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Human Subject Research Volunteer Informed Consent 

Title of Research:	

Principal Investigator/Phone:	

Co-Investigators/Phone:	

Funding source:

Federal regulations require researchers to obtain signed consent for participation in research involving human subjects.  After reading the information, if you wish to consent, please indicate so by signing this Informed Consent.

I. Statement of Procedure:

Thank you for your interest in this research. This form will provide a summary of the major aspects of this research below, including the risks and benefits of participating. However, prior to signing this consent, you should have had the experimental rationale and procedures discussed with you in detail.  Carefully read the information provided below. IF YOU WISH TO PARTICIPATE in this study, please sign your name and date the form in the space provided. Please feel free to ask any questions about the procedures at any time. 

II. Key Information

(the PI should summarize information most likely to assist the subject in determining why an individual might want (or not want) to participate in the research)

III. Statement of Purpose

(the PI should summarize in layman’s terms the research being conducted and its purpose)

IV. Study Procedures

· This is a research experiment.  There will be approximately ___ individuals participating in this study. 
· This study will be performed (Indicate location where research will take place.  For example: at Langley Research Center, Hampton, Virginia, in the IFD fixed-based simulator. The IFD is a fixed-based (no motion) simulator that replicates the flight deck of a 757 aircraft)
· The following aspects of the procedures used for this research experiment are considered experimental.
· (List any procedures that are experimental)
· You will receive training on the operation of the equipment that you will operate and a briefing on the tasks in which you will participate. You will be allowed time to familiarize yourself with the equipment prior to starting your participation in the research.
· If you consent to participate in the research, you will be asked to (describe subject volunteer’s role in research.  For example:  fly approximately 50 simulated approaches and departures while evaluating the PFD concepts. Each run lasts approximately 5 minutes.  After each run, I will be asked to fill out a short questionnaire.)  
· During the course of the experiment, you will (list additional expectations of subject volunteer.  For example: During the course of the research, you will provide your impressions and assessments by providing oral inputs and completing a written questionnaire.  You will also participate in a post-experiment debriefing.)
· The duration of your participation will (indicate length of participation.  For example: The duration of your participation will require approximately 12 hours of my time over ___ days.  You may take a break at any time, though you are encouraged to complete each scenario before taking a break.)
· The results of this research may not be disclosed to you.
· You may contact list PI names and telephone number and email addresses if you have any questions regarding this experiment before, during, or after your participation. 


V. Potential Benefits

· Personal Benefits: You will derive no personal benefit except the knowledge that my participation has contributed to the literature and data available within a particular research discipline.  
· General Benefits: Overall, the research will contribute to (address contributions from the specific research.  For example:  the literature and could potentially help the FAA with future XVS/EVS/SVS policy guidance.  Hence, all members of the aviation and research community and the flying public are potential beneficiaries of the research.)

VI. Compensation

There are no costs associated with participating in this study. You will be compensated (indicate type of compensation and how the subject will be reimbursed.  For example: You will be compensated by receiving ____ per day.  You will also be reimbursed for travel expenses including lodging, rental car, food, and miscellaneous expenses.)  

VII. Potential Risks (The PI should edit the language as necessary to address the extent of risk and their mitigations)
**Failure to disclose pre-existing medical conditions may place you at greater risk for injury or other adverse events resulting from your participation in this study.**

1. For Example: There are no apparent risks associated with participation in this study other than those experienced during normal participation in flight simulation activity, which are…
1. For Example: There are no identified risks.  In the event that something does occur, you may request to stop the experiment at any time.
1. In the unlikely event that you are injured or otherwise experience discomfort while at NASA Langley, you may visit the on-site Occupational Health Clinic.  The Clinic has hours of operation from 7:00 a.m. to 3:30 p.m.  The clinic number is 864-3193.  Emergency medical personnel and ambulance service is also available to transport you to nearby health care providers. 

