Date: ______________


1.1	Study Identification Information  
a)	Study Name: 


b)	Brief Synopsis / Abstract: 
	

	c)     	Is this a Ground-Based or Space Flight study?
 
		_____Ground-Based Study
		_____Space Flight Study
 
	d)	What type of data does the research study require?
 
		_____Prospective: Collecting new data 
		_____Retrospective: Use of archived data
		_____Both: Combination of new and archived data
 
[bookmark: _GoBack]If “Retrospective” is selected above, PI must submit a data request through the NASA’s LSDA/LSAH Data Request Portal at the following link (https://lsda.jsc.nasa.gov/ ) to obtain the LSAH-AB feasibility letter that MUST accompany your eIRB protocol submittal.

If “Both” is selected above, please ensure both the prospective and retrospective components are clearly covered in the Informed Consent Form.

		Investigators requesting NASA subject(s) archived data, agree that ALL 				publications resulting from this project will be submitted to LSAH for 				privacy review before submission for publication, including presentations, 			abstracts, and manuscripts.

	
e)	Name of Principal Investigator

1.2	External Review and Approval

	Has the protocol been reviewed by another institution? ____Yes ____No

If “yes”, what was the disposition or determination of the external review? Please list 	the institution, board and contact information where this protocol was or will be 	reviewed.

1.3	Conflict of Interest
Do any of the participating study investigators or other research personnel (or 			their immediate family/significant other) have a financial and/or intellectual 			property interest in the sponsor or products used with this project?
 ____Yes ____No

Conflict of Interest statements must be submitted upon initial submission and 	updated as necessary upon continuing review. Please attach COI statements to the 	study team members section of the eIRB smartform.

If “yes”, Conflicts of interest statements must be submitted by all key personnel on dated, signed, institutional letterhead with the study title identified. 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 IRB 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”, Conflicts of interest statements must be submitted by all key personnel on dated, signed, institutional letterhead with the study title identified.  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, 	KBRWyle etc) or proprietary or confidential information obtained in performing 	my duties, in any marketing, investing, or commercial ventures.

1.4 	Study Funding Information	
	Has funding been awarded for this study? Yes ____ No ____

If “yes”, please list all sources of funding:


Please list the funded study title if different from the Study Name listed in this 	protocol submission:



1.5 	Scientific Merit Assessment
Evidence of scientific review of research involving human subjects is required to be 		included in the application for approval by the IRB. The purpose of this requirement is to 	assess Risk versus Benefit ratio for the research protocol and to understand the balance 	between any risks that may be imposed upon subjects and benefits from the 	investigation. This requirement also enables the IRB to confirm investigational rigor 	and adequacy of the methods proposed to accomplish research objectives
Has this study received a scientific merit assessment? Yes_____ No ____

If “yes”, what organization, review body and or individual conducted the review? Please 	include an attachment of peer review comments to the Local Site Documents section of 	the eIRB smartform.

	If “no”, has there been a technical assessment?

	Has this study been modified since the last merit review?  

	 If so please describe all modifications to the study:

1.6 	Human Genetic Testing

Does the NASA Policy Directive 7170, Use of Human Research Genetic Testing, apply to 	this study? 	Yes____ No ____

Definition: Human Genetic Testing is an analysis of human Deoxyribonucleic acid (DNA), Ribonucleic acid (RNA), chromosomes, proteins, or metabolites, that detects genotypes, mutations, or chromosomal and biochemical changes. These tests can include the following:
	a. Molecular genetic tests that study single genes or short lengths of DNA or RNA 	to identify variations or mutations.
	b. Chromosomal genetic tests that analyze the entire genome or whole 	chromosomes or long lengths of DNA or RNA.
	c. Biochemical genetic tests that study the amount or activity of proteins or 	metabolites and wherein any noted changes can indicate changes in (or 	characteristics of) DNA or RNA.
	d. Microbiome testing from human subjects (gut, skin, etc.).
(NPD 7170, Attachment A: Definitions)

If “yes”, please mark the study as greater than minimal risk in the protocol document (Section 2.1.a)) and answer the following questions.

	Human Genetic Testing Procedures

1. What is the purpose of the human research genetic testing?

1. Will the human research genetic data be extracted from biospecimens? 
Yes___ No ___

1. Please describe the process for human research genetic data extraction from the subject and then from the subsequent sample.


