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Research Plan Outline
This is a synopsis of the proposed research (limit 7 pages, 1” margins, no smaller than 11 pt font), that provides accurate information and is written in terms that may be clearly understood by non-scientific readers.  NOTE:  When an investigator-initiated protocol addresses these points in a concise document, a separate research plan may not be necessary.
I. Title of Study

II. Name of Principal Investigator

III. Background/Justification – Briefly describe background information to justify this study.

IV. IND or IDE #

V. Hypotheses – Question(s) to be addressed.

VI. Characteristics of subjects - Outline inclusion/exclusion criteria and describe any specific involvement of populations considered vulnerable to coercion: including children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons.

VII. Summary of procedures – Describe the duration of involvement, procedures/visits, length of visits, locations where visits will take place, recruitment methods, etc. Clearly distinguish between what procedures and tests are standard of care and those that will be research related only.

VIII. Risks and/or Ethical Issues – List any potential physical, psychological, financial, and social (including any relating to breach of confidentiality) risks.  Note: all studies have the potential of unknown risks. Describe how these risks will be minimized and addressed.  Include the plan for monitoring data to ensure subject safety.

IX. Benefits – List any potential direct benefits to subjects or indirect benefits to others. 

X. Informed Consent Process – describe how informed consent/assent will be sought, conducted, and documented. Describe the steps that will be taken to minimize the possibility of coercion. If requesting a waiver of consent or documentation of consent, please describe how the research meets each of the following criteria: 

A. the research involves no more than minimal risk to the subjects

B. the waiver or alteration will not adversely affect the rights and welfare of the subjects

C. the research could not practicably be carried out without the waiver or alteration of the written informed consent, assent or permission requirements

D. whenever appropriate, the subjects will be provided with additional pertinent information after participation

XI. Measures to protect subjects, including protections for privacy and confidentiality 

XII. Timetable for completion of the study 

XIII. Data management and statistical analysis (adequacy of sample size, specific aims, how data will be managed, de-identified, coded and analyzed, storage of data storage and destruction)

XIV. Costs

XV. Subject Compensation and/or Reimbursement (including the amount and schedule of all payments) 

XVI. Research Related Injury – Describe provisions for dealing with research-related injury, including information regarding who will provide needed medical care and the expected means of payment for that care.

XVII. Version date (lower left hand corner)
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