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Acces S to C ayu se * Request a Cayuse Access for Non-Wright State Users

« https://www.wright.edu/research/research-and-sponsored-

H u m a n Et h i cs programs/cayuse-and-redcap-access-request-for-non-wright-state-users

*  Normally granted in one week

o st st ot o

https://www.wright.edu/research/research-and-sponsored-
ity 6 Compatns & Tekmmnictons (479 programs/cayuse-access-for-wsu-students-staff-and-faculty-form
* Normally granted within two days

For security reasons. please Log Out and Exit your web biowser when you are done accessing services that
require authenticatin!
You are about to access a secure Wright State “

Conranmemenn e Cayuse and REDCap access request for non-Wright State users

Enter your CAMPUS

Firstname > REQUIRED
Username and Password

Username:

Password: Last name > REQUIRED
O Warn me before logging me into other sites.
Log in| | Clear| Forgot your password?

Email > REQUIRED

Wiright State University [Powered by Jasig Cenfral Authentication Service
3540 Colonel Glenn Huy, Dayton, OH 45435 USA Copyrignt © 2005 - 2010 35, Inc. Al ights reserves.
WRIGHT STAT 537) 7754527 | Contact CTS Help Desk

\Web Accessioity Statemenl

Your organization >k REQUIRED
e.g., Dayton VA, Clinical Neuroscience Institute

Why do you need Cayuse or REDCap access (check all that apply)? > REQUIRED
(0 To submit an animal use protocol

O I need access to REDCap

Cayuse Human Ethics Link

(O To submit or locate a grant or proposal
(J To submit a human subjects study

. [ To submit a biosafety protocol
V P N N Ot Re q u I re d I (0 To complete a significant financial interest (SFI) disclosure
L]

[ Other...

WRIGHT STATE UNIVERSITY



https://www.wright.edu/research/research-and-sponsored-programs/cayuse-and-redcap-access-request-for-non-wright-state-users
https://www.wright.edu/research/research-and-sponsored-programs/cayuse-access-for-wsu-students-staff-and-faculty-form
https://wright.app.cayuse.com/

& cayuse platform

N7 Home
My Tasks
Task = Task Type From Assigned To
Complete Annual SFI Ad Hoc Task Me Me
10 per page = Showing 1 of 1items

;\ a Products ¥ - Whitney McAllister ¥

Cayuse Home

» Assign tasks to yourself

» Does not connect with individual products but
will show up on this home task page and
individuals assigned will receive e-mail
notification to complete task.

» IRB may request non-review related tasks

WRIGHT STATE UNIVERSITY

Task *

AssignTo

Q |Add member

Status

Assigned to Me Created by Me

Created = Last Activity Due ~

07/06/2022 07/06/2022 07/07/2022  Open

Due Date

MM/DD/YYYY

Cancel




My Profile

» To add Annual COl:

Contact

Info Add Attachment . .
Internal To add an attachment, first select the type of attachment and then drop the file into the box or click > CI ICk My P rOfI Ie

Associations  "Upload file" Attachments with filetype .exe will not be accepted

e AtzchmentTye » Click COlI Disclosures
» Click +New Disclosure

&Roles

Eaining COI Annual Disclosure Drop files hz:e to upload > SeleCt An n u a |

Current and Pending Support

Documens &V » Completed Every January

col ensgementen > If outside this time frame,
select Research Based.

‘ hd
User
Account Biosketch

Certifications

Pl Eligibility Form ormat

WRIGHT STATE UNIVERSITY




Reviewer Dashboard

Product Switcher
* My Profile

\/ caguse ) y ] d & wni Al
. Role: Reviewer ~ Products ~ itney Mcallister
. Human Ethics
Dashboard studies Submissions Tasks Mestings Reporting More

¥

0 1 0 0
Full Board Reviews 4 Expedited Reviews Limited IRB Reviews Exempt Reviews
Submissions where | am the Primary Reviewer = My Tasks Submissions by Type
IRB-FY2023-5 Complete Expedited Review Renewal 1
Initial 7
Modification 1
® Incident o
B y You Have No Submissions Withdrawal o
Clasure
> FB Secondary - ¢ Help Center

> A” OtherS \\ Viewal { Search for articles

Approved Studies My Mestings \ Upcoming Mestings
IRB-FY2023-6 Test2 < July 2022 > 07-27-2022  Premier Health HIRC Committee 12:00 PM MS Team Calendar Invite | Creating a New Study
IRB-2022-22 Sample_06.17.2022 - Full Board1 Sun Mon Tue Wed Thu Fri sat 07-18-2022  Wright State IRB 1:00 PM webEs Link: |  Creating an Initial Submission
01 = Completing a Submission
IRE-2022-26 Sample_06.22.2022 TK1 . |
IRB-2022-23 Sample_06.17.2022 - TK1 3 o4 Y o o7 e ®
10 11 1 13 14 15 16
IRE-2022-18 Sample_06.14.2022_TK1
17 18 19 20 21 22 23
4 .
24 25 26 27 28 29 30

