To be completed by the EDRN Sponsor

Application for Associate Membership for

​​​​​_____________________________

1.
EDRN Sponsor Name (must be a Principal Investigator) ____________________________________

2.  Please check one:

Are you requesting funds from the Steering Committee Core Funds?

(  ) Yes

(  ) No

3.  Application for (check one):

(   )  Associate Member A – Basic or Clinical Research Member

(   )  Associate Member B – Resource/Technology Sharing Member

(   )  Associate Member C – Corresponding Member

Signature of EDRN Sponsor (required for application acceptance)

The Associate Membership Program of the Early Detection Research Network
Application Receipt Date: March 1, July 1, November 1

Purpose: 

The Early Detection Research Network invites applications for consortium agreements to expand the current research portfolio of the Network, which has the responsibility for the development, evaluation, and validation of biomarkers for earlier cancer detection and risk assessment.  Biomarkers are defined as cellular, biochemical, molecular, or genetic alterations by which a normal, abnormal, or simply biologic process can be recognized or monitored.  Biomarkers are measurable in biological media, such as in tissues, cells, or fluids.  The purpose of the Network is to establish a scientific consortium of investigators, academic as well as industrial, with resources for basic, translational, and clinical research.  

The purpose of this solicitation is to expand the research portfolio of the Network to stimulate biomarker research (1) in organ sites that are currently underrepresented in the Network; (2) through the development of technologies and tools for improving the collection of biological materials; (3) through the development of novel statistical methodologies to enhance biomarker data analysis, study design, or computer simulation models; and (4) through sharing tissue resources and technologies for all cancer sites.  

Eligibility: 

Associate Membership provides an opportunity for researchers to collaborate with Network investigators.  Investigators who are not already funded by the Network and who wish to propose collaborative studies or affiliations for research on biomarkers for early cancer detection and risk assessment are eligible to apply.  An applicant must be sponsored by a Network Principal Investigator.

Types of Membership:

There are three categories for Associate Membership.  Category A Members are investigators who propose to conduct basic or translational research consistent with the priorities of the Network.   Category B Members contribute to the Network by sharing available technologies or specimens, making available high-risk registries and cohorts, and providing other resources complementary to the Network.  Category C Members are scientists, clinicians, patient advocates, or ethicists who are interested in participating in Collaborative Group meetings and Network Workshops and Conferences yet do not receive funds from the Network.  

Mechanism of Support:
Core funds are available through the Chair of the Network’s Steering Committee and have been reserved, in part, to expand participation within the Network through consortium agreement funding to an investigator who is not part of the Network.  However, receipt of these funds does not imply membership on the Network’s Steering Committee.  Core Funds that are provided for these consortium agreements will represent direct cost only.  Facilities and administrative costs will not be provided for research activities supported by the Core Funds.

Funds provided through Category A Membership are to be used as one-time, non-renewable “seed money” for pilot studies necessary to support applications for future independent funding.  Funds provided for Category A Membership are not renewable.  Category B Members can reapply for funds annually.  Category C Members are not eligible to receive funding. Although support of Associate Members may cease after one year, they are considered to be Associate Members for the duration of the Network.  

Research Objectives:

The EDRN has identified the following research priorities for Associate Membership A and B applicants. These priorities are likely to be refocused with changing needs and progress.

Priorities for Consideration of Category A Associate Members

· Development of technology platforms for high-throughput assays of biochemical, molecular and cellular targets.  The Network is specifically soliciting proposals for methylation and telomerase assays.  

· Development of novel tools for improving collections for biological materials, such as plasma DNA, telomerase, and other relevant sampling procedures enabling analyte stability, e.g., RNA and reproducible molecular assays.  

· Defining molecular signatures of cancer cells, particularly a study on the natural history of the disease to facilitate development of biomarkers for earlier cancer detection of and risk assessment for the following cancers:  mesothelioma, nasopharyngeal carcinoma, gastric cancer, pancreatic cancer, liver cancer, esophageal cancer, endometrial cancer, kidney cancers, germ cell cancer of the testis, and melanoma.

· Development of novel statistical methodologies for high-volume data analysis, including DNA, RNA, and protein array data.

· Development of novel non-traditional clinical study designs to validate biomarkers.

· Development of computer simulation models for risk assessment and cancer progression, employing molecular signatures.

Priorities for Consideration of Category B Associate Members

· Collaboration on sharing tissue resources, including:

· Precancerous tissues of lung and upper aerodigestive specimens with associated clinical and epidemiological data;

· Frozen normal, precancerous, and cancerous prostate tissue;

· Existing prospective tissue banks, particularly – but not limited to – testing breast and gynecologic cancer specimens.

Sharing tissue array facilities for all cancer sites, particularly breast and gynecologic cancer.

Category C applicants do not need to respond to these priorities.

