Cayuse IRB - Initial Training

Completing your initial submission



Logging in to Cayuse IRB

Active Faculty and Staff Students, New Staff and Faculty

® You will use your netID and regular
Montclair password

® If you are a student or relatively new
faculty or staff member, you will not be in
I Montclair State Univ. % ') Welcome - Evisions | = Y. L) IRB - Submissions X [ Shibboleth Icentity - * \__ NN = our SYStem

<« C f 8 httpsy//msuidp.montclair.edu/idp/Authn/UserPassword
i Apps CITI - Collabora... 3 Result List: cera... [ Evisions, Inc: Si... [ Cayuse

® You will request an account at our website,

B gD MONTCLAIR STATE www.montclair.edu/irb/cayuse
UNIVERSITY

®* We will not ask you for your
password or CWID

Please Login What is Shibboleth?

MSU NetlD The Shibboleth System is a standards based, open source software package for

web single sign-on across or within organizational boundaries_ It allows sites to ® Your account Will be aCtiVated in 1_ 2

make informed authorization decisions for individual access of protected online
resources in a privacy-preserving manner.

Password For more information about Shibboleth and how to works, please visit Shibboleth buSIHeSS days, after Wh].Ch

website

S Note:
For security reason, please DO NOT BOOKMARK this page. This page is ONLY
for Shibboleth Single Sign-On. It will redirect you back to your application after
successful login

@ Information Technology, Montclair State University 2013

A\ N


http://www.montclair.edu/irb/cayuse

Before you begin...

*You may have best results
using Chrome (not
necessary)

*Must enable pop-ups




Evisions Research Suite
3.2

Research Administration Modules

Cayuse SP (Sponsored Projects)
Cavuse 424

Cayuse IRB (Human Studies Compliance)

System Administration Applications

Backbone
Research Contacts

Workflow

Application Help O

Research Suite Support Center

Browser Support & Configuration



Your Dashboard

When you sign in, every time you will come to this page!
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View Dashboard Tutorial . .
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(File Edit View History Bookmarks Tools Help | i
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Contents Index = “ =

( Enter search string

. Navigating Cayuse IRB
B Dashboard

You are here: Creating a New Study

. Studies and Submissions
B Tasks

Creating a New Study

. Motifications To create a new study, click the New Study button in the upper right of either the Studies page or your Dashboard.

[ ] ] IRBUSEIS—C{' Studies

B Completing Forms

My Role: Researcher Studies I & |RBUser

cayuse IRE®

#

Dashboard

B Submission Workflow

(&

Letters

Addressing Comments

IRE# Stuly Statis Pl Exp Dt Last Activity =

Submission Types
Viewing Submission History

Extracurricular activities and perceived stress Uncder Review IRE User 2 D6-16-2015

Working with Legacy Submissions

nternet use of adobescent Americans Unsubmitted IRB Usar 2 02-23-2015

Linking a Study to Cayuse SP

| Organizational Approvers - Approving Submis:

M RB Analysts - Managing Submissions Enter a title for vour study (up to 600 character=). Then. click the Save button.



What are notifications?

® Emails that will alert you that your submission requires attention

i.e. revise submission to answer IRB questions, certification
required

® Notifications will appear in-system AND be sent to your MSU email

®* When you are required by the IRB to make corrections or revisions,
it will also show up in your “Tasks” section of the dashboard




Study vs. Submission

® Study refers to your entire research project

® Submission refers to specific applications- e.g.
initial application, modification, renewal, closure,
etc.



Steps to creating an initial submission

1. Click on blue "+ New Study” button on top right hand side

2. Give your study a title. If it is a student led research project, preface your title
with "SS” ex: "SS Sample Study Title.” Click on blue checkmark on right-hand
side to confirm study title.

3. You will see an IRB number such as “IRB-FY15-16-45" and you will see a pink
banner on left side which states status "Unsubmitted”.

. Click on blue "+ New Submission” button on top right hand side.
A drop down will appear with the word “INITIAL” — click on it.

. You are now able to “Edit"” your new submission!
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Studies = Study Details

My Role: Researcher

Study Details

Study Details

Type the name of your study

A Sample Study

Approval Date:

Key Study Contacts

Team Member

No Key Study Contacts.

here

Expiration Date:

Organization:

I o

Role

A* & HarryPott

Submissions

...and then click the check x

Sponsors: Active Submissions:

Number Email



Studies  Study Details Click “new submission” and + New Submission

select “Initial”

Study Details DTSk Initial

IRB-FY15-16-41 A Sample Study

E PDF @ Delete
Approval Date: Expiration Date: Organization: Sponsors: Active Submissions:
Key Study Contacts
Team Member Role Number Email

No Key Study Contacts.




