NASA INSTITUTIONAL REVIEW BOARD (IRB)

CONSENT TO BE A PART OF A RESEARCH STUDY
NOTE:  Any alterations to this consent document will invalidate the test subjects’ consent unless the changes are approved in advance by the IRB.
  ABOUT THIS RESEARCH CONSENT FORM

You may be eligible to take part in a research study.
A research study is carefully planned and designed to increase scientific knowledge.
This NASA IRB Consent form describes important information related to participation in a research study including the purpose, planned procedures, and potential risks.
Please take time to review this information carefully.  Talk to the researchers 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 study.  You may also wish to talk to others (for example, your friends, family, or doctors) 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 study is completely voluntary.  The decision to participate is yours.  You may also leave the study at any time.  If you leave the study 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 study title is: 
1.2 Your study team includes a Principal Investigator, Co-Investigator, Key-Personnel (names, degrees, affiliations): 
1.3 This study is sponsored or funded by: 
2.  PURPOSE OF THIS STUDY (History and Background)
2.1
You are being asked to join this study because: 
3.  STUDY PARTICIPANTS
3.1 In order to be eligible to participate, you may be asked to undergo the following screening tests or procedures: None
3.2 You are one of ________subjects.
4.  STUDY PROCEDURES
4.1 You are provided a schedule that includes the following:

· Chart or calendar as a possible addition to the explanation of the tests;

· Duration of the study, and when the study is completed;

· Amount of time for each test, frequency of testing, and whether testing is continuous or intermittent;

· Need for follow-up examinations or tests;

· Location of the testing;

· The amount of blood, urine, saliva, other biological samples and/or tissue to be taken and how often;

· Detailed explanation of each test, including what data will be collected;

· Whether joining this study limits your chance to join other studies;

· Whether “standard” medical procedures are included in the study;

· How your other activities may be affected by the study (exercise, diet, medications, physical activities, etc.).
4.2
You are being told if the study you are joining includes one of the following categories:
· “Randomized” means that you are put into a group by chance (e.g., like flipping a coin).  Neither you nor the principal investigator will choose what group you will be in.  You will have a chance of being placed in any group.
· “Blinded” means you (blinded) will not know what group you are in.

· “Double-Blinded” means that neither you nor the Principal Investigator (double-blinded) will know what group you are in.

· “Placebo” means a pill with no medicine.  In a placebo-controlled study, you may be given a study medication and it will contain either (name of drug) or placebo (pills with no medicine).
5.  DRUGS, BIOLOGICS, and MEDICAL DEVICES
5.1
You will be told if the study uses drugs, blood or blood components, allergenic substances, vaccines, medical devices or other similar products used to investigate human anatomy or physiology, or to prevent or treat disease or injury.
____No study drug, biologic, or medical device product is used.

_____Yes, the study drug or biologic is _________________.
____This drug or biologic is FDA approved.

____This is an investigational drug or biologic, with the FDA IND number _______.
_____Yes, the study medical device is ___________________.

____This is an investigational medical device, with the FDA IDE number _________.

____This is an investigational non-significant risk device, with IRB approval for use. A document providing full and informed disclosure is provided for your review.

6.  INFORMATION ABOUT RISKS AND HAZARDS
6.1 You are joining a study that is:
· “Minimal risk” means that the probability and magnitude of harm or discomfort anticipated in the research is not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

· “Greater than minimal risk” means that the probability and magnitude of harm or discomfort anticipated in the research is greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests, 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 research.

6.2
You are told that the risks of joining the study and the steps taken to protect against harm include: 
6.3
You are told that the hazards and the steps used to minimize the hazards include: 
6.4
You are told if you are flying as part of the Reduced Gravity Aircraft the following information: 

"Since the C-9 or other NASA sponsored aircraft are considered to be a public aircraft within the meaning of the Federal Aviation Act of 1958, as amended, and as such do not hold a current airworthiness certificate issued by the Federal Aviation Administration, any individual manifested to board the C-9 or other NASA sponsored aircraft should determine before boarding whether their personal life or accident insurance provides coverage under such condition."
7.  TREATMENT, INJURY AND COMPENSATION INFORMATION
7.1
Even though researchers have taken steps to minimize the risks, you may experience problems or side effects.  In the event of 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.

7.2
For International Partner subjects: 
· In the event of injury resulting from this study, I understand that I will receive medical attention and available treatment.  I also understand that I will be compensated for any injuries to the extent permitted under current     (insert agency name)    laws and regulations and the provisions of the contract between me and    (insert agency name)    .  My agreement to participate shall not be construed as a release of  (insert agency name)        or any third party liability which may arise from, or in connection with, the above procedures.
· Include the HRMRB Multinational consent form
8.  BENEFITS INFORMATION
8.1
Participation in NASA studies generally result in no direct benefit to you as an individual.  It is hoped that the information learned from this research study will help NASA learn more about human physiological and psychological changes for future space flight missions.
9.  NEW FINDINGS
9.1
If new information is obtained during the study after you have joined, you will be informed.  You may change your mind about continuing in the study.  You may be asked to sign a new consent form that includes the new information.

