance with 45 CFR Part 46, prospective Contractors being considered for award shall be required to file with OHRP an acceptable Assurance of Compliance with the regulations, specifying review procedures and assigning responsibilities for the protection of human subjects. The initial and continuing review of a research project by an institutional review board shall assure that:  the rights and welfare of the human subjects involved are adequately protected; the risks to the subjects are reasonable in relation to both the potential benefits, if any, to the subjects and the importance of the knowledge to be gained; and informed consent will be obtained by methods that are adequate and appropriate.  HHS regulations for the protection of human subjects (45 CFR Part 46), information regarding OHRP registration and assurance requirements/processes, and OHRP contact information can be accessed at the OHRP Web site (at http://www.hhs.gov/ohrp/index.html Page 26).).

6. Offerors may consult with OHRP for advice or guidance concerning either regulatory requirements or ethical issues pertaining to research involving human subjects.
		
c. Instructions to Offerors Regarding Protection of Human Subjects

Offerors shall address the following human subjects protections issues if this contract will be for research involving human subjects (note: under each of the following points below, the Offeror should indicate whether the information provided relates to the primary research site, or to a collaborating performance site(s), or to all sites: 

a. Risks to the subjects
· Human Subjects Involvement and Characteristics:
· Describe the proposed involvement of human subjects in response to the solicitation.

· Describe the characteristics of the subject population, including their anticipated number, age range, and health status.

· Identify the criteria for inclusion or exclusion of any subpopulation. Explain the rationale for the involvement of special classes of subjects, such as fetuses, pregnant women, children, prisoners, institutionalized individuals, or others who are likely to be vulnerable populations.

· Sources of Materials:

Identify the sources of research material obtained from individually identifiable living human subjects in the form of specimens, records, or data. Indicate whether the material or data will be obtained specifically for research purposes or whether use will be made of existing specimens, records, or data.

· Potential Risks:
· Describe the potential risks to subjects (physical, psychological, social, legal, or other) and assess their likelihood and seriousness to the subjects.

· Describe alternative treatments and procedures, including the risks and benefits of the alternative treatments and procedures, to participants in the proposed research, where appropriate.

b. Adequacy of Protection Against Risks
· Recruitment and Informed Consent:
· Describe plans for the recruitment of subjects and the procedures for obtaining informed consent. Include a description of the circumstances under which consent will be sought and obtained, who will seek it, the nature of the information to be provided to prospective subjects, and the method of documenting consent. The informed consent document for the Contractor and any collaborating sites should be submitted only if requested elsewhere in the solicitation. Be aware that an IRB-approved informed consent document for the Contractor and any participating collaborative sites shall be provided to the Government prior to patient accrual or participant enrollment.

· Protection Against Risk:
· Describe the procedures for protecting against or minimizing potential risks, including risks to confidentiality, and assess their likely effectiveness.

· Discuss provisions for ensuring necessary medical or professional intervention in the event of adverse effects to the subjects where appropriate.

· In studies that involve interventions, describe the provisions for data and safety monitoring of the research to ensure the safety of subjects.

c. Potential Benefits of the Proposed Research to the Subjects and Others
· Discuss the potential benefits of the research to the subjects and others.

· Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to subjects and others.

· Describe treatments and procedures that are alternatives to those provided to the participants by the proposed research, where appropriate.

d. Importance of the Knowledge to be Gained
· Discuss the importance of the knowledge gained or to be gained as a result of the proposed research.

· Discuss why the risks to subjects are reasonable in relation to the importance of the knowledge that may reasonably be expected to result.

Note: If a test article (investigational new drug, device, or biologic) is involved, name the test article and state whether the 30-day interval between submission of Offeror's certification to the Food and Drug Administration (FDA) and its response has elapsed or has been waived and/or whether the FDA has withheld or restricted use of the test article. 

Collaborating Site(s)

When research involving human subjects will take place at collaborating site(s) or other performance site(s), the Offeror shall provide in this section of its proposal a list of the collaborating sites and their assurance numbers. Further, if the Offeror is awarded a contract, the Offeror shall obtain in writing, and keep on file, an assurance from each site that the previous points have been adequately addressed at a level of attention that is at least as high as that documented at the Offeror’s organization. Site(s) added after an award is made shall also adhere to the above requirements.

d. Required Education in the Protection of Human Research Participants 
NIH policy requires education on the protection of human subject participants for all investigators submitting NIH proposals for contracts for research involving human subjects. This policy announcement is found in the NIH Guide for Grants and Contracts Announcement dated June 5, 2000 at the following website: http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-039.html. Offerors should review the policy announcement prior to submission of their proposals as certification of course completion will be a deliverable of a resultant contract. The following is a summary of the Policy Announcement:

For any solicitation for research involving human subjects, the Offeror shall provide in its technical proposal the following information: (1) a list of the names of the principal investigator and any other individuals proposed under the contract who are responsible for the design and/or conduct of the research; (2) the title of the education program completed(or to be completed prior to the award of the contract) for each named personnel; (3) a one sentence description of the program(s) listed in (2) above. This requirement extends to investigators and all individuals responsible for the design and/or conduct of the research who are working as subcontractors or consultants under the contract.   

Curricula that are readily available and meet the educational requirement include the NIH Office of Extramural Research (OER) on-line tutorial, entitled "Protecting Human Research Participants" at:  http://phrp.nihtraining.com.   This course is also available in Spanish under the title "Protección de los participantes humanos de la investigación" at:   http://pphi.nihtraining.com.  The Offeror may take the tutorials on-line or download the information in PDF form at no cost.  The University of Rochester has made its training program available for individual investigators.  Completion of this program will also satisfy the educational requirement. The University of Rochester manual, entitled, "Protecting Study Volunteers in Research," can be obtained through Centerwatch, Inc. at: http://store.centerwatch.com/c-29-training-guides.aspx.  Certificate of Completion from the online tutorial is required prior to contract award. 

If an institution already has developed educational programs on the protection of research participants, completion of these programs also will satisfy the educational requirement.

In addition, prior to the substitution of the principal investigator or any other individuals responsible for the design and/or conduct of the research under the contract, the Contractor shall provide the contracting officer with the title of the education program and a one sentence description of the program that the replacement has completed.

e. Inclusion of Women and Minorities in Research Involving Human Subjects

It is NIH policy that women and members of minority groups and their sub-populations shall be included in all NIH-supported clinical research projects involving human subjects, unless a clear and compelling rationale and justification establishes to the satisfaction of the relevant Institute/Center Director that inclusion is inappropriate with respect to the health of the subjects or the purpose of the research. The Director, NIH, may determine that exclusion under other circumstances is acceptable, upon the recommendation of an Institute/Center Director, based on a compelling rationale and justification. Cost is not an acceptable reason for exclusion except when the study would duplicate data from other sources. Women of childbearing potential should not be routinely excluded from participation in clinical research. This policy results from the NIH Revitalization Act of 1993(Section 492B of Public Law 103-43), and applies to research subjects of all ages.  All investigators proposing research involving human subjects should read the UPDATED"NIH Policy and Guidelines on the Inclusion of Women and Minorities as Subjects in Clinical Research, Amended October 2001," published in the NIH Guide for Grants and Contracts on October 9, 2001 at the following website:

http://grants.nih.gov/grants/funding/women_min/guidelines_amended_10_2001.htm

These guidelines contain a definition of clinical research adopted in June 2001, as:"(1) Patient-oriented research. Research conducted with human subjects (or on material of human origin such as tissues, specimens and cognitive phenomena) for which an investigator (or colleague) directly interacts with human subjects. Excluded from this definition are in vitro studies that utilize human tissues that cannot be linked to a living individual. Patient-oriented research includes (a) mechanisms of human disease, (b)therapeutic interventions, (c) clinical trials, and (d) development of new technologies; (2)Epidemiologic and behavioral studies; and (3) Outcomes research and health services research."

Information Required for ALL Clinical Research Proposals

This solicitation contains a review criterion addressing the adequacy of: (1) the Offeror's plans for inclusion of women and minorities in the research proposed; or (2) the Offeror's justification(s) for exclusion of one or both groups from the research proposed. Provide information on the composition of the proposed study population in terms of sex/gender and racial/ethnic groups and provide a rationale for selection of such subjects in response to the requirements of the solicitation. The description may include (but is not limited to) information on the population characteristics of the disease or condition being studied in the planned research, and/or described in the statement of work, national and local demography, knowledge of the racial/ethnic/cultural characteristics of the population, prior experience and collaborations in recruitment and retention of the populations and subpopulations to be studied, and the plans, arrangements and letters of commitment from relevant community groups and organizations for the planned research. 

The proposal shall include the following information:

· A description of the subject selection criteria
The proposed dates of enrollment (beginning and end)

· A description of the proposed outreach programs for recruiting women and minorities as subjects

· A compelling rationale for proposed exclusion of any sex/gender or racial/ethnic group

· The proposed sample composition using the "Planned Enrollment Report, PHS 398/2590"(see PART 9, Submission Forms and Certifications)
	
NOTE 1: For all proposals, use the ethnic and racial categories and complete the "Planned Enrollment Report" in accordance with the Office of Management and Budget (OMB) Directive No. 15, which may be found at: http://www.whitehouse.gov/omb/fedreg_notice_15.

Standards for Collecting Data. When the Offeror, as a contractor, is planning data collection items on race and ethnicity, the Offeror shall use, at a minimum, the categories identified in OMB Directive No. 15. The collection of greater detail is encouraged.  However, the Offeror should design any additional, more detailed items so that they can be aggregated into these required categories.  Self-reporting or self-identification using two separate questions is the preferred method for collecting data on race and ethnicity.  When the Offeror collects race and ethnicity separately, the Offeror shall collect ethnicity first. The Offeror shall offer respondents the option of selecting one or more racial designations. When the Offeror collects data on race and ethnicity separately, the Offeror shall also make provisions to report the number of respondents in each racial category who are Hispanic or Latino.  In the event that the Offeror presents aggregate data, the Offeror shall provide the number of respondents who selected only one category, for each of the five racial categories. If the Offeror collapses data on multiple responses, the Offeror shall make available at a minimum, the total number of respondents reporting "more than one race." Federal agencies shall not present data on detailed categories if doing so would compromise data quality or confidentiality standards. 

In addition to the above requirements, solicitations for NIH defined Phase III clinical trials require that: a) all proposals and/or protocols provide a description of plans to conduct analyses, as appropriate, to detect significant differences in intervention effect (see NIH Guide: http://grants.nih.gov/grants/funding/women_min/guidelines_amended_10_2001.htm, Definitions - Significant Difference *The definition of an " NIH-Defined Phase III clinical trial" can also be found at this website.) by sex/gender, racial/ethnic groups, and relevant subpopulations, if applicable; and    b) all contractors to report annually cumulative subject accrual, and progress in conducting analyses for sex/gender and race/ethnicity differences.  Offerors may obtain copies of the Updated Guidelines from the sources above or from the contact person listed in the solicitation. 

Also, the proposal shall include one of the following plans:

· Plans to conduct valid analysis to detect significant differences in intervention effect among sex/gender and/or racial/ethnic subgroups when prior studies strongly support these significant differences among subgroups, 

OR

· Plans to include and analyze sex/gender and/or racial/ethnic subgroups when prior studies strongly support no significant differences in intervention effect between subgroups,

OR 

· Plans to conduct valid analyses of the intervention effect in sex/gender and/or racial/ethnic subgroups (without requiring high statistical power for each subgroup) when the prior studies neither support nor negate significant differences in intervention effect between subgroups.

Offerors shall use the form entitled, "Planned Enrollment Report," when preparing the response to the solicitation requirements for inclusion of women and minorities (See PART 9 Submission Forms and Certifications).

Unless otherwise specified in this solicitation, the Government has determined that the work required by this solicitation does not involve a sex/gender specific study or a single or limited number of minority population groups. Therefore, the NIH believes that the inclusion of women and minority populations is appropriate for this project. (See PART 4 of this announcement for more information about evaluation factors for award.) 

Use the form entitled, "Cumulative Inclusion Enrollment Report," for reporting in the resultant contract.

f. Inclusion of Children in Research Involving Human Subjects
It is NIH policy that children (defined below) shall be included in all human subjects research, including, but not limited to, clinical trials, conducted under a contract funded by the NIH, unless there are clear and compelling reasons not to include them. (See examples of Justifications for Exclusion of Children below). For the purposes of this policy, contracts involving human subjects include categories that would otherwise be exempt from the DHHS Policy for Protection of Human Research Subjects (sections 101(b) and401(b) of 45 CFR 46), such as surveys, evaluation of educational interventions, and studies of existing data or specimens that should include children as participants. This policy applies to both domestic and foreign research contracts and can be found at the following URL address:  https://grants.nih.gov/grants/funding/children/children.htm.


For purposes of this policy, a child is defined as an individual under the age of 21 years. 

All Offerors proposing research involving human subjects should read the "NIH Policy and Guidelines on the Inclusion of Children as Participants in Research Involving Human Subjects" which was published in the NIH Guide for Grants and Contracts on March 6, 1998 and is available at the following URL address:   http://grants.nih.gov/grants/guide/notice-files/not98-024.html.  Offerors also may obtain copies from the contact person listed in the solicitation. 

Inclusion of children as participants in research shall be in compliance with all applicable subparts of 45 CFR 46 as well as other pertinent laws and regulations whether or not such research is otherwise exempted from 45 CFR 46. Therefore, any proposals shall include a description of plans for including children, unless the Offeror presents clear and convincing justification for exclusion. The "Human Subjects" section of the Offeror’s technical proposal should provide either a description of the plans to include children and a rationale for selecting or excluding a specific age range of child, or an explanation of the reason(s) for excluding children as participants in the research. This solicitation contains a review criterion addressing the adequacy of: (1) the plans for including children as appropriate for the scientific goals of the research; and/or (2) the justification of exclusion of children or exclusion of a specific age range of children. 

When children are included, the plan also shall include a description of: (1) the expertise of the investigative team for dealing with children at the ages included; (2) the appropriateness of the available facilities to accommodate the children; and, (3) the inclusion of a sufficient number of children to contribute to a meaningful analysis relative to the purpose/objective of the solicitation. 


Justifications for Exclusion of Children 

· It is expected that children will be included in all research involving human subjects unless one or more of the following exclusionary circumstances can be fully justified: The objective of the solicitation is not relevant to children.

· There are laws or regulations barring the inclusion of children in the research to be conducted under the solicitation.
· The knowledge being sought in the research is already available for children or will be obtained from another ongoing study, and an additional study will be redundant. The Offeror should provide documentation of other studies justifying the exclusion.
· A separate, age-specific study in children is warranted and preferable. Examples include:
· The relative rarity of the condition in children, as compared with adults (in that extraordinary effort would be needed to include children); or

· The number of children is limited because the majority are already accessed by a nationwide pediatric disease research network; or

· Issues of study design preclude direct applicability of hypotheses and/or interventions to both adults and children (including different cognitive, developmental, or disease stages of different age-related metabolic processes); or

· Insufficient data are available in adults to judge potential risk in children (in which case one of the research objectives could be to obtain sufficient adult data to make this judgment). While children usually should not be the initial group to be involved in research studies, in some instances, the nature and seriousness of the illness may warrant their participation earlier based on careful risk and benefit analysis; or

· Study designs aimed at collecting additional data on pre-enrolled adult study subjects (e.g., longitudinal follow-up studies that did not include data on children);

· Other special cases justified by the Offeror and found acceptable to the review group and the Institute Director.

Definition of a Child

For the purpose of this solicitation, a child is defined as an individual under the age of 21 years. The definition of child described above will pertain to this solicitation (notwithstanding the FDA definition of a child as an individual from infancy to 16 years of age, and varying definitions employed by some states). Generally, State laws define what constitutes a "child," and such definitions dictate whether or not a person can legally consent to participate in a research study. However, State laws vary, and many do not address when a child can consent to participate in research. Federal Regulations (45 CFR 46, subpart D, Sec.401-409) address DHHS protections for children who participate in research, and rely on State definitions of "child" for consent purposes. Consequently, the children included in this policy (persons under the age of 21) may differ in the age at which their own consent is required and sufficient to participate in research under State law. For example, some states consider a personage 18 to be an adult and therefore one who can provide consent without parental permission.

g. Research Involving Prisoners as Subjects

a. HHS Regulations at 45 CFR Part 46, Subpart C provide additional protections pertaining to biomedical and behavioral research involving prisoners or those individuals who, during the period of the contract become prisoners, as subjects. These regulations also set forth the duties of the Institutional Review Board (IRB) where prisoners are involved in their search. HHS funded research involving prisoners as subjects may not proceed until the Office for Human Research Protections (OHRP) issues approval, in writing, as required by 45 CFR 46.306(a)(2). In addition, OHRP Guidance on the Involvement of Prisoners in Research may be found at: http://www.hhs.gov/ohrp/policy/prisoner.html. 

b. HHS Waiver for Epidemiological Research Involving Prisoners as Subjects

On June 20, 2003 the Secretary of HHS waived the applicability of certain provisions of Subpart C of 45 CFR Part 46, (Additional DHHS Protections Pertaining to Biomedical and Behavioral Research Involving Prisoners as Subjects) to specific types of epidemiological research involving prisoners as subjects. 

The applicability of 45 CFR 46.305(a)(1) and 46.306(a)(2) for certain epidemiological research conducted or funded by DHHS is waived when:
1. The sole purposes are:
· to describe the prevalence or incidence of a disease by identifying all cases, or

· to study potential risk factor associations for a disease, and

2. The Institution responsible for the conduct of the research certifies to the OHRP that the Institutional Review Board (IRB) approved the research and fulfilled its duties under 45 CFR 46.305(a)(2 7) and determined and documented that:
· the research presents no more than minimal risk, and

· no more than inconvenience to the prisoner subjects, and

· prisoners are not a particular focus of the research.  For more information about this Waiver see http://www.gpo.gov/fdsys/pkg/FR-2003-06-20/html/03-15580.htm

h. Research Involving Human Fetal Tissue
Human Fetal Tissue means tissue or cells obtained from a dead human fetus, including human embryonic stem cells, human pluripotent stem cells and human embryonic germ cells.

The governing federal statute is the Public Health Service Act, 42 U.S.C. 289g 1 and 289g2. Implementing regulations and guidance for conducting research on human fetal tissue may be found at 45 CFR 46, Subpart B and http://grants1.nih.gov/grants/guide/notice-files/not93-235.html and any subsequent revisions to this NIH Guide to Grants and Contracts ("Guide") Notice.

By signing the face page of the proposal, the Offeror (authorized institutional official) certifies that researchers using human fetal tissue are in compliance with 42 USC 289g2. This statute specifically prohibits any person from knowingly acquiring, receiving, or transferring any human fetal tissue for valuable consideration. "Valuable consideration" is a concept similar to profit, and does not include reasonable payment for costs associated with the collection processing, preservation, storage, quality control or transportation of these tissues. 

Research involving the transplantation of human fetal tissue shall be conducted in accordance with applicable Federal, State and local law.
i. Human Embryonic Germ Cell (HEGC) Research
a. Guidelines.

Research use of human embryonic germ cells derived from fetal tissue with Federal funds requires review of compliance with the NIH Guidelines for Research Using Human Pluripotent Stem Cells (http://stemcells.nih.gov/policy/guidelines.asp (only the information regarding human embryonic germ cells is relevant). Embryonic germ cells are pluripotent stem cells derived from human embryos. See NIH Guide for Grants and Contracts Notice NOT OD 02 049, requiring that Offerors/contractors submit certain documents to the Human Pluripotent Stem Cell Review Group(HPSCRG), which will be reviewed in a public meeting. Research using human embryonic germ cells may not be performed prior to approval by the HPSCRG. 

All Offerors should read the "NIH Guidelines  http://stemcells.nih.gov/policy/guidelines.asp
if they either: (1) propose to respond to the Statement of Work requirements by conducting research that uses human embryonic germ cells or, (2)are responding to a Statement of Work that requires the use of human embryonic germ cells. 

