Part V:  Abstract and Full Proposal

Harry S. Truman Memorial Veterans' Hospital (HSTMVH)

Instructions

The review of the application by the Research and Development (R&D) Committee requires the attachment of an abstract, a detailed protocol, data security plan, and description of the resources available for research involving human subjects.   Provide the original and one hardcopy of the entire R&D Application to the Research Office.
Abstract 
The abstract must include the following elements:

1. Testable Hypotheses

2. Specific Objectives/Aims

3. Relevance to VA Healthcare

4. Subject Population

5. Procedures

6. Significance of Potential New Findings

Full Proposal
The full proposal must include a methodology that generally addresses the following components:  Statement of Problem; Objective/Aims; Hypotheses; Literature Review; Significance; Background Work Accomplished; Work Proposed (e.g., subjects, groups, measures, procedures, sample size calculation/power analysis, data analysis); Strengths/Limitations; Resources; Collaboration; References.  In the case of grants, the full application should be submitted, including budget pages and letters of support.
Data Security Plan (place on a separate page)
If any part of Item #21 (in Part I) is marked "yes," detailed description of data management, storage, and security procedures (for both hardcopy and electronic media) must be provided.  
Data Security Plan Example:  Specify explicitly what data and how data will be maintained, for example, on secure, password-protected VA LAN server if electronic; and room number in locked cabinet if paper. Even if data is de-identified, a data security plan needs to be articulated as part of the protocol. Please provide a separate Word document with R&D Application that specifically addresses each item that was answered "yes" Question #21, Part #1.
In addition to the above, complete and attach Data Security Checklist for Principal Investigators and Investigator Certification.  Embedded in the Data Security Checklist is the link to “Request to Transport and Utilize VA Sensitive Data Outside VA”; complete and attach for all VA sensitive data that will not be stored and used within VA (unless a valid HIPAA authorization will be obtained from subjects permitting transporting data outside VA, consistent with the Data Security Plan.)
Adequacy of Resources for Human Research Protection (place on a separate page)
For research involving human participants, specifically describe:

1. Adequacy of number of qualified staff;
2. Adequacy of facilities;

3. Availability of medical or psychological services that participants might require as a consequence of the research;

4. Sufficient time to conduct and complete the research;

5. Access to a population allowing recruitment of required number of participants;

6. Process for ensuring that persons assisting with the research will be adequately informed about the protocol and their research-related duties and functions.
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