	HUMAN RESEARCH MULTILATERAL REVIEW BOARD (HRMRB)
Renewal Application


	

	
	






HRMRB Administrators:


mary.p.flores@nasa.gov
281.212.1468


karen.mathes@nasa.gov
281.212.1228


Facsimile:
281.212.1210

PART I:  ADMINISTRATIVE INFORMATION

	I-A.  Responsible Parties


	Principal Investigator

	Name
	Degree

	
	

	Affiliation
	Department/Division

	
	

	Mailing Address
	Phone

	
	

	
	e-mail

	
	

	Co-Principal Investigator

	Name
	Degree

	
	

	Affiliation
	Department/Division

	
	

	Mailing Address
	Phone

	
	

	
	e-mail

	
	

	

	

	

	International Partner Sites

	Country:
	
	Institution:
	

	Country:
	
	Institution:
	

	Country:
	
	Institution:
	

	Country:
	
	Institution:
	


	I-B.  Study Information

	Study Title

	

	Previous HRMRB Approval Period (If the study has expired, provide explanation.)

	______________________________  to  _________________________________




	I-C.  Renewal Status
Check One

	Renewal with no changes from last approval
	[  ]

	Renewal with minor modifications
	[  ]

	Renewal with major modifications
	[  ]


	I-D.  Ethics Review/IRB Review and Approval                Check All That Apply and Attach Letter

	NASA Committee for the Protection of Human Subjects (CPHS)
	[  ]

	ESA Medical Board (ESA MB)
	[  ]

	JAXA Institutional Review Board (JAXA IRB)
	[  ]

	Russian Biomedical Ethics Commission
	[  ]

	CSA Ethics Commission
	[  ]

	Other
	[  ]


PART II:  FUNDING INFORMATION

	II-A.  Funding Status
Check All That Apply

	National Aeronautics and Space Administration (NASA)

· National Space Biomedical Research Institute (NSBRI)

· NASA Research Announcement (NRA)
· NASA Human Research Program (HRP)

· National Institutes of Health (NIH)
	[   ]

[   ]

[   ]

[   ]

[   ]

	European Space Agency (ESA)
	[  ]

	Japan Aerospace Exploration Agency (JAXA)
	[  ]

	Federal Space Agency (formerly Russian Space Agency) (FSA)
	[   ]

	Canadian Space Agency (CSA)
	[   ]

	Other
	[   ]


PART III:  STUDY STATUS
	III-A.  Number of Subjects

	1.  What is the total number of test subjects needed to complete the entire study?
	

	2.  Is this research project still enrolling subjects?

     If No, when did enrollment end?
	

	3.  Total number subjects enrolled in study to date:
	

	4.  Total number of subjects who have completed the study to date:
	

	5.  How many subjects did you enroll during the last review period?
	

	6.  Number of withdrawals to date:
	

	7.  General reason(s) for withdrawal?

	

	8.  Number of adverse events to date?
	

	9.  Summary of all adverse events:


	III-B.  Interviews, Questionnaires, Surveys                                                        Attach a Copy

	Will any interviews, questionnaires, or surveys be conducted for the study?  (If yes, attach a copy)
	


	III–C.  Test Procedures                                                                                         Attach a Copy

	Describe a brief description of the test procedures that relate to the renewal.

	


PART IV:  SUBJECT PARTICIPATION
	IV-A.  Subject Request Information                                                           Check All That Apply

	[  ]  United States

[  ]  European 
[  ] Russian
[  ] Japanese
[  ] Canadian


PART V:  MEDICAL MONITORING

	V-A.  Medical Monitor Level                   Check All That Apply and Expand Description as Needed

	[  ] Pre-flight    [  ]  Level 1

                         [  ]  Level 2

                         [  ]  Level 3

                         [  ]  Level 4

                         [  ]  Not Required

[  ] In-flight
                         [  ]  As Per Protocol Requirements
[  ] Post-flight  [  ]  Level 1

                         [  ]  Level 2

                         [  ]  Level 3

                         [  ]  Level 4

                         [  ]  Not Required



PART VI:  PROGRESS REPORT
	VI-A.  Progress Report

	1.  Briefly provide a summary/status report of the project since the last review.

	


PART VII:  CONFLICTS OF INTEREST
	VII-A.  Statement of Financial Interest and/or Conflicts of Interest

	Does the PI or any investigator have any financial interest and/or 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”.


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

	Attach a copy of Multinational Space Station Human Research Informed 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 document must be written in 1st person grammar tense using simplified non-technical language.  Include a detailed description addressing how, when, where, and by whom signed informed consent will be obtained.  The following link provides an explanation for each element that must be included:  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




PART IX:  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.  Consent Form and Subject Information Handout must be attached for complete package.

	


PART X:  PRINCIPAL INVESTIGATOR CERTIFICATION STATEMENT
	X-A.  PI Certification Statement

	· 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 protection of the rights and welfare of the human subjects directly or indirectly involved in this project.

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

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

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

· I assure that the information requested is necessary to meet the research objectives.

· I assure that the information I obtain as part of this research will not be shared to any parties without an approved data sharing agreement in place.

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


	
	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
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