Terms and Conditions of Award:
These special Terms of Award are in addition to and not in lieu of otherwise applicable OMB administrative guidelines, HHS Grant Administration Regulations at 45 CFR Parts 74 and 92, and other HHS, PHS, and NIH Grant Administration policy statements.  [Part 92 applies when state and local governments are eligible to apply as a “domestic organization.”]

Additional terms and conditions will be incorporated into the consortium agreement, and will be provided to the PI and the awardee institutional official in the consortium agreement.

Under the consortium agreement, the Network’s purpose is to support and/or stimulate the recipient’s activity by involvement in and otherwise working jointly with the award recipient in a partner role, but it is not to assume direction, prime responsibility, or a dominant role in the activity.  Consistent with this concept, the dominant role and prime responsibility for the activity resides with the awardee(s) for the project as a whole, although specific tasks and activities in carrying out the studies will be shared among the awardees, the NCI Program Director, and the Chair of the Network’s Steering Committee.

Awardee Rights and Responsibilities:
The PI of the consortium agreement will have the primary authority and responsibility to define objectives and approaches, including research design and protocol development; participant recruitment and follow-up, if applicable, data collection, quality control, interim data and safety monitoring, and to plan, conduct, analyze and publish results.

The PI of the consortium agreement will assume responsibility and accountability to the applicant’s organization officials and to the NCI and the institution issuing the Core Funds for the performance and proper conduct of the research supported by the consortium agreement in accordance with the terms and conditions of the award.

The PI of the consortium agreement will be invited to attend the Network Steering Committee meetings, Workshops and Conferences, but will not serve as a voting participant.  

The PI of the consortium agreement will be responsible for accepting and implementing the goals, priorities, common protocols, procedures, and policies agreed upon by the Steering Committee.

The PI of the consortium agreement will retain custody of and have primary rights to the data developed under these awards, subject to the Network policy on data sharing consistent with the consortium agreement and Government rights of access consistent with current HHS, PHS, and NIH policies.

The PI of the consortium agreement will be responsible for collaborating on common research designs or protocols, including methods and requirements for joint participation and collaboration as directed by the Steering Committee, and handling of data, including appropriate sharing methods and data among collaborating organizations.

Inclusion of Women and Minorities in Research Involving Human Subjects:
It is the policy of the NIH that women and members of minority groups and their sub populations must be included in all NIH supported biomedical and behavioral research projects involving human subjects, unless a clear and compelling rationale and justification is provided that inclusion is inappropriate with respect to the health of the subjects or the purpose of the research.  This policy results from the NIH Revitalization Act of 1993.

All investigators proposing research involving human subjects should read the “NIH Guidelines for Inclusion of Women and Minorities as Subjects in Clinical Research,” which have been published in the Federal Register as of March 28, 1994 (FR 59 14508-14513) and in the NIH Guide for Grants and Contracts, Volume 23, Number 11, March 18, 1994.

Inclusion of Children as Participants in Research Involving Human Subjects:
It is the policy of NIH that children (i.e., individuals under the age of 21) must be included in all human subjects research conducted or supported by the NIH unless there are clear and compelling scientific and ethical reasons not to include them.  

All investigators proposing research involving human subjects should read the “NIH Policy and Guidelines on the Inclusion of Children as Participants in Research Involving Human Subjects” that was published in the NIH Guide for Grants and Contracts, March 6, 1998, and is available at the following URL address:  http://grants.nih.gov/grants/guide/notice-files/not98-024.html.

Application Procedures:

Special Instructions for Preparation of the Application

Step 1. Contact an EDRN Principal Investigator.

tc \l2 "Step 1. Contact an EDRN Principle Investigator.
The first step in establishing collaboration with EDRN member(s) is to contact an EDRN Principal Investigator who can sponsor your application for membership.  To establish a collaboration with a Principal Investigator, an applicant may contact a) any EDRN Principal Investigator directly, or b) the Chair of one of four EDRN’s Collaborative Groups: 

Breast and Gynecologic Cancer


Daniel Cramer, M.D.










(617) 732-4985 (tel.)

Gastrointestinal and Associated Cancers

Dean E. Brenner, M.D.







734-647-1417 (tel.)

Lung and Upper Aerodigestive Tract Cancer
Melvyn Tockman, M.D., Ph.D.

                      




(813) 632-1714 (tel)

Prostate and Other Urologic Cancers

William Grizzle, M.D., Ph.D.







205-934-4214 (tel.)

Step 2. The Application Process 

tc \l2 "Step 2. The Application Process and Requirements
After investigators have developed a plan for collaboration with an EDRN Principal Investigator, the applicant must submit a proposal through the Sponsor.  Funding options and sources should be discussed with the Sponsor. 

Step 3. The applicant submits the proposal to the NCI EDRN Program Office (address to follow).

