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National Aeronautics and
Space Administration
	
Form (Full or Expedited):  

Full Board:  20 copies
Expedited:  3 copies


Date:  


	Institutional Review Board (IRB)

Committee for the Protection of Human Subjects (CPHS)
2101 NASA Parkway

Houston, Texas 77058
	IRB Administrators
mary.p.flores@nasa.gov  281.212.1468

karen.mathes@nasa.gov  281.212.1228

Facsimile:  281.212.1210


General Instructions  |  Checklist  |  Expedited Application Addendum (if applicable)
PART I:  ADMINISTRATIVE REQUIREMENTS
	I - A.  Responsible Parties

	Principal Investigator

	Name    (CITI Certification Required)
	Degree

	
	

	Affiliation
	Department/Division

	
	

	Mailing Address
	Phone

	
	

	
	e-mail

	
	

	Co-Principal Investigator

	Name    (CITI Certification Required)
	Degree

	
	

	Affiliation
	Department/Division

	
	

	Mailing Address
	Phone

	
	

	
	e-mail

	
	


	I - B.  Key Personnel

	“Key Personnel” are any individuals responsible for the protocol development or design, conduct or reporting of research.  These include but are not limited to:  Principal Investigators (PIs), Co-PIs, study coordinators, recruitment staff, and anyone else performing study procedures or interventions.

	Principal Investigator    (CITI Certification Required)
	Institution

	
	

	Qualifications
	Study Role

	
	

	

	Investigator or Other Personnel
	Institution

	
	

	Qualifications
	Study Role

	
	

	

	Co-Principal Investigator (CITI Certification Required)
	Institution

	
	

	Qualifications
	Study Role

	
	

	

	Other Personnel    (CITI Certification Required)
	Institution

	
	

	Qualifications
	Study Role

	
	

	

	Other Personnel    (CITI Certification Required)
	Institution

	
	

	Qualifications
	Study Role

	
	

	

	Other Personnel    (CITI Certification Required)
	Institution

	
	

	Qualifications
	Study Role

	
	

	

	Other Personnel    (CITI Certification Required)
	Institution

	
	

	Qualifications
	Study Role

	
	

	

	Other Personnel    (CITI Certification Required)
	Institution

	
	

	Qualifications
	Study Role

	
	


	I - C.  Study Information

	Study Title

	

	NASA Center Sites
Check All That Apply

	Ames Research Center (ARC):
	[  ]
	Dryden Flight Research Center (DFRC):
	[  ]

	Glenn Research Center (GRC):
	[  ]
	Goddard Space Flight Center (GSFC):
	[  ]

	Jet Propulsion Laboratory (JPL):
	[  ]
	Johnson Space Center (JSC):
	[  ]

	Kennedy Space Center (KSC):
	[  ]
	Langley Research Center (LaRC):
	[  ]

	Marshall Space Flight Center (MSFC):
	[  ]
	Stennis Space Center (SSC):
	[  ]

	Non-NASA Center Sites
Attach IRB Approval Letter(s) For Each Site Checked Below

	Country:
	
	Institution:
	

	Country:
	
	Institution:
	

	Country:
	
	Institution:
	

	Country:
	
	Institution:
	

	Study Location

	


	I - D.  Funding Information

	1.  Funded Study Title (if different from I-C above)

	

	2.  Type of Funding 
Check All That Apply

	National Institutes of Health (NIH):
	[  ]
	National Space Biomedical Research Institute (NSBRI):
	[  ]

	NASA Research Announcement (NRA):
	[  ]
	Human Research Program (HRP):
	[  ]

	Other:
	

	3.  Status of Funding

	Have funds been awarded?
	