.
31
il 06-17-2022

Studies you

have Approved Only See Your Assigned Boards

WRIGHT STATE UNIVERSITY



Study Details

cayuse
\///; Human Ethics

Role: Admin =

o

Products

& Whitney McAllister

Dashboard Studies Submissions Tasks Mestings Reporting More

Studies ~ Study Details

Submissions

IRB-FY2023-5  Test1 [ )
Approval Date: Expiration Date: Organization: Active Submissions: Population Flags: Additional Flags:
/A A Department of Biology itial Pregnant persons FDA Regulated - IDE Exempt, Waiver-HIPAA - PARTIAL
nitial
Admin Check-In Date: Closed Date: Current Policy Sponsors:
/A NAA Post-2018 Rule A A a
Key Contacts'L Attachments Flags

Team Member Role Number Email

Irene Investigator Principal Investigator 614-355-0000 morgan.chapman+investigator@cayuse.com

Morgan Chapman Primary Contact morzan.chapman@cayuse.com

WRIGHT STATE UNIVERSITY

> May Require Checklist



Submission Details

J/ cayguse h Role: Admin = p Products ~ & Whitney McAllister =
7. Human Ethics i

Dashboard Studies Submissions Tasks Meetings Reporting More

Studies - Study Details ~ Submission Details

Pre-Review Under-Review

V In-Draft « Awaiting Authorization
Submissien is with researchers Submission is awaiting certification or approval Submission is being prepared for review Submission iswith reviewers
Routing:
Review Complete
Policy: Required Tasks:

Pl: Current Analyst: Decision:

Irene Investigator Whitney Meallister N/A Post-2018 Rule

Review Type: Review Board: Meeting Date:

Expedited Wright State IRE N/A
Approvals Task History Decisions Attachments

Digest

Name Role Decision Finalized

Whitney McAllister

WRIGHT STATE UNIVERSITY




Submission Types

When you first areate a study, you also create the initial submission outlining the purpose of that study. In addition to this initial submission,
there are five other types of submissions that IRE Users may submit during the course of your research. The available submission types include;

m  Initial - This is the first submission that you areate when you enter a new study in the system. The initial submission describes the
research you intend to do and the methodology you intend to use. The initial submission must be approved before any research can
begin.

»  Meodification - If you wish to change any of the details of the study after it has been approved, you must submit a modification which
must be approved before you can proceed with the changes.

= Renewal - When a study is nearing its expiration date, you must submit a renewal request in order to continue with the research. The
renewal will need to be approved before you can continue with the study.

n  Incident - You must submit an incident report to inform the Compliance Office of any adverse inddents, as required by your
institution. Incident reports may be submitted at any time after a study has been approved, including after it has been dosed. More
than cne inddent report may be created for a given study, as needed.

n Withdrawal - A withdrawal submission notifies the Compliance Office that you no longer wish to submit your initial submission and
want to withdraw the study. Withdrawn studies are marked as finalized and can no longer be modified. You may create a withdrawal
submission at any point once an initial submission has been areated, until it has been approved. If the initial submission has been
approved, you must create a dosure submission in order to dose the study if you no longer wish to conduct the research.

» Closure - A dlosure submission indicates that the research is complete and will not be continuing. Closed studies are marked as
finalized and can no longer be modified.

n Legacy - Used for studies imported from previous systems. The legacy submission replaces the initial submission for imported
studies. Once the legacy submission is finalized, you can areate additional submissions swch as modifications, renewals, etc. An
IRE Analyst must create and publish a legacy template before users can areate legacy submissions or work with studies that have been
imported from other systems.

There are two additional submission types that are only available to IRB Analysts and Admins:

= Admin Closure - Allows a study to be administratively closed when needed, for example when the Pl leaves the institution or chooses
to let a study expire.

n Admin Withdrawal - Allows a study to be administratively withdrawn when needed, for example when the Pl leaves the institution.

WRIGHT STATE UNIVERSITY




Reviewing & Commenting on
Submissions
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cayuse
. » o Producs T @ Whitney McAlliaer
%; T »

u gem ]
O I I c a I O n J—— Studies Submissions Tasks Meetings Repacting hoee

The Reviewer will receive:

.'.&f. 0

1 - 0 0
> E-mail Message with Link == Full Board Reviews {/v Expedited Reviews .;!, Limited IRB Reviews ‘ Exempt Reviews
> Notification Bubble i R P—
> Task —:I Complete Expedited Review :
> Added to Waiting Revi ® :

Display WG : i
— ey
After all study reviewers have o
completed the IRB Analyst will be . \ e — R re——
n Otified . :::::::zf::ﬁoﬂdl Sun Mon Tue . Thy ;] 50: Wright State IRE 1:00P1 WebEx Link.
Sample_04.17.2022 - TK1 L] ] o3 o4 oz = o)
v Sample_06.14.2022 TK1 = i 2 2 = 3 2
FROM: Wright State IRB : 2 = 8 7 » 2 ®

DATE: Jul 8, 2022 9:39:04 AM EDT

RE: Initial Submission Requires Expedited Review v

You are invited to review the following IRB application:
STUDY #: IRB-2022-22

STUDY TITLE: Sample_06.17.2022 - Full Board1

PI: Irene Investigator

The Initial submission for the above-referenced study has been received and has been assigned to you for expedited review. Please log into Cayuse IRB, review the study, complete the
appropriate reviewer checklists, and make a decision. The HRPP Office requests that all reviews be completed within five business days.

Comments can be used to request changes or additional information. Checklists are designed to help the reviewer verify that the form questions have been answered in a manner that
satisfies WSU's specific requirements. The checklist can be viewed by clicking the checklist button.

