How To Submit a reportable Event Form

Learn how to navigate the elRE to submit an IRBE Reportable Event Form for
your research project.

1 After successfully logging into elRB you should be on this landing page.

What do you want to focus on?

eIRB Show Everything



2 ClickelRB

Prapdt Type Switchboard

What do you want to focus on?

elRB

Show Everything

3 Click "Projects”
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4 Select the project that you want to submit a reportable event form for, I'm selecting
mine test protocol here "IRB-2023-TEST-UTRGV"

My eIRB
slmale
;R Ml Z | . A - | i |
Projects xForms Events ALT
\ .
Export to Excet Start xForm
PH nCo-Investigator]
- - - Test-UTRGV

New From Exp 06/13/2027 New From PI

Allen, Eric Researcher, Test

Demonstration Project ™ Test Study ™

5 Click "Start xForm"

Tre Unersiny of Tesca

RioGrandeV:

Project IRB-2023-TEST-UTRGV (eIRB)

-

A

Project: IRB-2023-TEST Sponsor(s): DOE (Primary)
Committee: [RB Sponsor Id: £
! Category: Grants:
Done Department: College of Fine Arts
Recent Items Agent Types: Focus Groups CRO:
IRB-2023-TEST- Title: Demonstration Project Year: 2026
UTRGV Exempt Categories: Expedited Categories: Category 6, Collection of data from voice
Test-UTRGV or image recordings made for rasearch p
My Docs & xForms External IRB FWA Funding Status: Yes
0 Attachments Number:
7 xForms International Research International Research No
Locations: Status:
IRB approved number IRB Clinical Research No
of participants: Status:
IRB Clinical Trial IRB Project Review Expedited
Status: Type:
Multisite Status: Name of External TRB:
Name of Other Name of Site Relying
Funding Source: on UTRGV:
{ Other Committee Regulatory Oversight: HHS
Oversight Status:
Study Populations: Thesis/Dissertation None of the Above
Status:
VA Status: 1
Project-Site ‘

Site(s): UTRGV - University of Texas Rio Grande Valley =

Status: New From Pl -

Approval: June 14, 2025 for 12 months
Initial June 14, 2025




6 Click "IRB Reportable Event Form"

The Ui
Ri.ul:imm{/';ﬁey
Start Form on Project-Site IRB-2023-TEST-UTRGV
Filter; |

2

g 2 Answer funding reporting question, in this example | clicked the "No".

1IRB Reportable Event Form — Data Entry

Allen, Eric
Email: eric.allen@utrgv.edu Phone:

 Faculty Advisor View Audit
| Note: If blank, there is no faculty advisor listed for this project.

= o

090

O\
\
l’WIFuMino Agency (if applicable) ?0‘ View Audit
| DOE _{@
event(s) been reported to the spansor/funding agency? (Required) View Audit |

|Has the event(s) been reported to the Data Safety Monitoring Board? (Required) View Audit
i'? Yes
| o No
o wa

Has the event(s) been reported to the FDA? View Audit

(Required)
1O Yes

|0 No
o wa Q

| Date of event(s) being reported:  (Required) View Audit |

§C)




8 Answer the DSMB question, in this example | selected "No".

Rbcm}%emey 2 Collaborators | Data Entry v l Page 1 of 1
IRB Reportable Event Form - Data Entry

00

Sponsor/Funding Agency (if applicable) View Audit
DOE
[Has the event(s) been reported to the sponsor/funding agency? (Required) View Audit |
O Yes
& No
Lo wa Q
iheemﬂs)bmnmmdmtﬁﬁ’sﬁﬁ ng Board? (Required) View Audit |
Has the event(s) been reported to the FDA? View Audit
(Required)
O Yes
O No
O ON/A
Date of event(s) being reported:  (Required) View Audit
] &
Date of of t(s): (Required) View Audit | Q
jﬁ-:

9 Answer the FDA question, in this example | clicked "No".

Has the event(s) been reported to the sponsor/funding agency? (Required)