Offerors may obtain copies of these Guidelines from the website above or from the contact person listed in this solicitation. 

b. Procedure for Review by Human Pluripotent Stem Cell Review Group (HPSCRG)

If, in response to the solicitation, the Offeror proposes to use human embryonic germ cells, it shall submit, as a separate attachment to its proposal, an original and two copies of the documentation and assurances that address the areas covered in the "Procedures for Submission of Compliance Documents to the Human Pluripotent Stem Cell Review Group (HPSCRG) for the Research Use of Human Embryonic Germ Cells" at:
( http://grants2.nih.gov/grants/guide/notice-files/NOT-OD-02-049.html).
Prior to any award made under this solicitation, the documentation and assurances will be subject to review by the HPSCRG, which meets in a public meeting. No research involving the use of human embryonic germ cells may begin prior to HPSCRG approval. 


Offerors are encouraged to review issues pertaining to informed consent processes described in Section II.B.2.b of the NIH Guidelines. Offerors should also review the March 19, 2002, DHHS Office of Human Research Protection's document titled" Guidance for Investigators and Institutional Review Boards Regarding Research Involving Human Embryonic Stem Cells, Germ Cells, and Stem Cell Derived Test Articles," at
( http://stemcells.nih.gov/StaticResources/news/newsArchives/stemcell.pdf ).

j. Human Embryonic Stem Cell (hESC) Research
On March 9, 2009, the President issued Executive Order (EO) 13505: Removing Barriers to Responsible Scientific Research Involving Human Stem Cells.  The NIH has published Guidelines on Human Stem Cell Research at: http://stemcells.nih.gov/policy/pages/2009guidelines.aspx.  The Guidelines implement EO 13505 with regard to extramural NIH-funded stem cell research, establish policy and procedure under which the NIH will fund such research, and help ensure that NIH-funded research in this area is ethically responsible, scientifically worthy, and conducted in accordance with applicable law.  Specific eligibility requirements for NIH funding of hESCs are included in Section II, Eligibility of Human Embryonic Stem Cells for Research with NIH Funding.  Ineligible sources and uses of hESCs are addressed in Section IV, Research Using hESCs and/or Human Induced Pluripotent Stem Cells That, Although the Cells May Come from Eligible Sources, is Nevertheless Ineligible for NIH Funding, and Section V, Other Research Not Eligible for NIH Funding.

To facilitate research using human embryonic stem cells, the NIH has established a Human Embryonic Stem Cell Registry ("the NIH Registry") that lists the human embryonic stem cells that are currently eligible for use in NIH-funded research.  This registry is available at: http://stemcells.nih.gov/research/registry/.  Proposed human embryonic stem cell line(s) shall be on the NIH Registry at the time of proposal submission.  Any possible changes to the proposed cell line shall be discussed in the proposal.  Offerors wishing to have Human Embryonic Stem Cell Lines added to the NIH Human Embryonic Stem Cell Registry shall submit the request on Form NIH 2890 through the following website: http://hescregapp.od.nih.gov/NIH_Form_2890_Login.htm.

Research involving the derivation of new stem cells from human embryos or the use of human embryonic stem cells that are not listed on the NIH Registry may not be conducted with Federal funding. 

k. Data and Safety Monitoring in Clinical Trials
All Offerors are directed to the full text of the NIH Policies regarding Data and Safety Monitoring and Reporting of Adverse Events that are found in the NIH Guide for Grants and Contracts Announcements at 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

All Offerors receiving an award under this solicitation shall comply with the NIH Policy cited in these NIH Announcements and any other data and safety monitoring requirements found elsewhere in this solicitation.

The following is a brief summary of the Data and Safety Monitoring and Adverse Event Reporting Requirements: 

Data and Safety Monitoring is required for every clinical trial. Monitoring shall be performed on a regular basis and the conclusions of the monitoring reported to the Contracting Officer's Representative (COR).

The type of data and safety monitoring required will vary based on the type of clinical trial and the potential risks, complexity and nature of the trial. A plan for data and safety monitoring is required for all clinical trials. A general description of a monitoring plan establishes the overall framework for data and safety monitoring. It should describe the entity that will be responsible for the monitoring, and the policies and procedures for adverse event reporting. Phase III clinical trials generally require the establishment of a Data Safety Monitoring Board (DSMB). The establishment of a DSMB is optional for Phase I and Phase II clinical trials. 

The DSMB/Plan is established at the time the protocol is developed and shall be approved by both the Institutional Review Board (IRB) and the Government and in place before the trial begins. If the protocol will be developed under the contract awarded from this solicitation, a general description of the data and safety monitoring plan shall be submitted as part of the proposal and will be reviewed by the scientific review group (Technical Evaluation Panel, (TEP)) convened to evaluate the proposal. If the protocol is developed and is included as part of the submitted proposal, a complete and specific data and safety monitoring plan shall be submitted as part of the proposal.

Monitoring Plans, at a minimum, shall include the prompt reporting of adverse events to the IRB, the NIH Office of Biotechnology Activities (OBA), and the Food and Drug Administration (FDA). Also, in the plan the Offeror should describe the frequency of reporting of the conclusions of the monitoring activities. The overall elements of each plan may vary depending on the size and complexity of the trial. The NIH Policy for Data and Safety Monitoring at http://grants.nih.gov/grants/guide/notice-files/not98-084.html describes examples of monitoring activities to be considered. 

The frequency of monitoring will depend upon potential risks, complexity, and the nature of the trial; therefore a number of options for monitoring trials are available. These can include, but are not limited to, monitoring by a:
· Principal Investigator (required)
· Independent individual /Safety Officer

· Designated medical monitor

· Internal Committee or Board with explicit guidelines

· Data and Safety Monitoring Board (DSMB - required for multisite trials)

· Institutional Review Board (IRB - required)

For multi-site Phase I and Phase II trials, a central reporting entity that will be responsible for preparing timely summary reports of adverse events for distribution among sites and IRBs should be considered. 

Organizations with a large number of clinical trials may develop standard monitoring plans for Phase I and Phase II trials. In this case, such organizations may include the IRB-approved monitoring plan as part of the proposal submission.

l. Registration of and Results Reporting for Applicable Clinical Trials in ClinicalTrials.gov

The Food and Drug Administration Amendments Act of 2007(FDAAA) at:  http://www.fda.gov/RegulatoryInformation/Legislation/SignificantAmendmentstotheFDCAct/FoodandDrugAdministrationAmendmentsActof2007/default.htm,  Title VIII, expands the National Institutes of Health's (NIH's) clinical trials registry and results database known as ClinicalTrials.gov (http://www.clinicaltrials.gov/) and imposes new requirements that apply to certain applicable clinical trials, including those supported in whole or in part by NIH funds.  FDAAA requires:
a. The registration of certain "applicable clinical trials" in ClinicalTrials.gov no later than 21 days after the first subject is enrolled; and 

b. The reporting of summary results information (including adverse events) no later than1 year after the completion date for registered applicable clinical trials involving drugs that are approved under section 505 of the Food, Drug and Cosmetic Act (FDCA) or licensed under section 351 of the PHS Act, biologics, or of devices that are cleared under section 510k of FDCA.

The resultant contract will support one or more applicable clinical trial subject to FDAAA.

The "responsible party" is the entity responsible for registering and reporting trial results inClinicalTrials.gov.
· Where the Contractor is the IND/IDE holder, the Contractor will be considered the Sponsor, therefore the "Responsible Party."

· Where there is no IND/IDE holder or where the Government is the IND/IDE holder, the Government will generally be considered the "Sponsor" and may designate the contractor's Principal Investigator (PI) as the "Responsible Party."

· For Multi-Center trials where there is no IND/IDE holder or where the Government is the IND/IDE holder, the "Responsible Party" will be designated at one site (generally the lead clinical site) and all other sites will be responsible for providing necessary data to the "Responsible Party" for reporting in the database.

Additional information is available at http://prsinfo.clinicaltrials.gov. 
3.6.1.5.20 Care of Live Vertebrate Animals
The following notice is applicable when contract performance is expected to involve care of live vertebrate animals:

Notice to Offerors of Requirement for Compliance with the Public Health Service Policy on Humane Care and Use of Laboratory Animals, HHSAR 352.270-5(a) (January 2006)

The Public Health Service (PHS) Policy on Humane Care and Use of Laboratory Animals (PHS Policy) establishes a number of requirements for research activities involving animals.  Before award may be made to an offeror organization, the organization shall file, with the Office of Laboratory Animal Welfare (OLAW), National Institutes of Health (NIH), a written Animal Welfare Assurance (Assurance) which commits the organization to comply with the provisions of the PHS Policy, the Animal Welfare Act, and the Guide for the Care and Use of Laboratory Animals (National Academy Press, Washington, DC).  In accordance with the PHS Policy, offeror organizations shall establish an Institutional Animal Care & Use Committee (IACUC), qualified through the experience and expertise of its members, to oversee the institution's animal program, facilities and procedures. Offeror organizations are required to provide verification of IACUC approval prior to release of an award involving live vertebrate animals.  No award involving the use of animals shall be made unless OLAW approves the Assurance and verification of IACUC approval for the proposed animal activities has been provided to the Contracting Officer.  Prior to award, the Contracting Officer will notify Contractor(s) selected for projects that involve live vertebrate animals that an Assurance and verification of IACUC approval are required.  The Contracting Officer will request that OLAW negotiate an acceptable Assurance with those Contractor(s) and request verification of IACUC approval.  For further information contact OLAW, at NIH, 6705 Rockledge Drive, RKL1, Suite 360,MSC 7982 Bethesda, Maryland 20892-7982 (E-mail:  olaw@od.nih.gov; Phone:  301-496-7163).

(End of Provision)

The PHS Policy is available on the internet at: http://www.grants.nih.gov/grants/olaw/olaw.htm.
3.6.1.5.21 Research Involving Live Vertebrate Animals
It is intended that live vertebrate animals will be used during performance of this contract.  The Public Health Service (PHS) Policy on Humane Care and Use of Laboratory Animals (authority derived from the Health Research Extension Act of 1985) specifies that certain information is required from Offerors in contract proposals submitted to the NIH that will use live vertebrate animals.

The following five points shall be addressed in a separate section of the Technical Proposal titled “Vertebrate Animal Section” (VAS):
1. Detailed description of the proposed use of the animals, including species, strains, ages, sex and number to be used.
2. Justification for the use of animals, choice of species, and numbers to be used.
3. Information on the veterinary care of the animals.
4. Description of procedures for minimizing discomfort, distress, pain and injury.
5. Method of euthanasia and the reasons for the selection.
A concise (no more than 1-2 pages), complete description addressing these five points shall be provided. The description shall be cohesive and include sufficient information to allow evaluation by reviewers and NIH staff. For more discussion regarding the five points in the VAS, see NIH Guide Notice NOT-OD-10-049 at:  http://grants.nih.gov/grants/guide/notice-files/NOT-OD-10-049.html.

If a subcontract is proposed, an InterInstitutional Agreement shall be established with the Office of Laboratory Animal Welfare (OLAW) prior to award.

The Contract Proposal VAS Worksheet is provided as an Attachment in PART 9 of this solicitation to assist in the preparation of the VAS as part of the Technical Proposal.  It can be accessed at: http://grants.nih.gov/grants/olaw/VAScontracts.pdf.

3.6.1.5.22 Obtaining and Disseminating Biomedical Research Resources
As a public sponsor of biomedical research, the National Institutes of Health (NIH) has a dual interest in accelerating scientific discovery and facilitating product development. Intellectual property restrictions can stifle the broad dissemination of new discoveries and limit future avenues of research and product development. At the same time, reasonable restrictions on the dissemination of research tools are sometimes necessary to protect legitimate proprietary interests and to preserve incentives for commercial development. To assist NIH contractors achieve an appropriate balance, the NIH has provided guidance in the form of a two-part document, consisting of Principles setting forth the fundamental concepts and Guidelines that provide specific information to patent and license professionals and sponsored research administrators for implementation.

The purpose of these Principles and Guidelines is to assist NIH funding recipients in determining: 1) Reasonable terms and conditions for making NIH-funded research resources available to scientists in other institutions in the public and private sectors (disseminating research tools); and 2) Restrictions to accept as a condition of receiving access to research tools for use in NIH-funded research (acquiring research tools). The intent is to help recipients ensure that the conditions they impose and accept on the transfer of research tools will facilitate further biomedical research, consistent with the requirements of the Bayh-Dole Act and NIH funding policy.

This policy, entitled, "SHARING BIOMEDICAL RESEARCH RESOURCES: Principles and Guidelines for Recipients of NIH Research Grants and Policy," (Federal Register Notice, December 23, 1999[64 FR 72090] will be included in any contract awarded from this solicitation.  It can be found at the following website:

http://www.gpo.gov/fdsys/pkg/FR-1999-12-23/pdf/99-33292.pdf
a. Sharing Research Data

The NIH endorses the sharing of final research data to expedite the translation of research results into knowledge, products, and procedures to improve human health. This contract is expected to generate research data. Therefore, the Offeror shall submit a plan in its technical proposal for data sharing or state why data sharing is not possible. If data sharing is limited, the Offeror should explain such limitations in its data sharing plan. NIH's data sharing policy may be found at the following website:   
        
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-03-032.html 

b. Sharing of Model Organisms for Biomedical Research
The NIH Research Tools Policy (http://www.gpo.gov/fdsys/pkg/FR-1999-12-23/pdf/99-33292.pdf) also referred to as NIH Principles and Guidelines for Sharing of Biomedical Resources: Final Notice, December 1999, supports the concept of timely sharing and distribution of research resources. In accordance with NIH Guide Notice NOT-OD-04-042 at:( http://grants.nih.gov/grants/guide/notice-files/NOT-OD-04-042.html), dated May 7, 2004,and the September 10, 2004 extension of this policy NOT-OD-04-066 at:( http://grants.nih.gov/grants/guide/notice-files/NOT-OD-04-066.html ),the NIH provides further sharing guidance with particular attention on model organisms for biomedical research. Such organisms include, but are not limited to: mammalian models such as the mouse and rat, and non-mammalian models, such as budding yeast, social amoebae, round worm, fruit fly, zebra fish, and frog. Research resources to be shared include genetically modified or mutant organisms, sperm, embryos, protocols for genetic and phenotypic screens, mutagenesis protocols, and genetic and phenotypic data for all mutant strains. 

Offerors shall include in their technical proposal a description of a specific plan for sharing and distributing unique model organism research resources generated using NIH funding so that other researchers can benefit from these resources, OR provide appropriate reasons why such sharing is restricted or not possible. A reasonable time frame for periodic disposition of material and associated data shall be specified in the proposal. In addition, the plan shall address if, or how, Offerors will exercise their intellectual property rights while making model organisms and research resources available to the broader scientific community. At a minimum, the plan should address the following: 

· Will material transfers be made with no more restrictive terms than in a Simple Letter Agreement (SLA) at: http://www.ott.nih.gov/mta-policy; for the transfer of materials or the Uniform Biological Material Transfer Agreement (UBMTA) https://www.autm.net/

· How will inappropriate "reach-through" requirements (as discussed in the NIH Research Tools Policy) on materials transferred be discussed? 

· How will technologies remain widely available and accessible to the research community, for example, if any intellectual property rights arise for which a patent application may be filed? 

Offerors may request funds in their cost proposal to defray reasonable costs associated with sharing materials or data or transfer of model organisms and associated data to appropriate repositories.
3.7 BUSINESS PROPOSAL

3.7.1 Required Certifications

3.7.1.1 The Offeror shall submit a certification at the time of award, and at any other time set forth in SBA's regulations at 13 CFR 121.701-121.705.  The certification will require the Offeror to state that it meets the size, ownership and other requirements of the SBIR Program at the time of award of the funding agreement.

3.7.1.2 The SBIR awardee shall also submit certifications during funding agreement life cycle.  A Phase II funding agreement shall state that the awardee shall submit a new certification as to whether it qualifies as a SBC and that is in compliance with specific SBIR Program requirements prior to receiving more than 50% of the total award amount and prior to final payment or disbursement.

3.7.1.3 Agencies may require additional certifications at other points in time during the life cycle of the funding agreement, such as at the time of each payment or disbursement.

Each Offeror that is majority-owned by multiple venture capital operating companies, hedge funds, or private equity firms shall register with SBA in the Company Registry Database atwww.SBIR.gov and submit a certification with its SBIR proposal to the SBIR agency (see PART 9-Submission Forms and Certifications of this solicitation for the certification documents). 
Lifecycle Certifications 

In addition to the standard federal procurement certifications, the SBA SBIR/STTR Policy Directive requires the collection of certain information from firms at time of award and during the award life cycle.  Please go to the NIH SBIR/STTR Forms Website at: http://grants.nih.gov/grants/forms.htm to access the forms required to be submitted during the award lifecycle. At a minimum, the Lifecycle certifications are required prior to receiving 50% of the total award amount, and prior to final payment on the Phase II award. These certifications will be identified as contract deliverables and incorporated into the contract delivery schedule.

3.7.2 Basic Cost/Price Information
The business proposal shall contain sufficient information to allow the Government to perform a basic analysis of the proposed cost or price of the work. This information shall include the amounts of the basic elements of the proposed cost or price. These elements will include, as applicable, direct labor, fringe benefits, travel, materials, subcontracts, purchased parts, shipping, indirect costs and rate, fee, and profit.

3.7.3 Proposal Cover Sheet
The Offeror shall complete the Form NIH-2043, with particular attention to the length of time the proposal is firm and the designation of those personnel authorized to conduct negotiations. (See PART 9, Attachment 13 entitled, NIH Form 2043, PROPOSAL SUMMARY AND DATA RECORD.

3.7.4 Certified Cost or Pricing Data

1. General Instructions

a. The Offeror shall provide the following information on the first page of the Offeror’s pricing proposal:
1. Solicitation, contract, and/or modification number;
2. Name and address of Offeror;
3. Name and telephone number of point of contact;
4. Name of contract administration office (if available);
5. Type of contract action (that is, new contract, change order, price revision/redetermination, letter contract, unpriced order, or other);
6. Proposed cost; profit or fee; and total;
7. Whether the Offeror will require the use of Government property in the performance of the contract, and, if so, what property.  See the section Other Administrative Data located in PART 3.7.4.10.a of this solicitation;
8. Whether the Offeror’s organization is subject to cost accounting standards; whether the Offeror’s organization has submitted a CASB Disclosure Statement, and if it has been determined adequate; whether the Offeror have been notified that the Offeror are or may be in noncompliance with the Offeror’s Disclosure Statement or CAS, and, if yes, an explanation; whether any aspect of this proposal is inconsistent with the Offeror’s disclosed practices or applicable CAS, and, if so, an explanation; and whether the proposal is consistent with the Offeror’s established estimating and accounting principles and procedures and FAR Part 31, Cost Principles, and, if not, an explanation;
9. The following statement: This proposal reflects our estimates and/or actual costs as of this date and conform to the instructions in FAR 15.403 5(b)(1) and Table15 2. By submitting this proposal, we grant the Contracting Officer and authorized representative(s) the right to examine, at any time before award, those records, which include books, documents, accounting procedures and practices, and other data, regardless of type and form or whether such supporting information is specifically referenced or included in the proposal as the basis for pricing, that will permit an adequate evaluation of the proposed price;
10. Date of submission; and
11. Name, title and signature of authorized representative.

b. In submitting the Offeror’s proposal, the Offeror shall include an index, appropriately referenced, of all the certified cost or pricing data and information accompanying or identified in the proposal. In addition, the Offeror shall annotate any future additions and/or revisions, up to the date of agreement on price, or an earlier date agreed upon by the parties, on a supplemental index.

c. As part of the specific information required, the Offeror shall submit, with the Offeror’s proposal, certified cost or pricing data (as defined at FAR 2.101).  The Offeror shall clearly identify on the Offeror’s coversheet that certified cost or pricing data are included as part of the proposal. In addition, the Offeror shall submit with the Offeror’s proposal any information reasonably required to explain the Offeror’s estimating process, including
1. The judgmental factors applied and the mathematical or other methods used in the estimate, including those used in projecting from known data; and
2. The nature and amount of any contingencies included in the proposed price.

d. The Offeror shall show the relationship between contract line item prices and the total contract price. The Offeror shall attach cost element breakdowns for each proposed line item, using the appropriate format prescribed in the "Formats for Submission of Line Item Summaries'' section of this table. The Offeror shall furnish supporting breakdowns for each cost element, consistent with the Offeror’s cost accounting system.

e. When more than one contract line item is proposed, the Offeror shall also provide summary total amounts covering all line items for each element of cost.

f. Whenever the Offeror has incurred costs for work performed before submission of a proposal, the Offeror shall identify those costs in the Offeror’s cost/price proposal. These costs are to be identified so they can be excluded from the contract.

g. If the Offeror has reached an agreement with Government representatives on use of forward pricing rates/factors, identify the agreement, include a copy, and describe its nature.

h. As soon as practicable after final agreement on price or an earlier date agreed to by the parties, but before the award resulting from the proposal, the Offeror shall, under the conditions stated in FAR 15.406 2, submit a Certificate of Current Cost or Pricing Data.

