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2 eProtocol Functions

Implemented

Auqust 1, 2022
 External IRB Submissions

* Unanticipated Problem (UP)Reports




Today’s Session

Unanticipated Problem Reports (UP)
for

eProtocol Submissions




eProtocol UP Process

Transitioning submitting eProtocol studies
Unanticipated Problem Reports

From: elRBManger@wayne.edu

To: eProtocol

0, (RN



mailto:eIRBManger@wayne.edu

Current UP Process

All UP submissions use the:
* Unanticipated Problem Report Form

* Unanticipated Problem Report Follow-Up Form

available on the IRB’s website
irb.wayne.edu

eProtocol & Paper-Based Submissions



https://research.wayne.edu/irb/forms-requirements-categories

UP Submissions
include the following:

* Full Board, Expedited, & Exempt
» External IRB Submission (Reliance on an outside IRB)
e Studies conducted without IRB approval

All UP types submit to the WSU IRB using:
Unanticipated Problem Report Form

Unanticipated Problem Report Follow-Up Form

available on the IRB’s website

irb.wayne.edu



https://research.wayne.edu/irb/forms-requirements-categories

Current UP Forms

will remain in use
* Unanticipated Problem Report Form

* Unanticipated Problem Report Follow-Up Form

These forms will be attached to the eProtocol UP submission




Review of Current UP Form

Unanticipated Problem Report Form

Has 3 main reporting sections

1. Unanticipated Problems: 2. Unanticipated Problems:
Adverse Events Protocol Violations

3. General Reports

» Administrative Information & » Event Description
Pl Contact
» Corrective Actions > Pl Attestation & Signature

all information on one form

( ( Y. ¢ ) 7 with established criteria that defines each UP type




eProtocol UP Submission

* eProtocol

has 3 Reporting Form Types

1. Unanticipated Problems: 2. Unanticipated Problems:
Serious Adverse Events Form Protocol Violation Form

3. Report Form




eProtocol UP Submission

* eProtocol

These 3 sections for eProtocol
are submitted as individual form types

1. Unanticipated Problems: 2. Unanticipated Problems:
Serious Adverse Events Form Protocol Violation Form

3. General Report Form




eProtocol UP Submission Process

* eProtocol

Who can submit a UP via eProtocol?
* Only key personnel that have edit capability in eProtocol for a submission

» Users with edit capability include

* Personnel Information section:
v' Principal Investigator
v All Co-investigators
v’ Study Coordinator/Regulatory
v Faculty Sponsor/Mentors
v Administrative Contacts

K22/

"WAYNE STATE | Key Personnel listed as “Other Personnel” do not have edit access.
These personnel can only VIEW the application



eProtocol UP Submission

* eProtocol

The UP Submitter will select one of the 3 UP form types for eProtocol

1. Unanticipated Problem: 2. Unanticipated Problem:
Serious Adverse Events Form Protocol Violation Form

3. General Report Form




eProtocol UP Submission Process

* eProtoco |

The UP Submitter will complete & attach:
Unanticipated Problem Report Form

or

Unanticipated Problem Report Follow-Up Form
from the IRB’s Website
for:

1. Serious Adverse Events 2. Protocol Violations/Deviations

General Report does not require submission of the UP Forms




Completing a UP submission for eProtocol

* Go to the WSU IRB’s Website (irb.wayne.edu)
e Select the IRB Forms tab
* Go to the Unanticipated Problem and Adverse Event Reports section

C O 8B = https://research.wayne.edu/irb/forms-requirements-categories#Unexpected B % J

Division of Research
About Ourresearch Research Services Industry Relations Coronavirus: COVID-19

Institutional Review Board

Unanticipated Problem and Adverse Event Reports

Institutional Review Board (Unanticipated) Unexpected Problems and reportable Adverse Events must be reported to the IRB as soon as possible,

Coronavirus: COVID-19 but within 5 working days.