@

Date of awareness of event(s): (Required)
&l

o Yes
® No
O N/A
< |
'Il'ﬁieemt(s)bemrepomdmiﬁe_f)msﬁ! Board? (Required) View Audit |
O Yes (a l
® No \Y)
O N/A
Has the event(s) been reported to the FDA? vwm’
|
Date of event(s) being reported: (Required) View Audit |
I
View Audit |

Location of event(s): (Requied)
For example: UTRGV, external site (give full site name), UTRGV affiliate entity (give full entity name)

voewmit‘i @



10

1

Click the calendar icon.

P

How many participants did this event(s) affect? (Required)

Has the eveni(s) been reported to the Data Safety Monitoring Board? (Raguired) View Audit |
2 Yas
Mo
- o ®
A
Iluﬂnﬂmﬂ!]hmmwdmtm%t@‘ Wiew Audit
(Raguirad]
O Yes
¥ Mo
O NS
Dm:ufﬁ )‘jﬂ'm: (Raquirad) Wiew Audit
mteu‘fnh,‘nfamﬂs]: [Required) WView Audit |
]
Location of event{s): [Bagured) Wiew Audit
For example; UTRGY, external site {give full site name), UTRGY affiliate entity (give full entity name)
T
[Ilm many participants did this event(s) affect? [Required) vmmﬂ
Enter the appropriate date.
Has s re to the Data Safety ng Boal (Required) View Audit |
o Yes 0
= No
O NA Q0<((\
e
Ihsunemt(s)bemremnedto\he%(a‘ View Audit @
(Required)
< Yes
® No
O NA
Date of event(s) being reported:  (Required) View Audit |
| )
7 June 2026 ¢ Today >
! 1 (Required) View
suU R Sa
31 4 5 &
q7 e d 1 12 13 View Audit
1415 16 17 18 19 20 ra (give full site name), UTRGV affiliate entity (give full entity name)
21 22 23 24 25 26 27 - v
8 2 30 t 2 3 4
S 6 7 B 9 10 11
. , . Q
View Audit | e‘



12 Click the caldenar icon.

'Has the event(s) been reported to the Data Safety Monitoring Board? View Audit |
< Yes
* No
O NA QO<<(\
= = " G -
Has the event(s) been reported to the FDA? 0% View Audit
(Required)
Q Yes
® No
O NA
Date of being reported:  (Required) View Audit
[er22026 |
Location s): (Required) View Audit
For example: UTRGV, external site {give full site name), UTRGYV affiliate entity (give full entity name)
v
How many participants did this event(s) affect? (Required) View Audit
Enter the appropriate date.
'Has the event(s) been reported to the Data Safety M ng Board? (Required) View Audit
< Yes
® No
O NA §0<((\
o PRI o Sk =
Has the event(s) been reported to the FDA? 20 View Audit
(Required)
< Yes
® No
T ONA
Date of being rep d: (Required) View Audit |
sz
Date of awareness of event(s): (Required) View Audit |
| &
T June 2026 $v > o=
i D] View Audit
Ll “ te (give full site name), UTRGV affiliate entity (give full entity name)
3 X 2 3 4 5 6 L
v
7 8 9 10 11 12 13
14 15 16 17 18 13 20
21 22 23 24 25 26 27
L2829 30 1 2 31 4
View Audit |

F 5 & 7 B e 10 11 se I.(‘)m (R ired)

PO )

L o



14 Click in the text box and enter the "Location of event(s)".

| NA

Has the event(s) boen reportod to the FDA?
(Rrred)

| Yos

L

NA 0(
Date of event(s) being reported: (lagure)
o200 v
Date of awareness of event{s): | Peoured)
Vi 8

Location of event(s)i (Aequwed)
For gearmple; UTRGY, external site (gfve fisf site name), UTRGY affifate annity (ghe As¥ entity name)

How many pacticipants did this event(s) affect? (eouion

View Aodit

Veew Audit |

<)