2. Cost Elements

Depending on the Offeror’s system, the Offeror shall provide breakdowns for the following basic cost elements, as applicable:

a. Materials and services.

Provide a consolidated priced summary of individual material quantities included in the various tasks, orders, or contract line items being proposed and the basis for pricing (vendor quotes, invoice prices, etc.).  Include raw materials, parts, components, assemblies, and services to be produced or performed by others.  For all items proposed, identify the item and show the source, quantity, and price. Conduct price analyses of all subcontractor proposals.  Conduct cost analyses for all subcontracts when certified cost or pricing data are submitted by the subcontractor.  Include these analyses as part of the Offeror’s own certified cost or pricing data submissions for subcontracts expected to exceed the appropriate threshold in FAR 15.403-4.  Submit the subcontractor certified cost or pricing data as part of the Offeror’s own certified cost or pricing data as required in paragraph a.2. below.  These requirements also apply to all subcontractors if required to submit certified cost or pricing data.

1. Adequate Price Competition.  Provide data showing the degree of competition and the basis for establishing the source and reasonableness of price for those acquisitions (such as subcontracts, purchase orders, material order, etc.) exceeding, or expected to exceed, the appropriate threshold set forth at FAR 15.403-4 priced on the basis of adequate price competition.  For inter organizational transfers priced at other than the cost of comparable competitive commercial work of the division, subsidiary, or affiliate of the contractor, explain the pricing method (see FAR 31.20526(e)).

2. All Other.  Obtain certified cost or pricing data from prospective sources for those acquisitions (such as subcontracts, purchase orders, material order, etc.) exceeding the threshold set forth in FAR 15.403-4 and not otherwise exempt, in accordance with FAR 15.403-1(b) (i.e., adequate price competition, commercial items, prices set by law or regulation or waiver).  Also provide data showing the basis for establishing source and reasonableness of price.  In addition, provide a summary of the Offeror’s cost analysis and a copy of certified cost or pricing data submitted by the prospective source in support of each subcontract, or purchase order that is the lower of either$12.5 million or more, or both more than the pertinent cost or pricing data threshold and more than 10 percent of the prime contractor's proposed price.  Also submit any information reasonably required to explain the Offeror’s estimating process (including the judgmental factors applied and the mathematical or other methods used in the estimate, including those used in projecting from known data, and the nature and amount of any contingencies included in the price).  The Contracting Officer may require the Offeror to submit certified cost or pricing data in support of proposals in lower amounts.  Subcontractor certified cost or pricing data shall be accurate, complete and current as of the date of final price agreement, or an earlier date agreed upon by the parties, given on the prime contractor's Certificate of Current Cost or Pricing Data.  The prime contractor is responsible for updating a prospective subcontractor's data.  For standard commercial items fabricated by the Offeror that are generally stocked in inventory, provide a separate cost breakdown, if priced based on cost. For inter organizational transfers priced at cost, provide a separate breakdown of cost elements.  Analyze the certified cost or pricing data and submit the results of the Offeror’s analysis of the prospective source's proposal.  When submission of a prospective source's certified cost or pricing data is required as described in this paragraph, it shall be included, along with the Offeror’s own certified cost or pricing data submission ,as part of the Offeror’s own certified cost or pricing data.  The Offeror shall also submit any other certified cost or pricing data obtained from a subcontractor, either actually or by specific identification, along with the results of any analysis performed on that data.

b. Direct Labor

Provide a time phased (e.g., monthly, quarterly, etc.) breakdown of labor hours, rates, and cost by appropriate category, and furnish bases for estimates. Provide documentation to support the hourly rates proposed.

c. Indirect Costs

Indicate how the Offeror has computed and applied the Offeror’s indirect costs, including cost breakdowns. An example is provided in attachment entitled IDC Two Tier Example (See PART 9) or can be found at http://oamp.od.nih.gov/sites/default/files/DFAS/IDCTwoTierExample_508.xlsx . Show trends and budgetary data to provide a basis for evaluating the reasonableness of proposed rates. Indicate the rates used and provide an appropriate explanation.

d. Other Costs

List all other costs not otherwise included in the categories described above (e.g., special tooling, travel, computer and consultant services, preservation, packaging and packing, spoilage and rework, and Federal excise tax on finished articles) and provide bases for pricing.

e. Royalties

If royalties exceed $1,500, the Offeror shall provide the following information on a separate page for each separate royalty or license fee:

1. Name and address of licensor.

2. Date of license agreement.

3. Patent numbers.

4. Patent application serial numbers, or other basis on which the royalty is payable.

5. Brief description (including any part or model numbers of each contract item or component on which the royalty is payable).

6. Percentage or dollar rate of royalty per unit.

7. Unit price of contract item.

8. Number of units.

9. Total dollar amount of royalties.

10. If specifically requested by the Contracting Officer, a copy of the current license agreement and identification of applicable claims of specific patents (see FAR 27.202and 31.205-37).

f. Facilities Capital Cost of Money

When the Offeror elect to claim facilities capital cost of money as an allowable cost, the Offeror shall submit Form CASB CMF and show the calculation of the proposed amount (see FAR 31.205 10).


3. Formats for Submission of Line Item Summaries

The detailed breakdown shall be in the format as shown on the form Breakdown of Proposed Estimated Cost (plus fee) w/excel spreadsheet (PART 9, List of Attachments).  For each separate cost estimate, the Offeror shall furnish a breakdown by cost element as indicated above. In addition, summary total amounts shall be furnished. In the event the solicitation cites specific line items, by number, a cost breakdown for each line item shall be furnished.

4. General Information

a. There is a clear distinction between submitting certified cost or pricing data and merely making available books, records, and other documents without identification.  The requirement for submission of certified cost or pricing data is met when all accurate cost or pricing data reasonably available to the Offeror have been submitted, either actually or by specific identification, to the Contracting Officer or an authorized representative. As later information comes into the Offeror’s possession, it should be submitted promptly to the Contracting Officer in a manner that clearly shows how the information relates to the Offeror's price proposal.  The requirement for submission of certified cost or pricing data continues up to the time of agreement on price, or an earlier date agreed upon between the parties if applicable.

b. By submitting the Offeror’s proposal, the Offeror grant the Contracting Officer or an authorized representative the right to examine records that formed the basis for the pricing proposal. That examination can take place at any time before award. It may include those books, records, documents, and other types of factual information (regardless of form or whether the information is specifically referenced or included in the proposal as the basis for pricing) that will permit an adequate evaluation of the proposed price.

5. Requirements for Certified Cost or Pricing Data and Data Other than Certified Cost or Pricing Data, FAR Clause 52.215-20 (October 2010)

a. Exceptions from certified cost or pricing data.

1. In lieu of submitting certified cost or pricing data, Offerors may submit a written request for exception by submitting the information described in the following subparagraphs. The Contracting Officer may require additional supporting information, but only to the extent necessary to determine whether an exception should be granted, and whether the price is fair and reasonable.

· Identification of the law or regulation establishing the price offered. If the price is controlled under law by periodic rulings, reviews, or similar actions of a governmental body, attach a copy of the controlling document, unless it was previously submitted to the contracting office.

· Commercial item exception. For a commercial item exception, the Offeror shall submit, at a minimum, information on prices at which the same item or similar items have previously been sold in the commercial market that is adequate for evaluating the reasonableness of the price for this acquisition. Such information may include:

· For catalog items, a copy of or identification of the catalog and its date, or the appropriate pages for the offered items, or a statement that the catalog is on file in the buying office to which the proposal is being submitted. Provide a copy or describe current discount policies and price lists (published or unpublished), e.g., wholesale, original equipment manufacturer, or reseller. Also explain the basis of each offered price and its relationship to the established catalog price, including how the proposed price relates to the price of recent sales in quantities similar to the proposed quantities;

· For market priced items, the source and date or period of the market quotation or other basis for market price, the base amount, and applicable discounts. In addition, describe the nature of the market;

· For items included on an active Federal Supply Service Multiple Award Schedule contract, proof that an exception has been granted for the schedule item.

2. The Offeror grants the Contracting Officer or an authorized representative the right to examine, at any time before award, books, records, documents, or other directly pertinent records to verify any request for an exception under this provision, and the reasonableness of price. For items priced using catalog or market prices, or law or regulation, access does not extend to cost or profit information or other data relevant solely to the Offeror's determination of the prices to be offered in the catalog or marketplace.
b. Requirements for certified cost or pricing data. If the Offeror is not granted an exception from the requirement to submit certified cost or pricing data, the following applies:

1. The offeror shall prepare and submit certified cost or pricing data, data other than certified cost or pricing data, and supporting attachments in accordance with the instructions contained in Table 15-2 of FAR 15.408, which is incorporated by reference with the same force and effect as though it were inserted here in full text. The instructions in Table 15-2 are incorporated as a mandatory format to be used in this contract, unless the Contracting Officer and the Contractor agree to a different format and change this clause to use Alternate I.
2. As soon as practicable after agreement on price, but before contract award (except for unpriced actions such as letter contracts), the offeror shall submit a Certificate of Current Cost or Pricing Data, as prescribed by FAR 15.406-2.  
(End of provision)

6. Certification for Offerors that are Majority-Owned by Multiple Capital Operating Companies, Hedge Funds, or Private Equity Firms.

If applicable the offeror shall provide a copy of this certification (See PART 9) with its proposal.

7. SBIR Funding Agreement Certification

Each offeror shall register in SBA’s Company Registry Database and submit a pdf document of the registration with its proposal. See SBIR Funding Certification, PART 9.

8. Salary Rate Limitation in Fiscal Year 2015
Offerors are advised that pursuant to P.L. 113-235, signed into law on December 30, 2014, no NIH Fiscal Year 2015 (until September 30, 2015) funds may be used to pay the direct annual salary of an individual through any contract awarded as a result of this solicitation at a rate in excess of the Executive Schedule, Level II* (direct salary is exclusive of Overhead, Fringe Benefits and General and Administrative expenses, also referred to as "indirect cost" or "facilities and administrative (F&A) costs").  Direct salary has the same meaning as the term "institutional base salary."  An individual's direct salary (or institutional base salary) is the annual compensation that the Contractor pays for an individual's appointment whether that individual's time is spent on research, teaching, patient care or other activities.  Direct salary (or institutional base salary) excludes any income that an individual may be permitted to earn outside of duties to the Contractor.

This does not preclude the offeror from absorbing that portion of an employee's annual salary (plus the dollar amount for fringe benefits and associated indirect costs) that exceeds a rate of the Executive Schedule, Level II*.  The salary rate limitation set by P.L 113-235 applies only to Fiscal Year 2015 funds, however, salary rate ceilings for subsequent years may be included in future DHHS appropriation acts.  Multi-year contracts awarded pursuant to this solicitation may be subject to unilateral modifications by the Government if an individual's annual salary exceeds any salary rate ceiling established in future appropriations acts. The Executive Schedule, Level II* annual salary rate limitation also applies to individuals proposed under subcontracts and to consultants. P.L. 113-235 states:

"None of the funds appropriated in this title shall be used to pay the salary of an individual through a grant or other extramural mechanism, at a rate in excess of Executive Level II."

 LINK TO EXECUTIVE SCHEDULE RATES OF PAY:  http://www.opm.gov/oca/ 
 (For current year rates, click on Salaries and Wages/Executive Schedule/Rates of Pay for the Executive Schedule. For prior year rates, click on Salaries and Wages/select Another Year at the top of the page/Executive Schedule/Rates of Pay for the Executive Schedule. Rates are effective January 1 of each calendar year unless otherwise noted.) 

     *Note to Offerors:  The current Fiscal Year Executive Level II Salary Rate shall be adhered to in the preparation of your proposal.  All costs associated with any resultant contract award shall be in compliance with the current Fiscal Year Executive Level II Salary rates.

9. Total Compensation Plan

a. Instructions

1. Total compensation (salary and fringe benefits) of professional employees under service contracts may, in some cases, be lowered by recompetition of these contracts.  Lowering of compensation can be detrimental in obtaining the necessary quality of professional services needed for adequate performance of service contracts.  It is, therefore, in the best interest of the Government that professional employees, as defined in 29 CFR Part 541, be properly compensated in these contracts. All Offerors as a part of their Business Proposal will submit a "Total Compensation Plan" (salaries and fringe benefits) for these professional employees for evaluation purposes.

2. The Government will evaluate the Total Compensation Plan to ensure that this compensation reflects a sound management approach and an understanding of the requirements to be performed.  It will include an assessment of the Offeror's ability to provide uninterrupted work of high quality. The total compensation proposed will be evaluated in terms of enhancing recruitment and retention of personnel and its realism and consistency with a total plan for compensation (both salaries and fringe benefits).

3. Evaluation for award, therefore, will include an assessment of the Total Compensation Plan submitted by each Offeror.

b. Evaluation

1. Total Compensation Plan (Professional Employees)
In establishing compensation levels for professional employees, the total compensation(both salaries and fringe benefits) proposed shall reflect a clear understanding of the requirements of the work to be accomplished and the suitability of the proposed compensation structure to obtain and retain qualified personnel to meet mission objectives. The salary rates or ranges shall recognize the distinct differences in professional skills and the complexity of varied disciplines as well as job difficulty. Proposals offering total compensation levels less than currently being paid by the predecessor Contractor for the same work will be evaluated, in addition to the above, on the basis of maintaining program continuity, uninterrupted work of high quality, and availability of required competent professional employees. Offerors are cautioned that instances of lowered compensation for essentially the same professional work may be considered a lack of sound management judgment in addition to indicating a lack of understanding of the requirement. Provide supporting salary documentation for all individuals proposed (i.e. personnel documents, pay stubs, balance sheets).

2. Cost (Professional Compensation)
Proposals which are unrealistically low or do not reflect a reasonable relationship of compensation to the professional job categories so as to impair the Contractor's ability to recruit and retain competent professional employees, may be viewed as reflecting a failure to comprehend the complexity of the contract requirements. The Government is concerned with the quality and stability of the work force to be employed on this contract. The compensation data required will be used in evaluation of the Offeror's understanding of the contract requirements.

3. Other (Labor Relations)
An assessment of the potential for adverse effect upon performance and maintenance of the required number of professional employees with requisite skills resulting from an unrealistically low compensation structure will also be made.

4. Federal Acquisition Regulation Clauses incorporated by Reference
FAR Clause 52.222-46, Evaluation of Compensation for Professional Employees.

10. Other Administrative Data

a. Property
1. It is HHS policy that Contractors will provide all property necessary for contract performance. Exception may be granted to provide Government property (Government-furnished or Contractor-acquired), but only when approved by the Contracting Officer. If the Offeror requests that Government property be provided, other than that specified under "Government Furnished Property," below , the proposal shall include a comprehensive justification addressing the following items:
·  State why the property is essential to contract performance and whether the property will be used exclusively for this contract.
· Describe other alternatives (e.g., purchase, lease, etc.) pursued and why they were not viable options.

2. Government Property
The Offeror shall identify Government property in its possession which it proposes to use in the performance of the prospective contract as follows: 

·  A list or description of all Government property that the Offeror or its subcontractors propose to use on a rent-free basis. The list shall identify the accountable contract under which the property is held and the authorization for its use (from the Contracting Officer having cognizance of the property); 
· The dates during which the property will be available for use (including the first, last, and all intervening months) and, for any property that will be used concurrently in performing two or more contracts, the amounts of the respective uses in sufficient detail to support prorating the rent; 
· The amount of rent that would otherwise be charged in accordance with FAR 52.245-9, Use and Charges; and 
· A description of the Offeror's property management system, plan, and any customary commercial practices, voluntary consensus standards, or industry-leading practices and standards to be used in the Offeror in managing Government property.

NOTE: The Contracting Officer will consider any potentially unfair competitive advantage that may result from an Offeror or contractor possessing Government property.  This will be done by adjusting the offers by applying, for evaluation purposes only, a rental equivalent evaluation factor, as specified in FAR 52.245-9.

3. Government-Furnished Property
No Government Furnished Property is offered for this acquisition.

4. The management and control of any Government property shall be in accordance with the HHS Publication entitled, "HHS Contracting Guide for Contract of Government Property," which can be found at:  https://oamp.od.nih.gov/sites/default/files/appendix_q_hhs_contracting_guide.pdf
 
b. Royalties
The Offeror shall furnish information concerning royalties which are anticipated to be paid in connection with performance of work under the proposed contract.

c. Submission of Electronic Funds Transfer Information with Offer, FAR Clause 52.232-38 (JULY 2013)
The Offeror shall provide, with its offer, the following information that is required to make payment by electronic funds transfer (EFT) under any contract that results from this solicitation. This submission satisfies the requirement to provide EFT information under paragraphs (b)(1) and (j) of the clause at 52.232 34, Payment by Electronic Funds Transfer Other than System for Award Management.
1. The solicitation number (or other procurement identification number).
2. The Offeror's name and remittance address, as stated in the offer.
3. The signature (manual or electronic, as appropriate), title, and telephone number of the Offeror's official authorized to provide this information.
4. The name, address, and 9 digit Routing Transit Number of the Offeror's financial agent.
5. The Offeror's account number and the type of account (checking, savings, or lockbox).
6. If applicable, the Fedwire Transfer System telegraphic abbreviation of the Offeror's financial agent.
7. If applicable, the Offeror shall also provide the name, address, telegraphic abbreviation, and 9 digit Routing Transit Number of the correspondent financial institution receiving the wire transfer payment if the Offeror's financial agent is not directly on line to the Fedwire and, therefore, not the receiver of the wire transfer payment.

(End of Provision)

d. Financial Capacity
The Offeror shall indicate if it has the necessary financial capacity, working capital, and other resources to perform the contract without assistance from any outside source. If not, indicate the amount required and the anticipated source.

e. Adequate Accounting System
FAR Part 16 sets forth the requirements and limitations for consideration of contract type.  As stated in PART 3.2., General Instructions of this solicitation, the resultant contract will not be firm-fixed price. Therefore, the Offeror's/contractor's accounting system and practices shall be adequate and suitable for accumulating costs under government contracts.

To be considered for an award under this solicitation, the Offeror shall include, in the Business Proposal, the following Certification found in Attachment 19:

“By submission of its signed offer, the Offeror certifies that it’s accounting system:

· Complies with generally accepted accounting principles (GAAP).

· Provides for:
· Proper segregation of direct costs from indirect costs.

· Identification and accumulation of direct costs by contract.

· A logical and consistent method for the allocation of indirect costs to intermediate and final cost objectives.

· Accumulation of costs under general ledger control.

· A timekeeping system that identifies employees' labor by intermediate or final cost objectives.

· A labor distribution system that charges direct and indirect labor to the appropriate cost objectives.

· Interim (at least monthly) determination of costs charged to a contract through routine posting of books of account.

· Exclusion from costs charged to government contracts of amounts that are not allowable in terms of FAR 31, "Contract Cost Principles and Procedures," or other contract provisions.

· Identification of costs by contract line item and by units (as if each unit or line item were a separate contract) if required by the proposed contract.

· Segregation of preproduction costs from production costs, if applicable.

· Accounting system provides financial information:

· Required by contract clauses concerning limitation of cost (FAR 52.232-20 and21) or limitation on payments (FAR 52.216-16).

· Required to support requests for progress payments.

· Accounting system was designed, and records are maintained in such a manner that adequate, reliable data are developed for use in pricing follow-on acquisitions.

· Accounting system is currently in full operation. 

The Contracting Officer reserves the right to request, with the Final Proposal Revision (FPR), a current (within 18 months) CPA opinion confirming that the Offeror's accounting system is compliant as certified above.

