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Background
Background: Provide an introduction and background information. Describe past experimental and/or clinical findings leading to the formulation of your study. Include the broad study problem, previous literature about that problem, and what your study aims to do.
Study Objectives
Explain the purpose of the study, your hypothesis, and include your plan for the data (presentation at a conference, publication, internal use only, etc.), if applicable. Include your primary hypothesis, and any primary and secondary study objectives. 
Study Design
Include what data is to be collected, and include a data collection form with the protocol, if applicable. Also include information about which hospital departments will be involved, if applicable (HIM for chart reviews, Outpatient lab for blood draws, etc.).
If the research includes survey or interview procedures, the questionnaire, interview questions, or assessment scales should be included in the application
Subject Population:
Describe the characteristics of the subject population, such as anticipated number of participants, age range, gender, and health status. Explain the rationale for the use of special populations, such as fetuses, neonates, pregnant women, and children.
Study Timeline and Procedures
Explain all study procedures and participant visits, including the time frame for the study. Identify all procedures that will be carried out with each group of subjects. Differentiate between procedures that involve standard/routine clinical care and those that will be performed specifically for this research project.
Resources / Setting:
Describe what resources/facilities are available to perform the research (i.e., staff, space, equipment). Such resources may include a) staffing and personnel, in terms of availability, number, expertise, and experience; b) psychological, social, or medical services, including counseling or social support services that may be required because of research participation; c) psychological, social, or medical monitoring, ancillary care, equipment needed to protect subjects; d) resources for subject communication, such as language translation services, and e) computer or other technological resources, mobile or otherwise, required or created during the conduct of the research. Please note: Some mobile apps may be considered mobile medical devices under FDA regulations.
Recruitment 
Explain how subjects will be recruited for the study and any screening procedures to be used. If the screening process includes collecting protected health information (PHI) from prospective subjects to determine eligibility, explain that you are requesting a partial waiver of authorization to collect the information from prospective subjects, that PHI of subjects deemed ineligible will be destroyed, and that eligible participants who agree to enroll will sign the consent form and HIPAA authorization before any study procedures are conducted. 
Consenting Subjects
Explain how you will be consenting research subjects, and include a copy of the consent form with your application, with a cover sheet with key elements. Describe the consent/assent procedures to be followed, the circumstances under which consent will be sought and obtained, the timing of obtaining informed consent, if  there is any waiting period between informing the prospective subject and obtaining consent, and which study team members will consent participants. If children are to be assented, explain the procedure for obtaining assent and if one or both parents’ permission will be sought. 
If prospective participants are from vulnerable populations that may be susceptible to coercion or undue influence, explain how this will be minimized.
If you are requesting a waiver of consent or waiver of assent of children, explain why you will not be consenting subjects. Waiver of consent is granted if the study meets the following criteria:  the study is not FDA-regulated, the study is minimum risk, the waiver will not adversely affect the rights or safety of the subjects, the research could not practicably be carried out without the waiver, and, when appropriate, the subjects will be given information about the study. 
If you are requesting waiver of documentation of informed consent, explain that subjects will be consented, but due to privacy and confidentiality, subjects will not be required to sign the consent form. 
Informed Consent for Research Involving Non-English Speaking Subjects:
If you are recruiting non-English speaking subjects, the method by which consent is obtained should be in language in which the subject is proficient. Describe the process for obtaining informed consent from prospective subjects in their respective language (or the legally authorized representative’s respective language). For additional information on inclusion of non-English speaking subjects, refer to the policy Non-English-Speaking Subjects. 
Study inclusion/exclusion criteria
List all inclusion criteria and any specific conditions that may exclude a participant for participating. 
If you are excluding any specific special populations, explain your rationale for doing so.
Risks to study participants
Explain all risks of the study, including any expected side effects, or risks that may be incurred to fetuses, in the case of pregnant participants, or to others. All risks should be described, including those that are physical, psychological, social, legal, or other.
Describe why the risks to subjects are reasonable in relation to the anticipated benefit(s) to subjects and in relation to the importance of the knowledge that may reasonably be expected to result. If you are using vulnerable subjects or pregnant women, justify their inclusion by describing the potential benefits of the research in comparison to the subjects’ vulnerability and the risks to them. 
Benefits to study participants
Do not list remuneration to subjects as a benefit. Explain any possible or anticipated benefits to subjects, or explain that there are no anticipated direct benefits to subjects but the knowledge to be gained from this research may help others in the future or provide knowledge about the condition being studied. 
Withdrawal of participation
Describe how a participant may withdraw from the study. If your study is a clinical trial, include a statement that the reason for withdrawal will be sought and recorded, if the participant provides a reason for the withdrawal. 
Data Usage
Identify the sources of research material obtained from individually identifiable living human subjects. Indicate what information (specimens, records, data, genetic information, etc.), will be recorded and if use will be made of existing specimens, records, or data. Explain why this information is needed to conduct the study. 
