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Submissions
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Add Study Title here
Approval Date: Expiration Date: Organization; Activa Pogualation Flags: Additional Flags:
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Admin Check-In Date:  Closed Date: Current Palicy Spansors:
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Click here to confirm creation of
new study
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Begin Initial Submission

Studies  Study Detalls

You've created a study! Click here to begin your + New Submission

initial submission to the IRE.
Initial

Unsubmitted
IRB-FY2021-
B POF 8 Delete
Approval Date: Expiration Date: Organization: Active Population Flags: Additional Flags:
MUA Ty Submissions:
A
Admin Check-In Date:  Closed Date: Current Policy e Click here and select "lnitialﬂ
M/A MR Post-2018 Rule A, s U
h to create the Initial submission
for your study
Key Contacts'i Attachments Flags
Team Member Role Muimber Email

Mo Key Study Contacts.
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Studies  StudyDetails Submission Details

1 In-Draft

Submission s with researchers

Initial

# Edit PDF = O Delate

Pl Current Analyst: Decision: Policy: Required Tasks:
LA j ost-2018 Rule
NiA M Post-2018 Rule Assign Pl
Review Type: eview Board: Meeting Date: ettt
/A, A N/ Complete Submisshon
Approvals Task History
Research Te
Click here to begin editing
Name 3l Result
your submission v
MNoentries,
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IRE NUMBER: IRB-FY2021-

L & oz iti (o z ¢
‘m,!,?;:f,f" Once all required questions in a

section are complete, a check will
appear next to the section

£ SUBMISSION DETAILS ‘

M COMPARE ’ < >

TrOM ANOTNEr STIRTY:

« Primary Data Collection

Check all types of data collection that apply.

Surveys, questionnaires, interviews, or focus groups StarrEd attEChments must
| have something uploaded.

Ll group
" Please submit a word document or P 7 If nlaJ Upload a Word dDC

stating such.
ATTACH

| Internet data collection, e.g.. online survey
| Observation of participants (including field notes)

Recordings of participants {video, image, audio)
_| Collection of biological specimens for research purposes, e.g., blood, saliva, hair, nail clippings
Devices, e.g., MR, eve-tracking, EEG, galvonic skin response sensors
| Virtual reality device(s)
| Taste-testing

| Other Questions marked with a
red star are required

at may be clinically relevant to participants be colled

Clindcally relevant data includes indhvidual results about which participants may wish to be Informed, e.g., diagnostic assessment resuits, DNA
sequencing, blood ghucose levels, incidental findlings from MR, IQ test scores,
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IRE NUMEBER: IRB-FY201% _ 1)
£ SUBMISSION DETAILS . I nitia[ I CREATE PDE M COMPARE % (< >

> Save Often!! Cayuse saves when you hit
next arrow, not if you manually navigate
SeCtlonS . Screening Questions

Funding or Other Support

= Is the proposed project being supported by any external (non-NYU) funding or has such funding been applied for?

) Yes

» The person that starts the application is sl el e i s e i e S A e A
automatically assigned as Primary Project Information o o
Contact (PC). This can be changed. You Project Informatio..
can have as many PC’s as you need. Participants & Recr... Location of Research

> You m u St des Ig nate % P rl ma ry Consent & Privacy - ;\;’il:::s;;z;zz:he research be conducted with the cooperation of a domestic site/Instibution other than the MYLU Washington

|nV€StIgatO|’ (PI). ThIS mUSt be manua”y Data Confidentialit... Select “Yes' if you will be o inating with an or fon/institution te recrult or enroll participants. Select ‘Mo’ if research activities may
. . . . . 5 occur outside of the NYU compus but you will not be coordinating with a non-NYU organization, e, interviews at a participant’s home.
indicated in the application. Review Type ) Yes

@ No

Attachments

IR IR IR IR IR SRR

= Will any research be conducted In an international setting outside the United States?

> Access Rights: e
> Pl Co.Pl PC: Edit Right b Select “COMPLETE SUBMISSION” to send

» LO-FI, FL: Edit Rights 2 : the submission to the Pl to certify. This

» Research Site Coordinators: Edit Rights s option will not appear until all sections

> All Others: View Only Rights of the application are complete. ol 2

Saving Your Changes

Sections that have unsaved changes have an asterisk next to the section name in the menu. To save your changes, click the Save button in
the upper right.
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Simultaneous Users

Maore than one member of the research team (Pl, Co-PI, Primary Contact, or another authorized Investigator) can be working on different
sections of a submission at the same time. When another user is currently working on a section, that section will have a red lock icon in
the section menu and you will not be able to make edits to that section. You can still work on other sections that are not locked. To see
who is currently editing a locked section, hover over the lock icon in the section menu.

B Studies

Section 1 Assignme... ‘b

8 Submissions ) )
- Currently being edited by: IRBUser

Pl and PC?

Section 2 Other Items "

v Tasks 3 Optional Form [te...