11. Qualifications of the Offeror
Offerors are requested to submit a summary of the Offeror’s "General Experience, Organizational Experience Related to this announcement, Performance History and Pertinent Contracts."

a. General Experience
General experience is defined as general background, experience and qualifications of the Offeror.  A discussion of proposed facilities which can be devoted to the project may be appropriate.

b. Organizational Experience Related to the Solicitation
Organizational experience is defined as the accomplishment of work, either past or on-going, which is comparable or related to the effort required by this solicitation. This includes overall Offeror or corporate experience, but not the experience and/or past performance of individuals who are proposed as personnel involved with the Statement of Work in this solicitation.

c. Performance History
Performance history is defined as meeting contract objectives within delivery and cost schedules on efforts, either past or on-going, which is comparable or related to the effort required by this solicitation.

d. Pertinent Contracts
Pertinent contracts are defined as a listing of each related contract completed within the last three years or currently in process. The listing should include: 1) the contract number; 2) contracting agency; 3) contract dollar value; 4) dates contract began and ended (or ends); 5) description of contract work; 6) explanation of relevance of work to this announcement; 7) actual delivery and cost performance versus delivery and cost agreed to in the contract(s). For award fee contracts, separately state in dollars the base fee and award fee available and the award fee actually received. The same type of organizational experience and past performance data should be submitted.

e. Pertinent Grants
List grants supported by the Government that involved similar or related work to that called for in this announcement. Include the grant number, involved agency, names of the grant specialist and the Science Administrator, identification of the work, and when performed.

Offerors are cautioned that omission or an inadequate or inaccurate response to this very important  requirement could have a negative effect on the overall selection process. Experience and past performance are factors which are relevant to the ability of the Offerors to perform and are considered in the source selection process.

12. Subcontractors
If subcontractors are proposed, please include a commitment letter from the subcontractor detailing:

· Willingness to perform as a subcontractor for specific duties (list duties).
· What priority the work will be given and how it will relate to other work.
· The amount of time and facilities available to this project.
· Information on their cognizant field audit offices.
· How rights to publications and patents are to be handled.
· A complete cost proposal in the same format as the Offeror's cost proposal.

13. Proposer’s Annual Financial Report
Submit a copy of the organization's most recent annual report as part of the business proposal.

14. Travel Cost/Travel Policy
a. Travel Costs – Commercial
Costs for lodging, meals, and incidental expenses incurred by Contractor personnel shall be considered to be reasonable and allowable to the extent they do not exceed on a daily basis the per diem rates set forth in the Federal Travel Regulations, General Services Administration (GSA). Therefore, if travel costs are applicable and proposed by Offerors, please be advised that they shall be calculated using the per diem rate schedule as established by GSA. Reimbursement of travel costs under any contract awarded from this solicitation shall be in accordance with FAR 31.205-46.

b. Travel Policy
One copy of the Offeror's (and any proposed subcontractor's) written travel policy shall be included in the business proposal (original only). If an Offeror (or any proposed subcontractor) does not have a written travel policy, the Offeror shall so state.

15. Past Performance
Offerors shall submit the following information as part of their Business proposal.

A list of the all the contracts completed during the past Five years and ALL CONTRACTS currently being performed that are similar in nature to the solicitation work scope. Contracts listed may include those entered into by the Federal Government, agencies of state and local governments and commercial concerns. Offerors may also submit past performance information regarding predecessor companies, key personnel who have relevant experience or subcontractors that will perform major or critical aspects of the requirement when such information is relevant to the instant acquisition. For the purposes of this solicitation, a "major subcontract" is defined as having a value of $500,000.

Include the following information for each contract or subcontract listed:

1. Name of Contracting Organization

2. Contract Number (for subcontracts, provide the prime contract number and the subcontract number)

3. SBIR Topic Number and Phase I or II, if applicable.

4. Contract Type (i.e. Cost-reimbursement, fixed price, labor hour, time and materials)

5. Total Contract Value

6. Description of Requirement

7. Contracting Officer's Name and Telephone Number

8. Program Manager's Name and Telephone Number

9. North American Industry Classification System (NAICS) Code

10. Whether contract was an SBIR, STTR, or other. The Offeror may provide information on problems encountered on the identified contracts and the Offeror's corrective actions. 

11. Negotiated Indirect Rates

The Government is not required to contact all references provided by the Offeror. Also, references other than those identified by the Offeror may be contacted by the Government to obtain additional information that will be used in the evaluation of the Offeror's past performance.

4. METHOD OF SELECTION AND EVALUATION CRITERIA

4.1 EVALUATION FACTORS FOR AWARD

4.1.1 General
All proposals will be evaluated and judged on a competitive basis.  Using the technical evaluation criteria specified below, a panel of primarily nongovernment experts knowledgeable in the disciplines or fields under review will evaluate proposals to determine the most promising technical and scientific approaches.  Each proposal will be judged on its own merit. 
The Agency is under no obligation to fund any proposals or any specific number of proposals in a given topic. It may also elect to fund several or none of the proposed approaches to the same topic.
The peer review panel provides a rating for each proposal and makes specific recommendations related to the scope, direction and/or conduct of the proposed research.  For those proposals found technically acceptable, the peer review panel may provide a commentary about the funding level, labor mix, duration of the proposed contract project, vertebrate animal and human subject research protection, and inclusion issues. The program staff of the awarding component will conduct a second level of review. 
When relevant, reviewers will be instructed to comment on the reasonableness of the following items, which reviewers will factor into the determination of a proposal’s scientific and technical merit:
· Resource Sharing:  https://grants.nih.gov/grants/peer/guidelines_general/Resource_sharing_plans.pdf
· Data Sharing Plan  http://grants.nih.gov/grants/policy/data_sharing 
· Model Organism Sharing Plan:  http://grants.nih.gov/grants/policy/model_organism/
·  Genome Data Sharing  http://gds.nih.gov/
· Human Subject Protection: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
· Data Safety Monitoring Plan: http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-038.html
· Inclusion of Women and Minorities: http://grants.nih.gov/grants/funding/women_min/women_min.htm
· Inclusion of Children https://grants.nih.gov/grants/funding/children/children.htm
·  Animal Welfare http://grants.nih.gov/grants/oer_offices/olaw.htm 
· Biohazards/Select Agents/Recombinant DNA: http://grants.nih.gov/grants/guide/notice-files/not95-209.html
Recommendations of the peer review panel and program staff are based on judgments about not only the technical merit of the proposed research but also its relevance and potential contributions to the mission and programs of the awarding component and commercial potential. A contract may be awarded only if the proposal has been recommended as technically acceptable by the peer review panel. Funding for any/all technically acceptable proposals is not guaranteed.  Proposals that are found to be technically unacceptable by the peer review panel will not be considered further for award.   
Selection of an offeror for contract award will be based on an evaluation of proposals against two factors. The factors in order of importance are: technical and cost/price. While technical factors are of paramount consideration, cost/price may become a critical factor in source selection in the event that two or more offerors are determined to be essentially equal following the evaluation of all factors other than cost or price.  In any event, the Government reserves the right to make an award to that offeror whose response provides the best overall value to the Government.  
4.1.2 Cost/Price Evaluation
Offeror(s) cost/price proposal will be evaluated for reasonableness. For a price to be reasonable, it shall represent a price to the government that a prudent person would pay when consideration is given to prices in the market. Normally, price reasonableness is established through adequate price competition, but may also be determined through cost and price analysis techniques as described in FAR 15.404.
4.1.3 Cost Realism: The specific elements of each Offeror(s) proposed costs are realistic when the proposed cost elements are evaluated and found to: 1) be realistic for the work to be performed; 2) reflect a clear understanding of the requirements; and 3) be consistent with the unique methods of performance and materials described in the Offeror(s) technical proposal.
Cost Realism will be evaluated only on the Offeror(s) inputs which the Government will use to determine the most probable cost to perform the contract in a manner consistent with the Offeror's proposal. Cost realism analysis will be conducted in accordance with FAR 15.404-1(d). The result of the cost realism analysis will be considered in the making the best value tradeoff decision.
4.1.4 Technical Evaluation Factors
The evaluation factors are used by the external peer review committee when reviewing the technical proposals. The factors below are listed in the order of relative importance with weights assigned for evaluation purposes. Subfactors are listed in order of relative importance.

	Technical Evaluation Factors for Phase II Proposal
	Weight

	
1. The scientific/technical merit of the proposed research, including adequacy of the approach and methodology, and identification of clear, measurable goals to be achieved during the Phase II.
	
30%

	
2. The potential of the proposed research for commercialization, as documented in the Offeror's Commercialization Plan and evidenced by: 
(a) the Offeror's record of successfully commercializing  prior SBIR/STTR or other research projects;
(b) commitments of additional investment during Phase II from private sector or other non-SBIR funding sources, and/or
(c) any other indicators of commercial potential for the proposed research.
	
30%

	
3. The qualifications of the proposed PDs/PIs, supporting staff and consultants. For proposal designating multiple PDs/PIs, is the leadership approach, including the designated roles and responsibilities, governance, and organizational structure, consistent with and justified by the aims of the project and the expertise of each of the PDs/PIs?
	
25%

	
4. The adequacy and suitability of the facilities and research environment.
	
15%


	
In addition, technical proposals will be assessed for technical acceptability. Proposals determined to be technically unacceptable will be ineligible for an award and no further evaluation of any other evaluation factors (e.g. cost, past performance) will be conducted.

4.1.5 Award Decisions
For proposals recommended for award, the awarding component considers the following:
1. Ratings resulting from the scientific/technical evaluation process;
2. Areas of high programmatic relevance;
3. Program balance (i.e. balance among areas of research);
4. Availability of funds; and
5. Cost/Price.

The Government anticipates that prospective offerors will develop unique proposals in response to the topics of research set forth in this solicitation. The agency is not under any obligation to fund any proposal or make any specific number of contract awards in a given research topic area. The agency may also elect to fund several or none of the proposals received within a given topic area.
4.1.6 Past Performance
Offerors' past performance information will be evaluated subsequent to the technical evaluation. However, this evaluation will not be conducted on any Offeror whose proposal is determined to be technically unacceptable.
The evaluation will be based on information obtained from references provided by the offeror, other relevant past performance information obtained from other sources known to the Government, and any information supplied by the offeror concerning problems encountered on the identified contracts and corrective action taken.
The government will assess the relative risks associated with each offeror. Performance risks are those associated with an offeror's likelihood of success in performing the acquisition requirements as indicated by that offeror's record of past performance.
When assessing performance risks, the Government, to the fullest extent practicable, will focus on the past performance of the offeror as it relates to all acquisition requirements, in terms of Quality, Schedule, Cost Control, Business Relations, Management, Small Business and Other factors as deemed appropriate.
The Government will consider the currency and relevance of the information, source of the information, context of the data, and general trends in the offeror's performance.
The lack of a relevant performance record may result in an unknown performance risk assessment, which will neither be used to the advantage nor disadvantage of the offeror.	
4.2 OTHER AWARD CONSIDERATIONS
Offerors must have sufficiently addressed the following areas prior to award, if applicable:

4.2.1 Human Subject Evaluation
This research project involves human subjects. NIH Policy requires:

a. Protection of Human Subjects from Research Risks
The Offeror's proposal shall address the involvement of human subjects and protections from research risk relating to their participation, or provide sufficient information on the research subjects to allow a determination by NCI that a designated exemption is appropriate .If the Offeror claim that this research should be considered exempt from coverage by the Federal Regulations at 45 CFR 46, the proposal should address why the Offeror believe it is exempt, and under which exemption it applies. The reviewers will evaluate the proposal with regard to four issues: Risks to Human Subjects, Adequacy of Protection Against Risks, Potential Benefits of the Proposed Research to the Subjects and Others, and Importance of the Knowledge to be Gained. See PART 3 for a complete discussion of what is required to be addressed for each of these issues. Based on the response to this criterion, this section of the proposal may be rated "unacceptable" (i.e., concerns are identified as to the protections described against risk to human subjects or no discussion is found regarding protections against risk to human subjects) or "acceptable." If the reviewers find that this portion of the proposal is "unacceptable" they will provide a narrative supporting their finding.

If the Government includes the Offeror’s proposal in the competitive range (for competitive proposals), or if the Government holds discussions with the selected source (for sole source acquisitions), the Offeror will be afforded the opportunity to address the concerns raised by the reviewers. The Offeror will be able to further discuss and/or clarify the Offeror’s position until submission of the Offeror’s Final Proposal Revision (FPR). Once discussions are closed with the submission of the Offeror’s FPR, if the Offeror’s proposed plan for the protection of human subjects from research risks is still found to be unacceptable, then the Offeror’s proposal may not be considered further for award.

b. Women and Minorities

Women and members of minority groups and their subpopulations shall be included in the study population of research involving human subjects, unless a clear and compelling rationale and justification are provided indicating that inclusion is inappropriate with respect to the health of the subjects or the purpose of the research. In addition, for NIH-Defined Phase III clinical trials, all proposals and/or protocols shall provide a description of plans to conduct analyses, as appropriate, to detect significant differences in intervention effect (see NIH Guide http://grants.nih.gov/grants/funding/women_min/guidelines_amended_10_2001.htm , Definitions - Significant Difference) by sex/gender, racial/ethnic groups, and relevant subpopulations, if applicable, unless the Government has specified that this solicitation involves a sex/gender specific study or a single or limited number of minority population groups. The proposal also shall include one of the following plans:
· Plans to conduct valid analysis to detect significant differences in intervention effect among sex/gender and/or racial/ethnic subgroups when prior studies strongly support these significant differences among subgroups, 

OR

· Plans to include and analyze sex/gender and/or racial/ethnic subgroups when prior studies strongly support no significant differences in intervention effect between subgroups(representation of sex/gender and/or racial/ethnic groups as subject selection criterion is not required; however, inclusion and analyses are encouraged),

OR

· Plans to conduct valid analyses of the intervention effect in sex/gender and/or racial/ethnic subgroups (without requiring high statistical power for each subgroup) when the prior studies neither support nor negate significant differences in intervention effect between subgroups.

Also, the proposal shall address the proposed outreach programs for recruiting women and minorities as participants. Reviewers will consider the areas covered here and in PART 3 of the solicitation in narrative form in their evaluation. Some of the issues they will evaluate include:

· whether the plan proposed includes minorities and both genders in adequate representation 

· how the Offeror addresses the inclusion of women and members of minority groups and their subpopulations in the development of a proposal that is appropriate to the scientific objectives of the solicitation

· the description of the proposed study populations in terms of sex/gender and racial/ethnic groups and the rationale for selection of such subjects

· if exclusion is proposed, that the rationale is appropriate with respect to the health of the subjects and/or to the purpose of the research.

· In addition, for gender exclusion, the reviewers will examine the rationale to determine if it is because:

· the purpose of the research constrains the Offeror's selection of study participants by gender (e.g., uniquely valuable stored specimens or existing datasets are single gender; very small numbers of subjects are involved; or

· overriding factors dictate selection of subjects); or

· gender representation of specimens or existing datasets cannot be accurately determined, and this does not compromise the scientific objectives of the research.


· For minority group exclusion, the reviewers will examine the rationale to determine if those minority groups are excluded because:
· inclusion of those groups would be inappropriate with respect to their health; or

· inclusion of those groups would be inappropriate with respect to the purpose of the research.

· For NIH-defined Phase III clinical trials, reviewers will also consider whether there is an adequate description of plans to conduct analyses to detect significant differences of clinical or public health importance in intervention effect(s) by sex/gender and/or racial ethnic subgroups when the intervention effect(s) is expected in the primary analyses, or if there is an adequate description of plans to conduct valid analyses of the intervention effect in subgroups when the intervention effect(s) is not expected in the primary analyses.

If the Offeror determines that inclusion of women and minority populations is not feasible, the Offeror shall submit a detailed rationale and justification for exclusion of one or both groups from the study population with the technical proposal. The Government will review the rationale to determine if it is appropriate with respect to the health of the subjects and/or the purpose of the research.

Based on the evaluation of the response to this criterion, this section of the proposal may be rated "unacceptable" (i.e., no discussion can be found regarding the proposed gender/minority inclusion plans, or concerns are identified as to the gender or minority representation, or the proposal does not adequately address limited representation of one gender or minority; or the plan is not in accordance with NIH policy guidelines) or "acceptable." See PART 3 of the solicitation for the requirements of women/minorities inclusion. If the reviewers find that this portion of the proposal is "unacceptable" they will provide a narrative supporting their finding. 

If the Government includes the Offeror’s proposal in the competitive range (for competitive proposals), or if the Government holds discussions with the selected source (for sole source acquisitions), the Offeror will be afforded the opportunity to address the concerns raised by the reviewers. The Offeror will be able to further discuss and/or clarify the Offeror’s position until submission of the Offeror’s Final Proposal Revision (FPR).Once discussions are closed with the submission of the Offeror’s FPR, if the Offeror’s proposed plan for the inclusion/exclusion of women and minorities is still found to be unacceptable, then the Offeror’s proposal may not be considered further for award.

c. Children

Children (i.e. individuals under the age of 21) shall be included in all human subject research unless there are clear and compelling reasons not to include them.

The Offeror’s proposal shall include a description of plans for including children. If the Offeror plan to exclude children from the required research, the Offeror’s proposal shall present an acceptable justification for the exclusion. If the Offeror determine that exclusion of a specific age range of child is appropriate, the Offeror‘s proposal shall also address the rationale for such exclusion. Also, the plan shall include a description of the expertise of the investigative team for dealing with children at the ages included, of the appropriateness of the available facilities to accommodate the children, and the inclusion of a sufficient number of children to contribute to a meaningful analysis relative to the purpose/objective of the solicitation. Also, see PART 3of the solicitation for further specific requirements on inclusion of children. 

Based on the reviewers' evaluation of the Offeror's response, this section of the proposal may be rated "unacceptable" (i.e., no discussion can be found regarding the proposed inclusion plans for children; or concerns are identified as to the Offeror's response regarding the inclusion of children; or the plan is not in accordance with NIH policy guidelines) or "acceptable." If the reviewers find that this portion of the proposal is "unacceptable" they will provide a narrative supporting their finding. 

If the Government includes the Offeror’s proposal in the competitive range (for competitive proposals), or if the Government holds discussions with the selected source (for sole source acquisitions), the Offeror will be afforded the opportunity to address the concerns raised by the reviewers. The Offeror will be able to further discuss and/or clarify the Offeror’s position until submission of the Offeror’s Final Proposal Revision (FPR). Once discussions are closed with the submission of the Offeror’s FPR, if the Offeror’s proposed plan for the inclusion of children is still found to be unacceptable, then the Offeror’s proposal may not be considered further for award.

d. Data and Safety Monitoring

The Offeror's proposal shall include a general description of the Data and Safety Monitoring Plan for all clinical trials. The principles of data and safety monitoring require that all biomedical and behavioral clinical trials be monitored to ensure the safe and effective conduct of human subjects research, and to recommend conclusion of the trial when significant benefits or risks are identified or if it is unlikely that the trial can be concluded successfully.  Risks associated with participation in research shall be minimized to the extent practical and the method and degree of monitoring should be commensurate with risk.  Additionally, all plans shall include procedures for adverse event reporting. Finally, generally, for Phase III clinical trials, the establishment of a Data and Safety Monitoring Board (DSMB) is required, whereas for Phase I and II clinical trials, the establishment of a DSMB is optional. The reviewers will rely on the Statement of Work and PART 3 in the solicitation, as well as any further technical evaluation factors in this PART 4.2, as applicable, for the solicitation's specific requirements for data and safety monitoring.

As a part of the evaluation for proposals, the reviewers will consider the acceptability of the proposed data and safety monitoring plan with respect to the potential risks to human participants, complexity of study design, and methods for data analysis. Based on the evaluation of the response to this criterion, this section of the proposal may be rated "unacceptable" (i.e., concerns are identified as to the adequacy of the monitoring plan or no discussion can be found regarding the proposed monitoring plans) or "acceptable." If the reviewers find that this portion of the proposal is "unacceptable" they will provide a narrative supporting their finding. 