 Unsubmitted Cayuse IRB will assume you are

Initial
IRB-FY15-16-41 - A Sample Study

# Edit I PDF @ Delete

Harry Potter N/A
Review Type: Review Board:
Unassigned N/A
Approvals Task History
Research Team
Name Role

No entries.

X You can also select “Edit” to begin the
Pl: submission too Current Analyst:

Decision:
N/A

Meeting Date:
N/A

Result

the PI when you create the study

However, if you are a student

researcher you will need to assign

your faculty sponsor as the PI.

You can do this in the submission
Required Tasks: itself‘

v AssignPt For now, assign yourself

B i as the PC, or “primary

® Completesubmission ontact.” The PC will be
the IRB’s first point of
contact in all
communications about
the submission. When
you click this, you will
be brought to the actual
submission and can
begin



= My Role: Researcher A" & HarryPotte

IRB NUMBER: IRB-FY15-16-41
< STUDY AS | St d | . ti | I CREATEPDF (1] COMPARE
ample Study - Initia
bections
Personnel
Activity « Applicant Status
Attachments Please click one below.
® Faculty
Staff
Adjunct
Student

This brings us to the submission. The PI and
Applicant: Faculty or Staff or Adjunct Faculty PC distinction is alSO explained here!

Please provide the Principal Investigator and the Primary Contact of this study/activity.

Principal Investigator
¢ |[fyou are the PIl, your name should have already auto-filled.
¢ |f another faculty or staff will be Pl, delete your name and find the Pl's name below.

Primary Contact
e This can be the same individual as the listed PI.
o Select another individual as your primary contact if that individual will be managing the IRB submission process on your

behalf.




My Role: Researcher A" & HarryPot

IRB NUMBER: IRB-FY15-16-41

¢St A Sample Stud

PRIMARY CONTACT

B CREATEPDF (D COMPARE

Activity Organization Email Phone

Attachments Use the search box above to find records.

Selected Records * Select a single record.

No records selected. Select a record and click Save to apply.

@ CANCEL

Please describe the roles of each research team member.

For example; study lead, data collector, recruiter, consenting, data analysist



= My Role: Researcher ._U & Harry Potter

IRE NUMBER: IRB-FY15-16-41 X
£ STUDY ‘ I CREATEPDF M COMPARE L 4 >

A Sample Study - Initial

f
Click the save button at any

Personnel Activity time. You can leave Cayuse
IRB and complete your
+What type of activity is this submission for? submission at a later time.

Study Information @® Research Study
# |5 this a multi-institutional study?

Assurances O Yes
@ No
) Activities Without a Plan to Conduct Research (Case Study, Secondary Data Analysis of publicly available data-

Study Population
yrop sets, or Quality Improvement project) requiring Human Subjects Research determination.

Study Procedures
These AI'TOWS are used to

Study Desi
SOV EESER tab through the
Funding submission

Conflict of Interest (COI)

HAmEENE Sidebar lists all the
subsections of the
submission. The green bar
is a status bar. When the
section is complete, the
green check mark will
show.




— “y !ole: Researcher A~ = HarryPotter

IRB NUMBER: IRB-FY15-16-41
¢ STUDY ‘ B CREATEPDF (0 COMPARE L4 >

A Sample Study - Initial

ections <

Personnel « Adult Consent

Activity Check any and all that apply.

Study Information

@ Adult Consent Form
Assurances Link to the MSU IRB Adult Consent Form Templates

Study Population Readability for consent documents must follow:

¢ General public - 6th to 8th grade reading ability
e College Students - 10th to 12 grade reading ability

. ¢ Professionals -12+ reading ability
Study Design

+« Adult Consent Form (s)

Please attach your adult consentform(s) You will likely have to attach several
things to your submission. You’ll
click the “Attach” button and follow
| Online Consent the instructions of the pop-up. You

() Requesting waiver or alteration of standard informed consent procedures .
(] Consent form non-English speaking participants CdIl NOW attaCh a link OR a document
] Debriefing form (for use in deception studies only)

| Cognitively impaired or differently abled population consent

Funding

Conflict of Interest (COIl) ATTACH <

‘ Attachments

+ Will you offer compensation to your participants?




IEE MUMBEHR: IKB-FY15-16-41
.y I CREATEPDF M COMPARE SAVE L 4
¢ e ‘ A Sample Study - Initial =3

5]

Sections <
Attach any translated recruitment, consent or instrument(s).

Personnel
ATTACH

Activity

Study Information

Grant Proposal
Assurances

Please attach the sponsor notification that states the intention to award the study.
Study Population

ATTACH
Study Procedures
*If you are not the PI, you
Study Design will have to select the “Send
Outside IRB of Record to PI for certification” option

Funding

for the PI to sign off on the
Please make sure all of the documents below have been uploaded.