For additional guidance and resources, including step-by-step instruction guide, please visit the IRB Committee Members Resources on the IRB Website or the IRB SharePoint site.
I you have any questions or concerns regarding the review process, please feel free to contact the HRPP Office, at 937-775-4462 or irb-rsp@wright.edu.

Thank you for your dedication to research at Wright State University.

E UNIVERSITY




Starting a Review

» When you click on E-mail Link it will
bring you to Cayuse Platform Home
Screen — My Tasks.

> Select Human Ethics under Products.

a Products ¥

& Whitney McAllister ¥

Home

Sponsored Projects

Proposals (525)
Assigned to Me Ci

Human Ethics

> Select Reviewer Under Role

cayusspatiorn . .
s LRI p——
My Tasks + NewTask
Assigned to Me Created by Me
s TeTpe  Fom  AsredTo Crened s Latacuvy bue - staus
P—r T A omsam  omosaor  onommez open
L Showing o1 Ttens

WRIGHT STATE UNIVERSITY

Created = Last4  Qutside Interests

07/06/2022 07/0  Admin

e v Status

022  Open

Role: Admin ~ p

Products =

& ‘Whitney Mcallister -

Admin
Anakyst
Researcher
=S | > Reviewer
g
W Org Approver
S

1

Under Review

when you log in.




Select Study to Review:

cayuse
\///. Human Ethics

o

View All

WRIGHT STATE UNIVERSITY

Role: Reviewer = Products ¥ & Whitney McAllister ¥
Dashboard studies Submissions Tasks Meetings Reporting More
+ Newstudy
[ ) Full Board Reviews ‘ Expedited Reviews Limited IRB Reviews - Exempt Reviews
Submissions where 1am the Primary Reviewer = My Tasks Submissions by Type
IRE-FY2023-5 Complete Expedited Review Renewal 1
Initial 7
Modification 1
D) B
You Have No Submissions o
o
o
View all
Approved Studies My Meetings Upcoming Meetings
IRE-FY2023-6 Test2 , 07-27-2022  Premier Health HIRC Committes 1200PM M5 Team Calendar Invite
< July 2022 >
IRB-2022-22 sample 06.17.2022 - Full Board1 Sun Mon Tue wed Thu Fri sat 07-18-2022  Wright State IRB 1:00PM webEx Link:
IRE-2022-26 Sample_06.22.2022 TK1 . o1 oz
IRB-2022-23 Sample_06.17.2022 - TK1 B o4 03 ¢ s €
10 1 12 13 14 15 16
IRE-2027-15 Sample 06.14.2022 TK1
17 18 19 20 21 22 23
.
24 25 26 27 28 29 30
.
31



Opens the Submission Details Screen

Role: Admin = ﬂ Products ~ & Whitney McAllister =

cayuse
W, Hurman Ethics @ 9

Dashboard Shudias s Task bdsai
Studies - Study Details ~ Submission Details
Population Flags: Additional Flags:
Pregnant persons FDA Regulated - IDE Exempt, Waiver-HIPAA - PARTIAL | 3
V In-Draft v Awaiting Authorization Pre-Review
Submissien is with researchers Submission is awaiting certification or approval Submission is being prepared for review
Routing:

Review Complete

Pl: Current Analyst: Decision: Policy: Required Tasks:

Irene Investigator Whitney Meallister N/A Post-2018 Rule

Review Type: Review Board: Meeting Date:

Expedited Wright State IRE N/A
Approvals Task History Decisions Attachments

Digest

Name Role Decision Finalized

Whitney McAllister

WRIGHT STATE UNIVERSITY




Commenting

cayuse ] ]
\///: Human Ethics Role: Reviewer + 4D Products * & Whitney McAllister

Dashboard Studies Submissions Tasks Meetings Reporting More

IRE NUMBER: IRB-FY2023-3
<€ SUBMISSION DETAILS Test 1 - Initial SHOW CHECKLIST B CREATEPDF M COMPARE < >

‘Whitney McAllister (Reviewer Checklist) hd

1- Getting Started

<

Subject Enrollment
Reviewer Checklist
2- Submission Infor...

<

Enter the number of subjects that will be enrolled in this study. Type of Review
3- Study Information

<

* Enrollment at Cayuse University Click one.

4- Study Selection v Please enter the number of subjects that wil be enrolled at Cayuse University. O Exempt
® Expedited
5- Study Design v O Limited IRB
Test O Full Board

6- Study Procedures

<

+Add Comment

+ Total Study Enrollment

<

7- Participant Prot... « Tatal Study Enrollment

8- Conflict of Inter... % Plaasz enter tha total number of subjacts to be enralied &} Please enter the total number of subjects to be enrolled at all study sites.
9- Attachments. v = 1
+ Add Comment Test
' Collapse Comments

*Ages

Select the dle range of subjects that wil be enolled in thisstudy. ¢

B I u 5

ii
il
D
]

Fetus

> Not Anonymous. See
1 SAVE COMMENT instructions on how to
anonymize before uploading.
>  Max Size: 20MB

E UNIVERSITY




Commenting

# Total Study Enrollment

Please enter the total number of subjects to be enrolled at all study sites.

Test

4 Collapse Comments
Whitney Mcallister Todayat 10:098M  Visibility: Restricted
Test

Edit Reply

B I U & = = @ [

[# SAVE COMMENT

WRIGHT STATE UNIVERSITY

the dropdown in the upper right of the comment to
change the visibility from Restricted to Unrestricted. The
IRB Analyst will verify this setting on your behalf during
post-review processing.