10.  STUDY WITHDRAWAL and/or TERMINATION
10.1
You may withdraw from the study at any time.  If you decide to leave before the study is finished, please tell the investigator or study staff.  Your refusal will be honored, except in cases when the responsible physician’s opinion is that study termination could have undesired consequences for your health and/or the health of other subjects.  You will be told if there could be any harm to you if you decide to leave before the study is finished.  If you tell the researchers your reasons for leaving the study, that information will be part of the study record.
10.2
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.

10.3  If you decide not to join the study, you may be eligible to participate in other studies.
10.4
Researchers may need to stop your participation in the study even if you want to continue participation.  Some examples of this scenario include: (Check applicable boxes)
· The researcher believes that it is not in your best interest to stay in the study
· There is any problem with following study related instructions

· There is any problem with following hospital, clinic, or laboratory policies and procedures

· There is any serious complication during the study 

· There is inappropriate behavior

· The study is suspended or canceled

·  The subject’s information is or becomes unusable for any reason

· Events beyond NASA’s control occur, for example: fire, explosion, disease, weather, floods, terrorism, wars, insurrection, civil strife, riots, government action, or failure of utilities

· Existing data reveal answers earlier than expected
11.  COST and FINANCIAL INFORMATION
11.1 
There are no costs or bills to you for participation in this study.
12.  PAYMENT and REIMBURSEMENT
12.1
You will be paid to participate in the study 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, non-NASA, federal civil servant employee, contractor, or International Partner crewmember participating in ESA, JAXA, CSA, or NASA-sponsored studies.
13.  SUBJECT RECORD CONFIDENTIALITY AND AUTHORIZATION TO RELEASE PROTECTED HEALTH INFORMATION (PHI)
13.1 Your privacy and the confidentiality of data collected as a part of this research study will be protected from unauthorized disclosure according to applicable federal law.

13.2
Your protected health information may be used or shared with others during the research.  This may include:

· Existing medical records;
· Video and photographic materials;
· New information created from study-related tests, procedures, visits, and/or questionnaires.
13.3
Your protected information may be used or shared by NASA offices of research oversight or quality assurance, medical monitors, and researchers for the reasons below:

· To conduct and oversee the research;
· To make sure the research meets NASA requirements;
· To conduct monitoring activities (including situations where you or others may be at risk of 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 research.
· To support “NASA Clinical Summit” activities where clinical experts evaluate relevant medical and research data to recommend clinical practice guidelines specifically for astronauts.  These data will not include names or other information that explicitly link the information to you.
13.4
Every effort will be made to maintain the confidentiality of your study records.  There are many reasons why information about you may be used or seen by the researchers or others during or after this study.  Examples include:

· The researchers may need the information to make sure you can 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 FDA may need to review the information if the study involves the use of an experimental drug or device.

· Safety monitors, medical personnel, or safety committees may review your research data and/or medical records for the purposes of medical safety or for verification of research procedures.

· A data and safety monitoring board (DSMB) may oversee the research, if applicable.
•
The results may be used by the research team and possibly be presented/published at scientific conferences and/or in an article, but would not include information that would identify you without your consent.

13.5
You have the right to withdraw your consent for the researchers to use or share your protected health information.  The researchers 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 consent, you must do so in writing by contacting the researcher.

13.6 
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 researcher.

13.7 
If physiologic data (including but not limited to standard measures, laboratory data, psychological, or physiological measurements) are obtained from you for this study, they may become the property of NASA’s Life Science Data Archive.  These data may be used in this research, may be used in other research, 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 explicitly links the information to you.
14.  CONTACT INFORMATION
14.1
You may contact the Principal Investigator to:
· Obtain more information about the study;
· Ask a question about the study procedures;
· Report an illness, injury, or other problem;
· Leave the study before it is finished;
· Express a concern about the study.
Principal Investigator: 
Email Address: 
Mailing Address: 
Study Coordinator: _________________________
Email Address_____________________________

Mailing Address: __________________________
Telephone: ______________________________
You may express a concern about this study 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

Telephone: (281) 212-1228
E-mail:  Kmathes@wylehou.com
15.  RECORD of INFORMATION PROVIDED 
15.1
Your signature in the next section means that you have received copies of all of the following documents:

· This NASA IRB “Consent to be Part of a Research Study” document;
· Video, Audio, and Photo Consent;
· Other (specify): ________________________________
16.  SIGNATURES
Research Subject:
I understand the information printed on this form.  I have discussed this study, 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 the study or my participation as a research 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): ___________________________________________________________
Video, Audio, and Photo:

I understand that this study will utilize video and/or still photography to analyze study results and I consent for the use of these materials. N/A
□ I accept

□ I do not accept 
Signature: _____________________________
Principal Investigator (or Designee):

I have given this subject information about this study.  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 study.

Name: ____________________________________ 
Title: ___________________________

Signature: _________________________________ 
Date: ___________________________

Witness (optional):

I observed the above subject sign this consent document.

Name: ________________________________

Signature: _____________________________ 
Date: _________________________
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