If the Government includes the Offeror’s proposal in the competitive range (for competitive proposals), or if the Government holds discussions with the selected source (for sole source acquisitions), the Offeror will be afforded the opportunity to address the concerns raised by the reviewers. The Offeror will be able to further discuss and/or clarify the Offeror’s position until submission of the Offeror’s Final Proposal Revision (FPR). Once discussions are closed with the submission of the Offeror’s FPR, if the Offeror’s proposed plan for data and safety monitoring is still found to be unacceptable, then the Offeror’s proposal may not be considered further for award.

4.2.2 Live Vertebrate Animals Evaluation
The Offerors proposal shall include, as a separate section of the Technical Proposal titled "Vertebrate Animal Section," (VAS) a complete, concise (no more than 1-2 pages) description addressing the following five points.  (See NIH Guide Notice NOT-OD-10-049 at  http://grants.nih.gov/grants/guide/notice-files/NOT-OD-10-049.html):

a. Detailed description of the proposed use of the animals, including species, strains, ages, sex and number to be used.

b. Justification for the use of animals, choice of species, and numbers to be used.

c. Information on the veterinary care of the animals.

d. Description of procedures for minimizing discomfort, distress, pain and injury.

e. Method of euthanasia and the reasons for the selection.

As part of the overall technical evaluation of proposals, the reviewers will consider the acceptability of the Offeror's description in the VAS of the technical proposal. The discussion of all five points will be addressed and evaluated.  Based on the evaluation of this Section, the VAS may be rated "unacceptable" (i.e., concerns are identified as to the adequacy of the description addressing each of the five points, or no discussion can be found regarding the VAS), or "acceptable." If the reviewers find that this Section of the technical proposal is "unacceptable" they will provide a narrative supporting their findings.

If the Government includes the Offeror’s proposal in the competitive range (for competitive proposals), or if the Government holds discussions with the selected source (for sole source acquisitions), the Offeror will be afforded the opportunity to address the concerns raised by reviewers.  The Offeror will be able to further discuss and/or clarify the Offeror’s position until submission of the Offeror’s Final Proposal Revision (FPR).  Once discussions are closed with the submission of the Offeror’s FPR, if the Offeror’s proposed description under the VAS is still found to be unacceptable, then the Offeror’s proposal may not be considered further for award.

If a subcontract is proposed, an Inter-Institutional Agreement shall be established with the Office of Laboratory Animal Welfare (OLAW) prior to award.

4.2.3 Evaluation of Data Sharing Plan
The Offeror's plan for the sharing of final research data shall be assessed for appropriateness and adequacy. If the Offeror’s proposal does not include a plan or if the plan in the Offeror’s proposal is considered "unacceptable," and the Government includes the Offeror’s proposal in the competitive range (for competitive proposals), or if the Government holds discussions with the selected source (for sole source acquisitions), the Offeror will be afforded the opportunity to further discuss, clarify or modify the Offeror’s data sharing plan during discussions and in the Offeror’s Final Proposal Revision (FPR). If the Offeror’s data sharing plan is still considered "unacceptable" by the Government after discussions, the Offeror’s proposal may not be considered further for award.

4.2.4 Evaluation of Plan for Sharing Model Organisms for Biomedical Research
The Offeror's proposal shall address the plans for sharing model organisms, OR state appropriate reasons why such sharing is restricted or not possible. Offerors shall also address as part of the sharing plan if, or how, they will exercise their intellectual property rights while making model organisms and research resources available to the broader scientific community. The discussion areas regarding intellectual property outlined in PART 3 should be addressed.

If the Offeror’s proposal does not include a plan, appropriate reasons for restricting sharing, or, if the plan in the Offeror’s proposal is considered "unacceptable," and the Government includes the Offeror’s proposal in the competitive range(for competitive proposals), or if the Government holds discussions with the selected source (for sole source acquisitions), the Offeror will be afforded the opportunity to further discuss, clarify or modify the Offeror’s plan for sharing model organisms during discussions and in the Offeror’s Final Proposal Revision (FPR). If the Offeror’s plan for sharing model organisms is still considered "unacceptable," or the Offeror’s justification for restricting sharing is still considered inappropriate by the Government after discussions, the Offeror’s proposal may not be considered further for award.

5. CONSIDERATIONS

5.1 PHASE II AWARD CONSIDERATIONS

It is anticipated that all Phase II awards will result in cost-plus-fixed-fee type contracts.

Phase II contracts may not exceed the designated topic cost ceiling - including direct costs, indirect costs, and negotiated fixed fee.  The designated topic ceilings are outlined in PART 8.

A profit or fixed fee may be included in the proposal, as specified in Federal Acquisition Regulation (FAR) Part 15.404-4.  The fee will be negotiated as an element of the potential total contract amount over and above allowable costs.

	The estimated number of awards and estimated dollar value of awards have been determined on a per topic basis as stated in PART 8.

5.1.1	Additional Phase II Considerations
The Contractor shall perform a minimum of one-half of the research and/or analytical effort (total contract price less profit/fee) conducted under this contract.  Any deviation from this requirement shall be approved in writing by the Contracting Officer.

In accordance with the National Defense Authorization Act for FY 2013 (January 2013), the prime is prohibited from expending on subcontractors more than 50 percent of the amount paid under the contract.  However, the Act excludes from the 50% limitation on any subcontracts with any similarly situated entities that have the same small business concern statues as the prime contractor. For example, if the business concern is an 8(a) entity, it could subcontract work to other 8(a) entities without that work counting toward the limitation.  Other similarly situated entities includes mall business concerns, women-owned small business concerns, women-owned small disadvantaged business concerns, service-disabled veteran-owned small business concerns, and HUBZone small business concerns. The Contracting Officer shall approve deviations from these requirements in writing after consultation with the agency SBIR Program Manager/Coordinator.

5.1.2 The Principal Investigator shall be primarily employed with the Contractor. Primary employment means that more than on half (50%) of the employee's time is spent with the Contractor. Primary employment with the Contractor precludes full-time employment at another organization.

5.1.3 All research or research and development work shall be performed by the Contractor and its subcontractors in the United States.

5.2 REPORTING REQUIREMENTS

All reports required herein shall be submitted in electronic format.  In addition, one hardcopy of each report shall be submitted to the Contracting Officer.

All electronic reports submitted shall be compliant with Section 508 of the Rehabilitation Act of 1973.  Additional information about testing documents for Section 508 compliance, including guidance and specific checklists, by application, can be found at: http://www.hhs.gov/web/508/index.html under "Making Files Accessible."

All paper/hardcopy documents/reports submitted under this contract shall be printed or copied, double-sided, on at least 30 percent post-consumer fiber paper, whenever practicable, in accordance with FAR 4.302(b).

a.  Technical Progress Reports
1. Progress Reports
Contractors will be required to submit progress reports as stipulated in the terms and conditions of award, which at a minimum will consist of the below reports.  In addition, specific deliverables may be required as outlined in the attachment titled ABSTRACT OF RESEARCH PLAN listed in PART 9.

2. In addition to the required reports set forth elsewhere in this Schedule, the preparation and submission of regularly recurring Technical Progress Reports will be required in any contract resulting from this solicitation. These reports will require descriptive information about the activities undertaken during the reporting period and will require information about planned activities for future reporting periods. The frequency and specific content of these reports will be determined prior to contract award.  [Note:  Beginning May 25, 2008, the Contractor shall include the applicable PubMed Central or NIH Manuscript Submission reference number when citing publications that arise from its NIH funded research.]

[  ] Monthly
[X] Quarterly
[  ] Semi-Annually
[X] Annually
[  ] Annually (with a requirement for a Draft Annual Report)
[  ] Final - Upon final completion of the contract
[X] Final - Upon final completion of the contract (with a requirement for a Draft Final Report)

A. Quarterly Progress Report
This report shall include a description of the activities during the reporting period and the activities planned for the ensuing reporting period the first reporting period consists of the first full three months of performance including any fractional part of the initial month. Thereafter, the reporting period shall consist of three full calendar months.

The first report shall be due TBD. Thereafter, reports shall be due on or before the 10th calendar day following each reporting period. A Quarterly Report shall not be required when an Annual Report is due.

B. Annual Progress Report
This report shall include a summation of the results of the entire contract work for the period covered.

The first report shall cover the period from award date through the anniversary date of this contract and shall be due on the 15th calendar day following the reporting period. An annual report will not be required for the period when the Final Report is due.

C. Draft and Final Report
This report is to include a summation of the work performed and results obtained for the entire contract period of performance.  This report shall be in sufficient detail to describe comprehensively the results achieved.

The Contractor shall provide the Contracting Officer and Contracting Officer's Representative with an electronic copy of the Final Report in draft form. The Contracting Officer's Representative will review the draft report and provide the Contractor with comments with 15 calendar days after receipt.  The Final Report shall be corrected by the Contractor, if necessary and the final version delivered as specified in the resulting contract.

3. Summary of Salient Results
Contractor will be required to prepare and submit, with the final report, a summary (not to exceed 200 words) of salient results achieved during the performance of the contract. This report will be required on or before the expiration date of the contract.

b.  Other Reports/Deliverables
1. SBIR Lifecycle Certifications
The SBIR Lifecycle Certifications as provided in PART 9 of this solicitation are required both prior to invoicing 50% of the total award amount, and prior to the final invoice payment.

2. Reporting of Financial Conflict of Interest (FCOI)
All reports and documentation required by 45 CFR Part 94, Responsible Prospective Contractors including, but not limited to, the New FCOI Report, Annual FCOI Report, Revised FCOI Report, and the Mitigation Report, shall be submitted to the Contracting Officer in Electronic format. Thereafter, reports shall be due in accordance with the regulatory compliance requirements in 45 CFR Part 94.45 CFR Part 94 is available at: http://www.ecfr.gov/cgi-bin/text-idx?c=ecrf&SID=0af84ca649a74846f102aaf664da1623&rgn=div4&view=text&node=45:1.0.1.1.51&idno=45. 
See Part 94.5, Management and reporting of financial conflicts of interest for complete information on reporting requirements.

(Reference subparagraph g. of the INSTITUTIONAL RESPONSIBILITY REGARDING INVESTIGATOR FINANCIAL CONFLICTS OF INTEREST Article in PART 5.6 of this solicitation 
3. Section 508 Annual Report
The contractor shall submit an annual Section 508 report in accordance with the schedule set forth in the ELECTRONIC AND INFORMATION TECHNOLOGY ACCESSIBILITY Article in of any resulting contract.  The Section 508 Report Template and Instructions for completing the report are available at:  http://www.hhs.gov/web/508/contracting/technology/vendors.html under "Vendor Information and Documents."

4. Presentation of Progress
The Contractor shall prepare and submit a presentation which shall be due upon request of the Contracting Officer's Representative.  Presentation of the slides shall occur through webinar, or teleconference.  The presentation shall cover the following:

a. Discussion of the Contractor's project status.
b. The Contractor's achievements during the period of performance period (patents, publications, sales, regulatory approvals, partnerships, awards, etc.).
c. Detailed results of the performed research and development.
d. Discussion of proposed milestones and whether they were achieved during the contract performance to date.
e. Questions to the NCI.

5. Multiple Principal Investigators Leadership Plan
The Contractor shall submit a revised/updated Leadership Plan in the event of a change in any of the Principal Investigators named in the Key Personnel Article in SECTION G of any resulting contract. The revised plan is subject to review and approval by the Contracting Officer.

6. Invention Reporting Requirement
All reports and documentation required by FAR Clause 52.227-11, Patent Rights-Ownership by the Contractor including, but not limited to, the invention disclosure report, the confirmatory license, and the Government support certification, shall be directed to the Division of Extramural Inventions and Technology Resources(DEITR), OPERA, OER, NIH, 6705 Rockledge Drive, Suite 310, MSC 7980, Bethesda, Maryland 20892-7980(Telephone: 301-435-1986). In addition, one copy of an annual utilization report, and a copy of the final invention statement, shall be submitted to the Contracting Officer. The final invention statement (see FAR 27.303(b)(2)(ii)) shall be submitted to the Contracting Officer on the expiration date of the contract.

The annual utilization report shall be submitted in accordance with the DELIVERIES Article in any resultant contract.  The final invention statement (see FAR 27.303(b)(2)(ii)) shall be submitted on the expiration date of the contract. All reports shall be sent to the following address:

Contracting Officer
National Institutes of Health
National Cancer Institute
Office of Acquisition
9609 Medical Center Drive
Building 9609, Room TBD 
Bethesda, Maryland 20892

If no invention is disclosed or no activity has occurred on a previously disclosed invention during the applicable reporting period, a negative report shall be submitted to the Contracting Officer at the address listed above.

To assist contractors in complying with invention reporting requirements of the clause, the NIH has developed "Interagency Edison," an electronic invention reporting system. Use of Interagency Edison is encouraged as it streamlines the reporting process and greatly reduces paperwork. Access to the system is through a secure interactive Web site to ensure that all information submitted is protected. Interagency Edison and information relating to the capabilities of the system can be obtained from the Web (http://www.iedison.gov), or by contacting the Extramural Inventions and Technology Resources Branch, OPERA, NIH.
7. Report of USDA Designated Bio-Based Products
In accordance with FAR clause 52.223-2, Affirmative Procurement of Biobased Products Under Service and Construction Contracts, the contractor shall report to http://www.sam.gov with a copy to the Contracting Officer any USDA-designated biobased products purchased during the period of October 1-September 30 of each contract year. This report shall be submitted no later than October 31 of each year during contract performance and on the expiration date of the contract

5.3 	PAYMENT SCHEDULE

The Government shall make payments, including invoice and contract financing payments, by electronic funds transfer (EFT).  As a condition to any payment, the contractor is required to register in the System for Award Management (SAM) located at www.sam.gov. 

Invoices/financing requests submitted for costs incurred under cost reimbursement contracts will be on a monthly basis unless otherwise authorized by the Contracting Officer.

PROVISIONS APPLICABLE TO DIRECT COSTS
This article will prohibit or restrict the use of contract funds, unless otherwise approved by the Contracting Officer. The following is a list of items that may be included in the resultant contract as applicable. 1) Conferences & Meetings, 2)Food for Meals, Light Refreshments & Beverages, 3) Promotional Items, 4) Acquisition, by purchase or lease, of any interest in real property; 5) Special rearrangement or alteration of facilities; 6) Purchase or lease of any item of general purpose office furniture or office equipment regardless of dollar value; 7) Travel Costs including Foreign Travel; 8)Consultant Costs; 9) Subcontract Costs; 10) Patient Care Costs; 11) Accountable Government Property; 12) Printing costs; and 13) Research Funding.

5.4 INNOVATIONS, INVENTIONS, AND PATENTS

Rights to data, including software developed under the terms of any funding agreement resulting from a contract proposal submitted in response to this solicitation, shall remain with the awardee.  However, the Government shall have limited right to use such data for Government purposes only.

1. Each agency shall refrain from disclosing SBIR technical data to outside the Government (except reviewers) and especially to competitors of the Small Business Concern (SBC), or from using the information to produce future technical procurement specifications that could harm the SBC that discovered and developed the innovation.
2. SBIR agencies shall protect from disclosure and non-governmental use all SBIR technical data developed from work performed under an SBIR funding agreement for a period of not less than four years from delivery of the last deliverable under that agreement (either Phase I, Phase II, or Federally-funded SBIR Phase III) unless, subject to paragraph (3) of this section, the agency obtains permission to disclose such SBIR technical data from the awardee of SBIR Offeror.  Agencies are released from obligation to protect SBIR data upon expiration of the protection period except that any such data that is also protected and referenced under a subsequent SBIR award.  For example, if a Phase III award is issued within or after the Phase II data rights protection period and the Phase III award refers to and protects data developed and protected under the Phase II award, then that data shall continue to be protected through the Phase III protection period.  Agencies have discretion to adopt a protection period longer than four years.  The Government retains a royalty-free license for Government use of any technical data delivered under and SBIR award, whether patented or not.  This section does not apply to program evaluation.
3. SBIR technical data rights apply to all SBIR awards, including subcontracts to such awards, that fall within the statutory definition of Phase I, II, or III of the SBIR Program, as described in Section 4 of the SBIR Policy Directive, dated February 24, 2014.  The scope and extent of the SBIR technical data rights applicable to Federally-funded Phase III awards is identical to the SBIR data rights applicable to Phase I and II SBIR awards. The data rights protection period lapses only: (1) Upon expiration of the protection period applicable to the SBIR award, or (2) by agreement between the awardee and the agency.
Proprietary Information
Information contained in unsuccessful proposals will remain the property of the applicant.  The Government may, however, retain copies of all proposals.  Public release of information in any proposal submitted will be subject to existing statutory and regulatory requirements.  If proprietary information is provided by an applicant in a proposal, which constitutes a trade secret, proprietary commercial or financial information, confidential personal information or data affecting the national security, it will be treated in confidence, to the extent permitted by law.  This information must be clearly marked by the applicant with the term “confidential proprietary information” and the following legend must appear on the title page of the proposal:  “These data shall not be disclosed outside the Government and shall not be duplicated, used, or disclosed in whole or in part for any purpose other than evaluation of this proposal.  If a funding agreement is awarded to this applicant as a result of or in connection with the submission of these data, the Government shall have the right to duplicate, use, or disclose the data to the extent provided in the funding agreement and pursuant to applicable law.  This restriction does not limit the Government’s right to use information contained in the data if it is obtained from another source without restriction.  The data subject to this restriction are contained on pages _____ of this proposal.

Invention Reporting
SBIR awardees shall report inventions to the awarding agency within 2 months of the inventor’s report to the awardee. The reporting of inventions may be accomplished by submitting reports as described in the Reporting Requirement’s subsection titled Invention Reporting.

Copyrights
With prior written permission of the Contracting Office, the awardee normally may copyright and publish (consistent with appropriate national security considerations, if any) material developed with PHS support.  The awarding component receives a royalty-free license for the Federal Government and requires that each publication contain acknowledgement of agency support and disclaimer statement, as appropriate.  An acknowledgement shall be to the effect that: "This publication was made possible by contract number _________ from the National Cancer Institute," or "The project described was supported by contract number _________ from the National Cancer Institute."

Patents
Small business concerns may normally retain the principal worldwide patent rights to any invention developed with Government support. In such circumstances, the Government receives a royalty-free license for Federal Government use, reserves the right to require patent holder to license others in certain circumstances, and may require that anyone exclusively licensed to sell the invention in the United States shall normally manufacture it domestically.  To the extent authorized by 35 U.S.C. 205, the Government will not make public any information disclosing a Government-supported invention for a minimum 4-year period (that may be extended by subsequent SBIR funding agreements) to allow the awardee a reasonable time to pursue a patent.
5.5 COST-SHARING
Cost-sharing is permitted for proposals under this solicitation; however, cost-sharing is not required nor will it be an evaluation factor in the consideration of the Offeror’s proposal.  Cost-sharing is an explicit arrangement under which the Contractor bears some of the burden of reasonable, allocable, and allowable contract costs.  If cost-sharing is proposed, it should be reflected in the Offeror’s budget summary.

5.6 PROFIT OR FEE
A profit or fixed fee may be included in the proposal, as specified in FAR Part 15.404-4.  The fee will be negotiated as an element of the potential total contract amount over and above allowable costs.

5.7 JOINT VENTURES OR LIMITED PARTNERSHIPS
Joint ventures and limited partnerships are eligible provided the entity created qualifies as a small business concern as defined in this solicitation.

5.8 RESEARCH AND ANALYTICAL WORK
For Phase II a minimum of one-half of the research and/or analytical effort must be performed by the proposing small business concern unless otherwise approved in writing by the funding agreement officer after consultation with the agency SBIR Program Manager/Coordinator.

5.9 AWARDEE COMMITMENTS
Upon award of a contract/funding agreement, the awardee will be required to make a legal commitment through acceptance of numerous clauses in the Phase II contract. The outline that follows is illustrative of the types of clauses to which the contractor would be committed.  This list is not a complete list of clauses to be included in a Phase II contract, and is not the specific wording of such clauses.  Copies of complete terms and conditions are available upon request.