Research Team will not be able to view identity of IRB
Reviewers, only Analysts.




| ]
Checklists
Checklists are designed to help the analyst or reviewer verify that the form questions have been answered in a manner that satisfies your

institution’s specific requirements. IRB Analysts and Administrators can configure the checklist questions via theSettings menu. There are two
different checklists used for all submissions-- one checklist for the IRB Analyst, and a different checklist used by each of the submission's
reviewer(s).

cayuse IRB* # STUDIES MEETINGS SETTINGS HELP AN i §

€ gy | EOMEER mO-Pra0rs-200 e g
i Social Effects of Early Onset Hair Loss - Initial s il s

Sections 1 Assignments ¥ Checklist

RE Analyst (Anabkest Checklist -

Name Organization Address Phone Email 2iRe
bean p sly submin
+ Add Commant & s the Pl appe arch?
2PC  Primary Contact Does the PC have sufficient
contact information?
Name Organization  Address Phone Email
v
+ Add Comment

finalizing the review.

Please don’t forget to
complete the checklist.

The IRB Analyst has read-only access to the reviewers' checklists, allowing the Analyst to see which items have or have not been completed
during the review.

WRIGHT STATE UNIVERSITY




Review Comments
( : I I e C k I I S tS Use to enter reviewer determinations if not uploading completed checklists.

Example: All requirements for Waiver of HIPAA Authorizations have been met. All criteria for approval have been met. All elements of consent are present.
wer Checklist

U
i
]

(<]

Type of Review

findings and determinations
in this box.

Select the appropriate review level,

) Non-Human Subjects Research
() Exempt

) Exempt with Limited IRB Review
() Expedited

) Full Board

Study Details Page

Additional Required Determinations: Upload Completed Reviewer Checklists

Select if any of the following determinations ngél to be made for this study. Download the reviewer checklist ¢ Checklists and Worksheets are available on the |RE SharePoint site.

Direct links are given in the previous question for the required determinations.
[ Children
] Prisoners Optional Worksheats:
Pregnant Waomen = Payments

Download the Reviewer Checklist: Data & Safety Monitoring

HRP-412 - CHECKLIST - Pregnant Women International Research
Vulnerable Populations

Etc.

Necnates

Waiver of Consent
Waiver of Documentation of Consent ATTACH
Waiver of HIPAA Authorization
Adults with Impaired Decision Making
FDA Device Risk Determination
Hurnanitarian Use Device

Emergency Use

oooooo

* Reviewer Certification

Ol

) lcertify that | have reviewed this submission and have completed the abave determinations.

WRIGHT STATE UNIVERSITY




Make DeC|S|0n \//A ﬁfﬁan&hics

Dashboard Studies Submissions Tasks Meetings Reporting More

IRE NUMBER: IRB-FY2023-5

Test 1 - Initial

< SUBMISSION DETAILS ‘

cayuse
\//I} Human Ethics a0 comp o
Dashboard Studbes Subenissions Checklist’ click on

Submission Details

Studiss StudyDetails  Submission Details

| |
V In-Diraft g Aweaiting Authorization Pre-Review
Submission s with reviewers

. o v % Under-Review
Subrission is with researchars Subenission is swaiting certification or approval Subenission s baing prepared for review '

Riouting:
Pi: Current Analyst: Decision: Policy:
irene Investigator Whitney Mcallister | # | A Post-2018 Rule
Review Type: Review Board: Meeting Date:
Expedited ‘Wiright State IRE A
Approvals Task Histary Decisions Astachments
Digest
Hame Role Decision Finalized

‘Whitney MoAllister Miinor Stipulations

WRIGHT STATE UNIVERSITY




] n
Make Decision Qs

Minor Stipulations Clear = & 07-08-2022 ‘ Today | | B MM-DD-Y
Exempt - Limited IRB
» Select appropriate decision from Minor Sipulstions
- No Engagement in Research
drop down menu' ion (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks .
No Human Subjects Research
> Enter the Result Date. :
Not Expedited e exemption application (21 CFR Part 812} is not required: or (ii) the medical device is cleared/approved for marketing and the medical device is being us
> Select the Category’ as appropriate_ Rely on External IRE venipuncture from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 we
H 1 . Rel NCI-CIRE
> Document, If deSIred. =ven wvenipuncture from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be
Returnta Pl | per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

> Flndlngs (refer to CheCk“St) 3. Prospective collection of biological specimens for research purposes by noninvasive means.

> Researcher NOteS Examples: (a) hair and nail clippings in a nondisfiguring manner; (b} deciduous teeth at time of exfoliatian or if routine patient care indicates a need for extraction; c} permanent teeth if routine patient care indicates a need f
uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; {f) placenta removed at delivery; () amniotic fluid obtained at tt
> Internal Notes subgingival dental plague and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techni
swab, or mouth washings: (j) sputum collected after saline mist nebulization.

>

The I RB Ofﬂ ce wi ” use the 4. Collection of data through noninvasive procedures [not invelving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are e
intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)

checklist as documentation for
these.

» Amendments:
» Summary will be documented in E R I e e
Researcher Notes section.

