


NASA INSTITUTIONAL REVIEW BOARD (IRB)

CONSENT TO BE A PART OF AN ENGINEERING EVALUATION


INFORMATION ABOUT THIS ENGINEERING EVALUATION CONSENT FORM

You may be eligible to take part in a research Engineering Evaluation.

An engineering evaluation is used to test/evaluate hardware and/or equipment being worn or used by humans.  A “Human in-the-loop” test requires human interaction with the equipment being studied.

This NASA IRB Consent form describes important information related to participation in an engineering evaluation including the purpose, planned procedures, and potential risks.

Please take time to review this information carefully.  Talk to the investigators about the study and ask any questions you have.  Make sure you fully understand what will be expected of you and the risks associated with participating in this engineering evaluation.  You may also wish to talk to others (for example, your friends, family, or colleagues) about your participation in this study.  If and when you decide to be a participant, you will be asked to sign this form and you will be given a copy.

Taking part in this engineering evaluation is completely voluntary.  The decision to participate is yours.  You may also withdraw from the engineering evaluation at any time.  If you withdraw from the engineering evaluation before it is finished, there will be no penalty to you.

This NASA IRB Consent form provides a detailed description regarding essential information including but not limited to how, when, where, and by whom a signed informed consent will be obtained.

Note: 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.  GENERAL INFORMATION

1.1 Your Engineering Evaluation title is:

1.2 Your study team includes Principal Investigator, Co-Investigator, Key-Personnel (names, degrees, affiliations):

1.3 The organization sponsoring or funding the engineering evaluation is:


2.  PURPOSE OF THIS ENGINEERING EVALUATION

2.1	You are being asked to join this engineering evaluation because (Explain briefly in lay terms the history and background):


3.  ENGINEERING EVALUATION PARTICIPANTS (SUBJECTS)

3.1 In order to be eligible to participate, you may be asked to undergo the following screening tests or procedures:

3.2 You are one of ________ subjects.


4.  ENGINEERING EVALUATION PROCEDURES

4.1	You are provided a detailed schedule to include:
· Detailed explanation of each test, including what data (if any) will be collected;
· Amount of time for each test, frequency of testing and whether resting is continuous or intermittent;
· Location of the testing;
· How your other activities may be affected by the test (exercise, diet, medications, physical activities, etc.)


5.  INFORMATION ABOUT RISKS AND HAZARDS

5.1	You are joining an Engineering Evaluation that is:
______“Minimal risk” means that the probability and magnitude of harm or discomfort anticipated in the tests are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical activities.

______“Greater than minimal risk” means that the probability and magnitude of harm or discomfort anticipated in the tests are greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical activities, but that the risks of harm or discomfort are considered to be acceptable when weighed against the anticipated benefits and the importance of the knowledge to be gained from the engineering evaluation.

5.2	You are told that the risks of performing the engineering evaluation and the steps taken to protect against harm include:



5.3	You are told that the hazards and the steps used to minimize the hazards include:




6.  INFORMATION ABOUT TREATMENT, INJURY AND COMPENSATION

6.1	Even though the Engineering team has taken steps to minimize the risks, you may experience problems or side effects.  In the event of a physical injury resulting from this study, NASA will provide or cause to be provided, the necessary immediate action or treatment.  NASA will pay for any claims of injury, loss of life or property damage to the extent required by the Federal Employees Compensation Act or the Federal Tort Claims Act.  Your agreement to participate shall not be construed as a release of NASA or any third party from any future liability, which may arise from, or in connection with, the test procedures.


7.  INFORMATION ABOUT BENEFITS

7.1	Participation in NASA engineering evaluations generally result in no direct benefit to you as an individual.  It is hoped that the information learned will help NASA learn more about equipment/hardware being developed for future space flight missions.


8.  ENGINEERING EVALUATION WITHDRAWAL AND/OR TERMINATION

8.1	You may withdraw from the engineering evaluation at any time.  If you decide to leave before the engineering evaluation is finished, please tell the Engineering team.  Your withdrawal or refusal to participate in the study will not result in any penalty or loss of benefits to which you are otherwise entitled.

8.2	If you decide to not take part in the engineering evaluation, you may be eligible to participate in other engineering evaluations.


9.  COST AND FINANCIAL INFORMATION

9.1	There are no costs or bills to you for participation in this engineering evaluation.


10.  PAYMENT AND REIMBURSEMENT

10.1 You will be paid to participate in the engineering evaluation as follows:

_____________ is the total dollar amount for the study, including pro-rating (if you do not complete the study or if there is a bonus payment at the end of the study).

_____________ no payment if you are a NASA or other federal civil servant employee, contractor, or International Partner crewmember participating in the engineering evaluation.