The following are illustrative of the type of clauses that may be found in any resultant contract:
1. Standards of Work. Work performed under the funding agreement shall conform to high professional standards.
2. Inspection. Work performed under the funding agreement is subject to Government inspection and evaluation at all times.
3. Examination of Records. The Comptroller General (or a duly authorized representative) shall have the right to examine any pertinent records of the awardee involving transactions related to this funding agreement.
4. Default. The Government may terminate the funding agreement if the contractor fails to perform the work contracted.
5. Termination for Convenience. The funding agreement may be terminated at any time by the Government if it deems termination to be in its best interest, in which case the awardee will be compensated for work performed and for reasonable termination costs.
6. Disputes. Any dispute concerning the funding agreement that cannot be resolved by agreement shall be decided by the contracting officer with right of appeal.
7. Contract Work Hours. The awardee may not require an employee to work more than 8 hours a day or 40 hours a week unless the employee is compensated accordingly.
8. Equal Opportunity. The awardee will not discriminate against any employee or offeror for employment because of race, color, religion, sex, or national origin.
9. Affirmative Action for Veterans. The awardee will not discriminate against any employee or application for employment because he or she is a disabled veteran or veteran of the Vietnam era.
10. Affirmative Action for Handicapped. The awardee will not discriminate against any employee or offeror for employment because he or she is physically or mentally handicapped.
11. Officials Not To Benefit. No Government official shall benefit personally from the SBIR funding agreement.
12. Covenant Against Contingent Fees. No person or agency has been employed to solicit or secure the funding agreement upon an understanding for compensation except bona fide employees or commercial agencies maintained by the awardee for the purpose of securing business.
13. Gratuities. The funding agreement may be terminated by the Government if any gratuities have been offered to any representative of the Government to secure the award.
14. Patent Infringement. The awardee shall report each notice or claim of patent infringement based on the performance of the funding agreement.
15. American Made Equipment and Products. When purchasing equipment or a product under the SBIR funding agreement, purchase only American-made items whenever possible.

The complete copy of the SBIR Phase II General Clause Listing will be made available prior to contract award.

5.10 LIMITATIONS ON THE USE OF APPROPRIATED FUNDS
NIH POLICY ON ENHANCING PUBLIC ACCESS TO ARCHIVED PUBLICATIONS RESULTING FROM NIH-FUNDED RESEARCH
NIH-funded investigators shall submit to the NIH National Library of Medicine's (NLM) PubMed Central (PMC) an electronic version of the author's final manuscript, upon acceptance for publication, resulting from research supported in whole or in part with direct costs from NIH. NIH defines the author's final manuscript as the final version accepted for journal publication, and includes all modifications from the publishing peer review process. The PMC archive will preserve permanently these manuscripts for use by the public, health care providers, educators, scientists, and NIH. The Policy directs electronic submissions to the NIH/NLM/PMC: http://www.pubmedcentral.nih.gov.

Additional information is available at http://grants.nih.gov/grants/guide/notice-files/NOT-OD-08-033.html.

	NEEDLE DISTRIBUTION
The Contractor shall not use contract funds to carry out any program of distributing sterile needles or syringes for the hypodermic injection of any illegal drug.

ACKNOWLEDGEMENT OF FEDERAL FUNDING
The Contractor shall clearly state, when issuing statements, press releases, requests for proposals, bid solicitations and other documents describing projects or programs funded in whole or in part with Federal money: (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; and (3) the percentage and dollar amount of the total costs of the project or program that will be financed by nongovernmental sources.

RESTRICTION ON ABORTIONS
The Contractor shall not use contract funds for any abortion.

CONTINUED BAN ON FUNDING OF HUMAN EMBRYO RESEARCH
The Contractor shall not use contract funds 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 46.204(b) 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.

LIMITATION ON USE OF FUNDS FOR PROMOTION OF LEGALIZATION OFCONTROLLED SUBSTANCES
The Contractor shall not use contract funds to support activities that promote the legalization of any drug or other substance included in schedule I of the schedules of controlled substances established under section 202 of the Controlled Substances Act, except for normal and recognized executive-congressional communications.  This limitation shall not apply when the Government determines that there is significant medical evidence of a therapeutic advantage to the use of such drug or other substance or that federally sponsored clinical trials are being conducted to determine therapeutic advantage.

DISSEMINATION OF FALSE OR DELIBERATELY MISLEADING INFORMATION
	The Contractor shall not use contract funds to disseminate information that is deliberately false or misleading.

RESTRICTION ON PORNOGRAPHY ON COMPUTER NETWORKS The Contractor shall not use contract funds to maintain or establish a computer network unless such network blocks the viewing, downloading, and exchanging of pornography.

GUN CONTROL The Contractor shall not use contract funds in whole or in part, to advocate or promote gun control.

CERTIFICATION OF FILING AND PAYMENT OF TAXES The contractor must be in compliance with Section 518 of the Consolidated Appropriations Act of FY 2014.

OBTAINING AND DISSEMINATING BIOMEDICAL RESEARCH RESOURCES Unique research resources arising from NIH-funded research are to be shared with the scientific research community. NIH provides guidance, entitled, "Principles and Guidelines for Recipients of NIH Research Grants and Contracts on Obtaining and Disseminating Biomedical Research Resources:  Final Notice," (Federal Register Notice, December 23, 1999 [64 FR 72090]), concerning the appropriate terms for disseminating and acquiring these research resources. This guidance, found at: http://www.gpo.gov/fdsys/pkg/FR-1999-12-23/pdf/99-33292.pdf  is intended to help contractors ensure that the conditions they impose and accept on the transfer of research tools will facilitate further biomedical research, consistent with the requirements of the Bayh-Dole Act and NIH funding policy.
Note: For the purposes of this Article, the terms, "research tools", "research materials", and "research resources" are used interchangeably and have the same meaning.

LIMITATIONS ON SUBCONTRACTING – SBIR
The Contractor shall perform a minimum of one-half of the research and/or analytical effort total contract costs less profit/fee conducted under this contract.  Any deviation from this requirement must be approved in writing by the Contracting Officer.

INSTITUTIONAL RESPONSIBILITY REGARDING INVESTIGATOR FINANCIALCONFLICTS OF INTEREST
The Institution (includes any contractor, public or private, excluding a Federal agency) shall comply with the requirements of 45 CFR Part 94,  Responsible Prospective Contractors, which promotes objectivity in research by establishing standards to ensure that Investigators (defined as the project director or principal Investigator and any other person, regardless of title or position, who is responsible for the design, conduct, or reporting of research funded under NIH contracts, or proposed for such funding, which may include, for example, collaborators or consultants) will not be biased by any Investigator financial conflicts of interest.  45 CFR Part 94 is available at the following Web site: http://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&SID=0af84ca649a74846f102aaf664da1623&rgn=div5&view=text&node=45:1.0.1.1.51&idno=45

As required by 45 CFR Part 94, the Institution shall, at a minimum:  
a. Maintain an up-to-date, written, enforceable policy on financial conflicts of interest that complies with 45 CFR Part 94, inform each Investigator of the policy, the Investigator's reporting responsibilities regarding disclosure of significant financial interests, and the applicable regulation, and make such policy available via a publicly accessible Web site, or if none currently exist, available to any requestor within five business days of a request. A significant financial interest means a financial interest consisting of one or more of the following interests of the Investigator (and those of the Investigator's spouse and dependent children) that reasonably appears to be related to the Investigator's institutional responsibilities:

1. With regard to any publicly traded entity, a significant financial interest exists if the value of any remuneration received from the entity in the twelve months preceding the disclosure and the value of any equity interest in the entity as of the date of disclosure, when aggregated, exceeds $5,000. Included are payments and equity interests;
2. With regard to any non-publicly traded entity, a significant financial interest exists if the value of any remuneration received from the entity in the twelve months preceding the disclosure, when aggregated, exceeds $5,000, or when the Investigator (or the Investigator's spouse or dependent children) holds any equity interest; or
3. Intellectual property rights and interests, upon receipt of income related to such rights and interest.

b. Require each Investigator to complete training regarding the Institution's financial conflicts of interest policy prior to engaging in research related to any NIH-funded contract and at least every four years. The Institution shall take reasonable steps [see Part 94.4(c)] to ensure that investigators working as collaborators, consultants or subcontractors comply with the regulations.

c. Designate an official(s) to solicit and review disclosures of significant financial interests from each Investigator who is planning to participate in, or is participating in, the NIH-funded research.

d. Require that each Investigator who is planning to participate in the NIH-funded research disclose to the Institution's designated official(s) the Investigator's significant financial interest (and those of the Investigator's spouse and dependent children) no later than the date of submission of the Institution's proposal for NIH-funded research. Require that each Investigator who is participating in the NIH-funded research to submit an updated disclosure of significant financial interests at least annually, in accordance with the specific time period prescribed by the Institution during the period of the award as well as within thirty days of discovering or acquiring a new significant financial interest.

e. Provide guidelines consistent with the regulations for the designated official(s) to determine whether an Investigator's significant financial interest is related to NIH-funded research and, if so related, whether the significant financial interest is a financial conflict of interest. An Investigator's significant financial interest is related to NIH-funded research when the Institution, thorough its designated official(s), reasonably determines that the significant financial interest: Could be affected by the NIH-funded research; or is in an entity whose financial interest could be affected by the research. A financial conflict of interest exists when the Institution, through its designated official(s), reasonably determines that the significant financial interest could directly and significantly affect the design, conduct, or reporting of the NIH-funded research.
f. Take such actions as necessary to manage financial conflicts of interest, including any financial conflicts of a subcontractor Investigator. Management of an identified financial conflict of interest requires development and implementation of a management plan and, if necessary, a retrospective review and mitigation report pursuant to Part 94.5(a).
g. Provide initial and ongoing FCOI reports to the Contracting Officer pursuant to Part 94.5(b).
h. Maintain records relating to all Investigator disclosures of financial interests and the Institution's review of, and response to, such disclosures, and all actions under the Institution's policy or retrospective review, if applicable, for at least 3 years from the date of final payment or, where applicable, for the other time periods specified in 48CFR Part 4, subpart 4.7, Contract Records Retention.
i. Establish adequate enforcement mechanisms and provide for employee sanctions or other administrative actions to ensure Investigator compliance as appropriate.
j. Complete the certification in PART 9 entitled, Representations, Certifications, and Other Statements of Offerors titled. 

If the failure of an Institution to comply with an Institution's financial conflicts of interest policy or a financial conflict of interest management plan appears to have biased the design, conduct, or reporting of the NIH-funded research, the Institution shall promptly notify the Contracting Officer of the corrective action taken or to be taken. The Contracting Officer will consider the situation and, as necessary, take appropriate action or refer the matter to the Institution for further action, which may include directions to the Institution on how to maintain appropriate objectivity in the NIH-funded research project.

The Contracting Officer and/or HHS may inquire at any time before, during, or after award into any Investigator disclosure of financial interests, and the Institution's review of, and response to, such disclosure, regardless of whether the disclosure resulted in the Institution's determination of a financial conflict of interests. The Contracting Officer may require submission of the records or review them on site. On the basis of this review of records or other information that may be available, the Contracting Officer may decide that a particular financial conflict of interest will bias the objectivity of the NIH-funded research to such an extent that further corrective action is needed or that the Institution has not managed the financial conflict of interest in accordance with Part 94.6(b). The issuance of a Stop Work Order by the Contracting Officer may be necessary until the matter is resolved.

If the Contracting Officer determines that NIH-funded clinical research, whose purpose is to evaluate the safety or effectiveness of a drug, medical device, or treatment, has been designed, conducted, or reported by an Investigator with a financial conflict of interest that was not managed or reported by the Institution, the Institution shall require the Investigator involved to disclose the financial conflict of interest in each public presentation of the results of their search and to request an addendum to previously published presentations.

5.11 ADDITIONAL INFORMATION

This program solicitation is intended for informational purposes and reflects current planning.  If there is any inconsistency between the information contained herein and the terms of any resulting SBIR contract, the terms of the contract are controlling.

Before award of an SBIR contract, the Government may request the offeror to submit certain organizational, management, personnel, and financial information (not otherwise requested in the proposal instructions) to assure responsibility of the offeror.
The Government is not responsible for any monies expended by the offeror before award of any contract.
This program solicitation is not an offer by the Government and does not obligate the Government to make any specific number of awards.  Also, awards under the SBIR Program are contingent upon the availability of funds.
The SBIR Program is not a substitute for existing unsolicited proposal mechanisms.  Unsolicited proposals will not be accepted under the SBIR Program.
If an award is made pursuant to a proposal submitted under this SBIR Program solicitation, a representative of the contractor will be required to certify that the concern has not previously been, nor is currently being paid for essentially equivalent work by any federal agency.

6. SUBMISSION OF PROPOSALS

The Offeror’s proposal shall be organized as specified in PART 3.2 General Instructions.  Shipment and marking shall be as indicated below.

a. PROPOSALS DUE DATE AND TIME

Proposals will be received at the below addresses, and in the number of copies specified below, before 3:00 PM EST on February 11, 2016.

b. EXTERNAL PACKAGE MARKING

In addition to the addresses cited below, mark each package as follows:

“BAA N44CO67006-79 TO BE OPENED BY AUTHORIZED GOVERNMENT PERSONNEL ONLY”

c. NUMBER OF COPIES

TECHNICAL PROPSAL: ORIGINAL* AND FIVE (5) COPIES
BUSINESS PROPOSAL: ORIGINAL* AND THREE (3) COPIES
TWO (2) CD ROM WITH THE TECHNICAL PROPOSALS
TWO (2) CD ROM WITH THE BUSINESS PROPOSALS

d. SUBMISSION ADDRESSES

If hand-delivered or using courier service		If using U.S. Postal Service
Rosemary Hamill					Rosemary Hamill
Contracting Officer				Contracting Officer
Office of Acquisitions 				Office of Acquisitions
National Cancer Institute				National Cancer Institute
9609 Medical Center Drive			9609 Medical Center Drive, Room 1E560
Room 1E560					MSC 9704
Rockville, Maryland 20850			Bethesda, Maryland 20892-9704

*THE ORIGINALS SHALL BE READILY ACCESSIBLE FOR DATE STAMPING PURPOSES.

NOTE: Please be aware that the U.S. Postal Service’s “Express Mail” DOES NOT deliver to the Rockville, Maryland address AND delivery to the Bethesda, Maryland address will result in a delayed delivery to our office in Rockville, Maryland (up to 3 – 5 days).  If a proposal is not received at the place, date, and time specified herein, it will be considered a “late proposal.”

7. SCIENTIFIC AND TECHNICAL INFORMATION SOURCES

Health science research literature is available at academic and health science libraries throughout the United States.  Information retrieval services are available at these libraries and Regional Medical Libraries through a network supported by the National Library of Medicine.  To find a Regional Library in the Offeror’s area, visit http://nnlm.gov/ or contact the Office of Communication and Public Liaison at publicinfo@nlm.nih.gov, (301) 496-6308.
Other sources that provide technology search and/or document services include the organizations listed below.  They should be contacted directly for service and cost information.
National Technical Information Service
1-800-553-6847
http://www.ntis.gov
National Technology Transfer Center
Wheeling Jesuit College
1-800-678-6882
http://www.nttc.edu


8. RESEARCH TOPICS

Topic 315 Development of Companion Diagnostics: Enabling Precision Medicine in Cancer Therapy
Budget (total costs): $1,500,000 for two (2) years.
It is strongly suggested that proposals adhere to the above budget amounts and project periods.  Proposals with budgets exceeding the above amounts and project periods may not be funded.
Summary:
The demand for companion diagnostics has greatly increased with the recognition that matching the right patient to the right drug at the right time can improve patient care and may decrease health care costs. More than a dozen companion diagnostic tests have been approved by the FDA to guide the prescription of products in oncology, cardiovascular disease, and infectious disease. Among them, tests of the Philadelphia chromosome, tumor-associated EGFR overexpression, and HER2 protein overexpression have been identified by the FDA as "required" for the identification of candidate cancer patients to receive Gleevec, Erbitux (cetuximab), and Herceptin (trastuzumab), respectively, for certain indications. In 2011, the FDA approved two pairs of new oncology drugs and their companion diagnostic tests simultaneously. These decisions suggest that the era of companion diagnostics has arrived.
Despite initial success, many therapies in the cancer arena (both primary and adjuvant treatments) still lack prediction and guidance from companion diagnostics. Many patients die from recurrence and metastasis as a result of unpredicted resistance to drugs or radiation developed during therapy, or due to pre-existing tumor insensitivity to the drugs or radiation therapy. Guidance towards effective and safe therapy is greatly needed and can be provided by companion diagnostics, which include tests developed after a drug has come to market, tests developed in conjunction with the development of a therapeutic agent, and tests to predict the interaction of novel agents with existing standard of care therapies, such as radiation or cytotoxic chemotherapy. This topic seeks to stimulate research, development, and commercialization of innovative tests and technology platforms for all types of companion diagnostic applications. Companies with advanced biomarkers are particularly encouraged to apply.
Project Goals:
The goal of this contract topic is to develop companion diagnostic assays that identify patients for which a particular therapeutic regimen, including radiation therapy, existing drugs, and drugs in clinical development will be safe and effective.
Tests for monitoring the response to treatment for the purpose of adjusting treatment (e.g. schedule, dose, discontinuation) to achieve improved safety or effectiveness are also acceptable under this contract topic. Though the examples mentioned above are for targeted therapies, tests may also encompass therapeutics outside of this class. These tests include, but are not limited to, tumor RNA/protein expression or overexpression, gene mutation or deletion/insertion, allelic variation, and enzymatic deficiency. Noninvasive and minimally invasive sampling methods (e.g., body fluids and mouth swab) are preferred. Other sampling methods are also acceptable if they provide significantly improved predictive value, accuracy, and clinical applicability.
This topic is not intended to support the development of assays that do not provide predictive/prognostic information for a therapy. For example, the development of an assay for the sole purpose of measuring whether the drug hits its intended target (e.g., pharmacodynamic assay) would not be considered responsive under this contract topic. A novel test/device providing information that is useful in cancer diagnostics or prognostics, but not a determining factor for the safe and effective use of a therapeutic product, would also not be considered responsive.
Phase II Activities and Expected Deliverables:
· Demonstrate clinical utility and value by testing sufficient numbers of patients from multiple sites to unequivocally prove statistical significance with regards to patient selection for the therapy
· If the primary conclusions reached during the Phase I studies were based on animal experiments or ex vivo modeling, then a correlation study between these models and treatment in human subjects is expected
· Establish marketing partnership or alliance with the company developing the therapy, unless the therapy is already approved for marketing
· It is preferred that the test be performed in at least one independent CLIA-certified laboratory
· Deliver the final SOP to NCI for evaluation
Topic 323 Development of Radiation Modulators for Use During Radiotherapy
Budget (total costs): $1,500,000 for two (2) years.
It is strongly suggested that proposals adhere to the above budget amounts and project periods. Proposals with budgets exceeding the above amounts and project periods may not be funded.
Summary:
Radiotherapy is employed in the treatment of over half of all cancer patients. Many of those patients suffer adverse effects during and/or after treatment. Additionally, tumors recur in approximately half the patients treated with curative intent. Enhancing specific tumor killing and minimizing normal tissue damage from radiotherapy would improve tumor control and patient quality of life. An ideal intervention would both enhance radiation effects in tumors and protect the normal tissues.
Radiosensitizers are agents that are intended to enhance tumor cell killing while having a minimal effect on normal tissues. Recently, two new radiation sensitization drugs have proven clinically effective: Temozolomide treatment with radiotherapy for glioblastoma and Cetuximab treatment combined with radiation for head and neck squamous cell cancers. There is significant potential for further development of novel radiosensitizing agents.
Conventionally, radioprotectors are defined as agents given before radiation exposure to prevent or reduce damage to normal tissues, while mitigators refer to those agents given during or after a patient's prescribed course of radiation therapy to prevent or reduce imminent damage to normal tissues. Both radioprotectors and mitigators are also being developed as potential countermeasures against radiological terrorism and several have shown promise in pre-clinical testing. In order for these to be developed and useful in clinical radiation therapy applications, it is imperative to demonstrate that they do not protect cancer cells.
The importance of developing agents that sensitize tumor cells, protect or mitigate radiation-induced damage in normal tissue, improve survival, quality of life, and palliative care in cancer patients was emphasized in a recent NCI workshop on Advanced Radiation Therapeutics – Radiation Injury Mitigation held on January 25th 2010 (Movsas B, et al. Decreasing the adverse effects of cancer therapy: National Cancer Institute guidance for the clinical development of radiation injury mitigators. Clin Cancer Res. 2011 Jan 15;17(2):222-8. Epub 2010 Nov 3. PMID: 21047979), and in a workshop on Radiation Resistance in Cancer Therapy: Its Molecular Bases and Role of the Microenvironment on its Expression held Sept 1–3, 2010. Prior workshops have dealt with sensitization, protection, or radiation effects assessment (Colevas AD, et al. Radiation Modifier Working Group of the National Cancer Institute. Development of investigational radiation modifiers. J Natl Cancer Inst. 2003 May 7;95(9):646-51. Review. PMID:12734315; Stone HB, et al. Models for evaluating agents intended for the prophylaxis, mitigation and treatment of radiation injuries. Report of an NCI Workshop, December 3–4, 2003. Radiat Res. 2004 Dec;162(6):711-28. PMID: 1554812.)
This contract topic encourages the development of innovative and promising radioprotectants, mitigators, or sensitizers that either selectively protect normal tissues (but not tumors) against ionizing radiation or selectively sensitize tumors, thereby increasing the therapeutic ratio of radiation. Proposals for radiation modulators are solicited that include preclinical and/or early phase clinical studies demonstrating safety, efficacy, dose, schedule, pharmacokinetics (PK), pharmacodynamics (PD), and metabolism. Proposals should also demonstrate a clear understanding of regulatory requirements, and should include a regulatory plan including key steps such as a pre-IND meeting with FDA, submission of an investigational new drug (IND) application, approval of clinical trial design, and ultimately drug registration.
Project Goals:
The goal is to stimulate collaborations among academic institutions, small businesses, and contract research organizations in order to promote the rapid development of innovative radioresponse modifiers that will decrease normal tissue injury and/or enhance tumor killing thereby improving radiotherapy outcomes. The long-term goal is to enable small businesses to fully develop, license, and/or market radio response modifiers for clinical use.
The contract proposal must describe:

