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Introduction
In this section, the authors should write about 3-4 paragraphs with the following information:
1. First you have to define and present the subject of your study to the reviewer (give a general introduction and background of the disease, procedures, etc.);
2. Second, present a summary of previous studies (population studied, statistical results, conclusions) and try to have a balance of papers that agree and disagree with what you are trying to study. Show and discuss what is the current knowledge gap in the field. As you cite the literature, add them to the text and start organizing them in the “Reference” section;
3. Explain the rationale and why it is important to do this study. Here you focus on your hypothesis to convince the reviewer that your study is novel and relevant to the medical and scientific community and to improve patient care.




Aims

Aim 1: Specify what is the primary aim of the study. This is the most important goal of the study and should be well defined. 
Hypothesis: Write what is the hypothesis of this aim. 

Aim 2: Specify what is the secondary aim of the study.
Hypothesis: Write what is the hypothesis of this aim.

In general, a study has 1 to 3 aims.


Methods

Design: Prospective cohort study, Retrospective cohort study, Case-control study, Cross-sectional study, Clinical trial, Randomized clinical trial, Quality improvement, Chart review.

Setting: Describe where this study will be conducted. Example: “Elmira Behavioral Health outpatient clinic, Arnot Ogden Emergency Department”, etc.

Population and recruitment: Describe who will be studied. Example: “To test the hypothesis that XXX, we will study patients being treated for hypertension at the Family Medicine outpatient clinic.” As applicable, describe how, where and when participants will be recruited, who will approach and invite individuals to participate in the study. If you are recruiting by advertisement or flyer, describe where these announcements will be posted.  

Inclusion criteria: List all the characteristics that will make someone eligible to participate in this study.

Exclusion criteria: List all the characteristics that will make someone excluded from this study.

Consenting process: If the study involves the need for a consent from patients, describe who will perform the consenting process. Studies that involve use of drugs or procedures, only physicians can do or sign the consent form. 
                             
Data collection: In this section, describe the methods that will be used to collect data (survey, chart review, a new form, etc.). Example: “We will use a questionnaire to compare two self-rating scales”, “we will measure the difference in blood pressure before and after the use of diuretics during patient’s routine follow up visits”, “we will collect data from charts of eligible patients”, etc. 

If applicable, add the length of the study for the participants, meaning, how long each participant will be in the study. If it varies, gives a range or estimation.

The investigators should list all the information or variables that will be collected from patients, either from their charts, survey or in person interview. Example: “We will collect the following information from patients/participants: MRN, initials, age, race, sex, ethnicity, level of education, diagnosis, medications that they are currently using, smoking, drinking, past surgeries, medications used to treat depression, suicide attempts”, “we will collect a/b/c using an anonymous survey”, etc.

Anything that will be given to patients (questionnaire, forms, handouts…) or anything that will be used for advertisement (flyer, note posted on the website) should also be attached to this proposal.

Primary outcome measures: Describe what is the primary measure of this study - this should correlate to what was stated in Aim 1. Example: “We will compare the systolic blood pressure means between patients taking drug A and Drug B”.

Secondary outcome measure: Describe what is the primary measure of this study - this should correlate to what was stated in Aim 2.

Statistical analysis: Describe what statistical methods will be used for data analysis – descriptive statistics (mean, medians, proportions represented in graphics, charts, histogram, box plots), independent t-test, paired t-test, chi-square, logistic regression, linear regression, Kaplan-Meier, Cox-regression, Log-rank test, etc.

Sample size: This is the calculation of how many people you need in your study. Describe the Power, alfa level (p-value), etc. Not always studies will have to present a sample size.

Duration: What is the duration of this study? Example: “It is expected that this study will take 1-2 years to be completed”. Always add more time than you really expect as there are always unforeseen difficulties.


Risks/benefits 
Explain the risks to participants of this study. List side effects from medications, procedures, surgery, risks of developing cancer or death, etc. 
Example: “Risks are minimal as the only deviation from standard clinical procedure would be to include collection of the McLean survey before treatment initiation” or “There is a minimal risk of breach of confidentiality” or “Venipuncture for blood tests can cause infection or thrombophlebitis”. 

Explain the benefits to participants of this study.
Example: “There is no direct benefit for the patient participating in this study, but the knowledge gained in this research may improve care of patients suffering from fat liver disease in the future”.

Protection of patient’s privacy
Describe all measures that investigators will put in place to protect patient’s privacy and be compliant with HIPAA.
Examples: 
“Patient privacy will be protected with the data (forms, questionnaire and consent form) being stored in password protected files and computers”; 
“For statistical analysis purposes, survey scoring data will be de-identified and managed on a password protected Excel spreadsheet document”;  
“The study number, instead of other identifiers, will be used on medical history and questionnaire forms that will be filled by participants. These forms will be either stored in locked cabinets or in password protected computers only accessible to the study investigators. Subject’s identifiable information will only be used to confirm their identity at each visit or to contact them if follow-up appointments are necessary. The investigators will destroy participant’s identifiable information once the study is completed and will not re-used it in any additional research.”

Be aware that, as per Arnot Health Medical Records policy, investigators should keep the signed Consent forms and study data for 6 years if the study participant is an adult, and for 3 years after their 18th birthday or 6 years if the participant is a minor, whichever is longer. 

Financial considerations

Describe any funding received and how it will be used. Example: “There are no foreseen financial considerations to complete this project”, “This is an LECOM funded study Grant # xxxx. The money will be used to cover pharmacy costs to prepare and blind the study medications”.  


References:
List all references used in the study in the order that they appear in the text.
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