Sty ststus:  (Kegoired)

TRy s grogress [Opwn 10 snrolvosst)
| Ot swwnbonanat {ometictsants i fodivs- i nd

Enter the number of affected participants.

i
L
fo

Date of awareness of event(s): (Required)
5/12/2026 E

~

View Audit

<\

Location of event(s): (Required) A\
For example: UTRGY, extemlsite(givefuﬂsitenw, TRGV affiliate entity (give full entity name)

(UTRGV lab in building........ O‘a

View Audit @

did this event(s) affect? (Required)

View Audit

—cy - 4

Study Status! (Required)

1 Currently in progress (open to enrollment)

) Closed to enrollment (participants in follow-up)

View Audit

‘Which type of event are you reporting? (select all that apply) (Requied)
) Serlous Adverse Event

) Unanticipated Problem

] Protocol Deviation

1 Adverse Event

) Noncompliance

§C)

View Audit



16  Select what you are reporting, in this example | selected "Protocol Deviation".

%&mmy & Collaborators [ Data Entry v l Page 1 of 1
IRB Reportable Event Form — Data Entry

.smdv udy status: (Required) View Audit

D0 thy in progi (open to Il )
O ctosed to enrollment (paftlmams in follow- up)

‘Whlchtypeofevemmyw 2 (sel y) (Required) View Audit

erse Event
loncompliance

{ Identify all actions taken by the research team to mitigate risk or to protect participants. ~ View Audit
(Required)

| Note: If none, please enter N/A.

iﬁﬂﬁawlnﬂmﬂeﬂmﬁoﬁlnﬁmﬁmdmhmns&mmmm VIewAmﬁ
approval,
| Note: If none, please enter N/A,

17  Review the guidance/examples to aid in answering the question.

Imﬂm (Required) VWNMII

| O Currently in prog (open to 1l )
| 21 Closed to enroliment (participants in follow-up)
!

Wvﬂcﬁtype of event are you reporting? (select all )  (Required) View Audit’
| 1 Serious Adverse Event 2
| O unanticipated Problem 0(

| @ Protocol Deviation

| Adverse Event

| ©1 Noncompliance

‘T Protacol Deviation Assessment View Audit
| Did the Protocol Deviation involve the study visit and window? (Required)
Examples include:

L. Missed or Out-of-Window Visits: Scheduling study visits ide the datory protocol window (e.g., a
Jdaywmdowlsmlsedbyzda 5).

Missed Pma;durs/labs Fvulune to perform required tests (e.qg., electrocardiogram, blood work,
e 4 A

1 C! Yes

|o

- Did the Protocol iation involve inf d ? (Requived)
Examples include:

i, Incorrect Consent Form: Using an outdated or non- IRB—appmved version of the informed cunsent form,
Ji. Documentation Errors: Missing signatures, dates, or of the
i, Tnnmg Issves: Performing study-related procedures before the participant has signed the lnfwmed consent

| O Yes

| O No

|

| Did the pr 1 deviation involve safety and regulatory compliance? (Requred)

00



18 Review the guidance/examples to aid in answering the question.

Did the Protocol Deviation involve the study visit and window? (Required)

Exampks include:
i or Ou. vindow Visits: Scheduli studyv(ﬁ\ datory protocol window (e.g., a
3 daywindowlsmlsedby)days)
ii. Missed Procedures/Labs: Failure to perfor tests (e.g., electrocardiogram, blood work,
questionnaires) at scheduled visits, (O
| ® Yes 0
| O No
' Did the Protocol iation i Ive inf 1 c (Required)
Examples include:

J, Incorrect Consent Form: Using an outdated or nun~IRB-approved version of the informed cunssm form,
i, Documentation Errors: Missing signatures, dates, or missing doc of the
i Trmrng Issves: Performing study-related procadures before the participant has signed the mfwmed consent

the protocol deviation involve safety and I Y liance? ( )]