Phase II:
· The approach to early-phase human trials designed to take into account relevant molecular pathways and targets, and aim to gather pharmacodynamic and pharmacokinetic data to confirm the compound's observed behavior in animal studies.
· The approach and experiments to assess the safety and efficacy of the compound(s) in early-phase human trials employing, as appropriate, physician-reported endpoints as well as patient-reported outcomes.
Deliverables:
Phase II proposals must contain a section entitled "Regulatory Plan" detailing plans for early involvement of the FDA. There should be a description of how the applicant plans on meeting the requirements to: 1) define suitable biomarkers and endpoints, 2) file IND and 3) design and perform phase 0-2 clinical trials in preparation for product transition to phase 3 clinical trials by groups such as the Radiation Therapy Oncology Group.
Where cooperation of other partners is critical for implementation of the proposed methodology, the applicant should provide evidence of such cooperation (through partnering arrangement, letters of support, etc.).
The following deliverables may be required depending on a compound's maturity in the developmental pipeline:
Phase II:
For advanced pre-clinical work:
· Design of NCI and Institutional Animal Care and Use Committee (IACUC)-approved in vivo experimentation plan including statistical validation of experimental design, and sample size determination including power calculations
· Selection and approval of tumor cell panel and normal tissues for in vitro testing
· Demonstration of bioavailability PK and PD in rodent model
· For radiation protectors/mitigators: demonstration by physiologic testing and histological assessment that irradiated normal tissues are spared over a 6-month period
· Demonstration of effects (sensitization or lack of protection as appropriate) on tumors using in vivo radiation regrowth delay assays
· Collection of data validating lack of drug toxicity, efficacy, and specificity for normal cells over tumor cells in the case of radiation protectors/mitigators
· Documentation of the testing protocol and testing results should be provided to NCI as part of the Phase II progress report for pre-clinical studies
For proposals advancing to early phase human trials:
· Identify GMP drug source
· Obtain IND approval
· Provide evidence of established clinical collaboration
· Submit protocol for IRB approval
· Define suitable clinical endpoints and patient-oriented outcomes
Topic 326 Development of Novel Therapeutic Agents that Target Cancer Stem Cells 
Number of anticipated awards: 3 – 5 
Budget Phase II: $1,500,000 for 2 years
It is strongly suggested that proposals adhere to the above budget amounts and project periods.  Proposals with budgets exceeding the above amounts and project periods may not be funded.
Summary
Cancer stem cells (CSCs) are a subset of tumor cells that possess characteristics associated with normal stem cells. Specifically, they have the ability to self-renew, differentiate and generate the diverse cells that comprise the tumor. CSCs have been identified and isolated in several human cancer types, including breast, brain, colon, head and neck, leukemia, liver, ovarian, pancreas and prostate. These CSCs represent approximately 1% of the tumor as a distinct population and cause relapse and metastasis by giving rise to new tumors. While chemotherapy and other conventional cancer therapies may be more effective at killing bulk tumor cells, CSCs may manage to escape and seed new tumor growth due to the survival of quiescent CSCs. Therefore, traditional therapies often cannot completely eradicate tumors or prevent cancer recurrence and progression to metastasis. With growing evidence supporting the role of CSCs in tumorigenesis, tumor heterogeneity, resistance to chemotherapeutic and radiation therapies, and the metastatic phenotype, the development of specific therapies that target CSCs holds promise for improving survival and quality of life for cancer patients, especially those with metastatic disease.
Project Goals
The goal of this solicitation is to provide support for the development of novel therapeutic agents that target CSCs. These small molecules or biologics should be designed to target CSCs, CSC-related biomarkers, or CSC pathways that affect fundamental processes associated with carcinogenesis, tumor progression, maintenance, recurrence or metastasis. Particular emphasis is placed on agents that target CSC self-renewal, regeneration, or differentiation processes. Proposals that combine the development of agents that target CSCs with conventional cancer therapy are encouraged. The long term goal of this contract topic is to enable small businesses to bring fully developed therapeutic agents that target CSCs to the clinic and eventually to the market.
To apply for this topic, offerors should:
· Have at least one validated target. The target can be, but is not limited to: a marker, a pathway, a set of markers or pathways, or any other molecular targets that are specifically associated with CSCs in the cancer of choice.
· Provide data or cite literature to support that the target is tightly associated with CSCs.  
· Have ownership of, or license for, at least one lead agent (e.g., compound or antibody) with preliminary data showing that the agent hits the identified target.
· Have experience with a well-validated assay for CSCs.
· Describe what is known about the mechanism by which the agent acts on CSCs.
Phase II Activities and Expected Deliverables
· Complete IND-enabling experiments and assessments according to the plan developed in Phase I (e.g., demonstration of desired function and favorable biochemical and biophysical properties, PK/PD studies, safety assessment, preclinical efficacy, GMP manufacturing, and commercial assessment). The plan should be re-evaluated and refined as appropriate.
· Develop and execute an appropriate regulatory strategy. If warranted, provide sufficient data to file an IND or an exploratory IND for the candidate therapeutic agents (i.e., oncologic indications for CSCs).
· Demonstrate the ability to produce a sufficient amount of clinical grade materials suitable for an early clinical trial.
Topic 327 Reformulation of Failed Chemotherapeutic Drugs
Number of anticipated awards: 2 – 4 
Budget (total costs, per award):  Phase II: $1,500,000 for 2 years
It is strongly suggested that proposals adhere to the above budget amounts and project periods.  Proposals with budgets exceeding the above amounts and project periods may not be funded.
Summary
Many promising chemotherapeutic candidates have failed to gain FDA approval due to adverse properties discovered in pre-clinical development or in human clinical trials.  Such failures often occur due to unacceptable toxicity, although other limitations may also derail the development of promising anti-cancer agents.  Novel drug delivery systems for cancer treatment that carry and deliver therapeutic payloads within close proximity of the tumor in vivo play a significant role in increasing the effectiveness of the treatment while decreasing the severity of toxicities.  The successful delivery of well-established chemotherapeutics has been demonstrated previously using a number of platforms; however, such systems provide only incremental improvements in the overall therapeutic index of previously-approved drugs.  An even greater opportunity is associated with reformulating once promising chemotherapeutic drugs that either failed to reach clinical trials or failed in clinical development.  Among the limitations that reformulation strategies can address are poor oral bioavailability, poor solubility in biological fluids, inappropriate pharmacokinetics, and/or lack of efficacy within a tolerable dose range.  To accelerate such efforts, the National Cancer Institute (NCI) requests proposals for the development of commercially-viable platforms for the reformulation of chemotherapeutic drugs that have failed previously in pre-clinical development or in human clinical trials.
Project Goals
The goal of this project is to add new agents to the current arsenal of chemotherapeutic drugs by identifying and evaluating candidate delivery systems to enable the therapeutic potential of drugs that could not otherwise be delivered to humans in free form.  The focus of this topic is on the reformulation of small-molecule chemotherapeutic agents.  The proposed drug-delivery platform must yield a significant improvement in properties with respect to the free drug in order to enable the re-evaluation of the chemotherapeutic drug as a potential therapy for cancer treatment.
Proposals submitted under this topic must:
· Name the small-molecule chemotherapeutic drug (i.e., the active pharmaceutical ingredient [API]) proposed for reformulation;
· Describe to the greatest extent possible the mechanism by which the chemotherapeutic drug acts on cancer cells (i.e., mode of action);
· Cite published literature and/or clinical data and/or other supporting evidence to clearly demonstrate that the chemotherapeutic drug is not deliverable in its free form; and
· Describe the drug-delivery platform/reformulation approach that will be used to reformulate the drug, and provide a compelling scientific rationale for why the solution may reduce or eliminate the adverse properties of the free drug.
The proposed drug-delivery platform/reformulation approach may utilize any technology capable of meeting the stated goals of this contract topic.  Examples include the use of multi-functional targeted drug delivery platforms or multi-chamber chips carrying encapsulated drugs, although other approaches will be favorably considered.  The final drug formulation may utilize an imaging agent(s) for a combination of therapeutic and diagnostic modalities, in order to provide real-time feedback and monitoring of therapy; however, such “theranostic” approaches are NOT required.  Acceptable technologies/approaches under this contract may include, but are not necessarily limited to:
· Devices involving novel tumor targeting and concentration schemes; 
· Novel drug loading and releasing schemes;
· Novel drug delivery platforms, which are able to cross the blood-brain barrier, penetrate stromal barriers, overcome multi-drug resistance or treat metastatic cancer;
· Novel therapeutic nanoparticle systems;
· Antibody-drug conjugates;
· Biomimetic constructs;
· Virus-like particles (VLPs);	
· Combination therapies utilizing at least one chemotherapeutic agent meeting the above criteria.
Please note that the following approaches are NOT acceptable under this contract topic:
· Chemical entities that have received FDA approval for any indication (cancer or otherwise) are NOT acceptable chemotherapeutic drug candidates under this topic.
· Chemically-modified, failed chemotherapeutic agents are NOT acceptable drug candidates for this topic (i.e., traditional medicinal chemistry approaches are considered non-responsive).
Phase II Activities and Expected Deliverables (include at least three of the following)
· Biodistribution studies in tumor-bearing animals (required);
· Toxicology studies in small mammals (required);
· Toxicology studies in second animal species (e.g., large mammals);
· Pharmacokinetic/pharmacodynamics studies;
· IND-enabling studies carried out in a suitable pre-clinical environment.
Topic 328 Validation of 3D Human Tissue Culture Systems that Mimic the Tumor Microenvironment 
Number of anticipated awards: 5 – 7 
Budget (total costs, per award): Phase II: $1,500,000 for 2 years
It is strongly suggested that proposals adhere to the above budget amounts and project periods.  Proposals with budgets exceeding the above amounts and project periods may not be funded.
Summary 
There is a critical need to improve the accuracy of preclinical drug efficacy screening and testing through the development of in vitro culture systems that more effectively mimic the in vivo environment.  Currently, two-dimensional (2D) in vitro culture systems or in vivo animal models are the primary tools used to test cancer cell responses to drugs.  However, drug sensitivity data obtained via 2D culture systems can be misrepresentative, while animal models are expensive, time-consuming, and not always predictive of the effects on human tumors in their native environment. Three-dimensional (3D) culture systems using human tissue could be a better tool for drug screening by providing a more accurate, in vivo-like structure and organization than 2D culture systems, and better informing drug efficacy testing in animal models. In addition, culture systems based on human tissue may produce responses more predictive of human cancers than non-human model systems.
Advances in bioengineering, biomaterials, and 3D cell culture models have led to in vitro systems that better replicate the structure, physiology, and function of tissues seen in vivo. 3D models more accurately mimic the in vivo milieu than current 2D in vitro culture systems by recreating the morphology and architecture of cellular relationships, gradients of signaling molecules, therapeutic agents, interstitial pressure, oxygen, and the composition, structure, and mechanical forces of extracellular matrix (ECM) proteins. The use of 3D systems that recreate the human tumor microenvironment and reflect tumor heterogeneity could improve the development of therapeutic strategies (e.g., treatment combinations, dose, timing) and the feasibility of chemo-sensitivity assays in at least two ways: 1) better inform decision-making for whether a particular therapeutic agent is worth pursuing in an animal model, reducing the time and cost of development; 2) lead to fewer clinical trial failures because of earlier, more relevant results from human tissue. 
Properly representing the tumor microenvironment as can be done using 3D systems is particularly critical for testing the effectiveness of anti-cancer therapeutic agents. For example, extravascular transport in solid tumors is a fundamental determinant of the efficacy of both locally and systemically administered cancer agents.  Large diffusion distances in tumor tissues, elevated interstitial fluid pressure, and interactions between anti-cancer drugs, tumor tissue, and normal tissue are factors that significantly limit drug diffusion in the extravascular compartment. Additionally, due to rapid proliferation and poor perfusion of tumors, the tumor microenvironment is often acidic and hypoxic, which can lead to the resistance of tumor cells to both drug and radiation therapy.  Thus, 3D systems to properly recreate the tumor microenvironment are essential to advance the discovery and development of effective anti-cancer agents.
Project Goals 
The focus of this topic is the validation of 3D human tissue model culture systems that accurately mimic the tumor microenvironment, including factors affecting tumor cell responses such as vascularization, interstitial pressure, physiochemical factors, and interactions with heterogeneous cell types. The project goal is to validate a 3D human tumor culture system against anti-cancer agents with known effects to demonstrate the system’s utility as a predictive tool, a pre-clinical screening assay, and/or a chemo-sensitivity assay. It is anticipated that the development of 3D systems representative of human tumor microenvironments will lead to an increase in the quality and accuracy of drug screening, along with reductions in the associated timelines and costs, leading to enhancement in the efficacy of producing information for regulatory decisions.
Essential characteristics of an in vitro tumor microsystem should include all or some of the following features: 
1. multicellular architecture that represents physiologically relevant characteristics of the tumor and tissue of origin; 
2. reproducible and viable operation with simple and clear protocols; 
3. ability to examine multiple aspects of cancer, such as tumor growth, angiogenesis, cell proliferation and cell death, migration, and/or invasion; and
4. compatibility with high content screening platforms that include multiple molecular read-outs, such as genomic, proteomic, metabolomic, or epigenomic analyses. 
System development should permit scale-up production such that the system can be reliably reproduced at a cost with reasonable expectation for market success. An eventual goal for such systems may include the ability to incorporate individual patient tumor biopsies to test patient-specific responses to available agents. 
It is important to note that full 3D tumor microenvironment systems will consist of more than an extracellular matrix (ECM) containing tumor cells and will facilitate the inclusion of various cell types to mimic cancer cell interaction and paracrine signaling from surrounding non-malignant cells to model their effects on cancer aggressiveness and response to anti-cancer agents.  Examples include stromal cells that can induce chemoresistance and encourage metastasis, as well as endothelial cells that can carry chemotherapeutics to the tumor. Systems of particular interest will incorporate perfusion, interstitial, and/or immune components. 
This topic is not intended to fund microphysiological organ systems for the study of toxicity, though tumor culture systems developed under this topic may be combined as a module with systems such as those being developed through the collaborative program between NIH, FDA, and DARPA: http://www.ncats.nih.gov/research/reengineering/tissue-chip/tissue-chip.html. 
Phase II Activities and Expected Deliverables 
· Benchmark performance in developed system against applicable in vivo animal model(s) and known clinical performance.
· Test multiple agents, at least four, with known clinical profiles in the prototype validated in Phase I.
· Include at least one agent that demonstrated significant efficacy in animal trials but could not recapitulate that efficacy in clinical trials.
· Include at least one agent that did not demonstrate significant efficacy in 2D systems and either was not tested in animal trials, or demonstrated efficacy in animal trials.
· Measure profile of tumor prototype system and applicable in vivo animal model(s) using high content analysis (i.e. at least 6 different measurements per sample). Measurements may include, but are not limited to: genomic, proteomic, morphological, metabolomic, and epigenomic profiles of tumor system.
· Use validated markers and/or evaluative criteria from in vivo histologic analysis.
· Genomic data may be compared to that acquired by The Cancer Genome Atlas (http://cancergenome.nih.gov).
· Compare dose-response relationships of known anti-cancer agents with available clinical performance data.
· Demonstrate ability to scale-up system for use in high-throughput therapeutic agent screening assays.
· Demonstrate ability to perform high-throughput quantitative analysis on samples, such as simple harvesting and/or automated imaging. High throughput assays must still be considered high content (i.e. measurement capabilities of at least 6 different parameters)
OR
· Demonstrate potential clinical utility of chemo-sensitivity assay
· Compare dose-response relationships using high content analysis across a subset of clinical biospecimens to assess sensitivity of assay and relevance to alter standard-of-care treatments on an individual patient basis.
Topic 330 Generation of Site-Specific Phospho-Threonine Protein Standards for use in Cancer Assays
Number of anticipated awards: 3 – 5 
Budget (total costs, per award):  Phase II: $1,000,000 for 2 years
It is strongly suggested that proposals adhere to the above budget amounts and project periods.  Proposals with budgets exceeding the above amounts and project periods may not be funded.
Summary
As phosphorylated proteins play a significant role in normal and abnormal cellular function, there is a critical need for the production of pure, analytically characterized phospho-proteins/polypeptides for use in assays designed to capture the phosphorylation signatures of different cancers. Phospho-protein/polypeptide standards can serve as reference controls for quantitative immunoassays, immunogens for generating phospho-specific antibodies, and can be utilized in kinase inhibitor screens as well as protein-protein interaction studies. Technologies for generating phospho-serine and –tyrosine proteins are currently progressing, whereas the production of phospho-threonine (pThr) proteins has been unsuccessful due to imprecise chemical, enzymatic, and recombinant techniques. For example, biological systems that generate pThr-reagents are lacking, and those that exist provide poor control over site-directed phosphorylation and the phosphorylation percentage at each site. Additionally, commercially available reagents often do not meet purity guidelines for specific analytic applications. Therefore, the development of an appropriate methodology for the production of high quality and analytically verified pThr-protein/polypeptide standards will be a valuable step toward the commercialization of assays that detect target proteins associated with disease and drug action. The identification of such phosphorylated biomarkers has significant potential for the development of safer and more effective targeted cancer therapies.
Project Goals
The primary goal of this contract topic is to develop innovative site-directed phospho-threonine protein synthesis technologies for the production of marketable pThr protein/polypeptide standards that enhance the analytic capacity of cancer assays. Technologies must demonstrate the reproducible generation of high quality, analytically verified phosphorylated threonine protein standards with 50 – 80% modification of the specified site. Protein standards listed below are of particular interest to the NCI; however, any phospho-protein target of clinical relevance to cancer may be developed. Peptide domains should contain 100 – 1000 amino acid residues that span the phospho-site of interest. A minimum of 30 amino acids in length may be acceptable, specifically if both a capture and detection antibody can bind to the peptide fragment. 
Ultimately, the development of robust, quantitative, phospho-threonine specific assays will require: 
1. production of phosphorylated polypeptide standards; 
2. verification of the specific phospho-sites; 
3. quantification of site-specific phospho-residues.  
	Priority
	Name
	Phospho-Site(s)