	4.  Source of Funding
Check All That Apply

	Federal Government:
	[  ]
	Departmental Funds:
	[  ]

	Center Director Discretionary Fund (CDDF):
	[  ]
	National Science Foundation (NSF):
	[  ]

	Department of Defense (DoD):
	[  ]
	National Space Biomedical Research Institute (NSBRI):
	[  ]

	Other:
	

	5.  Multiple Sources of Funding

	If there are multiple sources of funding for this study, please describe:

	


	I - E.  Statement of Financial Interest and/or Conflicts of Interest

	Does the PI or any investigator have any financial or other conflicts of interests related to this study?
	

	If YES, a signed letter on institutional letterhead must be submitted from the PI.  The letter must answer affirmatively and disclose the relationship with the company or entity arrangements.  A related financial interest does NOT automatically mean that the investigator cannot participate in the research.  The CPHS will determine if the financial and or other conflict of interest can be reduced, eliminated or managed in order to allow participation in the research project.

If NO, a signed letter on institutional letterhead must be submitted from the PI.  The letter must include the following statement:

“I do not receive any research support from non-public sponsors of research.  I do not perform any validation research of a drug or device.  I do not receive any gifts or income from individuals associated with my research studies.  I do not use my position with ____________ (fill in the blank with name of employer, i.e. NASA, Wyle, USRA) or proprietary or confidential information obtained in performing my duties, in any marketing, investing, or commercial ventures.


	I - F.  Scientific Peer Review

	Has this study received scientific peer review?
	

	If reviewed, who performed the review?
	

	Is this an investigator initiated study?
	


	I - G.  Human Subject Training Certification

	All personnel involved or affiliated with the study must have completed the following certification within the past two years:  Collaborative Institutional Training Initiative (CITI) Online Module Certification.

Please attach a copy of certification of completion.


	I - H.  Drugs, Devices, and Biologics

	Does this study include any drugs and/or biologics under investigation, and IND status?
	

	

	Does this study include any devices under investigation and IDE status?
	

	


PART II:  STUDY DESIGN
	Complete items using clear, concise, non-technical, lay language (i.e., the type of language used in a newspaper article for the general public) wherever possible. Define all acronyms. Use caution when cutting and pasting from another application or protocol to ensure that information is complete, supplemented where necessary, is pasted in a logical order, and is relevant to the specific section.

Space limits are recommendations and should be adjusted as needed.

For modifications and renewals, please highlight and/or provide redlined track changes to all changes from previously approved version


	II - A.  Synopsis

	Briefly summarize the study

	


	II - B.  Hypothesis(es)

	Briefly explain the hypothesis(es) to be tested.  If the study is not designated to test a hypothesis, describe the goals of the project.  (ex: “determine hardware/logistic feasibility,” “estimate mean and standard deviation of intervention effects,” “evaluate degree of association between X and Y”)

	


	II - C. Specific Aims / Objectives

	List three to five specific aims or objectives

	


	II - D. Background and Significance

	Briefly sketch the scientific background leading to the present proposal, critically evaluate existing knowledge (with references), and specifically identify the gaps the project is intended to fill.  State concisely the importance and health relevance of the research described in this application by relating the specific aims to the broad, long-term objectives.

	


	II - E. Preliminary Studies

	Preliminary data often aid reviewers in assessing how valuable the project is likely to be.  If graphs or tables are used to convey information, please maintain a consistent style.

	


	II - F. Design

	Check all that apply

	[  ] Design Characteristics – treatment / intervention categories, other experimental variables (eg: time in bedrest) – total number of subjects


[  ] Nested – separate subjects in each treatment category


[  ] Crossover – same subjects do all treatments


[  ] Partially Nested – mixed

[  ] Randomized – intervention with 2+ groups – subjects are randomly assigned to a specific treatment / condition


[  ] Non-Blinded – two or more groups where subjects know which group they are in


[  ] Blinded – subject does not know which condition they are in


[  ] Double Blinded – subject and investigators do not know which condition subject is in

[  ] Investigational intervention without a control / comparison group

[  ] Retrospective Study – examination of historical data / charts

	

	If randomized study:

Describe your randomization plan, including use of strata (if any), and method for randomizing study recruits.