A submission cannot be completed while another user is still editing it.
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Types of Questions

Radio Buttons Text Box

Select one of the available options. A text box provides space for a short answer that does not require a lot of explanation. You can enter multiple lines of text here if needed;

the box will expand to fit the text.

#1.0  What type of submission is this? [2]

#®3 Creat SHORT tit ji Gl l t (Five w
Research Study Involving Human Subjects (Exempt, Expedited, Full Board Review) oversight by the o reate a SHORT fitle for your research protocol. (Five words maximum.)

Cayuse University IRB
Research Study involving an Qutside IRB of Record or NCI PCIRE

Emergency Use of Investigational Agent

Request for Determination of the Need for IRE Review

Text Area

Check Boxes The multi-line text editor allows you to apply simple text formatting such as bold, italics, underline, strikethrough, bulleted lists, numbered
- lists, and hyperlinks.

Select one or more of the available options.

#2.0 Whatisthe FULL title of the research protocol?
#30  Inwhich locations will the research take place? (Check all that apply.)

B I u E = = @
Inpatient Location

CQutpatient Location

Community ings
Subject's Home

N/A (limited to review of records, data and analysis)
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Types of Questions - Images

You can also add PNG or JPG images using the image browser. To add an image to the text area, dick the & icon in the toolbar.

Add Image

Depending on your browser, you have a choice of three possible image sources:

= Upload - Use the Choose File button to browse for animage on your computer or from a network location.
= Web URL - Paste the URL to an image that is hosted online.
= Clipboard - Paste an image that you have copied to your dipboard. Due to browser limitations, his option is only available to

Choose source:

®  Upload Choose File Chrome users.
Web URL Click Confirm to import the image.
Clipboard Once the image is inserted, you can resize it as needed by dicking and dragging on the corners. When you hover over the image, an Edit

button appears that opens a dialog where you can add a title for the image, turn the image into a hyperlink, or adjust the image position
. relative to the flow of text.

Canced

Edit
Title
Evisions logo
Link

WWW.evisions.com

¥ Open link in new tab

Position
Center v

Delete Cancel
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Person and sor Finders

Some fields require a single person, such as the Primary Contact for & study:

Types of Questions:
Person & Sponsor Finder

Click Find People to bring up the Primary Contact search dialog:

PRIMARY CONTACT

Mark X a Mark x Q
Name Organization Email Phone Name Organization Email Phone

Mark Williams Biomedica mwilliams @evisions.com 714 B24 5678 o Mark Williams Biomedical mwilliams@evisions.com 714 324 5678 @
Mark Klein Biomedica mklein@evisions.com 7148241234 v Mark Klein Biomedical mklaingevisions.com 714 824 1234 +

Selected Records S
Selected Records * Select a single record.
Mark Willisms

Ma records selected. Select a record and click Save to apply.
Mark Klein

@ CANCEL
@ CANCEL

When you have added all the people you wish to indlude, dick Save. Type the name or part of the name of the person you are locking for in the search box and dick the Search icon. Locate the desired person

in the list, then dick the + button next to their name to add them to the selection. Qlick Save to return to the form
Spansor finders work exactly the same way as Person finders, except that the search returns matching sponsors instead of people.

Other People fields allow you to select more than one person. For example, when you dick Find People, the Investigator search dialog

allows youto select any number of investigators using the + buttons. When you add a person to the selection, the + button changes to a
check mark.
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Types of Questions:
Attachments

Supported Fle Types

Cayuse IRB supports the following file types. Each file can be a maximum of 20 MB in size.

File Type Extension

Text xt

Adobe pdf

Raster image formats | png, bmp, gif, tif, 4ff, jpg. jped. jp2, jpx
Vector image formats | wmf, emf, svg

Microsoft Word doc, docx, docm

Microsoft Excel s, wlsx, xlsm

Microsoft PowerPoint | ppt, pps, ppt«, pptm, ppsx, ppsm, sidx, sidm

Delefing Attachments

To delete an attachment, click the X icon next to the attachment. You can also download file attachments by dicking on the filename.

= MyRole Aessarcher & & IR

R IR FY2016 3574

<nor | Social effects of early onset hair loss - Initial

[ COMPARE < ¥

Gereral Information

Lcation of Research

Subject Information

Adv

Atlachments

Attachment fields allow you to upload one or mere files to the study, or to indude hyperlinks as “attachments”.

40 Attach the Letters of Support from the recpective Depart vision

ATTACH

Click Attach to open the Documents window. To add a file or link, click the + button and choose to add a URL or file.

DOCUMENTS

Click the plus button to upload files or add links.

@ CANCEL

Add Link

Add File

Choosing Add File |zunches the default file browser on your system. Choosing Add Link opens a text area where you can enter the URL and a
title for the page:

Add Link
Title URL
Google hittpe/ g
@CANCEL  # ADD
&
Click the plus button to upload files or add links.
+ @ CANCEL

Enter the desired URL or select the desired file, then click Apply.



Help with questions

A guestion may provide additional information in case you need assistance with that particular question. If there is help text for a question,
you can cick on the (#) button to the right of the question to view the additional information for that question.