Budget: 

Applicants may apply for only direct costs in support of the proposed research.  Budgets must not exceed $100,000 unless adequate justification is provided.  Proposed budgets will be reviewed in $25,000 increments, which is consistent with the NIH modular grant application concept.  Adequate budgetary information should be provided to justify proposed spending.

Category A applicants should only apply for one year of funding (not to exceed $100,000).  Substantial budgetary justification will be required for applicants applying for funds in excess of $100,000 or for a period of more than one year of support.  

Category B applicants are eligible to apply for multiple years of funding (each year not to exceed $100,000), but funding beyond the first year will be contingent upon a satisfactory first year of performance.  Substantial budgetary justification will be required for applicants applying for funds in excess of $100,000 or for a period of more than one year of support.  

Category C applicants are not eligible to apply for funds.

Application Requirements: 

The proposal must be single-spaced and follow NIH format, as used in PHS Form 398.  It should be organized and submitted as follows:

1.
Title Page (page 1 of the PHS Form 398, preferably use Font 12 or 11, but not smaller than 10).

Description (Abstract) and Performance Sites and Key personnel (use page 2 of the PHS Form 398).  Bibliography of key researchers (use page 6 of PHS Form 398).

2.
Scientific Proposal and References B (up to 5 pages) Organized into Rationale, Goals, Sample Size, Preliminary Data (optional), Technologic Design and Approaches, and Contribution to Translational Research and EDRN Specific Aims/Deliverables. Address review criteria as established by the EDRN Steering Committee.

3.
Budget Page - (final page unless an Appendix section is included) Use page 4 of the PHS Form 398. Adequate budget justification for direct costs is required. Note: Only direct cost is permissible under the Associate Membership program.

4.
Appendix (Optional)

5.
Ten paper copies and one electronic copy (disk, CD, ZIP disk, or email) of the proposal should be submitted to the NCI EDRN Program Office.

All projects must comply with institutional regulations on research involving human subjects, children, minority groups, gender, animals, recombinant DNA, and hazardous materials.  Appropriate approvals from the relevant committees, including approval from institutional review boards, must be submitted to the NCI EDRN Program Office before funds can be provided for successful applications.

Review Considerations:

The EDRN Standing Review Group will review applications that seek funds from EDRN.  

The EDRN Executive Committee will perform an accelerated review of applications that do not seek funds from EDRN. 

Review Criteria:

Category A Membership:  Review criteria are based on scientific merit and compatibility with EDRN objectives.  Reviewers will consider the following criteria for Category A Membership: 

1.
Proposals to advance current projects toward validation

2.
Applications for new collaborative projects involving and focusing on EDRN objectives

3.
Specific Prioritization Criteria, include:

Scientific merit

Study design: e.g., prospective versus cross-sectional

Technical parameters: reproducibility, sensitivity, specificity, throughput, automation, and cost

Clinical or scientific impact: e.g., more common cancers or a significant impact in less common neoplasia

Portfolio balance within EDRN

Practicality and feasibility: e.g., required sample size, amount of tissue

Collaborative strength, including contribution of resources and technology.  

Category B Membership: Review criteria are based on resource availability and compatibility with EDRN objectives.  Reviewers will consider the following objectives for Category B Membership:

1.
Proposals to advance current projects toward validation

2.
Applications for new collaborative projects involving and focusing on EDRN objectives

3.
Specific Prioritization Criteria, include:

Technical parameters: reproducibility, sensitivity, specificity, throughput, automation, and cost

Clinical or scientific impact: e.g., more common cancers or a significant impact in less common neoplasia

Portfolio balance within EDRN

Practicality and feasibility: e.g., required sample size, amount of tissue


Collaborative strength, including contribution of resources and technology.

Category C Membership: Review criteria are based on scientific credibility and collaborative opportunity.  Reviewers will consider the following objective for Category C Membership:


Collaborative strength.

Special Note:

A project does not have to be strong in all review categories to be considered highly meritorious.  For example, an application focused on technology or infrastructure may not be considered to have a high level of scientific merit, yet may be critically important for achieving EDRN objectives through cooperation and interaction among investigators. 

Receipt Dates: 

March 1, July 1, and November 1. Applications must be received by 5 PM EST.  Applications not received by the receipt date will be held until the following scheduled review.

NCI EDRN Program Contact for Inquiries and Submission:   

Donald Johnsey 
Program Specialist, Cancer Biomarkers Research Group 
Division of Cancer Prevention, National Cancer Institute 
6130 Executive Plaza North, Room 3148 
Rockville, MD 20892 
Voice 301.435.5015 
FAX 301.402.8990
E-mail: johseyd@mail.nih.gov
TO BE COMPLETED BY THE APPLICANT FOR ASSOCIATE MEMBERSHIP
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