(May require assistance from statistician)

	


	II - G. Statistical Analysis

	Briefly describe what statistical analysis(es) will be applied in order to address each primary aim.


Examples of statistical analyses may include but are not limited to:

· Calculation of descriptive statistics and/or graphics such as mean, median, SD, range, tallies, scatter plots, etc..

· Estimation of differences in mean or median between two groups of subjects with comparison by t-test or Mann-Whitney test.

· Estimation and comparing of interventions on within-person changes by matched t-test ANOVA, or Wilcoxon signed-rank test.

· Multiple linear regression, logistic regression, or Cox proportional hazards regression.

· Repeated measures models (usually requires the help of a statistician).

Note:  If the above statistical analysis is qualitative, briefly describe how qualitative data will be analyzed.

	

	If you are including a Biostatistician co-investigator or consultant, include their contact information in the Key Personnel section (Part I D)


	II - H. Sample Size

	Indicate how many subjects will be studied and why this number was chosen.

· Power/Sample size calculations should be included for hypothesis-testing studies (may require assistance by a statistician).

· Alternatively, if the purpose of the experiment is to estimate a characteristic of the response measure(s) (e.g. mean, SD of change, etc) then provide evidence that the proposed sample size will enable estimation within a reasonable degree of error.

· Novel studies (first-time-ever) and descriptive/feasibility studies benefit from an understanding of the relationship between sample size and precision (may require assistance by a statistician).

	


PART III:  PROCEDURES
	III - A.  Type of Study

	Check all that apply

	[  ] Ground-Based
[  ] Reduced Gravity Aircraft
[  ] Space Flight
[  ] Includes Astronauts


	III - B.  Study Procedures, Tests, Evaluations

	Please list, in sequence, all study procedures, tests, and evaluations required for the study. Attach table if available.

	


	III - C.  Medical Monitoring

	Check all that apply and add description if applicable.

	[  ] 1
[  ] 2
[  ] 3
[  ] 4
[  ] Not Required


	III - D.  Risk Levels

	Check one

	[  ] Minimal

“Minimal risk” means that the probability and magnitude of harm or discomfort anticipated in the research are 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

“Greater than minimal risk” means that the probability and magnitude of harm or discomfort anticipated in the research are 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.


	III - E.  Time Commitment

	Indicate how much time will be required of the subjects, both per visit and in total, for the study.

	


	III - F.  Facilities

	List the locations where study procedures will be performed.  Please provide a description of the facility if appropriate.

	


	III - G.  Off-Site Activities

	Will subjects undergo any study procedures or tests off-site?  If “Yes,” please explain.
	

	


	III - H.  Letters of Support

	Attach letters of support indicating knowledge and endorsements of this study from any involved investigators or collaborators.
	


	III - I.  Interviews, Questionnaires, Surveys

	Will any interviews, questionnaires, or surveys be conducted for the study?  (Attach if yes)
	


	III - J.  Test Results

	Will subjects or their health care provider be given the results of any experimental tests that are performed for the study? If “Yes,” please describe the tests, provide a rationale for providing subjects with the experimental test results and explain what, how and by whom subjects and their health care provider will be told about the meaning, reliability, and applicability of the test results for health care decisions.
	

	


PART IV:  ALTERNATIVES
	IV - A.  Alternatives To Study Participation

	Describe other alternatives to study participation that are available to prospective subjects.

	[  ] Healthy, choose not to participate
[  ] Other

	


PART V:  RISKS AND BENEFITS
	V - A.  Risks and Discomforts

	1. Describe the risks and discomforts of any procedures, drugs, or devices being used or assigned for study purposes.

	

	2. Describe the steps you have taken to minimize the risks/discomforts to subjects.  Examples include:


designing the study to make use of procedures involving less risk when appropriate;


mitigating risks by planning special monitoring or conducting supportive interventions for the study.

