National Aeronautics and Space Administration (NASA) IRB 

HUMAN RESEARCH INFORMED CONSENT FORM


Title:

A. Purpose: 

B. Investigators:

Key Information 

C. What is the key information needed to help me decide if I should participate in this study or not?  [Provide a brief description in bullet form here and detailed information below]
· What am I being asked to do? [Describe the procedures participants will follow, duration, technology use, expectations -all organized in a way to facilitate understanding.]
· What are the possible risks/discomforts? [Describe foreseeable risks (physical and/or psychosocial) or state that risks are no more than those experienced in day to day life.]
· What are the benefits for me?
· Is there any compensation for my time? [If yes, please explain.]
· How will my information and/or identity be protected? [Will data be identifiable/attributable? If so, for how long and who will have access? How will the data be stored and secured?]
[All above questions are to be included even if the answer is “no” or “n/a”]

Detailed Information

D. Nature of Tests or Experiment: [Please list the procedures, with explanation in lay terms, and identify those that are investigational. In listing the procedures, include detail about each procedure, the length of the procedure, and specify what is asked of subjects during the procedure(s). Clarify if drugs, biologics, or medical devices will be used in the research and specifically note whether they are investigational or FDA approved.]

E. Manner in Which Tests or Experiment Will Be Conducted: [Please detail the recruitment process and the approximate number of subjects to be enrolled in the study. 

F. Duration and Location: [Please state the total subject time commitment -both overall and for each study visit, if applicable.]

G. Foreseeable Inconvenience, Discomfort, and/or Risks: [List risks to subjects associated with participation in the research. State whether the study is ‘Minimal Risk’ or ‘Greater than Minimal Risk’. Be very clear when risks are unknown. Please disclose appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject.]

H. Benefits of Participation: [Outline the benefits of study participation for the participant as well as others.]

I. Data/Identity Security and Protection: [Please describe the extent to which confidentiality of records identifying the subject will be maintained, if applicable.  Also, describe storage and destruction of data procedures.]

[If collecting identifiable private information or identifiable biospecimens, include one of the following statements:]
(i) A statement that identifiers might be removed from the identifiable private information 	or identifiable biospecimens and that, after such removal, the information or 	biospecimens could be used for future research studies or distributed to another 	investigator for future research studies without additional informed consent from the 	subject or the legally authorized representative, if this might be a possibility; or
(ii) A statement that the subject's information or biospecimens collected as part of the 	research, even if identifiers are removed, will not be used or distributed for future 	research studies.
[Additional required language provided below. Investigators may strike through each bullet that does not apply to their study (leaving strike-throughs visible) and provide the reason for each struck bullet fallowing the strike-through.]
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.
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.

	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 present 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
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, stored biospecimens, 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. 


J. Remuneration: 

K. Participant Rights: [Please include the language below.]

Participation in this study is voluntary.  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.

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. 

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

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

___	Your 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


L. Answers to Questions: [Please provide an explanation of whom to contact for answers to pertinent questions about the research and research subjects’ rights, and whom to contact in the event of a research-related injury. 

M. Remedy in the Event of Injury: [Describe whether any medical treatments are available if injury occurs, and, if so, what they consist of, or where further information may be obtained.]

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 emergency treatment. If you are eligible for and receive workers compensation benefits while participating in this study, you cannot sue your employer because the law makes workers compensation your only remedy against your employer. You may have other remedies against other persons or organizations, depending upon the circumstances of the injury. NASA will pay for any claims of injury or loss of life to the extent required by the Federal Employees Compensation Act or the Federal Tort Claims Act. 

Signature
TO THE SUBJECT: Please read this form CAREFULLY. Make sure all of your questions have been answered to your satisfaction. Do not sign this form until you have read and understand the informed consent. You will receive a signed copy of the Consent Form. 
A. I, _____________________________________________(Print Name of Test Subject HERE) agree to participate as a subject in this study and experiments described in this form. 
B. I am aware of possible foreseeable consequences that may result from participation, and that such participation may otherwise cause me inconvenience or discomfort as described.
C. My consent has been freely given. I understand that study participation is voluntary and I may withdraw my consent, and thereby withdraw from the study, at any time. I understand (1) that the Principal Investigator may request my withdrawal from the study if I am not conforming to the requirements of the study; (2) that the NASA Medical monitor may request my withdrawal from the study if they feel that my health and well-being are threatened; and (3) that the NASA Facility Safety Manager may terminate the study in the event that unsafe conditions develop that cannot be immediately corrected. I understand that if I withdraw from the study, or am dismissed, I will be paid for the time served up to the point of my departure, but not thereafter. 
D. I am not releasing NASA or any other person or organization from liability for any injury arising as a result of this study. I understand that I will receive emergency care if I am injured during the study, but payment for any follow-on care will depend on whether I have some form of applicable insurance, or whether I have made some other arrangements for such follow-on care. I may have other remedies against other persons or organizations, depending upon the circumstances of my injury. 
E. I hereby agree that all records collected by NASA in the course of this experiment are available to the NASA Medical Officer, Principal Investigator and Co-Investigators and duly authorized research review committee. I grant NASA permission to reproduce and publish all records, notes or data collected from my participation provided that there will be no association by name with the collected data and that confidentiality is maintained unless specifically waived by me. All stated precautions will be taken to protect your anonymity, but there is a small risk that some or all of your data could become identifiable. 
F. I understand that I have the right to contact the NASA Institutional Review Board at (281) 549-9334 if I have questions or I feel that my rights as a human research subject have been abused or violated.
G. I have had an opportunity to ask questions and I have received satisfactory answers to each question I have asked. I understand that the P.I. for the study is the person responsible for this activity and that any pertinent questions will be addressed to her during the course of this study. I have read the above agreement, the attached protocol and/or instructions prior to my signature and understand the contents 
	
	
	

	Signature of Test Subject
	Date
	
	Signature of Principal Investigator
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	Printed/Typed Name of Test Subject
	
	Printed/Typed Name of Principal Investigator

	
	
	

	
	
	

	Test Subject Phone Number
	
	

	
	
	

	
	
	Principal Investigator Address 
(Street / City, State, Zip Code)

	
	
	

	
	
	

	
	
	Principal Investigator Phone Number

	

	

	Test Subject Signature: Authorization for Video Recording

	

	

	Test Subject Signature: Authorization for Release of Information to Non-NASA Source(s)