Fuman Rescarch Protection PLEASE ALSO USE THESE FORMS FOR eProtocol UP REPORTING;

Program's Policies and Procedures

Meetings and deadlines o Unanticipated Problems & Event Reporting Form (pdf) (uf nad and signed as an

Adobe Acrobat document. Previous version accepted unti

IRB forms and submission
requirements  Unanticipated Problem Follow-up Form (pdf)(updated June 2€

Acrobat document. Previous version accepted until August 15, 2
Informed consent/assent templates

ClinicalTrials.gov Requirements To submit an Una nticipated Problem via eProtocol:

Common Rule Changes - NEW! . L_Og intO eprOtOCOI

Education
I « Look for "Approved Protocols" on the submitter's dashboard: -




Completing a UP submission for eProtocol

Download & complete all sections of the UP Form & Save

Section C: Event Description . , . .
IRE Administration Office 11 pao o Sscarense Section G: Corrective Actions
87 E. Canfield, Second Floor : : . . L. . .
Detroit, MI 48201 : This section must be completed for all unanticipated problems. General reports do not need to complete this section.
NV Telephone (313) 577-1628 12. | Date you became aware of occurrence: - : ‘ - - -
bitp b wayne edu/index pip . . : .| What action was taken at the site of the occumence with regerd to the study intervention, device, and
. . Describe the event and how it occurred: ‘ ‘ o ‘
Unanticipated Problems and Event Reporting Form procedure in response to this Unantiipated Problem? The P! is encouraged to take all necessary

* Usethis form to report all unanticipated problems, protocol deviations and other events i h b‘
= Select one of the three reporting categories: Serious Adverse Event, Protocol Violation, and/or General Report Steps IO recm l £ pm Em.
« Ifthe IRB reviewer requests an Unanticipated Problem Follow- Up report, use the Unanticipated Problem Follow-up Form NfA
+  On this form, “WSU” refers to any study conducted at either Wayne State University, Detroit Medical Center,

Karmanos Cancer Institute, or J. D. Dingell VAMC. NU action iaken
. E)Ilr;zigvrj:hsez:|iss:e?ease include this form, followed by the Sponsor’s report, and then then any internal tracking EUBm dld nﬂl Waﬂ“ﬂm action
» An email address is required for IRB submissions. Correspandence concerning this submission will be sent to the WSU Standard Ope[atmg pmcedur@ﬁ were fgugwed

email address. If you currently use a non wayne edu email as your primary email account, please forward your . . . .

wayne.edu email to your primary e-mail. Forwarding wayne.edu email can be completed by logging into the WSU Dose ad|u3tment or other alteration of the intervention

Academica profie Temporary discontinuaton ofstudy drug/devicelprocedure
Section A: Administrative Information
1 | Name of I Stop Date: Restart Date:
2. | Department Emall Reason for restaring:

Address Telephone

Pager

3. | Form completed by: Date:

Telephone “E-mail

Name of Faculty Sponsor/ N/A “E-mail

Faculty Supervisor: Unanticipated Problem and Event Reporting Form Page 2 Form Date: 6/2022




Completing a UP submission for eProtocol

R I ol _,_,] it LEEL R

eProtocol - WayreSisteUwversty X B

< C e D& https//ksprody wayne ey v O 0| Qs no =

URNERIY  Solumons

version 25.63.5

i ePROTOCOL

Welcome to the Wayne State University eProtocol system - & powerful and effickent way 1o submit, track and spprove research
| protocols and Confikt of Interest dsclosures.

Beomwser Regarerments This site requires Firefox 12 and higher or Apple Safan. Usirg obder browsors, non compalible
browsers or disabling browser features, such as Javascriph, cooldes and SSL will reduce site functionality

Go to the eProtocol website A
https://ksprodweb.ovpr.wayne.edu/ e —
Log in using WSU Access ID & Password



https://ksprodweb.ovpr.wayne.edu/

Completing a UP submission for eProtocol

Approved Protocols

|<_<

A Approval Last Approval Expiration ; .
Protocol ID Prin Date Date Date Review Decision Form Type

IRB-22-06-4516
IRB-22-04-4490

06/30/2022 06/29/2025 Panel Manager Review NEW
04/30/2024 Designated Review NEW

Key Personnel that have edit capability for a submission can start and submit an amendment.
* Those listed under Personnel Information as: Pl, Co-Investigator, Study Coordinator,

Administrative Contact have edit capability.
( < s 4 z ) 7 » Key personnel listed as “Other Personnel” do not have edit capability




Submitting

an eProtocol

UP Report

@& eProtocol - Wayne State University ... —

[ X

O 8 &2 https//ksqaweb.ovprwayneed 19 =

Approved Protocol Decision
Please select any one of the following:

O
O
O
O
O
O
@

Open in View Mode

Protocol Details

Start Amendment

Start Final Report Form

Start Report Form

Start Serious Adverse Event Form
Start Protocol Violation Form

Select 1 of the 3 UP submissions Form Types:



Completing a UP submission for eProtocol

. . . 2 Sl Next ] . xt
(1) Protocol Violation/Deviation (1) Serious Adverse Event (lll) General Report t
Protocol Violation/Deviation Submission Serious Adverse Event Submission
Please complete items below and then attach the Unanticipated Problem (UP) and Event
Reporting Form Please complete items below and then attach the IRB's Unanticipated Problem (UP) and General Report Form Cover Sheet
Event Reporting Form, If this is a Protocol Violation STOP do not submit this form, submit
This form is used to submit events thgt are If'rotoc:ol Violations/Deviations, and/or Non- the Protocol Violation eProtocol Form. This form is used to submit General ReportMiscellaneous items as listed below.
ompliance.
Please note: Serious Unanticipated Problems must be reported as a Serious Adverse Event This form is used to submit Serious Una"tICIpatEd Problems/Serious Adverse Events Modifications to the research, SmeiSSion of safety Wponss and DSMB reports must be
submission. If this is a Serious Adverse Event STOP do not submit this form. Submit the submitted as an amendment,
Serious Adverse Event eProtocol Form. The following events must be reported to the IRB within 5 working days from the day
Sellct the Protocol Violations and/or Non-Compliance events that apply: you learned about the event The Unanticipated Problems and Event Reporting Form is not required for this submission to
. . i the IRB.
[] Lapse in IRB Approval when there have been multiple occurrences and/or research activity conducted Select the Serious Unanticipated Problems{Serious Adverse Events that apply:
during the lapse period. D Adverse device effects
£ NonJRE spproved persannal condacting rassarch actviliss NOTE: If it is determined that the event reported on this form is a Protocol
[ Adverse enfﬂtt R Violation/Deviation or Serious Adverse Event, this report will be returned or withdrawn
- o : : : . or injuries that are serious, and unanticipate . - - .
[[J Deviations from IRB recruiting and consenting policy and procedures. Examples include: : ' P by the IRB for submission of a Protocol Violation/Deviation or Serious Adverse Event.
() Omission of signatures, dates, initials
(Il) Consent documented on an outdated consent/assent/information sheet [ Local Death:
(Ill) consent/assent obtained on an document without the presences of an IRB approval stamp Regardless of relationship to study treatment or procedure or device implant, over the duration of study ; .
treaiment and for up to 30 days after the last dose of study freatment or device implant procedure, or a death Select the generﬂl repon items hat apply.
[7] Exceeding the IRB approved enrollment numbers that the Pl feels is significant and requires reporting.

] DSMB report that indicate unanticipated risks Adit, inspection or inquiry by a federal agency that does not indicate unanticipated risks or non-

O trr Note: Multiple UP submission types can be submitted a time. i
UP reports can also be submitted when there is an amendment Qi
or continuation in process.




Completing a UP submission for eProtocol

Attach the UP form here and all other supporting documents:

The UP form is available at:
https:/Iresearch.wayne.edulirb/forms-requirements-categories#Unexpected

Select “Add” and Attach

Attachment Add | the completed UP Form

Unanticipated Problem and Event Reporting Form

Name Attached Date Submitted Date

0 Unanticipated Problem and event report Form 08/17/2022
date 6.2027

5. s the Unanticipated Problems (UP) and Event Reporting Form attached?

v Yes G
6. The Protocol Violation Section (Section E) of the UP Form is complete. J Yes Y Training Chedklist Then

subnit o select “Submit Form”
v P e on the left side of the page

. 15 used to submit events that are Protocol Violations/Deviations, and/or Non-
Previous m Compliance.

Protocol Violation Form

1. The Corrective Action section (Section G) of the UP form is complete.

Get Protocol

Please note: Serious Unanticipated Problems must be reported as a Serious Adverse Event
submission. If this is a Serious Adverse Event STOP do not submit this form. Submit the

W 5 J Note: General Re ports DO NOT Serious Adverse Event eProtocol Form.
A

WAY N E S TAT E req u i resu b m iSSiO n/atta Ch i ng t h e Select the Protocol Violations and/or Non-Compliance events that apply:
UP Report Form.