» Incidents:
Researcher Notes

» Determination will be documented n
in Findings section. “ s 1 U o5 o= : E

» Required investigator actions will
be documented in Internal Notes
section. Internal Notes

» Select Save.
» Select Review Complete. t‘

h the tag [FINDINGS]

T B I

E UNIVERSITY




Available Decisions

Resulting

Resulting
Decision Explanation Study Routing
Status
The submission
The full board identified major issues with the study or submission and/or study are
and disapproved the research. In the case of a disapproved initial disapproved and no
Disappraved study, a new study and submission will need to be created. For Disapproved | langer editable.
dizsapproved renewal, modification, etc. submissions, the research Disapproving an
team will need to create a new submission if they wish to proceed. initial submission
archives the study.
Deferred The reviewen(s) identified major issues that the research team
st camrect before the submission can be approved.
Submission is
Minar The reviewen(s) identified minor issues that the research team Requires returned to the P
Stipulations must correct before the submission can be approved. Changes and reopened for
editing
The study is being returned to the research team to make changes
Return ta Pl ; —
because the IRB will not approve it as-is.
Submission is
Mot returned to the
) The study will be returmed to the IRB Analyst to reassign it to the " .
Expedited/MNot ———— . Analyst to reassign
Exempt ooty a2 the review type and
reviewers.,
Documents that the submission was unable to be discussed at the o
. - - 5 1 r A Submission is
meeting. The "Not Reviewed" decision is logged in the decision
. r o returned to the
Mot Reviewed history 5o that a new decision can be made at a subsequent :
5 3 - - - ) Analyst to assign to a
meeting. This decision type is only available for full board reviews new meetin
of initial, modification, incident, and renewal submissions. v ng.

WRIGHT STATE UNIVERSITY

Decision Explanation Study Routing
Status
Approved The study is approved.
No Engagement | The study does not constitute research and therefore does not
i Research require IRB approval.
Nuﬂuman The study does not include human subjects research and therefore Sl
Subjects does not require IRB oval Approved approved and no
Research ia G longer editable.
MNoted The incident report has been noted by the IRB.
Thee research team
Rely on External | The study and submission were reviewed and approved by an can add additional
IRE external IRB and their decision has been recorded by the IRB. submissions to the
study.
The study and submission were reviewed and approved by an
el NCI-CIRB and their decision has been recorded by the IRB.
The study is exempt because it fits into one of the specified
Exempt 3 Exempt
categories for exemption.
A study is suspended when the IRE decides that the research
needs to stop until changes have been made to the research. A
suspended decision is available on Incident Reports,
Modifications, and Renewals.
Suspension can only be lifted by selecting the "Suspension Submission is
< nded Removed” decision for a modification submission after it has had a g ded returned to the Pl
EpEIRS full, full expedited, or expedited review. Lifting the suspension ASpen and is no longer
changes the study's status back to "Approved”. editable.
Note: Renewal submissions for an expired suspended study can
receive a decision of "Approved” in order to extend the date
without lifting the suspension, or "Suspension Removed" in order
to extend the date and lift the suspension
The study is closed
A closure submission is created and submitted when the research and no further
Closed . Closed
is done and the study can be closed. research can be
done.
The research team decided not to proceed with the initial
submission. This decision is only available for withd rawal The study is closed
. submissions. The research team can choose to withdraw the study and no further
Withdrawn Withdrawn

at any point until the initial submission has been approved. If the
initial submission has been approved, the research team must
create a closure submission instead.

research can be
done.




Reviewing a Re-submission
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-  mm
cayuse
\//ti Human Ethics P - S — .

Dashboard Studies Submissions Tasks

IRE NUMBER: IRB-FY17-6

Sample Study - Modification

B createror [T COMPARE < >

4 SUBMISSION DETAILS |

Open the Review

ent Details A bubble with the number of
» Utilize the methods previously AT comments will display in each
indicated to access and open the pre—— T T et eiew
review. Project Information

» Bubbles will indicated where comments BEEEEREE
were made.

» Each comment will need to be marked
as Addressed or Not Addressed. All
must be marked in order to complete
the review.

Participants
Consent & Privacy
Data Confidentiality

—xempt S leme . . .
EE il Rt Clicking on Expand Comments will

Attachments allow you to read and address the
» Use Comparlson Tool to |dent|fy Reviewer’s comments
Changes in the application and Rratting =I5 your study funded by the NIH (National Institutes of He:
attachments. O Yes

® No

= Indicate all below that were amended: E W

WRIGHT STATE UNIVERSITY




cayuse
///l Human Ethics Role: Admin ~ & Products ¥ & Whitney McAllister ~

Dashboard Studies Submissions Tasks Meetings Reporting More

IRB NUMBER: IRB-FY2023-6 N
< SUBMISSION DETAILS ‘ Test 2 - Modiﬁca SHOW CHECKLIST I CREATEP

0 COMPARE < >

cayuse
J//' Humaﬂ EtthS Role: Admin ~ A Products ~ & Whitney McAllister ~

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

WRIGHT STATE UNIVERSITY




Comments

When the IRB Office is reviewing a submission, the IRB Analyst or Members may have questions regarding some of your answers. If the
submission gets returned to you, you will see a comment icon in the sidebar next to each sedion that contains comments, and a similar icon

underneath the questions that have comments on them. Click the P Erand Comments oy g0 cee ang respond to these comments.