Examples include;

i. Efigibility Criteria Errors: Enrolling subjects who do not meet inclusion criteria or meet exclusion critena.

it Incorrect DosmglAanmsrramn Ermls in dosing, timing, or administration of the study drug/device.

lit. a medication forbidden by the protocol.

i, Late Rwortmg Failure m rqportﬂdese Events (AEs) or Serious Adverse Events (SAEs) within the required

the IRB
1D Yes
5 No
Did the pr 1 deviation i doc ion and/or ini 0 (Required)
Examples include:
l. Missing Data: Incomplete Case Report Forms (Cnfs) or missing source doci i
ii. Insecure Data PHI (Protected Health Information) or loss of data.

19 Review the guidance/examples to aid in answering the question.

LAQUITED I,

i, Incorrect Consent Form: Using an outdated or non-IRB- aopmved version of the informed cnnssnt form.
ii. Documentation Errors: Missing signatures, dates, or of the
Jif. Tmmg Issues: Performing study-retated procedures before the participant has signed the mfbrmed consent

document.
o‘d\

| ® Yes

lé X

1 Did the protocol deviation involve saf ulatory compliance? (Requirad)
Examples include:

i, Efigibility Criteria Errors: Enrofling subjects who do not meet inclusion criteria or meet exclusion criterna,

ii. Incovrect Dosing/Administration: Errors in doslng timing, or administration of the study drug/device.

lit. Prohibited Concomitant Medication: Participant taking a medication forbidden by the protocol.

iv. Late RMMWI Rgdure to report Adverse Events (AEs) or Serious Adverse Events (SAEs) within the required
to the & >

location(s).

protocol deviation involve doc ion and/or admini 0 (Req

xamples include:

i. Missing Dala. Incomplele Case Report Forms (CRFs) or missing source doc i

ic I proper age of PHI (Protected Health Information) or loss of data.

wwppnov:d Procedures: 1 ing recruit procedures or protocols not approved by the IRB.

"' Yes
iO No
Pleasc provide a detailed description of the protocol deviation(s). (Requirad)

Note: Please that your resp includes a lal timeline, individual(s) involved if k n, and




20 Review the guidance/examples to aid in answering the question.

| L INCOFTECT LONSeNnt Form: USINg an outaareg or non-mu-appmvw version or zne wnrormeo cunsenr rorm.
n Oocumentation Errors: Missing signatures, dates, or

iii. Timing Issves; Performing study-refated procedures before tbe participant has ﬂgned the mfwmed consent
document.

| ® Yes

bt o

Did the protocol deviation involve safl ulatory compliance? (Required)
| Exampies include:

i, Efigibility Criteria Errors: Enrofling subjects who do not meet inclusion criteria or meet exclusion criterna.

Ii. Incovrrect Dosing/Administration: Errors in dosing, timing, or administration of the study drug/device.

lit. Prohibited Concomitant Medication: Participant taking a medication forbidden by the protocal.

iv. Late unonmgm IRB.F"M to rqpon‘ Adverse Events (AEs) or Serious Adverse Events (SAEs) within the required
to

o Yes

| & No
| Did the protocol deviation involve doc ion and/or admini: 0 (Required)
Examples include:

L. Missing Data: Incomplete Case Report Forms (CRFs) or missing source doc i
ii. Insecure Data Management: Improper storage of PHI (Protected Health Information) or loss of duta.
iii, Unapproved Procedures: recr res or protocols not approved by the

Tdote: Please that your resp includes a seq line, individual(s) involved if k and
location(s).

21 Click in the text box to enter the appropriate information.

Hpuémv\}mty & Collaborators ]

Data Entry v |
IRB Reportable Event Form — Data Entry

Page 1of 1

Examples include:

I lesing Data: lncomplele Case Report Forms (CRFs) or missing source doc !
ii. e Data » 'mproper storage of PHI (Protected Health Information) or loss of data.
[ Uupmvcd Procedures: Implementing recruitment procedures or protocols not approved by the IRB.