1. Please provide a plan to protect human research genetic test data. The following are required to be included or addressed in the plan:

i) Please state that attributable or identifiable human research genetic data will not be publicly released without the prior approval of the individual research subject and other subjects whose anonymity might be affected by the release, as well as the NASA IRB or the Lifetime Surveillance of Astronaut Health Advisory Board.
ii) Outline the procedures to protect the privacy of genetic information. (Including after death of the subject, to avoid unwarranted invasion of personal privacy of surviving family members.) 
iii) Please state that no whole genomic sequence data will be published or made public without written consent from the subject or their direct family members who may be 	impacted by the release of the data. 
iv) Please state that all human research genetic testing data will be considered protected data for the purposes of safeguards.
v) Please state that results from human research genetic testing will not be data-mined or cross-referenced with other databases of any kind unless approved by the NASA IRB.
vi) Please state that investigators will not attempt to identify or contact individual participants from whom data was collected without approval from the NASA IRB.
vii) Because it may be possible to reidentify deidentified genomic data, please describe how this research data will be controlled.
viii) Any human research genetic data will be stored in a database separately from data containing personally identifiable information (e.g., sex, age, name, address, phone number, social security number), unless it has been included in the research subject’s Electronic Medical Record (EMR).

1. Please describe the plan to provide genetic counseling. In the plan, please name the genetic counselor(s).
Investigators using human research genetic information will be required to provide genetic counseling by a qualified genetic counselor to research subjects, both before and after obtaining genetic information. The genetic counselor, who is not the PI or Co-investigator, shall discuss the potential importance of genetic testing information for the individual and their biological family. This counseling will also indicate which findings were generated in a non-CLIA laboratory and the analytical validity, clinical validity, clinical utility, and the ethical, legal and social implications of genetic testing results to the subject. 


1. Please provide the plan to adhere to IT security and privacy policy practices.

1. Please describe the reporting plan for any inadvertent data release, breach of data security, or other data management incidents.

1. Please provide a plan describing the process to archive at NASA (or elsewhere), return original study data, and destroy all copies of the original study data after the study is complete. 



2.0 	Background and Significance

a)  Background and Significance: Briefly sketch the scientific background leading to the present protocol.



b)  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.


2.1  	Level of Risk and Medical Monitor

	a)  What is this study's level of risk?
_____Minimal
 _____Greater Than Minimal 

If different parts of the study have different levels of risk, please briefly outline the risks associated with each part in this protocol and consent form. Please note that the use of human research genetic testing is considered greater than minimal risk.

b)   What is this study's Medical Monitor level? 

		____ Level 1   
		____ Level 2
		____ Level 3
____ Level 4
____ Not Required

If not required, please explain.



2.2  	Study Summary
a)	Expected Start Date:
b)	Expected End Date:
c)	Type of Subjects (please mark all that apply):
______Astronaut (US)
______Astronaut (CSA)
______Astronaut (ESA)
______Astronaut (JAXA)
_____  Cosmonaut
______Non-Astronaut

2.3	Study Location(s):  Identify the NASA location(s) where research procedures, including 	data collection and storage, will be performed.


2.4 	Other Sites/Institution(s):  Please list any non-NASA sites or institutions where research 	procedures, including data collection and storage, will be performed. 


3.0  	Specific Aims and Hypothesis

a) Specific Aims: 

b) Hypothesis(es): List hypothesis(es) and an associated primary outcome measure(s) for each specific aim. If the study is not designated to test a hypothesis, describe the goals of the project as related to this specific aim. (ex: “determine hardware/logistic feasibility,” “estimate mean and standard deviation of intervention effects,” “evaluate degree of association between X and Y”)

c) Primary Outcome Measure: (Dependent Variables)

d) Statistical Analysis:  Briefly describe what statistical analysis(es) will be applied in order to address the hypothesis/primary outcome.

Note: If the above hypothesis/primary outcome is quantitative, briefly describe how qualitative data will be analyzed.



3.1  	Study Design Characteristics

Sample Size:
Indicate how many subjects will be studied and why this number was chosen. Please account for anticipated screen failures and withdrawals for the proposed number.

Power/Sample size calculations should be included for hypothesis-testing studies (may require assistance by a statistician). If power/sample size calculations are not applicable, then indicate as "Not Applicable" below and provide an explanation.

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).