+PC  Primary Contact

FIMD PEQOPLE
MName Organization Address Phone Email
Boh Rawley School of Medicine 440 Exchange, Irvine, CA 714 265 7458

& Collapse Comments

IRB Analyst
Arz thare any sdditional contacts for this study?

IRE User
Mg, there are no additonal contacts.

Addressed  we
IRE Reviswar

| think there should e more contacts. What if the first one is out
of the office?

When you have responded to a comment, change the dropdown from Not Addressed v to Addressed v . Unaddressed

comments have a red bar to their left, and display the comment count in the comment bubble icon for that question. You can toggle
comments between addressed and unaddressed as needed.

WRIGHT STATE UNIVERSITY
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cayuse
\ﬂé/. Human Role: Reviewer = 4 Products

Dashboard Studies Submissions Tasks Meetings Reporting More

o 1 s 0 ® 0
c0%
() B S

Expedited Reviews Limited IRB Reviews - Exempt Reviews

Submissions where | am the Primary Reviewer ~ Submissions by Type

‘Complete Expadited Review Renewal 1

initial 7

Modifical

Incident 0
You ithdraal [}
Closure o
Legacy o

Py Meetings Uncoming Meetings
Test 07:27-2022  Premier Health HIRC Coenmitt 12:00PM M5 Team Calendar lenvite
- { % Ry 2072 5 o 2 Premier He. C Commitiee 200 o
Sample_D6.17.2022 - Full Bosrd1 sun Hion Tue et Thy s s NN N TR
Sample_06.22.2022_ TK1 2
Sample_04.17.2022 - TK1 o o a3 O o7
10 11 12 13 14

1BE-2072-15 Sample_06.14.2022 TK1

Members to view the calendar of

scheduled meetings and the

VVRIGI‘IT S TE UNIVERSITY agenda.



Board Members

Using the Calendar

You can browse the calendar by clicking the < and = buttons at the top of the calendar. Use the Boards dropdown in the upper right to filter =
the meetings shown on the calender to only displays meetings for the selected board.

When in "Month” view, selecting the month or year at the top of the calendar brings up a menu to allow you to select a new month and/or

year.
J cayuse Role: Revi .o Product: & Whi McAllists
% Human Ethics
Dashboard Studies Submissions Tasks Meetings Reporting More I
E -
‘ Tody < > July2022 Week it —
Sun Mon Tue Wed Thu Fri Sat
01 02
# 12:00PM Premier Health HIRC Commit...
03 04 05 06 07 08 09
10 11 12 13 14 15 16
17 18 19 20 21 22 23
« 00PN WiightState 2B
24 25 26 27 28 29 30
+ 12:00PM Premier Health HIRC Commit.
31

WRIGHT STATE UNIVERSITY




Meeting Details

14 BN 1s Enss —

‘‘‘‘‘‘‘‘‘‘‘‘‘‘

View A i ror e s .

search Com... - lf:l:f

21

* S00AM Wright State IRB
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Meeting Details

cayuse
\///, Human Ethics Role: Reviewer + 40 Products * & WhitneyMcAllister ~

Dashboard Studies Submissions Tasks Meetings Reporting More
Meetings  Meeting Details @ Agenda B Minutes
€ Previous Board Meeting ‘ Next Board Meeting 2> |

Wright State IRB

all - Room 101

>  Policies/Procedures
» Training
»  Announcements

Agenda

1. Study Review

Notes
Meeting Minutes:
1
2 &
3.
4 —
Attendees Attachments Full Board Reviews Full Expedited Reviews Expedited Reviews Exempt Reviews Closures h
a
Present Name Status Representation Affiliation Office
Members
ﬁ". Alice Administrat
D, ice Administrator
n.‘

WRIGHT STATE UNIVERSITY




board studies where changes were
reviewed Expedited.

Protocol Review Agenda

Sorted under Type Secondary Reviewers

0 V™
Attendees achments Full Board Reviews Full Expedited Reviews Expedited Reviews Exempt Reviews Closures
# Title Pl Primary Secondary Decision

Initial

@ IRB-2022-22 Sample_06.17.2022 - Full Board1 - — - Approved

>

Focus is on Criteria for Approval.

Secondary Reviewer:

» Has additional Expertise and/or non-scientific members.
» Focus is on Informed Consent and Participant Facing Documents.

WRIGHT STATE UNIVERSITY




Full Board - Checklists

SHOW CHECKLIST I CREATEPDF M COMPARE £ >
> Checklist
Thomas Keller [(Analyst Checklist) A
o investigators. }
: L Thomas Keller (Analyst Checklist
> Every poard member will have an individual Alice Administrator (Reviewer Checklist)
checklist they can complete. Only the IRB Thomas Keller (Reviewer Checklist)
Analyst/Admin can view all checklists. Morgan Chapman (Reviewer Chacklist)
. . = » Thomas Herchline (Reviewer Checklist)
> Prlmary & Secondary Reviewers are Joshua Lader (Reviewer Checklist)
REQUIRED to complete the checklist. Whitney McAllister (Reviewer Checklist)
Reviews should be completed two days prior Patricia O'Malley (Reviewer Checklist)
to the meeting to allow the IRB office Julie Skipper (Reviewer Checldist)
. . Bette Sydelko [Reviewer Checklist)
processing time.
1. ifyou do
id forth”

WRIGHT STATE UNIVERSITY




Notable Changes in Initial Submission
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> Interaction/Interventional Research

Project Selection > Secondary Research Only
> All application types are in the > Activities Not Regulated as HSR
initial submission
» Expanded Screening for NHS & » HUD
Exempt Studies . : .
bt > > External Reliance Registration
» Streamlining for secondary and
exempt studies » Collaborative Exempt Notification
> If in doubt, start with Activities Not
Regulated as Human Subjects » Umbrella Protocol
Research. | > Delayed Onset Determinations
» Application will let you know if you
need to change to a different type of i _ i
e cation Herentty > Single-Patient Expanded Access

WRIGHT STATE UNIVERSITY



+ Other Personnel & Qualifications
u y e a m CV's are required for the Pl and Faculty Mentor. Upload in the Documents section in My Profile or attach in the Upload Supporting Document section.

