VA PUGET SOUND HEALTH CARE SYSTEM

RESEARCH AND DEVELOPMENT

SCIENTIFIC SUMMARY OF PROPOSED RESEARCH PROJECT 

A summary of a proposed research project needs to be submitted for scientific review when a study: 

· is unfunded; or

· has not undergone external peer-review; or

· is part of a funded, peer-reviewed proposal but where the proposed work represents a deviation from the original peer-reviewed proposal.

The scientific description should be a maximum of three pages (excluding data safety monitoring plan and references) and should provide sufficient detail to allow for a determination of the scientific integrity of the proposed work.  This must be a “stand alone” document.  Do not makes references to attachments, appendices or tables that are not included as part of the scientific summary statement.
Principal Investigator:  

Title of Project:

The scientific description of the proposal should be formatted as follows and limited to 3 pages:

1. Hypothesis/Specific Aims:

2. Background and Significance:

3. Research Design and Methods:

4. Analysis Plan and Power Calculations:

5. Interpretation (including limitations)

6.
Data Safety Monitoring Plan (If the study involves human subjects, include a section describing):
a) anticipated adverse events (if known);

b) proposed approach to identifying, recording and reporting adverse events; and

c) guidelines for an acceptable rate of adverse events that can be used to determine whether the study should continue.

7.
Literature References (mandatory):