4.0   	Study Procedures, Tests, Evaluation
a) Study Procedures, Tests, and Evaluations: Please list, in sequence, all study    procedures, tests, and evaluations required for the study. Please attach a copy of all interviews, questionnaires, and surveys to the Local Site Documents section of the eRIB smartform.





b) Will subjects or their health care provider be given the results of any experimental tests that are performed for the study? Yes____ No ____

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.

c) Will subjects undergo any study procedures or tests off-site? Yes ____ No____

d) Time commitment: Indicate how much time will be required of the subjects, both per visit and in total, for the study. Do not include time spent passively, such as periods when a monitoring device is worn, but no special activity is required.

e)  Facilities: Please provide a description of the facilities used in this research.

f) Adequacy of Resources: Principal investigators must have the necessary resources required to conduct the proposed research in a way that assumes the rights and welfare of participants are adequately protected. Describe the resources you have in place to conduct this study. Examples may include personnel, funding, and equipment required to perform the study.

g) Please provide/describe the test termination or withdrawal criteria guidelines and associated rationale.



4.1  	Equipment Used During Research
		In the following section you will provide information on the electrical and mechanical 	hardware that you will be using during your research.  This information is required for 	approval of your protocol by the IRB.

	Unmodified, commercially available devices that are being used in accordance with 	their intended use and that are already FDA certified or CE marked as being MDD 	93/42/EEC compliant do not require additional assessment. An exception to this is any 	device whose primary function is to radiate or store electrical, thermal, or mechanical 	energy during their operation. In this case, a safety assessment will be performed to 	determine the “suitability of intended use” and you could be contacted with a request 	for specific data.

	Any device that is modified from the commercially available version, that will not be 	used in accordance with the manufacturers recommendations, or that has been 	designed and built for research purposes will require an additional assessment.

	Computers and other equipment used to collect and process your data do not need to 	be listed however software used to control potentially hazardous test operations 	should 	be identified and is subject to review.

	Any device that will be in electrical contact with the research subject must show 	compliance with ANSI/AAMI ES1-1993, Safe Current Limits for Electromedical Apparatus.

a)  Having read the above statements, will any equipment be used during research (i.e., for retrospective studies answer "No")?   Yes ____ No____
 
If “no”, then continue to the next numbered section. If “yes”, then answering (b) and (d) are required.

b) Are all of the devices that you are using in this research:

1. Unmodified and commercially available
2. Used in accordance with manufacturers recommendations
3. FDA certified or CE marked as being MDD 93/42/EEC
Has been previously reviewed by the NASA JSC Test Safety Office

Yes ____No____

If “yes”, skip to (d).  If “no”, provide the common name for each device and 	include the manufacturer and the model number of your specific device(s).

c) For each of the devices listed in 4.1 (b) attach the following additional information so that a safety assessment may be performed. Please attach supporting documentation to the Local Site Documents section.

1. A description of any hardware modifications that have been made to commercially available equipment. Explain how these modifications have not modified the safety of the hardware. Attach design data as required to support these statements.
2. A description of how operations that are not in accordance with the manufacturers recommendations will not affect the research subject safety.
3. Hardware that is not commercially available or that has been built only to support research requires additional information.

For electronic equipment include a:
· block diagram
· detailed schematic
· description of circuit operations
· description and test data for software that controls critical functions For mechanical devices include:
· detailed design data
· structural or loads analysis showing factors of safety

d) Is the primary function of any of the devices used in your protocol to radiate or store electrical, thermal, or mechanical energy that could come into contact with the research subject during their operation?  Include devices even if they are FDA certified or MDD 93/42/EEC complaint and CE marked.   Do not include radiographic imaging or ultrasound hardware.   

Yes____ No____

If “yes”, provide the common name for each device and include the manufacturer and the model number of your specific device(s). You will be contacted with a request for specific data if required.

5.0   	Remuneration Payment to Participants
Will any subjects receive remuneration for study participation? Yes____ No____

If “yes”, please describe the remunerations subjects will receive and in what form.

5.1   	Costs Related to Participation
a) Select all categories indicating costs which participants or their insurance companies will be responsible for:
____Participants will have no costs associated with this study
____Study Related procedures
____Study Drugs or Devices
____Other
b) If study participants or insurance companies will assume any costs for this study, describe the procedures, drugs, or devices for which the participants or their insurance companies must assume costs:

5.2 	Study Population
a) General description of the study population:


b) Target number of non-astronaut participants:
c) Target number of astronaut participants:
d) Does this investigation have an open ended study population? Yes_____ No_____
If “yes”, please describe the rationale for an open ended population.

e) Please list the inclusion and exclusion criteria for enrollment of normal, healthy volunteers (Non-Astronauts) and, if applicable, astronauts :


f) If pregnant women are excluded from participation please provide a justification:

g) If there are any age, ethnic, language, or gender-based exclusion criteria, please provide justification. Additionally, if women of child-bearing potential are to be excluded please provide a scientific or medical justification for their exclusion: 

5.3 	Risk Assessment
a) Please describe the risks associated with this study :
	(Women of child-bearing potential or pregnant women: If your study includes pregnant 	subjects and/or women of child-bearing potential please include the risks to pregnant 	females and fetuses. If there are currently no known risks please add the following 	statement “Currently there are no known risks to a pregnant female and a fetus for 	this protocol. However, unknown adverse fetal events may occur, even in the absence 	of maternal symptoms.”)




b) Please describe how you are going to minimize the risks:


c) Has a hazard analysis been done? Yes_____ No_____
If “yes”, please attach the documentation of the analysis.