	


	V - B. Data and Safety Monitoring Plan (DSMP)

	Does the study fall under a DSMP?
	

	


	V - C.  Adequacy of Resources

	Principal Investigators must have the necessary resources required to conduct the proposed research in a way that assures the rights and welfare of participants are adequately protected.  Describe the resources you have in place to conduct this study.

	


	V - D.  Confidentiality and Privacy

	Privacy concerns people, whereas confidentiality concerns data. Specifically, confidentiality refers to the researcher’s plan to handle, manage and disseminate the participant’s identifiable private information.  Privacy refers to a person’s wish to control the access of others to themselves.

	Use the following statement:

	Privacy/Confidentiality (for Research Protocol)

Subject privacy and data confidentiality will be maintained in accordance with 1) NASA Policy Directive (NPD) 7100.8, “Protection of Human Research Subjects”; 2) NASA Procedural Requirements (NPR) 7100.1, “Protection of Human Research Subjects”; and 3) to the extent allowed by Federal law.

	1.  How will the investigator access information from or about participants?

	

	2.  How will the investigator maintain privacy in the research setting(s)?

	

	3.  Information about a study participant, if disclosed inappropriately, as a result of participation in this investigation could be harmful to the participant. Release of individually identifiable medical/research data could adversely affect the participant’s employability, insurance and increase the risk of bias and discrimination.  To avoid or minimize these risk, the study design includes safeguards to protect the confidentiality of the information collected.

	4.  Data Security: Identifiable data should not be stored on laptops, PDA’s or other portable devices.  Please indicate how study data are kept secure. Check all that apply:

	[  ] Data are coded; data key is destroyed at end of study or provide date:  [                     ]
[  ] Data are coded; data key is kept separately and securely

[  ] Data are kept in locked file cabinet
[  ] Electronic data are protected with a password

[  ] Data are kept in locked office or suite
[  ] Data are stored on a secure network

	5.  Describe any additional steps taken to assure that identities of subjects and any of their health information which is protected under the law is kept confidential. If video or audio recordings will be made as part of the study, disposition of these recordings should be addressed here and in the consent form.

	

	V - E.  Benefits

	1.  Are there potential direct benefits to study subjects?  If “Yes,” please describe below.

	[  ] No, there is no direct benefit to subjects in this study.

[  ] Yes (Explain:)

	

	2.  What are the potential benefits to society or space flight?

	


	V - F.  Risk/Benefit Analysis 

	How do the benefits of the study outweigh the risks to the subjects?

	


PART VI:  SUBJECT INFORMATION
	VI - A.  Number of Subjects

	1.  How many subjects will be enrolled?
	

	2.  How many subjects will be enrolled at all sites (ie: if multicenter study)?
	

	3.  How many people do you estimate you will need to consent and screen (but not necessarily enroll) to meet your minimum subject enrollment goal?
	


	VI - B.  Types of Subjects

	Check all that apply.

	[  ] Astronaut Subjects
[  ] Non-Astronaut Subjects


	VI - C.  Eligibility Criteria 

	1.  General description of subject population(s)

	

	2.  Inclusion Criteria

	

	3.  Exclusion Criteria

	

	4.  Identify Plan for Addressing Pregnancy

	Are pregnant subjects excluded from participation?

If yes, use the following statement:

Female subjects will model the astronaut population; a pregnancy test will be required
prior to inclusion in the study and prior to each experimental session.






	VI - D.  Determination of Eligibility

	How (chart review, additional tests/exams for study purposes), when and by whom will eligibility be determined?

	


	VI - E.  Gender, Race, Ethnicity Selection

	Are there any inclusion or exclusion criteria based on gender, race or ethnicity? If “Yes,” please explain the nature and rationale for the restrictions below.
	

	


	VI - F.  Subject Population

	1.  Explain why it is appropriate to include the group in this study:

	

	2.  Describe additional safeguards that have been included in the study to protect the rights and welfare of the subjects and minimize coercion or undue influence.