For all other study roles, select the study team role and corresponding qualifications and/or training to fulfill their role on the study and perform study procedures.
[[] Research Coordinators/Research Assistants/Research Nurses

> Des | g n ate O ne P r| n C| pa I/P r| ma r'y Individuals who are/will be working in a research position that involves patient contact and has undergone training specific to conducting research studies and patient
. procedures such as vital signs, phlebotomy or similar level invasive procedures.
|nveStIgat0r (PI) [7] Research Administrators

. . Individuals who processes research paperwork such as IRE correspondence and has no patient contact.
» Designate at least one Primary Contact - research pharmacist
( P C) Individuals whe are qualified pharmacists and maintain and/or prepare investigational medications.
[[] Medical Technicians/Medical Staff
Individuals who perform technical procedures according to their specialty (MRI, CT, Ultrasound, DXA, Mammogram, Respiratory Therapist, phlebotomist, Medical
Assistant, Nurse, etc.) that is consistent with their role as an employee.
[[] Undergraduate or Graduate Students

If a p p I ICa b I e. Students enrolled at WSU or other institution who is engaged in research including recording data, entering data, conducting non-invasive patient procedures, and
. processing specimens.
» Designate one faculty mentor ] Medical Students
. . Students who are actively enrolled in medical school at WSU or other institution who will be engaged in research including recording data, entering data, conducting
> Ad d a p p ro p Il ate Stu dy S |te resea rCh patient procedures, and processing specimens.

Residents
Individuals wha are actively enrolled in a Residency Program (WSU or ather).
+ Add the appropriate personnel:

coordinator

Qualifications: Full Edit Rights to Study

Requires Certification
» Pl & Faculty Mentor provide CV’s to ’
demonstrate oversight qualifications
[] Physicians

> AI I Oth er pe rsonn el q u al |f|Cat|On are Individuals who have completed medical school and residency and have maintained appropriate licensing for their field.
designated as part of their role O Honest Broker

A neutral third party, who is not part of the research team in any way. The honest broker cannot be one of the investigators, study coordinators, or statisticians on the
study and cannot serve as a co-author on any publication. This individual must have registered as an Honest Broker with the W5U IRB.

[C] Other Personnel

["] No additional personnel on the project.

FIND PEOPLE

WRIGHT STATE UNIVERSITY




cayuse
\///, Human Ethics

Role: Admin ~ A& Products ¥ & WhitneyMcAllister ~
S e c o n d a ry D ata Dashboard Studies Submissions Tasks Meetings Reporting More

IRB NUMBER: IRB-2022-33

Test Study #5 - Initial B CREATE POF

Secondary Data Analysis

< SUBMISSION DETAILS ‘

»|IRB was very intentional e
when selecting sections to Com—

CO m p | ete . Research Plan

Data Security & Manage... * Department Level Data
»In Research Plan section,
you need to remember to

check appropriate methods:
» Medical Records Review
» Data Repository

» Biospecimens
Collection/Repository

M COMPARE < >

[ Institutional Research & Assessment
) Other

«List each pre-existing data set that will be used in the study.
Narme, source, and location of data set.
ALSO, describe how you gain access to the data set.

B I U & = OE @ @

WRIGHT STATE UNIVERSITY




J Hom i Role: Admin ~
/, Human Ethics ole: Admin * A&

Dashboard Stu

Products ¥ & WhitneyMcAllister

jes. Submissions Tasks Meetings Reporting More

IRE NUMBER: IRB-2022-33

€ SUBMISSIONDETALS | Tagt Study #5 - Initial

Sections

- Basic Information
Consent Process
Research Sites

Formal written informed consent is not required for research determined to be exempt from IRB review. However, the Belmont principle of Respect for Persons generally requires that subjects be
given the opportunity to choose whether or not to participate in research. For this reason, voluntary informed consent should be obtained from participants for any exempt research where the
investigator will be collecting data through interaction with the participant. Because formal written consent is not required for studies confirmed as meeting the criteria for exempt review, it allows

>|RB was very intentional T
when selecting sections to
complete.

» Bare minimum required to
make Exempt with Limited
IRB review determination.

> B u i It i n Exem pt Category Not available at Wright State.
D e Ci S i O n Tre e Open the full IRB application.

Nene of these.
Open the full IRB application.
Category L: Educational Practices
+ Is the research conducted in an established or commonly accepted educational setting?
@ Yes
") No, the study does not qualify for this exemption.
« Identify the educational setting:

CREATEPDF  [T] COMPARE < >

Population

ing the consent d before any fon begins.

