Submitting Monitoring Reports via RNI UAB

Learn how to submit a monitoring report through myUABResearch. This guide
streamlines the event submission process to help researchers maintain compliance

with institutional guidelines.

Start a New Report

In the related study record, Select "Create" > Select "IRB" > Select "Report New
Information"
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Complete the Reportable Information form

«
You Are Here: £ _IRBSubmission

Creating New: IRB Submission

Reportable New Information

1. RNI short title: (uniquely identify this new information report) @
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2. * Date you became aware of the information:

3. Identify the categories that represent the new information: (check all that apply) @

Name Description

Information that indicates a new or increased risk, or a
safety issue. For example:

a. 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

© Exit B Save
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3 Select the "Report" in #3 category
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a. 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.

O Harm

b. 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 with the federal regulations governing
human research or with the requirements or
determinations of the IRB, or an allegation of such non-
compliance.

Non-compliance

Audit, inspection, or inquiry by a federal agency.
Written reports of study monitors.

Failure to follow the protocol due to the action or
inaction of the investigator or research staff.

Confidentiality

Unreviewed
change

a
a
a
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Incarceration

Breach of confidentiality.

Change to the protocol taken without orior IRB review

to eliminate an apparent ir
) ~ @Exit B Save
Incarceration of a subject ir

the IRB to involve prisoners.
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Non-compliance with the federal regulations governing
. human research or with the requirements or
O Non-compliance determinations of the IRB, or an allegation of such non-
compliance.
O Audit Audit, inspection, or inquiry by a federal agen
Report Written reports of study monitors.
0O Researcher Failure to follow the protocol due to the action
error inaction of the investigator or research staff.
[0 Confidentiality —Breach of confidentiality.
0O Unreviewed Change to the protocol taken without prior IRB review
change to eliminate an apparent immediate hazard to a subject.
. Incarceration of a subject in a study not approved by
O Incarceration the IRB to involve prisoners.
O Complaint Complaint of a subject that cannot be resolved by the
research team.
[ Sispension Premature suspension or termination of the research by
P the sponsor, investigator, or institution.
Any serious adverse effect on health or safety or any
life-threatening problem or death caused by, or
associated with, a device, if that effect, problem, or
Unanticipated  death was not previously identified in nature, severity,
[0 adverse device or degree of incidence in the investigational plan or
effect application (including a supplementary plan or
application), or any other unanticipated serious problem
4  Continue to complete the Reportable Information form
4. * Briefly describe the new information: @
Monitoring Report DATE|
)
5. * Does this information indicate a new or increased risk, or safety issue? @
QO Yes O No Clear
6. * Does this study need revision?
O Yes O No Clear
7. * Does the consent need revision?
O Yes O No Clear
o If revisions are required, describe them above and submit a study modification for review.
3. Related studies and modifications: @
B Save Continue ©

n I © Exit
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5 If the RNI was not created within the study record, you can add the related study

in #8 from the pick list

O Yes @ No Clear

6. * Does this study need revision?
O Yes @ No Clear

7. * Does the consent need revision?
QO Yes @ No Clear

T rnem—

o If revisions are required, describe them above and submit a study modification for review.

8. Related studies and modification

ID  Short Title Investigator
There are no items to display

9. Attach files containing supporting information:

+ Add

Name
There are no items to display

",

6  Click "Continue"

6. * Does this study need revision?
QO Yes @ No Clear

7. * Does the consent need revision?
O Yes @ No Clear

State IRB Office

o If revisions are required, describe them above and submit a study modification for review.

8. Related studies and modifications: @

ID  Short Title Investigator State IRB Office

There are no items to display

9. Attach files containing supporting information:

+ Add

Name
There are no items to display

© Exit
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7  Click "Finish"
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Final Page
You have reached the end of the IRB new information form. Read the next steps carefully:

1. Click Finish to exit the form.

2. Important! To send the new information for review, click Submit RNI on the next page.

@Exit B Save

8  Click "Submit RNI"
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9 C(Click OK

Submit RNI

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
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