11.  SUBJECT RECORD CONFIDENTIALITY AND AUTHORIZATION TO RELEASE PROTECTED HEALTH INFORMATION (PHI)

11.1	Your privacy and the confidentiality of data collected as a part of this study will be protected from unauthorized disclosure according to applicable federal law.

11.2 Your protected health information may be used or shared with others during the engineering evaluation and may include:
· Existing medical records;
· Video and photographic materials;
· New information created from study-related tests, procedures, visits, and/or questionnaires.

___ Protected health information will be collected as part of this engineering evaluation.

____ Protected health information will not be collected as part of this engineering evaluation.

11.3	Your protected information may be used or shared by NASA offices of research oversight or quality assurance, medical monitors, and with others for the reasons below:
· To conduct and oversee the engineering evaluation;
· To make sure the testing meets NASA requirements;
· To conduct monitoring activities (including situations where you or others may be at risk or harm or reporting of adverse events);
· To become part of your medical record, if necessary, for your medical care;
· To review the safety of the engineering evaluation.

11.4	Every effort will be made to maintain the confidentiality of your engineering evaluation records.  There are many reasons why information about you may be used or seen by the others during or after this study.  Examples include:
· If physiologic data (including but not limited to physiological measurements) are obtained from you for this study, they will become the property of NASA’s Life Science Data Archive.  The specimens or data may be used in this engineering evaluation, may be used in other studies, and may be shared with other organizations.  All federal regulations concerning the privacy and confidentiality of these data will be followed.  Records stored in this archive will not include names, registration numbers, or other information that is likely to link the information to you.
· The engineering team may need the information to make sure you can continue to take part in the study.
· NASA and other government officials may need the information to make sure that the study is done in a safe and proper manner.  These agencies may include the Department of Health and Human Services (DHHS), the Food and Drug Administration (FDA), the National Institutes of Health (NIH), and/or the Office for Human Research Protections (OHRP) or other domestic or foreign government bodies if required by law and/or necessary for oversight purposes.
· The results of this engineering evaluation could be presented/published at scientific conferences and/or journals or technical bulletins, but would not include any information that would let others know who you are.
•	Safety monitors, medical personnel, or safety committees may review your test data and/or medical records for the purposes of medical safety or for verification of test procedures.
•	If the study involves the use of an experimental device, the FDA may need to review the information.

11.5	You have the right to withdraw your permission for the engineering team to use or share your protected health information.  The investigators will not be able to withdraw all the information that already has been used or shared with others to carry out related activities such as oversight, or to ensure quality of the study.  To withdraw your permission, you must do so in writing by contacting the engineering team.

11.6	You have the right to request access to your study records after the study is completed.  To request this information, you must do so in writing by contacting the engineering team.


12.  CONTACT INFORMATION

12.1	You may contact the Engineering team to:
· Obtain more information about the engineering evaluation;
· Ask a question about procedures;
· Report an illness, injury, or other problem;
· Withdraw from the evaluation before it is finished;
· Express a concern about the engineering evaluation.


Principal Investigator: ______________________________
Email Address: ___________________________________
Mailing Address: __________________________________
Telephone: ________________________________________

Study Coordinator:_________________________________
Email Address: ____________________________________
Mailing Address: ___________________________________
Telephone: ________________________________________


You may express a concern about this engineering evaluation by contacting the NASA JSC 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
[bookmark: _GoBack]Telephone: (281) 212-1228
E-mail: NASA-IRB@nasa.gov





13.  RECORD OF INFORMATION PROVIDED

13.1	Your signature in the next signature section means that you have received copies of all of the following documents:
· This NASA IRB “Consent to be Part of an Engineering Evaluation” document
· Video, Audio, and Photo Consent
· Other (specify): ________________________________


14.  SIGNATURES

Engineering Evaluation Subject:
I understand the information printed on this form.  I have discussed this engineering evaluation, its risks and potential benefits, and my other choices with _____________________________.  My questions so far have been answered.  I understand that if I have more questions or concerns about my participation as a subject, I may contact the study team.  I understand that I will receive a copy of this form at the time I sign it and later upon request.
Signature of Subject: __________________________________		Date: ________________
Name (Print legal name): ___________________________________________________________



Engineer and/or Principal Investigator (or Designee):
I have given this subject information about this engineering evaluation.  I believe this to be accurate and complete.  The subject has indicated that he or she understands the nature of the risks and benefits of participating in this engineering evaluation.
Name: ______________________________________		Title: _____________________
Signature: ___________________________________		Date: _____________________



Video, Audio, and Photo:
I understand that this engineering evaluation will utilize video and/or still photography to analyze study results and consent for the use of these materials.
⁭______I accept
⁭______I do not accept

Name: _______________________________
Signature: ____________________________	Date: _______________________
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