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NEW STUDY PROPOSAL FORM 

Please review Chapter 4 of the PHN Policy Manual for complete information regarding
policies and procedures for development of new studies. 

Proposals can be submitted:

· In response to a solicitation for new study concepts and to be supported by PHN funds, or
· Unsolicited and therefore to be supported by external (non-PHN funds). 

A new study can be proposed by PHN investigators as well as by outside investigators who are
required to collaborate with a PHN investigator. All proposals will be considered confidentially. 

Using the attached form, the proposal should not exceed 10 single-spaced pages (11 pt Arial).  Required content is as follows:  
1. Abstract: Include a brief summary with the primary hypothesis and research question(s).
2. Study Aims and Hypotheses: State the Primary Aim and all Secondary Aims, with any hypothesis(es) and study outcomes for each Aim.

3. Background: Include prior studies, rationale for study, and brief rationale for study outcomes.
4. Study/Trial Design: Include a brief overview, possibly a study schematic diagram, procedures to minimize bias if relevant, measures for all outcomes, and a schedule of measurements and visits.

5. Selection of subjects: Include inclusion and exclusion criteria, data regarding subject availability, and an estimate of the accrual period. List participating institutions for pilot studies and collaborating institutions, if relevant. 

6. Treatments: If applicable, describe the treatments to be administered. Treatments can include drugs, biologics, surgery, devices or diagnostic procedures. Describe the regulatory (FDA) status of the proposed treatment, if applicable.

7. Safety Considerations and Assessments

8. Statistics: Include a sample size calculation as well as a preliminary analysis plan. For Phase III trials, calculate sample sizes based on a minimum of 85% power. Assumptions used for the calculation of target sample size should be provided, including but not limited to the Type I and II error rates, magnitude of treatment crossover, the detectable effect size, and inflation for loss to follow-up, incomplete evaluation, and interim looks at the data.

9. Limitations

10. Budget: Include a general description of budget items and an estimate of the costs. 

11. Disclosures: Include disclosure of any significant financial interest(s) that might be related to the proposed area of research. 

12. References
Questions may be directed to Lynn Mahony at Lynn.Mahony@UTSouthwestern.edu or Gail Pearson at pearsong@nhlbi.nih.gov.
Please submit electronically to Beverly Slayton at bslayton@neriscience.com. 
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