	


PART VII:  RECRUITMENT
	VII - A.  Advertisements

	Describe advertisements, whether posted or broadcast, and correspondence used for purposes of recruitment

	


	VII - B.  Solicitation

	Provide detail regarding how, when, where, and by whom are potential subjects approached.

	


PART VIII:  INFORMED CONSENT
	VIII - A.  Obtaining Signed Informed Consent

	Attach a copy of Consent Form from the website.  http://irb.nasa.gov/?p=frmStandardConsent

	


	VIII-B.  Subject Information Handout/Layman’s Summary

	Attach a copy of the Subject Information Handout/Layman’s Summary.  The consent form must include a detail description regarding how, when, where, and by whom signed informed consent will be obtained.  The document must be written in 1st person grammar tense using simplified non-technical language and must include the following elements.  The following link provides an explanation for each element http://irb.nasa.gov/?p=frmRschSubjInfoElem
A. Main Heading

B. Study Title

C. Introduction
D. Purpose and Background

E. Drugs, Devices, and Biologics

F. Number of People

G. Procedures

H. Voluntary Participation

I. Risks and Discomforts

J. Benefits

K. Alternatives

L. Privacy and Confidentiality

M. Access to Research Records

N. Costs and Financial Considerations

O. Payment and Reimbursement

P. Treatment and Compensation for Injury

Q. Questions

R. Consent

S. Video and Photo Consent

T. Signature

U. Informed Refusal Process

V. Test Subject Removal from Study Prior to Study Completion for Bedrest Studies




PART IX:  FINANCIAL CONSIDERATIONS
	IX - A.  Payment to Subjects

	1.  Will subjects receive remuneration for study participation?
	

	


	IX - B.  Costs to Subjects

	Address all costs to subjects as it relates to the study.

	


	IX - C.  Treatment and Compensation for Injury

	Provide participants with a copy of the following disclaimer:

"I understand that in the event of injury resulting from my participation in this test and calling for immediate action or attention, NASA will provide or cause to be provided, the necessary treatment. I understand that 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. My 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 connected with, the above procedures."


PART X:  BIBLIOGRAPHY
	Cite Articles / References (max 25)

	


PART XI:  PRINCIPAL INVESTIGATOR’S CERTIFICATION
	· I certify that the information provided in this application is complete and correct.

· I accept ultimate responsibility for the conduct of this study, the ethical performance of the project, and the protection of the rights and welfare of the human subjects who are directly or indirectly involved in this project.

· I will comply with all policies and guidelines of the CPHS and NASA affiliated institutions where this study will be conducted, as well as with all applicable federal, state and local laws regarding the protection of human subjects in research.

· I will ensure that personnel performing this study are qualified, appropriately trained and will adhere to the provisions of the approved protocol.

· I will not modify this protocol or any attached materials without first obtaining CPHS approval for an amendment to the previously approved protocol.

· I assure that the protected health information requested, if any, is the minimum necessary to meet the research objectives.

· I assure that the protected health information I obtain, if any, as part of this research will not be reused or disclosed to any parties other than those described in the approved protocol, except as required by law.

· I assure that adequate resources to protect participants (i.e., personnel, funding, time, equipment and space) are in place before implementing the research project, and that the research will stop if adequate resources become unavailable.


	
	Principal Investigator’s Name

	Principal Investigator's Signature

	
	Date

	
	Co-Investigator’s Name

	Co-Investigator's Signature

	
	Date

	
	Co-Investigator’s Name

	Co-Investigator's Signature

	
	Date

	
	Co-Investigator’s Name

	Co-Investigator's Signature

	
	Date

	
	Co-Investigator’s Name

	Co-Investigator's Signature

	
	Date


PART XII:  ATTACHMENTS
	Please include attachments, supplements, and / or appendices.  If at all possible, paste electronic attachments in the space provided below.  Space between attachments so they start on new pages.  If all else fails, attach externally.
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