< Yes

& No

Please provide a detailed description of the p (s) (Requied)
‘ Note: Please that your includes imeline, individual(s) involved if k and

ian(s). {
>

Identify all actions taken by the research team to mitigate risk or to protect participants. View Audit |
(Required)

Note: If none, please enter N/A.

Identify any implemented actions/activitics to eliminate i di
IRB approval. (Required)

Note: If none, please enter NfA.

risks to partici without  View Audit

jol



22

23

Select in all of the applicable text boxes and enter correct information.

(Giod work was TerTar 5 GTRTar e iﬁ:e;v{,'g‘é.& ......

7 Yes
® No
Please provide a detailed description of (he pmtooo (s) {Reuwed)
Note: Please that your resp individual(s) involved if k 0, and
location(s).
.4

Identify all actions taken by the research team to mitigate risk or to protect participants. VIewAnﬁ"
(Required)
one, please enter N/A.
4
Identify any implemented actions/activities to eliminate immediate risks to participants, without  View Audit
IRB npprwal. (Regquired) ’
Note: If none, please enter N/A.
v
IR PN T AN SPNY ~ il L A bbb o\ v wolol, WA A
Select in the text box and enter applicable information or enter N/A.
)
memmummmwgl\ﬂtwmmpuﬂdm View Audit
{Required) '
Note: If none, please enter N/A. 0«.
The PI did...... < i
Identify any implemented actions/activitics to eliminate i diate risks to partici ith View Audit
IRB approval. (Required) ’
Note: If leas ter NJA.
Hm » e enter N/.
I any rei or pote s) to participants. (Required) View Auft’
Note: If none, please enter N/A.
v

@
&

@
(S8



24  Select in the text box and enter applicable information or enter N/A.

= . . -
MNote: If none, please enter NJA,

The F1 did...... O(dl\

Identify any implemented actions/activities to eliminate immediate risks to participants, without  View Audit

IRB approval. (Feguired)
MNote: If none, please enter Nj/A.

;ﬁﬁls_)ﬂ-e impact on participants' partidipation after the event(s)? (select all that apply)

rticipant stopped research participation
1 Palticipant had already completed research
0O m d ch participation

:;#dpam withdrew from further participation
rticipant continued participation/follow-up only

1 Investigator withdrew Participant from participation

The Pl implemented......| ™
1dentify any remalning or potential increased risk{s) to participants. (Required) View Audit |
Note: If none, please enier N/A.
s
‘What is the impact on participants' participation after the event(s)? (select all that apphy) View fudit
[Required)
I Participant stopped research participation
M Particinant had already caminletad ressanch
Identify the participant status.
<
Identify any remaining or potential increased ﬁﬂ@guﬁdmls (Required) View Audit
Note: If none, please enter NfA, aﬁ‘,
R O< Ao .
View Audit

[ Other
[ Vou must click "Next" and then "Submit™ to send this form to the UTRGV IRB. |

‘Next || Save for Later | More «

00

00

2




26 Click "Next" If you have missed any question it will be highlited below.

...... B A B) ST
Identify any remaining or potential increased mk(?ﬁhrﬁcwu (Required)
Note: If none, please enter N/A.

/A 0(6

i
:
00

?ili?ﬁ?ne impact on participants' participation after the event(s)? (select all that apply) View Audit |
Participant stopped research participation
Participant had already completed research
Participant continued research participation
Participant withdrew from further participation
Participant continued partic ffollow-up only

I o withdrew Partl from participation

[u:) Other
ust
Nex!

click "Next" and then “Submit” to send this form to the UTRGV IRB.
[Next]

|
t}vefotuter‘,me .

ooo0oeaoaQ

2

N

0

27 Click "Submit" to move the application to the next stage (e.g. Pl review, Faculty
advisor review, or IRB review)

RioGrandeValley

Form Complete
| Form Completed
| You've completed the form. You can ’ @

either the form for later revision, or submit it.
| e P

§O)