5.4 	Potential Benefits and Alternatives
a) Are there potential direct benefits to study subjects? Yes_____ No_____
If “yes”, please describe any potential for direct benefits to participants in this study

b) Please describe any potential benefits to Society or Space Flight:

c) Please describe any alternatives to study participation available to prospective subjects:


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

	Terms:

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.

Anonymous data: Unidentified (i.e., personally identifiable information was not collected, or if collected, identifiers were not retained and cannot be retrieved); information or materials (e.g., data or biospecimens) that cannot be linked directly or indirectly by anyone to their source(s).

Coded: Direct personal identifiers have been removed (e.g., from data or biospecimens) and replaced with words, letters or numbers; but the original identifiers are retained and can be traced back to the source by someone with the code or key. 

De-identified: All direct personal identifiers are permanently removed, no code or key exists to link the information or materials to their original source, and the remaining information cannot reasonably be used by anyone to identify the source. 

a)     Please select all data types that will be collected: (check all that apply)

______Name
______Age
______Gender
______Race 
______Full Face Photographic Image
______ Full or partial Social Security Number
______Telephone number
______Email Address
______Mission
______Relative Day
______Space Flight Duration
 ______Crew Position
 ______Other, please specify:

b) How will the data and/or biospecimens for this study be collected, recorded, and by whom?

c) Select how data and/or biospecimens will be identified:
_____No identifiers will be obtained by the investigators.
_____Identifiers are obtained. However, data is coded and an investigator has the code key. The code key is submitted to NASA and locally destroyed at the end of this study.

d) Select how data and/or biospecimens will be stored (select all that apply):
_____Data are kept in locked file cabinet
_____Data are kept in locked office or suite
_____Electronic data is encrypted and protected with a password
_____Data are stored on a secure network
_____Biological samples are kept in a locked freezer 
_____Other , please specify:


e) Please describe the encryption method employed to protect the data.

f) Please describe the authentication methods use to ensure the security of the database.


g) Who, other than the specified study team, will have access to the study records or data? Specify their name, role, and affiliation.

h) How will the investigator maintain data privacy in the test setting(s)?


i) What are the consequences to participants of a loss of privacy (e.g., risks to reputation, insurability, and other social risks)? 

j) If coded or identified data will be released, specify the persons/agencies to whom the information will be released. Please also indicate the provisions that will be taken to assure that the transmission of the data will be maintained confidential:


k) When the study is completed and the data is submitted and accepted by NASA, please indicate your plans for the destruction of the local dataset.

l) Is this study collecting or using health information? Yes ____No____

m) 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 photography, 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.
n) Please describe how data and biospecimens will be handled if a participant withdraws their consent.


7.0   	Process of Consent
a) Describe when, where, and how potential participants will be recruited.

b) Describe how, when, and where the consent process and documentation will be completed.

c) Who will obtain informed consent from participants for this protocol?
d) Describe the consent withdrawal procedures


7.1	Drugs, Devices, Biologics, foods and dietary supplements
	 If no drugs, devices, biologics, foods or dietary supplements are being used please skip 	this section
a) Does the study specify the use of an approved drug or biologic, use an unapproved drug or biologic, or use a food or dietary supplement to diagnose, cure, treat, or mitigate a disease or condition?
 Yes____ No____

If “yes”, please list name(s) here and complete the drug section of the eIRB smartform.



b) Does the study evaluate the safety or effectiveness of a device? Yes _____No____
	
	If “yes”, please list name(s) and complete the device section of the eIRB smartform.

7.2      Data and Safety Monitoring Plan
           If a Data and Safety Monitoring Plan is not required, please skip this section

a) Please provide a plan for data and safety monitoring for this study.

b) Describe the clinical criteria for withdrawing an individual subject from the study due to safety or toxicity concerns.

c) Summarize any pre-specified criteria for stopping or changing the study protocol due to safety concerns.




8.0   	References