#1710 What type of submission ig this? This is some helo text. ' Q
Research Study Involving Human Subjects (Exempt, Expedited, Full Board Review) oversight by the
Cayuse Uniersity IRE
Research Study involving an Outside IRE of Record or NCI FCIRE

Emergendy Use of Investigational Agent
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Routing
If there are available actions that you can perform, the Routing menu appears prompting you to perform the action. For example, when you
fimish filling out all parts of the submission, a "Complete Submission” link appears inthe Rowting menu. Completing the submission will send

it to the Pl for certification, which is the next step in the submission workflow.
i & BB User

capLse IRE = ety Role: Researcher
|RE MUMEER: IRB-FY2015-3574
B CREATE POE M ComMPARE

* 7| Social effects of early onset hair loss - Initial

Ganeral Irdarmaticn

Lescartion of Reseanch

Sty Information

Sulbject bnformation

Rowutirg

B Rescarch suite
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Certification ol tman Etics T

More

Dashboard Studies Submissions Tasks Meatings Reporting

After study is submitted, the PI, PC, and
all Co-PI's must sign in to certify their Studies - Study Det
involvement in the project.

Awaiting Authorization
Submission is awaiting certification

v In-Draft
Submission is with researchers s
of approval

The PIl, Co-Pl, and PC will receive:

»  E-mail Message m
>  Notification Bubble i S
Routing:
> Task v View PDF = m
»  Added to Awaiting Authorization
Display Button ot Current Analyst: Decision:

Required Tasks:

Review Type: Review Board: Meeting Date:

After all study personnel have certified it

will be forwarded to the Organizational The PI must certify the submission
Approver ('-e-- department cha|r). Appeovals Task History Attachments in order for it to be submitted to the
IRB and if applicable, Organizational

Resesrci [nam Approvers must approve the

Principal Investigator

Name Role submission. Date 9

@
i Note: No signature delegation ability in Cayuse.
= Against IT policy to share passwords. Everyone must sign for themselves.
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Return to Investigator during Certification

Alternatively, if the Pl decides that changes need to be made, they can send the submission back to the research team by clicking Return to

Investigators. The research team members will receive an email notification of the change in status so they can make the necessary edits
before marking it complete again.

Once the Pl has certified the submission, it goes to the departmental approver for review, and from there goes down the chain to the IRB
analyst and members. At any point the submission may be returned to the investigation team to answer questions or to make changes.

Ma; neads full Basrd approval

L

Cayuse Home
screen to
communicate

requested
changes.
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Pre-Review

> IRB Quick Overview Occurs

» Correct Application Type
Completed
» Quick confirmation of review
path
» Required Documents Attached

» Investigator Credentialing
» CV's
» CITI Training
» Project-Specific SFI
» Annual COI
» ldentification of required ancillary
review & regulatory
determinations needed

WRIGHT STATE UNIVERSITY

the application is submitted to the IRB

. and placed in Pre-Review
esearch Team

MName Role

Principal Investigator

cayuse
[ Role: Ressarcher = &
'//ﬁ Human Ethics o
Dashboard Studies Submissions Tasks Mestings Reporting Maore
Studies  Study Details  Submission Details
In-Draft Awaiting Authorization Pre-Review
Initial
RB-FY2019
Routing:
Pl Current Analyst? Decision: Policy: Required Tashks:
ko i Post-2018Rule | o
Review Type: Review Board: Ing Deate:
/A A
Once certified by the Pl (and approved by
Organizational Approvers, if applicable),
Approvals Task History Attachments




- cayuse ) ) )
U nder Rev'ew J//' Humaﬂ EtthS Role: Admin ~ A Products ~ & Whitney McAllister =

Dashboard Studies Submissions Tasks Meetings Reporting More
The IRB has accepted the study and it is
Start|ng the reVieW proceSS. Studies -~ Study Details -~ Submission Details
. In-Draf_t o Awai.tir?gl_\uthc‘»r‘ization Pre-F‘le.vie!N ) Under-Review

Step 1. Ve # Ve % Ve #
» Risk Management Pre-Review (WSU) ; ar

» Conflicts of Interest H

» Export Control Initial

IRB-2022-21 - Sample_06.17.2022 - Expedited1 Routi

SteQ 2: o ) o outing:

. . ’ B Review PDF ~ i= Checklist Change ~
> Premier Health HIRC Committee | | ‘ S N
Pl Current Analyst: Decision: Policy: Required Tasks:

» VAMC Research Committee
Ste 3 Irene Investigator mmg{er s N/A Post-2018 Rule m
» Wright State IRB Review

Review Type: Review Board: Meeting Date: Manage Letters
Ste 4 Full Board Wright State IRB 07-18-2022 |
» Risk Management Post-Review (WSU)
> Biosafety

» Laser/Radiation Safety
» Institutional Research/Registrar

Note: Contact the IRB for an update if your study is in the same
» CoNNECT MRI Center

status for more than two weeks.
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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
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