Return of Research Results or Incidental Findings (if applicable): If research has the potential to identify individual results or discover incidental findings that could affect the health of a subject, describe plans to assess, manage, and,  if applicable, disclose findings with individual subjects, or provide justification for not disclosing.
Explanation of statistics and data analysis
Explain how the data will be analyzed, including any statistics, justification for number of subjects enrolled, etc. 
How records/data will be kept confidential 
Describe how data will be collected and include any information about where data/records will be stored (Excel, REDCap, etc.), how/when data will be destroyed after completion of the study (if applicable), and where data will be kept (in charts in a locked filing cabinet, on a computer that is password-protected, etc.). Provide a time table for destroying the data and identify how they will be destroyed, or provide rationale for perpetual maintenance.
For retrospective and prospective chart reviews:
Explain any coding of data sets and a statement that identifiers will be kept separate from data (if possible). While there is not a specific requirement to keep the identifiers separate from the data, separation helps to protect the identifiers from improper use or disclosure.  Explain that identifiers will be properly destroyed at the earliest opportunity (completion of data analysis; completion of the study; upon publication; etc.). When using identifiable data, it is preferable each participant be assigned a random identifier and the random identifier linked to the participant with a master key. For example: Every effort will be made to maintain the confidentiality of study records. Information collected during the study will be identified by a unique study number. A key will be developed which links the unique study number to the medical record number. Information from the medical record will be recorded (in REDCap, on a password-protected spreadsheet on an encrypted file). The key to the coded spreadsheet will be stored in separate password-protected file on the investigator’s identity authenticated, secure firewall protected at Woman’s.  Data will be analyzed and reported in a de-identified, aggregate form.
Indicate that data will not be stored on portable devices, such as laptops or USBs, and data will be kept behind Woman’s firewall and not removed from the institution. 
Include a statement that Protected Health Information (PHI) will not be used in any publications of the study results.
Sharing of Results
When there is a plan to share data using a Limited Data Set through a Data Use Agreement with another institution, please consult the Limited Data Sets and Data Use Agreements policy.
Explain if results will be shared with participants, if applicable, either individually or in aggregate. Compiled, de-identified results may be shared in manuscript publications. 
Compensation to Research Subjects
Describe the compensation being offered to subjects for their time during participation in the research study. If monetary compensation is offered, indicate how much the subjects will be paid and describe the terms and schedule of payments. 
Sponsorship and Cost to Subjects
If there is a study sponsor, explain what the sponsor is paying for or providing for the study (such as equipment or overhead costs). Describe any offer for reimbursement of costs by the sponsor for research related injury care.
Describe any costs for care associated with research (including a breakdown of standard of care procedures versus research procedures), costs of test drugs or devices, and research procedure costs that are the subject’s responsibility as a consequence of participating in the research. 
Adverse Events Management and Data Safety Monitoring
For minimal risk studies, data monitoring plans are generally not required; however, there should be a description in the protocol of adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
For greater than minimal risk studies:
Where appropriate, discuss provisions for ensuring necessary medical or professional intervention in the event of adverse events, or unanticipated problems involving subjects. Also, where appropriate, describe the provisions for monitoring the data collected to ensure the safety of subjects. If vulnerable populations other than adults with impaired consent capacity are to be recruited, describe additional safeguards for protecting the subjects’ rights and welfare.
Phase II and Phase III randomized, blinded trials involving life-threatening diseases will always require an external Data Monitoring Committee (DMC), also referred to as a Data Safety Monitoring Board (DSMB).
The requirements for a data-safety monitoring plan must include four essential elements, if applicable according to the protocol:
1. plan for monitoring the progress of the trial and the safety and welfare of participants;
2. plans for ensuring compliance with the reporting requirements for unanticipated problems involving risk to subjects or others (including but not limited to serious adverse events);
3. plans for ensuring that any temporary or permanent suspension of the research will be reported to the IRB; and
4. plans for ensuring the accuracy and security of the collected data and compliance with the IRB-approved protocol.

Explain how data will be monitored for patient safety (data safety monitoring committee, adverse event reporting, etc.) and what safety information will be collected, including the frequency of safety data collection and when safety data collection starts. Explain how the safety information will be collected (with case report forms, telephone check-ins with participants, at study visits, etc.). If you are using a data safety monitoring committee, explain how you will report the findings to the IRB, and if you are employing any statistical tests for analyzing data to see if any harm is occurring.
Subject Complaints
[bookmark: _GoBack] Describe procedures (other than information provided in consent document) for handling subject complaints or requests for information about the research. The procedures should offer a safe, confidential, and reliable channel for current, prospective, or past research subjects (or their designated representative) permitting them to discuss problems, concerns and questions, or obtain information. Subjects may email research@womans.org with any comments, suggestions, questions, or complaints about research studies or call the Woman’s Hospital Research Center at 225-231-5275.
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