NASA IRB Huron Guide for Researchers
Report New Information

1. Visit https://eirb.jsc.nasa.gov/EIRB/ and click “Login” at the top right corner of the

screen. Enter your user name and password and click “Login.”

2. In the top navigator bar, click “IRB.”
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3. Then, click “Submission” in the top navigator bar, then click the “Active” tab.
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4. Click on the title of the study of interest.
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Click on “Report New Information”

on the left side of the screen.
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6. Complete numbers 1 through 4. Click “Continue” on the bottom right of the screen.
Please note, if you indicate that a study revision and/or a revised consent document is
needed, you will also need to submit a study modification for review.

If you are entering a Breach of Confidentiality RNI, please state

1) whether the breach included personnel internal (including contract
employees such as KBR, Leidos, etc.) or external to NASA, and
2) state whether you have already submitted the Breach to the SOC.

&

You Are Here: jig How-To Guide for Researchers > c§ _IRBSubmission

Creating New: IRB Submission

Reportable New Information

RNI short title: (uniquely identify this new information report) @

* Date you became aware of the information:

=]

Identify the ies that the new i ion: (check all that apply)
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Risk: Information that indicates a new or increased risk, or a safety issue. For example:

New information (e.g., an interim analysis, safety monitoring report, publication in the literature, sponsor report, or investigator finding) indicates an increase in the
frequency or magnitude of a previously known risk, or uncovers a new risk

An investigator brochure, package insert, or device labeling is revised to indicate an increase in the frequency or magnitude of a previously known risk, or to describe a
new risk

Withdrawal, restriction, or modification of a marketed approval of a drug, device, or biologic used in a research protocol.
Protocol violation that harmed subjects or others or that indicates subjects or others might be at increased risk of harm.
Complaint of a subject that indicates subjects o others might be at increased risk of harm o at risk of a new harm.

Any changes significantly affecting the conduct of the research.

Harm: Any harm experienced by a subject or other individual that, in the opinion of the investigator, is unexpected and at least probably related to the research procedures.

Aharm is “unexpected” when its specificity or severity is inconsistent with risk information previously reviewed and approved by the IRB in terms of nature, severity,
frequency, and characteristics of the study population

Aharm is “probably related" to the research procedures if, in the opinion of the investigator, the research procedures more likely than not caused the harm.
Non-compliance: Non-compliance with the federal regulations governing human research or with the requirements or determinations of the IRB, or an allegation of such non-
compliance.

Audit: Audit, inspection, or inquiry by a federal agency.

Report: Written reports of study monitors.

Researcher error: Failure to follow the protocol due to the action or inaction of the investigator or research staf.

Confidentiality: Breach of confidentiality.

Unreviewed change: Change to the protocol taken without prior IRB review to eliminate an apparent immediate hazard to a subject

Incarceration: Incarceration of a subject in a study not approved by the IRB to involve prisoners.

Complaint: Complaint of a subject that cannot be resolved by the research team.

Suspension: Premature suspension or termination of the research by the sponsor, investigator, or institution. © Exit
Unanticipated adverse device effect: Any serious adverse effect on health or safety or any life-threatening problem or death caused by, or associated with, a device, if that

B save
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7. Click “Submit RNI” on the left side of the screen to submit the RNI to the IRB Office.
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8. A new screen will open. Click “OK” to verify.

o @® @ eirbint.jsc.nasa.gov/eIRB/sd/ResourceAdministration/Activity/form?ActivityType=com.webridge.entity.Entity[OID[6 36 EBBDFE1141D4CBE4AB7293795C011]]&Activ...

By signing below you are verifying that:

= The information you have submitted is complete and correct to the best of your knowledge.
= The information you have submitted has been done so in accordance with requirements in the HRP-103 - Investigator Manual

Cancel

9. Enter your e-IRB user name and password. Then click “Submit.”
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Confirm Credentials

Please confirm your login credentials:

Username: | |

Password:

10. The Report of New Information status will show as “Pre-Review” when successfully

submitted.
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