" Minimum Consen Process Inform

Exempt Studies o Theldentity/affiliation and contact information of the researcher;

Aclear description that the activities involve research and the study procedures to be performed;
« Astatement about how data will be used in the futre;

« Astatement that participation i the research s voluntary; and

« Astatement about provisions to maintain privacy interest of sublects.

Note: Other regulations such as FERPA, HIPAA, or GDPR may require written consent regardiess of the level of IRB review. In order to pr fon/i i fies at the Exempt
level, prospective agreement must be obtained.

+ Indicate the consent process(es) to be used:
[ Combined Recruitment/Consent Script Link to Decision Tree
[ Oral/Verbal Consent I ——————

01 Particinant Information Form (Paper) Category 1: Educational Practices ) )

0 Participant nformation Form (Online) ducational Tests, Surveys, Interviews, or Observation of Public Behavior
0] Written Informed Consent Form enlgn Behavioral Intervention

[ Opt-Out Consent Process Category 4: Secondary Research that doesn't Require Consent

() No Consent - No Interaction with Subjects Open the Secondary Data Only application type.

Category 5: Public Benefit or Service Programs

Category 6: Food Taste & Acceptance Studies

000 oDoos

[m]

+Does the research involve normal educational practices ONLY?
Yes
© No, the study does not qualify for this exemption.
« Is the research likely to adversely affect students’ opportunity to learn required educational content?
7) Yes, the study does not qualify for this exemption
No
« Isthe research likely to adversely affect the assessment of educators who provide instruction?
() Yes, the study does not qualify for this exemption.
@ No

* Does the research require access to student education records?




Data Security & Management HIPAA Authorization

»Aligned with CaTS Policies »Redesigned for ease including more
>Questions aligned with multiple selection options verses
recommendations presented in free-text.
HIPAA presentation
>Adm'.n istrative Not Regulated as HSR
» Physical

»Some sections such as QA/QI have

» Technical . :
expanded decision tree options.

» Streamlining based on investigator
comments
Clinical Trials

»Reworked the decision tree.

WRIGHT STATE UNIVERSITY



WRIGHT STATE UNIVERSITY

IRB Procedure Updates Summary

» CV Management
» Only required for PI's & Faculty Mentors

» Project-Specific SFI
» Signed forms no longer required
» Pl & Co-PI will certify submission
» All others will be reported via application

» Modification cannot be made in
Renewals/Continuing Reviews

» Routing Process
» Co-PI's will need to certify submissions

» Chairs/Deans only need to sign off on initial
study submission

» Risk Management Review

» COlI, Biosafety, Laser/Radiation, IACUC, etc.

>

Y YV V

Exempt & Expedited Check-In
verses Updates

Expedited & Full Board
Consents need to be upload
in PDF format

New Incident Reporting Form
New Application Types
Biweekly IRB Meetings
starting in September 2022




WRIGHT STATE UNIVERSITY

IRB Resources

IRB Website:

» Local Protocol & Consent Templates

> Check Lists
> Decision Trees
» Guidance Documents

IRB SharePoint Group:

» Calendar of Events

» Review Checklists & Worksheets
» |IRB Metrics

» Workshop Slides & Videos

‘Welcome to Wright State University’s Institutional Review Board (IRB) website. Here, you will find everything you need to submit a human

subjects research study for ethical review.

Office of Human Research Protections Program

ELECTRONIC SUBMISSION & PI
RESPONSIBILITIES

New to Human Subjects Research?
Start Here!

Activities Requiring IRB Submission

How to Submit

Common IRB Submission Errors

RSP Gateway Login
Pl Roles & Responsibilities

Training_& Education

IRB Meeting Dates & Deadlines

PREPARING PROTOCOL
SUBMISSIONS

Initial Application

Amendments to Approved Research

Continuing/Administrative Review

Event Reporting

Closing a Study

Emergency Use & Expanded Access

Understanding Submission Types

Informed Consent

Collaborative Research & External IRBs

TEMPLATES, GUIDANCE &
RESOURCES

COVID-19 Procedures

Templates & Checklists

Guidance Documents

Policies & Procedures

Researcher Resources

IRE Committee Member Resources

Get Help - IRB Submission
Consultations



http://www.wright.edu/irb
https://raidermailwright.sharepoint.com/sites/InstitutionalReviewBoard-IRB-Office

WRIGHT STATE UNIVERSITY

Get Help — IRB Staff Consultations

» Virtual Office Hours E

» Wednesdays at 11am —
12:30pm
> 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

	Reviewer Guide�Cayuse Human Ethics
	Cayuse Orientation
	Access to Cayuse Human Ethics�
	Slide Number 4
	My Profile
	Slide Number 6
	Study Details
	Submission Details
	Slide Number 9
	Reviewing & Commenting on Submissions
	Notification
	Starting a Review
	Select Study to Review: 
	Opens the Submission Details Screen
	Commenting
	Commenting
	Checklists
	Checklists
	Make Decision
	Make Decision
	Available Decisions
	Reviewing a Re-submission
	Open the Review
	Slide Number 24
	Slide Number 25
	IRB Meeting
	Slide Number 27
	Slide Number 28
	Meeting Details
	Meeting Details
	Protocol Review Agenda
	Full Board - Checklists
	Notable Changes in Initial Submission
	Project Selection
	Study Team
	Secondary Data
	Exempt Studies
	Slide Number 38
	IRB Procedure Updates Summary
	IRB Resources
	Get Help – IRB Staff Consultations