	1.
	ATR (ataxia telangiectasia and Rad3-related protein)
	pT1989

	2.
	mTOR (mechanistic target of rapamycin)
	pT2446

	3.
	Akt/PKB (v-akt murine thymoma viral oncogene homolog)
	pT308

	4.
	Chk2 (CHK2 checkpoint homolog)
	pT68

	5.
	53BP1 (tumor suppressor p53-binding protein)
	pT543

	6.
	XRCC1 (X-ray repair complementing defective repair in Chinese hamster cells 1)
	pT519/T523/T488


Phase II Activities and Expected Deliverables
· Processes should be optimized to reproducibly generate quantitative, threonine site-specific phosphorylation with the highest level of modification feasible (>80% preferred) for six NCI-approved targets.
· Demonstrate preliminary product stability (<10% degradation of the phospho-content) for at least 6 months when stored at company-determined optimized conditions (e.g., -80oC) 
· Perform full validation of the method with three runs for all designated pThr-protein targets, and provide data that characterizes reproducibility, variability, and accuracy of the optimized methods with Quality Control measures implemented.
· Deliver to NCI:
· A minimum of 1 mg each of all of the specified pThr-recombinant proteins/peptides
· All data 
· Final versions of the Certificate of Performance for each polypeptide
· An ISO- and CLIA- quality SOP of method
· If requested, provide NCI with sufficient reagents to perform ten test runs for independent validation of the methods used for phospho-protein production and characterization. 
· Provide technical support, and if requested, one on-site training session for the NCI. 
· Provide the program and contract officers with a letter of commercial interest. 
Topic 331 Development of a Biosensor-Based Core Needle Tumor Biopsy Device
Number of anticipated awards: 3 – 5 
Budget (total costs, per award):  Phase II: $1,500,000 for 2 years
It is strongly suggested that proposals adhere to the above budget amounts and project periods.  Proposals with budgets exceeding the above amounts and project periods may not be funded.
Summary
Analysis of dynamic biomarkers in tumor biopsies is being performed with increasing frequency to help physicians in diagnosis, selecting and assessing treatment, and understanding disease recurrence. Current biopsy techniques were developed to acquire specimens with sufficient numbers of malignant cells for histopathologic diagnosis. However, the tumor content of a biopsy specimen required for pathological analysis is much lower than what is required for molecular profiling of low prevalence mutations or biomarker quantification, which would aid in determining therapeutic options for the patient. Even with Positron Emission Tomography/Computed Tomography (PET/CT) or ultrasound guidance, current biopsy methodology may not yield specimens with sufficient tumor for molecular biomarker profiling. PET/CT and ultrasound methods lack the resolution to direct the biopsy needle into areas with high viable tumor content, resulting in a high failure rate of 25 – 50% due to the heterogeneity of tumor architecture within a biopsy area. The incorporation of biosensor technology into the tip of the biopsy needle, in conjunction with currently utilized imaging and ultrasound guidance, could increase the probability of sampling high tumor content areas through providing real-time feedback that identifies optimal regions for biopsy. Collection of high quality tumor biopsies with sufficient material for biomarker profiling is essential for full implementation of precision medicine for cancer patients. Biosensor/biofeedback devices designed to complement existing radiologic methods will improve current biopsy procedures by increasing viable tumor recovery, and thus, allow for a more thorough molecular assessment of patient tumors. 
Project Goals
The goal of this solicitation is to advance the development of biopsy needle-based biosensor technology that can determine regions of maximum tumor cellularity within the biopsy region. The biosensor technology should be designed for use in conjunction with current image-guided and biopsy devices to detect high tumor content regions, and provide real-time feedback that indicates to the radiologist where the needle should be placed for optimal sample selection. Real-time feedback from the tip of the biopsy needle to the physician should be based on visual, sensory, or chemical parameters. 
Malignant transformation is associated with structural, genotypic/phenotypic cellular modifications, and biochemical changes in the extracellular environment, which consequently alters spectroscopic, metabolic and microscopic properties. The biosensor should be able to detect such alterations and extract information about the physiological and/or morphological properties in the biopsy region surrounding the needle that distinguish normal from malignant areas. Properties include, but are not limited to, measurement of redox potential, pH, extracellular matrix elasticity/stiffness, dielectric properties (electrical bio-impedance), glucose metabolism (anaerobic glycolysis), and various blood vessel parameters such as tissue color, microvascular saturation, blood volume fraction, bilirubin concentration, and average vessel diameter.
Phase II Activities and Expected Deliverables
· Optimize the sensor design and performance for a clinical setting, and refine the manufacturing process.
· Show the feasibility of this novel technique to complement current radiologic and biopsy procedures.
· Demonstrate the performance of the device as designed and intended in fit-for-purpose studies in relevant clinical veterinary models (NCI will identify appropriate models during Phase I).
· Deliver to NCI final versions of the manufacturing methodology and Certificate of Performance using recommended templates (to be provided in Phase I). 
· Provide at least one optimized device, technical support, and if requested, one on-site training session for NCI in order to perform independent validation.
· Provide to NCI staff two letters of commercial interest at the end of year 1, and two letters of commercial commitment to buy the developed product at the end of year 2.
Topic 332 Development of Radiation Modulators for Use During Radiotherapy 
Number of anticipated awards: 3 – 5 
Budget (total costs, per award): Phase II: $1,500,000 for 2 years.
It is strongly suggested that proposals adhere to the above budget amounts and project periods.  Proposals with budgets exceeding the above amounts and project periods may not be funded.
Summary 
Radiotherapy is employed in the treatment of over half of all cancer patients. Many of those patients, however, suffer adverse effects during and/or after treatment. Additionally, tumors recur in approximately half the patients treated with curative intent. Enhancing specific tumor killing and minimizing normal tissue damage from radiotherapy would improve tumor control and patient quality of life. An ideal intervention would both enhance radiation effects in tumors and protect the normal tissues.
Radiosensitizers are agents that are intended to enhance tumor cell killing while having a minimal effect on normal tissues. Two radiation sensitization drugs have recently proven clinically effective: Temozolomide treatment with radiotherapy for glioblastoma and Cetuximab treatment combined with radiation for head and neck squamous cell cancers. There is significant potential for further development of novel radiosensitizing agents. 
Conventionally, radioprotectors are defined as agents given before radiation exposure to prevent or reduce damage to normal tissues, while mitigators refer to those agents given during or after a patient’s prescribed course of radiation therapy to prevent or reduce imminent damage to normal tissues. Both radioprotectors and mitigators are being developed as potential countermeasures against radiological terrorism and several have shown promise in pre-clinical testing. In order for these to be developed and useful in clinical radiation therapy applications, it is imperative to demonstrate that they do not protect cancer cells.
The importance of developing agents that sensitize tumor cells, protect or mitigate radiation-induced damage in normal tissue, improve survival, quality of life, and palliative care in cancer patients was emphasized in an NCI workshop on Advanced Radiation Therapeutics - Radiation Injury Mitigation held on January 25th 2010 (Movsas B, et al. Decreasing the adverse effects of cancer therapy: National Cancer Institute guidance for the clinical development of radiation injury mitigators.  Clin Cancer Res. 2011 Jan 15;17(2):222-8. Epub 2010 Nov 3. PMID: 21047979), and in a workshop on Radiation Resistance in Cancer Therapy: Its Molecular Bases and Role of the Microenvironment on its Expression held Sept 1-3, 2010. Prior workshops have dealt with sensitization, protection, or radiation effects assessment (Colevas AD, et al. Radiation Modifier Working Group of the National Cancer Institute.  Development of investigational radiation modifiers.  J Natl Cancer Inst. 2003 May 7;95(9):646-51. Review. PMID:12734315; Stone HB, et al. Models for evaluating agents intended for the prophylaxis, mitigation and treatment of radiation injuries. Report of an NCI Workshop, December 3-4, 2003.  Radiat Res. 2004 Dec;162(6):711-28. PMID: 1554812.)
This contract topic encourages the development of innovative and promising radioprotectors, mitigators, or sensitizers that either selectively protect normal tissues but not tumors against ionizing radiation, or selectively sensitize tumors, thereby increasing the therapeutic ratio of radiation. Proposals for radiation modulators are solicited that include preclinical and/or early phase clinical studies demonstrating safety, efficacy, dose, schedule, pharmacokinetics (PK), pharmacodynamics (PD), and metabolism. Proposals should also demonstrate a clear understanding of regulatory requirements, and should include a regulatory plan including key steps such as a pre-IND meeting with FDA, submission of an investigational new drug (IND) application, approval of clinical trial design, and ultimately drug registration.
Project Goals 
The goal is to stimulate collaboration among small businesses, academic institutions, and contract research organizations to promote the rapid development of innovative radioresponse modifiers that will decrease normal tissue injury and/or enhance tumor killing, thereby improving radiotherapy outcomes. The long-term goal is to enable small businesses to fully develop, license, and/or market radioresponse modifiers for clinical use. 
The contract proposal must describe: 
Phase II:
· The approach to early-phase human trials designed to take into account relevant molecular pathways and targets, and aim to gather pharmacodynamic and pharmacokinetic data to confirm the compound’s observed behavior in animal studies. 
· The approach and experiments to assess the safety and efficacy of the compound(s) in early-phase human trials employing, as appropriate, physician-reported endpoints as well as patient-reported outcomes.
Activities and Expected Deliverables 
Phase II proposals must contain a section entitled "Regulatory Plan" detailing plans for early involvement of the FDA. There should be a description of how the applicant plans on meeting the requirements to: 1) define suitable biomarkers and endpoints, 2) file IND and 3) design and perform phase 0-2 clinical trials in preparation for product transition to phase 3 clinical trials by groups such as the Radiation Therapy Oncology Group (http://www.rtog.org/).
Where cooperation of other partners is critical for implementation of the proposed methodology, the applicant should provide evidence of such cooperation (through partnering arrangement, letters of support, etc.).
Phase II
For advanced pre-clinical work:
· Design of NCI and Institutional Animal Care and Use Committee (IACUC)-approved in vivo experimentation plan including statistical validation of experimental design, and sample size determination including power calculations. 
· Selection and approval of tumor cell panel and normal tissues for in vitro testing.
· Demonstration of bioavailability PK and PD in rodent model.
· For radiation protectors / mitigators: demonstration by physiologic testing and histological assessment that irradiated normal tissues are spared over a 6-month period.
· Demonstration of effects (sensitization or lack of protection as appropriate) on tumors using in vivo radiation regrowth delay assays.
· Collection of data validating lack of drug toxicity, efficacy, and specificity for normal cells over tumor cells in the case of radiation protectors/mitigators.
Documentation of the testing protocol and testing results should be provided to NCI as part of the Phase II progress report for pre-clinical studies.  For proposals advancing to early phase human trials: 
· Identify GMP drug source.
· Obtain IND approval.
· Provide evidence of established clinical collaboration.
· Submitted protocol for IRB approval.
· Define suitable clinical endpoints and patient-oriented outcomes.
[bookmark: OLE_LINK8][bookmark: OLE_LINK9]Topic 333 Software Tools for the Development of Environmental Measures Related to Cancer Health Behaviors and Resources 
Number of anticipated awards: 2 – 3 
Budget (total costs, per award): Phase II: $1,000,000 for 2 years
It is strongly suggested that proposals adhere to the above budget amounts and project periods.  Proposals with budgets exceeding the above amounts and project periods may not be funded.
Summary
The NCI Division of Cancer Control and Population Sciences aims to reduce risk, incidence, and deaths from cancer, as well as enhance the quality of life for cancer survivors. A key to achieving these goals is to improve health behaviors and access to health services. Because environmental factors affect health behavior, it is critical to develop robust measures of the natural, commercial, policy, and man-made environments to better understand and improve health quality. In the past 20 years there has been an explosive growth in the availability of data related to these environmental features.  The federal government has recently increased public access to high value, machine readable data through Data.gov, and HHS has specifically encouraged innovators to utilize health data through the Health Data Initiative at HealthData.gov. Improved data access and geographic linkages have created a growing interest in the development of indices of aggregate measures of the environments related to diet, physical activity, access to health care, and other health-related behaviors. Better methods and access to software tools to easily develop such indices are required for accelerating progress towards NCI’s mission of cancer control, and also have potential applications in other areas of health, policy and the commercial sector. 
The skills required to efficiently collect the data underlying potential environmental indices related to cancer risk factors, health services, and diverse aspects of behavior cut across diverse disciplines and require mastery of disparate concepts and technologies.  An especially pressing problem is the need to gain efficient access to the ‘digital environment’ in order to collect data from map resources, online archives, and crowd sourced resources related to walking, running routes, commercial venues, street and transit characteristics, and many other data resources.  Many potentially interested parties lack the technical capacity required to automate access to diverse data resources from interactive and frequently updated web sources.  This lack of capacity is a barrier to the development, evaluation and utilization of environmental indices in the public health field.  IT professionals have the ability to collate needed data, but the health community does not always have access or resources to work with IT teams.  An appropriate software tool could be useful to facilitate the development of environmental metrics across different areas of expertise.
Project Goals
The purpose of this solicitation is to support the development of an efficient, user-centered software tool that connects diverse data sources to enable the creation of metrics describing the environment related to health behaviors and services. This software tool could accelerate and improve decision making-related planning and policy for cancer prevention and control, cancer related risk factors, decision-making about geographic locales for consumers, and site selection issues for businesses and government organizations. 
The products called for are specifically related to cancer prevention and control across the cancer control continuum. For example, improving cancer prevention via fostering positive health behaviors, reducing disparities in early detection and ensuring access to appropriate treatment and end-of-life support all require integration of individual and socio-ecological factors to achieve improvements in health. Notably, construction of environmental metrics could play a key role in guiding efforts to reduce health disparities by facilitating efforts to characterize regions or communities with combinations of interacting characteristics that could lead to disparities in health behaviors and health outcomes.
The developed platform should: 
· automate data aggregation from diverse sources to allow users to efficiently obtain data 
· use a non-expert graphical user interface that allows the design and implementation of environmental indices 
· support evaluation of environmental indices’ ability to rank locations such as specific addresses, neighborhoods, census tracts, counties, or states in accord with features of interest 
· support access to or dissemination of data from environmental indices imported or developed by users  
Figure 1. Schematic of capacity and data cycle that enables enhanced development and use of indices of environmental characteristics related to health behaviors and health resource access and use. 

Responses to this topic are expected to address the development of efficient methods and platforms to:
1. Collect data via open data Application Programming Interfaces (API’s), Data.gov, online web search engines, mobile app data housed on servers, screen scraping, and map resources concerning environmental correlates of health behaviors such as retail outlets, exercise facilities, and other community related venues including schools, churches, and hospitals.
2. Allow the efficient import of additional relevant data from diverse sources such as physiological data, survey results, field-collected information, and mobile devices.
3. Compile data at multiple geo-located scales such as point addresses, buffers, and administrative boundaries including but not limited to census elements.
4. Allow the compilation of data into matrices easily transferable into relevant analytical software packages, including statistical and graphics packages.
5. Supply scripts or protocols to allow visualization of the correlation structure among collated variables.
6. Demonstrably allow the recreation of existing metrics related to the food and physical activity environments.
7. Contain plans for extending these tools into products useful for specific clients such as those in government and public sectors, foundations, and other non-governmental organizations.
8. Recreate existing indices, replicate their estimates, and then modify them with new data elements or new weighting schemes.
Completed projects could be on-line or stand-alone resources, or they could be applications that work with existing spreadsheet, GIS or other software products, but the product should be usable without high-level expertise in the underlying software platform. Vitally, these tools must allow users to efficiently obtain current, up-to-date data automatically from diverse data resources, as many elements of the environment change rapidly, particularly man-made commercial and retail environments.
Phase II Activities and Deliverables
· Further test and finalize interface with online data via diverse API’s and other approaches developed in Phase I
· Further test and finalize methods for combining data into candidate metrics
· Develop, beta-test, and finalize data integration and visualization tools developed in Phase I
· Conduct usability testing of all stages of use of the environmental metric data acquisition and development tool 
· Develop systems documentation where applicable
· In the first year of the contract, provide the program and contract officers with a letter(s) of commercial interest
· In the second year of the contract, provide the program and contract officers with a letter(s) of commercial commitment
9. SUBMISSION FORMS AND CERTIFICATIONS

9.1  SOLICITATION ATTACHMENTS

1. Proposal Intent Sheet: http://oamp.od.nih.gov/sites/default/files/DGS/contracting-forms/intent.pdf

2. Section K – Representations, Certifications, and other Statements: https://oamp.od.nih.gov/sites/default/files/DGS/contracting-forms/sectionk_508.pdf

9.2 TECHNICAL PROPOSAL ATTACHMENTS

3. SBIR Proposal Cover Sheet: http://grants.nih.gov/grants/funding/SBIRContract/ContractAppendixA.pdf

4. Sample Statement of Work: http://grants.nih.gov/grants/funding/SBIRContract/ContractAppendixE.docx

5. Abstract of Research Plan: http://www.grants.nih.gov/grants/funding/SBIRContract/ContractAppendixB.pdf

6. Planned Enrollment Report, PHS-389/2590 (Rev. 08/12): http://grants.nih.gov/grants/funding/phs398/CumulativeInclusionEnrollmentReport.pdf

7. Technical Proposal Cost Summary: http://oamp.od.nih.gov/sites/default/files/DGS/contracting-forms/Tech-Prop-Cost-Summ.pdf

8. Summary of Related Activities: http://oamp.od.nih.gov/sites/default/files/DGS/contracting-forms/summary-related-activities.pdf

9. Protection of Human Subject Assurance Identification/IRB Certification/Declaration of Exemption, OMB Form No. 0990-0263 (Formerly Optional Form 310): http://www.hhs.gov/ohrp/assurances/forms/of310.pdf

10. Contract Proposal Vertebrate Animal Section (VAS) Worksheet: http://grants.nih.gov/grants/OLAW/VAScontracts.pdf

9.3 BUSINESS PROPOSAL ATTACHMENTS

11. Certification for Applicants that are Majority-Owned by Multiple Capital Operating Companies, Hedge Fund or Private Equity Firms: http://grants.nih.gov/grants/funding/sbir_forms/SBIR%20Application%20VCOC%20Certification.docx

12. SBIR Funding Certification: http://grants.nih.gov/grants/funding/sbir_forms/SBIR%20Funding%20Agreement%20Certification.docx

13. NIH form 2043, Proposal Summary and Data Record: http://oamp.od.nih.gov/sites/default/files/DGS/contracting-forms/NIH2043.pdf

14. Breakdown of Proposed Estimated Costs (plus fee) w/excel Spreadsheet: http://oamp.od.nih.gov/sites/default/files/DGS/contracting-forms/spshexcl_dec2012.xlsx

15. Offeror’s Points of Contact: http://oamp.od.nih.gov/sites/default/files/DGS/contracting-forms/point-of-contact.pdf

16. Certificate of Current Cost or Pricing Data: http://oamp.od.nih.gov/sites/default/files/DGS/contracting-forms/cert-current-cost.pdf

17. Disclosure of Lobbying Activities, OMB Form SF-LLL: http://www.gsa.gov/portal/forms/download/116430 

18. [bookmark: _GoBack]Adequate Accounting System Certification:  http://ncioa.cancer.gov/oa-internet/appl/rfp/BAA-N44CO67006-79/AAS_Cert.pdf 


9.4 INFORMATIONAL ATTACHMENTS

19. IDC Two Tier Example: http://oamp.od.nih.gov/sites/default/files/DFAS/IDCTwoTierExample_508.xlsx 

20. SBIR Funding Agreement Certification – Life Cycle Certification: http://grants.nih.gov/grants/funding/sbir_forms/SBIR%20Life%20Cycle%20Certification.docx

21. Invoice/Financing Request and Contract Financial Reporting Instructions—Cost Reimbursement, NIH(RC)-4: http://oamp.od.nih.gov/sites/default/files/DGS/contracting-forms/rc4_508.pdf

22. Safety and Health, HHSAR Clause 352.223-70: http://oamp.od.nih.gov/sites/default/files/DGS/contracting-forms/Safety-Health-hhsar-1-06.pdf

23. Research Patient Care Costs, NIH(RC)-11: http://oamp.od.nih.gov/sites/default/files/DGS/contracting-forms/rc11.pdf

24. Cumulative Inclusion Enrollment Report: http://grants.nih.gov/grants/funding/phs398/CumulativeInclusionEnrollmentReport.pdf

25. Disclosure of Lobbying Activities, OMB Form SF-LLL: http://www.gsa.gov/portal/forms/download/116430
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