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This PowerPoint will guide you through how to submit Reportable New Information form in
Huron.




KM | TEXAS A&M

ULV R S LT Y

Getting started
Dashboard S s

1. Navigate to the IRB workspace Meetings Reports Library Institutional Profiles Help Center Central Actions
2. Select Submissions tab IRB
3. Select All Submissions tab IRB
4. Note: Filter by allows you to sort through your
studies by name, PI first and last name, and 9 Search @
submission type. e
5 Open your Study by Selecting the folder SymbOI In-Review Active vNew Information Reports External IRB Relying Sites [ All Submissions ]
or the name of the StUdy- [ Filter by @ b w | | Enter text to search m+Add Filter
v Date Pl First PlLast Coordinator
b Name Modified State Name Name First Name
e E TUDY2023-0039 New Study 9.19.2023 ;2;4;2'\?23 Denise  Puga
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Reportable New Information Entered IRB:  12/1/2022 11:25 AM
Initial approval: 12172022
1. Select Reportable New Information Initial effective: 12/1/2022
Effective: 12972022

Approval end: 11/30/2023
Last updated: 4/6/2023 10:44 AM

Next Steps

View Study

Printer Version

Create Modification/CR

0 Report New Information

|
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= You Are Here: g Test > _IRBSubmission
Reportable . R .
Information Creating New: IRB Submission (Gowiemimens @ Hek

Reportable New Information

Re p O rta b I e N ew I n fo rm at i o n RNI short title: (uniquely identify this new information report) @

* When Completing the Reportab|e NeW * Date you became aware of the information:
Information page: =
° A” questions marked Wlth a red aSteriSk It:lentif},;:lr::a categorie;ezzra:hr;presentthe new information: (check all that apply) @
(*) req U i re a res ponse. ﬂ)f-:)rn‘?t\_m that indicates a new or increased risk, or a safety issue. For

Mew information (e.q., 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

b Complete the Reporta ble NEW |nf0rmatlon prev cgus y known risk, or uncovers a neq',‘; risk. ’

Page An investigator brochure, package insert, or device labeling is
L. . . . revised fo indicate an increase in the frequency or magnitude of a
* Note: If the original study is a multi-site previously known sk o to describe a new risk.

StUdy, the queStIOI"I, "PaI’tICIpatlng S|te5” o Rk Withdrawal, restriction, or modification of a marketed approval of

. . a drug, device, or biclogic used in a research protocol.

will appear for the user to choose any, if

Protocol violation that harmed subjects or others or that indicates

apphcable’ S|tes that the RNl pertan‘]s to. subjects or others might be at increased risk of harm.

Complaint of a subject that indicates subjects or others might be
at increased risk of harm or at risk of a new harm

Any changes significantly affecting the conduct of the research

Im pO I"ta nt addltlonal gU |da nce On hOW Any harm experienced by a subject or other individual that, in the
opinion of the investigater, is unexpected and at least probably related
to complete the Reportable New 1o the ressarch procegures.

Aharm is “unexpected” when its specificity or severity is

i inconsistent with risk information previous!
Infor?]atlolndform can be found on the - approved by the IRB in terms of npature se € Exit B Save
next rew slides.

characteristice of the study popylation
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Reportable
Information

If revisions are required

If the study or consent requires revision, a separate
modification request must be created and submitted
for review. For example, if participant over-
enrollment took place, a modification must be
submitted to increase maximum participant
enrollment.

Note: Instructions on how to submit a modification
can be found here.

« 4 Go to forms menu © Help

* Briefly describe the new information: «

* Does this information indicate a new or increased risk, or
safety issue? @
O Yes O No Clear

* Does this study need revision?
O Yes O No Clear

* 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.



https://vpr.tamu.edu/wp-content/uploads/2022/09/Modifications.pdf
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] . Related studies and modifications:
Link Related Studies C] @

ID Short Title Investigator State IRB Office
STUDY2023-0012 Test Denise Puga Approved IRB 1 Q

If the new information affects multiple studies, you
may link other protocols to the Reportable New
Information form. To do so:

1. Click the ellipsis [...], this will generate a list of Sot One of More IR Submission Projects
all studies you are currently listed on. g
Filter by 1D v Clear Y4 d
2. Select the studies that are affected by the new nerey | co ] ceor REICES

information. * Does this info
O Yes @ No CIf Total Selected: 1 1-50f &
3. SE|eCt OK ID - Name Organization PI first name PI last name IRB office
* Does this stud [ sTUDY2023-0025 adf Vice President For Research Jyothi Naidu IRB 1
QO Yes @ No Cli
O sSTUDY00000021 Scope Vice President For Research Jane Seawright IRB 1
* Does the con§l [ STUDY2023-0011 stage Vice President For Research Jane Seawright IRB 1
O Yes @ No Cl
STUDY2023-0012 Test Vice President For Research Denise Puga IRB 1
© rrrevisions are [0 STUDY00000010 Testing  Vice President For Research Jane Seawright IRB 1
Total Selected: 1 1-50f 5

Related studies

ID
STUDY2023-00

0 [=r=
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Corrective and Preventive Action Plan

When a deviation from the IRB-approved protocol or an unanticipated problem has occurred in a study, it is the
responsibility of the principal investigator to report the event to the IRB. In addition, steps must be taken to protect
the welfare and safety of subjects, and ensure that the event does not reoccur in the future. When an unanticipated
problem or noncompliance has occurred, it is important to develop a corrective and preventive action plan (CAPA)
to protect study participants.

Action item:

If you are reporting an instance of noncompliance or an unanticipated problem, please download and complete the
CAPA template found here and attach it to your submission as a supporting document. Instructions on how to
attach a supporting document in Huron can be found on the next page.



https://vpr.tamu.edu/wp-content/uploads/2023/06/corrective-and-preventive-action-plan-.docx
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How to attach Supporting
Documents

Upload a written description of the reportable new
event or any other supporting document that
describes the event.

1. Click +Add in Question 9 of the Reportable
New Information page

2. Click Choose File to locate the desired
document from your desktop

3. Click OK

Attach files containing supporting information:

/ Name

Add Attachment

* File to attach:

+ Add

Drag and drop files to upload

There are no items to display

@

Choose File

Name: (if not supplied, the file name will be shown) @

Version number:
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Submitting the Reportable
New Information to the IRB

Click Continue to be directed to the Final Page
From the Final Page, click Finish

From the study workspace, click Submit RNI
Click OK

HwnN P

Edit RNI

Printer Version

e @ Submit RN|

28 Manage Ancillary Reviews

& Manage Editors

= Add Related Submission
¢> Add Comment

€& Copy Submission

@ Discard
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