· If you are a NASA civil servant, you are participating in the research in your official capacity. “Official capacity” means that your supervisor is aware of your participation as a test subject in this research, and has approved of your participation in your official capacity. As a civil servant, you may only participate as a volunteer subject in research if you do so in your official capacity. If you are injured during the course of this research, you are eligible for compensation through the Federal Workers Compensation System.  For additional information, you may contact the NASA Shared Services Center at (877) 677-2123 or 
nssc-contactcenter@nasa.gov.
· If you are a non-civil servant volunteer injured as a result of participating in the research, you are eligible to file a claim under the Federal Tort Claims Act by filing Standard Form 95.  For additional information, you may contact the LaRC Office of the Chief Counsel at (757) 864-3221.
· If you are a NASA contractor employee participating in the research as part of official duties as approved by your appropriate contractor manager, in the event of injury, you may be eligible for workers compensation.  You may contact your company’s human resources office for additional information.
· If you are not a NASA civil servant or NASA contractor participating in this research in your official employment capacity, you are participating as a subject through the NASA TEAMS3 contract with Analytical Mechanics Associates, and, in the event of injury, insurance coverage is provided to you as a research subject volunteer under the NASA TEAMS3 contract.  For additional information, you may contact Erin Thomas at (757) 864-9433.

If you have questions about the research and your rights should you experience any injury, you may contact the principal investigators listed at the beginning of this document.

[bookmark: _GoBack]You may express a concern about this study by contacting the NASA Institutional Review Board (IRB) listed below:

Office of Research Assurance: Research Integrity & Protection of Human Subjects
2101 NASA Parkway
Mail Code SA
Houston, Texas  77058
Telephone: (281) 549-9334
E-mail:  NASA-IRB@nasa.gov

VII. Confidentiality (Address how information is recorded, shared, and protected.  Add other information unique to the research in question)

· [bookmark: OLE_LINK2][bookmark: OLE_LINK1]You will be videotaped during the course of my participation in the research.  However, the camera will be positioned in an over-the-shoulder view in such a way that you cannot be identified.
· Audio recordings of your communications will be made but will not be associated with your identity.
· Records of your participation, including still images and video and audio recordings will be kept confidential by encoding them with subject identification numbers.  Any public release of video and/or audio data will be done in a manner that does not associate you with the data. 
· The data files recorded and information you provide during your participation in this research activity may be shared with other researchers within NASA (and outside NASA, if applicable) and only the subject number assigned by the experimenter will identify these files.  The data files recorded during your data collection session and information you provide during your participation will be shared as long as your identity is not disclosed. 
· Your information collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.

VIII. Voluntary Participation

Taking part in this study is voluntary.  You may withdraw from participating or be asked to withdraw from participating at any time.  Any decision to not participate or to withdraw from participation at any time will not result in any penalty or loss of benefits to which you may otherwise be entitled.

If you decide not to join the study, you may be eligible to participate in other studies.

The investigator may terminate your participation in the research for the following reasons:
· Failure to satisfy certain eligibility criteria, including passing any applicable screening tests or procedures
· The researcher believes that it is not in your best interest to stay in the study
· There is a problem with following any instructions or procedures
· Inappropriate behavior
· The study is suspended, canceled, or completed earlier than anticipated


IX. Safety

As a voluntary test subject participating in this research:

1. You should report any accident, injury, illness, and changes in my health condition, hazards, safety concerns, or health concerns to (List names and telephone numbers of PI’s).  If you are unable to reach the above named individuals or am not satisfied with the response you receive, you should contact the NASA Institutional Review Board at (281) 549-9334. 
1. If you detect any unsafe condition that presents an imminent danger to you, or others, you have the right and authority to stop the activity or test.  In such cases the Principal Investigator and associated research personnel will comply with your direction, stop the activity, and take action to address the imminent danger.

X. Statement of Consent:
· I have read and understand the explanation of procedures, benefits, and risks associated with the research herein, and I agree to participate in the research described herein.  My participation is given voluntarily and without coercion or undue influence, and I also voluntarily consent to sharing my information, including the data files recorded during my data collection session, as long as my identity is not disclosed.  I understand that I may discontinue participation at any time.  I have been provided a copy of this consent form.  

__ Participant has been provided with a Privacy Act Statement meeting the requirements outlined in 14 CFR 1212.602
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_____________________________________   
            Participant Signature

_____________________________________
Participant Printed Name


_____________________________________
Date



_____________________________________   
           Principal Investigator (or Designee) Signature

_____________________________________
Principal Investigator (or Designee) Printed Name


_____________________________________
Date



___________________________________
Witness Signature

_________________________________
Witness Printed Name


__________________________________
Date
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