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Click on the Study you wish
Dashboard Studies Submissions Tasks Meatings to suhmit a Modiﬁcation
(Amendment) for
~ = + Maw Study
Active Archive
'x]
IRB# Status Fl Exp Date Admin Chack-in Date Create Date ~
RE-FY2021- @ Unsubmitted A NJA, 02-16-2021
RE-FY 2020 @ Unsubmitted MR MR 10-146-2019
RE-FY30]9- @ Unsubmitted MA A, 04-15-201%9
IRB-FY201%- @ Under Review MR MR 04-03-2019
RE-FYZ01%- @ Unsubmitted BA A 03-01-201%
RE-FY23015- @ Unsubmitted MAA MN/A 12-21-2018
RE-FY201% ® Expir MAA 12-11-2018
RE-FYZ019- ® Requ N, 1
Only the PI, PC, and co-PI
RE-FY2018 LAYEH  can view or edit the Studvl M 08-22-2018
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IRE NUMBER: IRB-FY17-9 [
£ SUBMISSION DETAILS = . B CREATE PDF M COMPARE m £ >
> Complete ‘ The Sample Study Test Test - Modific...

* Please provide a brief description of changes being made and include a clear rationale for the changes:

Sections
Amendment )
- — B I U & = = o @
D t . I Amendmen
€ a‘l S Screening Questions We will be changing our consent forms and adding two additional personnel to the study.
Section

Research Personnel

Project Information

Project Informatio...

Participants
Describe and check off all items
that are being changed
(make sure to make personnel
changes in the Research Personnel
section as well)

Consent & Privacy

Data Confidentiality

g » |5 your study funded by the NIH (National Institutes of Health)?
Exempt Supplenment
O Yes

Attachments ® Mo

+ Indicate all belovr that were amended:

[ Changels) in currently approved consent farmis)
[ Change in Principal Imvestigator [requires departmental/school approval)
[0 Change in Co-Principal Investigator
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Note: A copy of your
last approved version
of the application is
generated.

» Make all changes.

> This ensures
proper version
control.
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IREB NUMBER: IRB-FY17-9

€ SURMEHORDEIALE ‘ The Sample Study Test Test - Modific... ™ =mrer D covmre o
Sections A

Amendment Details

Be sure to make all
applicable changes in

Screening Questions
Research Personnel all sections
Project Information
Project Informatio...

Participants + Specify Age Range:

[ 18- 24 Years
Pt 25 - 50 Years
OS] Wacy
Consent & Privacy O] 51-64
= = 65-75
Data Confidentiality H 75+
[] Children
Exempt Supplement [0 Students
[ Mon-English speaking
Attachments [ Subject Pools
[ Secendary Data (research using previously collected datasspecimens, non-targeted surveys, program
protocols)

[ Developmentally challenged
[] Economically or educationally disadvantaged
[0 Other population
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IRB NUMBER: IRB-FY2023-6 N
< SUBMISSION DETAILS ‘ Test 2 - Modiﬁca SHOW CHECKLIST I CREATEP

0 COMPARE < >
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Dashboard Studies Submissions Tasks Meetings Reporting More

Com pa rison TOO' € VIEWSsUBMISSION | Comparison: IRB-FY2023-6 (Modification) >
» Select COMPARE on

PREVIOUS SUBMISSION ‘ Previously Approved Submission v ‘ CURRENT SUBMISSION
Menu Bar
Sections € PREVIOUS DIFF NEXT DIFF 2 o
» Shows the changes
. Moadification * Are you making amendments/changes to the project? + Are you making amendments/changes to the project?
made between this
1- Getting Started Yes Yes

application version
and previous one
» Can be used for
uploaded documents
» Number indicators
for number of
differences
» Green for additions
» Red for deletions

Please make your changes in the
2- Submission Infor... appropriate sections of your approved
IRB submission to the left.

No

3- Study Information No

+ Modification Information

*Who initiated the study amendment?
Local Study Team
Lead Study Site
Sponsor
Other
B

Summary of the specific changes to be made:

Be as specific as possible when describing changes as
this text will appear on your amendment approval
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Dashboard Studies Submissions Tasks

Updated Documents:
> Add Date or Version ¢ SUBMISSION DETAILS L?pﬁéwggmag%tudy Test Test - Modific. TRCLCUPE TN S | >

i *
Number to Title. e THAT ARE STILL BEING USED -
> K h d _ Only upload documents that have
€ep unchange Amendment Details - changes. Please include the date in
documents articipant the file name.

> Add New Documents

Research Personnel Participant Population

Project Information = Participant Populations

Project Informatio... Specify the participant populationis) to be included (check all that apply):
B Adults
Participants = Age Range:
[ 18- 24 Years
S e B 25-50'Years
Consent & Privacy 0] 51-64
_ - [ 65-75
Data Confidentiality ] 75+
. P " [] Children
sempt Supplemen [ Students
[0 Mon-English speaking
Attachments [ Subject Pools
[ Secondary Data (research using previously collected data‘specimens, non-targeted surveys, program
protocols)

[ Developmentally challer,
[ Economically or ed
Routing O] Other noclek

Send ta Pi for certification?

