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SECTION I:  STUDY BACKGROUND AND PURPOSE
Explain the clinical and scientific aspects of what has led historically to this study, and explain the specific scientific objectives of the research. Provide background material which supports the purpose of the research.  When referring to medical terms that are commonly abbreviated, write out the full name the first time you mention it in the text.  When using statistics, indicate the number out of 100 or more instead of a percentage.


SECTION II:  STUDY DESIGN
· Summarize the research design and identify all procedures to be used to accomplish the specific aims of the project. Clearly define research procedures versus standard of care.
· Explain pilot designs supporting this specific study. 
· Note the number of subjects and controls and any identifiable subsets (eg: gender or age groups).
· Note the full time commitment for each subject (eg: an 18 month study).
· Note eligibility screening criteria – best shown as inclusion/exclusion lists. These should be based on scientific rationale and safety considerations, and should define who will be eligible as a participant.
· Note who will perform the consenting process (when/where) and how the environment will be conducive to thoughtful decision making by the subject.
· Include the explanation for any potentially problematic pieces of the protocol (eg: potential use of a calming agent if study requires an MRI and patient is claustrophobic).
· Explain the procedures and lab tests to be performed at each visit and the projected time required (eg: Schedule of Events table). Include quantitative information whenever possible, e.g., volume of blood (in teaspoons, tablespoons), number of blood withdrawals, drug dose range.
· If the study involves random assignment, the nature and probability of group assignment must be specified.


SECTION III:  SUBJECT POPULATION (IDENTIFICATION AND RECRUITMENT)
· Describe how the prospective subjects will be identified and recruited.
· Note the total number of subjects and the total number of collection sites.
· State the age range of the subjects and rationale for selecting this range.
· Describe the intended racial and ethnic distribution of the subjects and explain the nature of any restrictions if applicable. 
· Describe the intended gender distribution of the subjects. Explain the nature of any gender restrictions and the justification. A clear statement of whether pregnant women should be included or excluded is required, along with justification.







·  If vulnerable populations are being included, provide justification and explain how capacity will be assessed.
· Explain the use of controls and any identifiable subsets (eg: gender or age groups) and breakdown, if specific, the number of subjects for each subset group.
· Explain the power calculations or other statistical significance calculations used and note how the number of subjects was determined.


SECTION IV:  DATA ANALYSIS, STORAGE AND CONFIDENTIALITY
· Describe the statistical or analytical methods to be used. 
· Note what data will be collected. Include an explanation of identifiers and how they will be used or not or at what point they will be stripped from the database
· Note who will perform the data analysis and where it will be performed
· State how data will be analyzed and how this analysis will address the study purpose. For example, “Data will be analyzed using the chi-squared test for univariant analysis where p ≤ 0.05 will be considered significant. An analysis will be conducted using SPSS software package. Primary outcome will be………….”
· Identify who will be reviewing clinical information (eg: VAMC radiologist will interpret MR) and how abnormalities will be handled.
· Describe where the research data will be securely stored during and after the study, who will have access to it and how it will be de-identified and coded to diminish risk of disclosure. 


SECTION V:  SAFETY
· Explain what would happen in the unlikely event that a subject experiences an injury as a result of being in the study. For example, the cost of the care will be submitted to the subject’s health insurance carrier for payment or all medical treatment will be provided by the VA at no cost.
·  If applicable, describe how subjects terminating their participation in the research will be returned to their usual care in a safe manner. For example,” the subject (under PI monitoring) will taper research medication and resume usual medication”. 





SECTION VI:  RISKS 
· Describe any known physical, psychological, sociological, economic and/or legal risks that may be associated with participation in this research study.
· If possible, estimate the probability of a given risk occurring and its potential reversibility.
·  Discuss any measures taken to prevent or minimize hazards (eg: screening for contraindications). 


SECTION VII:  BENEFITS
List the potential benefits to the subject. If no personal benefits exist, explain the global benefits to society or patients with similar conditions. 


SECTION VII:  ALTERNATIVES
Include a description of alternative therapies or courses of action available should a subject elect not to participate.  


SECTION X:  OTHER
If there is payment for participation in the study, describe the total amount, form of payment (examples: check, cash, voucher, gift certificate) and schedule of payment. 
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