1. Title
2. Organizations and Study Location(s) 
[Please also include funding sources and attach award letter if applicable. In lieu of funding information, the ARC476 form, signed by management, will suffice. Will another site/institution be used? Has the protocol been reviewed by another institution? If so, please detail their review.]

3. Investigators
Include names and affiliations
4. Purpose
5. Background
[Briefly sketch the scientific background leading to the present protocol. Please also indicate whether this is a ground-based or a space-flight study. Include preliminary data (if applicable) to aid reviewers in understanding the implications of this research on the current scientific community.]. 
6. Why Human Research is Required 
[Please also indicate whether this research may qualify for exemption or expedited review.]
7. Conflict of Interest
Do any of the participating study investigators or other research personnel (or their immediate family/significant other) have a financial and/or intellectual property interest in the sponsor or products used with this project?
	____Yes ____No
8. Plan of Study
8.1 Protocol Overview
 [Please indicate whether this study has received a scientific merit assessment and attach letter if applicable. The ARC476 form, signed by management, will suffice. Indicate whether the study has been modified since the last IRB review (if applicable); if so, describe all modifications to the study.
Please include the study specific aims, hypotheses, and primary and secondary outcome measures. A general outline for planned statistical analyses may be provided if appropriate. If this is a pilot study, please state as well.]
8.2 Equipment 
[Provide information on the electrical and mechanical hardware that you will be using during your research. Include information on any safety analyses performed on non-commodity apparatus.]

8.3 Stimuli
8.4 Prior to Runs
[Please fully describe the informed consent process and recruitment methods. 
8.5 Experiment Design
[Please state whether prospective data, retrospective data, or both will be 	collected.]
8.6 Data Protection
[Please indicate all data types that will be collected, how the data will be collected and recorded, by whom. Please also indicate how data will be identified, how data will be stored, any encryption methods/authentication methods,* storage, who will have access to the data, how data will be kept private and confidential, releases of data, and data plans for participant withdrawal.] 
*Stating that the data will only be stored on computers and storage devices subject to NASA IT security rules will suffice.
9. Proposed Test Schedule 
[Please list, in sequence, all study procedures, tests, and evaluations required for the study including time commitment and facilities. Attach a copy of all interviews, questionnaires, and surveys to the Local Documents section of the eIRB smartform.]
10. Practical Aspects of Safety and Ethical Conduct 
[Please include the level of risk (Minimal or Greater than Minimal) and the Medical Monitoring plan,** as well as a Safety Monitoring Plan if applicable.] 
** The level of medical monitoring will be determined in consultation with ARC’s Chief Medical Officer.  The description of each level of medical monitoring and the corresponding numerical assignment can be found at: https://irb.nasa.gov/?p=pfrMedMonitoring 

11. Number, Source, and Pertinent Characteristics of Participants 
[Please indicate if the study population includes astronauts/international astronauts, non-astronauts, or both.
Please justify the exclusion of pregnant women, and/or any age, ethnic, language, or gender-based exclusions.
Please also include sample size and, if appropriate, a statistical justification for the sample size.
Please include the Expected Start Date and Expected End Date.]
12. Benefits of Participation 
13. Possible Inconveniences, Discomfort, Pain, and Risks to the Participants 
[Please describe the risks associated with this study.]
Women of child-bearing potential or pregnant women: If your study includes pregnant subjects and/or women of child-bearing potential please include the risks to pregnant females and fetuses. If there are currently no known risks, please add the following statement “Currently there are no known risks to a pregnant female and a fetus for this protocol. However, unknown adverse fetal events may occur, even in the absence of maternal symptoms.”
14. Measures Taken to Minimize Discomfort and Risks 
15. Conditions of Withdrawal from the Experiment
16. Remuneration for Participants 
17. Compensation in the Event of Injury 
[The following language is required for research conducted at the Ames Research Center (ARC). Please contact NASA IRB or ARC legal counsel should you believe there is a need to modify this language.]
In the event of injury or illness resulting from this study and calling for immediate action 	or attention, NASA will provide, or cause to be provided, the necessary treatment. If eligible for California Workers’ Compensation benefits while participating in this study, participants cannot sue their employer because the law makes Workers’ Compensation their only remedy against their employer. Participants may have other remedies against other persons or organizations, depending on the circumstances of the injury. NASA will pay for any claims of injury, loss of life or property damage to the extent required by Federal Employees Compensation Act or the Federal Tort Claims Act.
18. Consent Process
[Please describe when, where, and how potential participants will be recruited; when, where, and how the consent process and documentation will be completed; who will obtain informed consent from participants; and a description of the consent withdrawal procedures.]
19. References
[Please attach all CITI training certificates and Conflict of Interest statements to the eIRB submission.]