When all information has been updated,
otar number of participants: click “COMPLETE SUBMISSION” to

Provide the masimum total numbs submit to Pl for certification T
seeking MY approval. The number those
who pravide consent or whose records

COMPLETE SUBMISSION

12
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Dashboard Studies Submissions Tasks

Studies  Study Details = Submission Details

In-Draft Awaiting Authorization
Submission is awaiting
certification or approval

v

Submission is with researchers

Modification
IRB-FY17-% - The 5z Test Tes

& View PDF ~-
Pl Current Analyst Deciskon: M The submission will remain at “Awaiting

N NA il Approvals” and will not go to the IRB

Review Type: Review Board: Meeting Date: until the PI has certified the Modification
M/A MR MA,

Approvals Task History Attachments
Research Team

MName Role Result Date

Principal Investigator Pending Certification 9
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Notification Bubble

Tas k In-Draft Awalting Authorization

Submission is with researchers Submission is awalting
certification or approval
Added to Awaiting
Authorization Display Button

Meetings Reporting More

VVYVY

Modification
IRB-FY17-9 - The Sample Study Test Test

m ® View PDF =

Routing:

> 8 - 0 0
C‘I In-Draft JTITH Awaiting B Pre-Revi

ew

0
Under Review

Authorization Pl Current Analyst: Decision: Policy: Required Tashks:
N/A N/A Pre-2018 Rule NUA
My Studies MyTasks Submissions by Type . - g

Review Type: Review Board: Meeting Date:

1RB.2022.22 Personnel Sample 1RB.2022.32 Complete Submission Renewal o
MNiA N/A MAA

1R0-2022:20 Study3 1RE-2022:20 Complte Sul Initial s

1RB-2022:29 Personnel TestStudy 1RB-2022:29 Modifcati 3

1R0-2022:27 Unbrella Sample: 1RA-2022:27 Complte Submission ncident 3

The PI can Certify the Modification
Approvals  TaskHistory  Attachments by clicking here (refer to the start of

the Modification guide for directions
on navigating to this page)

Research Team

Hame Role Date

Principal Investigator Pending Certification %
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Get Help — IRB Staff Consultations

> Virtual Office Hours E

» Wednesdays at 11am
—12:00pm
> B int t
y appointmen EuFFﬂHT

> IRB Chat via Teams

» IRB Help Line:
» 937-775-4462

> Email: irb-rsp@wright.edu



mailto:irb-rsp@wright.edu

	Seeing Through the Fog: �Navigating the IRB Submission Process�Cayuse Human Ethics
	Learning Objectives
	What are IRB’s and Why do they Exist?
	Multiple Regulations & Guidelines
	Cayuse Orientation
	Access to Cayuse Human Ethics�
	Slide Number 7
	My Profile
	Slide Number 9
	Slide Number 10
	Studies Tab
	Study Details
	Slide Number 13
	Creating a New Protocol
	Slide Number 15
	Slide Number 16
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Initial Submission
	Slide Number 21
	Types of Questions
	Types of Questions - Images
	Types of Questions:� Person & Sponsor Finder
	Types of Questions:�Attachments
	Slide Number 26
	Slide Number 27
	Certification
	Return to Investigator during Certification
	Pre-Review
	Credentialing
	CV’S & Conflicts of Interest Requirements
	CITI Training�
	Under Review
	Legacy Studies
	Legacy Study Shell
	Legacy Study Conversion
	Exempt & Expedited Conversion
	Checking the Status of an Existing Protocol
	Slide Number 40
	Slide Number 41
	Status
	Study Status Descriptions
	Editing and Re-submitting a Reopened Submission
	Slide Number 45
	Slide Number 46
	Requires Changes
	Slide Number 48
	Slide Number 49
	Slide Number 50
	Slide Number 51
	Slide Number 52
	Slide Number 53
	Where to find your approval documents
	Slide Number 55
	Slide Number 56
	Modifications/Amendments
	Creating & Submitting a Modification
	Slide Number 59
	Slide Number 60
	Slide Number 61
	Slide Number 62
	Slide Number 63
	Slide Number 64
	Slide Number 65
	Continuing Review/Administrative Check-In
	Renewal or Continuing Review Requirements
	Administrative Check-In
	Slide Number 69
	Slide Number 70
	Slide Number 71
	Slide Number 72
	Incidents/Reportable Events
	Slide Number 74
	Slide Number 75
	Incident Report
	Slide Number 77
	Closure Request
	Slide Number 79
	Slide Number 80
	Study Closures
	Notable Changes in Initial Submission
	Project Selection
	Study Team
	Secondary Data
	Exempt Studies
	Slide Number 87
	Initial Application Submission Process
	Initial submission requirements�
	HSR Initial Review Form
	Research Plan
	Writing the Local Protocol
	Templates Available: Click Here
	Consent Process
	Writing the Consent Form
	Slide Number 96
	IRB Routing & Review Process
	Slide Number 98
	Slide Number 99
	Slide Number 100
	Processing Options – �Full Board/Convened IRB
	How long will initial review take?
	Important:�IRB review and approval is required before initiating, modifying, �or extending your research projects.
	IRB Procedure Updates Summary
	IRB Resources
	Get Help – IRB Staff Consultations
	Looking Forward