[] Lapse in IRB Approval when there have been multiple occurrences and/or research activity conducted



eProtocol UP Review Process

v'The IRB UP Reviewer will be assigned the submission

v IRB UP Reviewer will receive an email alert to WSU email




eProtocol UP Review Process

v IRB UP reviewer will make one of the following recommendations:
(1) approve the report as submitted (No Further Action-NFA)
(11) Request revisions (revisions are sent via eProtocol)
(II1)Recommend full board review

v All final UP memos are sent via eProtocol to study Pl/Team with the
reviewer or full board’s determinations




eProtocol UP Review Process

Full Board Review Determinations
v'UP Review Determinations are the same:
v'"Non compliance,
v'Serious Non-compliance
v'Continuing Non-compliance




eProtocol UP Review Process

* eProtocol

UP Review Determinations Notifications from eProtocol

v Approve:
v no further information is needed and determination made
v’ Specific Minor Revisions (Contingent):

v revisions to plan requested, compliance determination is made, does not come back wo tie ruii
committee

v Defer (moved to next meeting):
v need more information cannot make a compliance determination

v For full board appropriate membership is not in attendance to make a determination




eProtocol UP Review Process

* eProtocol

Review Determinations Notifications from eProtocol

v Notification e-mails are sent via eProtocol to the PI’s and study team members
v E-mails are sent to WSU email addresses

Guest Access ID Users:
Email Alerts are sent to the WSU email account. The IRB recommends
forwarding your WSU email to an preferred email account.




Recap of eProtocol Submission/Review Steps

* eProtocol

Submitter
completes the UP
form available on

Submitter selects the IRB’s Website Attaches the UP
one of the 3 UP for: o cbrotoeo | UP is assigned to
submission (1) Adverse Events and Submits to IRB Reviewer
avenues

Submitter

(11) Protocol
Violation

IRB reviewer has
3 options:
‘ (1) request
IRB Reviewer | revisions,
conducts revi 8 (1) determines
| | NFA,

(1) request full
board review

Final
determination




eProtocol UP Process Starting
Auqust 1, 2022

* eProtocol

Last day to accept paper based forms for eProtocol Submissions

via eIRBManger@wayne.edu is

August 15, 2022



mailto:eIRBManger@wayne.edu

UP Implementation Summary

v The current UP forms have undergone minor editorial changes to include
eProtocol instructions

v Paper-Based submissions still submit to elRBManager@wayne.edu

v’ This implementation is for all eProtocol Submissions ONLY
v’ This will include External IRB UPs

v’ Current UP forms must be attached to eProtocol for:
v’ Serious Adverse Events
v’ Protocol Violations/Deviations

v General Reports submissions do not need to attach the UP form to eProtocol

v’ Key Personnel with edit access can submit UP reports

K2/

Starts August 1
Last day for eProtocol submission to elRBManager is August 15t"



mailto:eIRBManager@wayne.edu

Questions?




Wayne State University WSU IRB Administration Office
Institutional Review Board (IRB) 87 East Canfield, Second Floor

Detroit, MI, 48201
313-577-1628
irb.wavne.edu

Need IRB Assistance or Information?

e Visit the IRB’s Education Website:

http://research.wayne.edu/irb/education

e E-mail the IRB: WSUIRBInfo@wayne.edu or IRBQuestions@wayne.edu

e (Call the IRB Office: 313-577-1628

* Sign-up for the IRB list serv: email WSUIRBinfo@wayne.edu

* Attend the monthly webinar: Every 4t Tuesday (various topics discussed)

* Visit Virtual Office Hour: Every Tuesday 1:00 pm- 2:00 pm

T(



http://research.wayne.edu/irb/education
mailto:WSUIRBInfo@wayne.edu
mailto:IRBQuestions@wayne.edu
mailto:WSUIRBinfo@wayne.edu

WSU IRB Assistance

eProtocol IRB Virtual Training
Virtual Office Hours via Zoom

Mo registration required

Tuesdays

1:00 pm — 2:00 pmM
v Need Key Personnel CITI checks assistance?
¥ Key Personnel & Autherized Signatery questions?
¥ How to respond to revision requests?
¥ Where to find approval letters and IRE stamped documents?

Please make sure your name is stated on your Zoom profile. ‘o’ J

S

Attendees are placed in the waiting roem until their turn. LAY
[ Need group or individual training? Need an Intreduction to eProtocol session? |
L Email: WSUIRBInfo@wayne.edu

Zoom Link & Credentials

v U Meeting ID: 953 4534 4223
5 A 2 Passcode: 577514



https://wayne-edu.zoom.us/j/95345344223?pwd=QzBFK1NiYUgySHlXUUxzSlduRTVmdz09
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