Conflict of Interest ... submission
Study Protocol

Attach the protocol for this study that was reviewed by the outside IRE.

ATTACH When you are finished with your

: submission, click “complete submission”
Routing Cutside IRB Approval

Send to Pl for certification?

Attach the IRB Approval from the outside IRB.
COMPLETE SUBMISSION



n-Draft

V In-Draft

Submission is with researchers

Awaiting Certification

Initial

IRB-FY15-16-41 - A Sample Study

@ View I PDF

Pl
Harry Potter

Review Type:

Unassigned

Approvals Task History

Research Team

Name

Harry Potter

Needs to be certified  With IRB Staff

Awaiting Approvals
Submission is awaiting
certification or approval

Even though we clicked “complete
submission” in the earlier page, we aren’t

done with our submission. As we can see, it

is still in the “awaiting approval” stage. It
needs to be “certified,” or signed, by the PI.

Current Analyst:

N/A

Review Board:

N/A

Role

Principal Investigator

Decision:

Meeting Date:

Required Tasks:

Result

Pending Certification

back to the general “Study page.” On the study page you can see the status of your submission

With IRB
Reviewer(s)

Routing:

If the research team
needs to make
changes, click
“return.” If it is
ready to be
submitted, click
“certify.”

Date



T el el Rt Under-Review
e S i e Submission is awaiting Submission is being prepared for ' 4 Bttt bo o

SSION IS With reviewers

v Drath Awaiting Approvals Pre-Review
certification or approval review

Under Pre-Review
The submission has been sent to the IRB Staff and is now in

Initial .
pre-review!

IRB-FY15-16-41 - A Sample Study

@ View I PDF
Pl: Current Analyst: Decision: Required Tasks:
Harry Potter N/A N/A N/A
Review Type: Review Board: Meeting Date:
Unassigned N/A N/A

Approvals Task History

Research Team




Making revisions and replying to IRB requests

® In most cases, you will be required to make some revisions to your submission before
receiving IRB approval

® In Cayuse IRB, this takes the form of both making changes to your submission and
replying directly to comments

® You will receive an email notification for revisions, and you will find your ‘tasks’ on
the dashboard.




My Role: Researcher

IRB NUMBER: IRB-FY15-16-41

A Sample Study - Initial

€ STUDY | B CREATEPDF (D COMPARE

Personnel
- ™~ There is a comment that needs our attention
Activity +« Applicant Status
Study Information Please click one below.
Assurances : ® Faculty
Staff
- Adjunct
Study Population o , . )
[ [ P ] You'll click “Expand
u rocedures ollapse Comments .
1 comments” here to view
Study Design Albus Dumbledore Todayat 10:21 AM

Are you sure about this?
Reph Type your response and

@ cl;ck reply

Funding

B I u 5

Conflict of Interest ...
yesl|

Attachments
(Z REPLY" % CANCEL

Change the status to “Addressed”




IRB NUMBER: IRB-FY15-16-41

§ STUPY ‘ A Sample Study - Initial

Personnel
Activity
Study Information

Assurances

Study Procedures

Study Design
Funding
Conflict of Interest ...

Attachments

Study Population

+ Study Population

Please describe the characteristics of your participant population(s).

This will be a great study!

+* Vulnerable Populations

I CREATEPDF (D COMPARE

T

You can click “compare” to
view a revised submission
against its original



¢ viewsusmission | Comparison: IRB-FY15-16-41 (Initial)

PREVIOUS SUBMISSION CURRENT SUBMISSION
Personnel Study Population Study Population
Activity . _
+ Study Population + Study Population

Study Information . . . . L ..

Please describe the characteristics of your participant Please describe the characteristics of your participant

population(s). population(s).
Assurances

test This will be a great study!

Study Procedures

Study Design

Funding

Conflict of Interest ...

Attachments

L WA PR NP s PR Y S P

” V Ir.A'AlAIA Dasmaslads e~ "
ulnerablePepulatiens Vulnerable Pepulatiens




How will | know my study has been approved?

® You will be notified via email!
® Study will appear on your dashboard under "Approved Studies”.

® All approved documents will appear under your approved study —
those are the documents you need to use for your active research.



So do | still need to...?

Complete CITI Training?

Yes, all research team members will still have to complete CITI training every 3 years

Pick up my approval documents?

No, you will also not be sent physical approval documents

Use the Montclair templates for consent forms/site approval letters?

Yes, these templates will continue to be available on our website

Apply for continuing review?

Yes, you will eventually have to fill out a renewal submission if your study is not exempt




February 1Ist, 2016

All new study applications require Cayuse IRB

Spring 2016

We will be rolling out the Continuing Review application and Amendment application on the system sometime
in late Spring 2016. Check back, more information will be posted as available.

Sign up to Request an 5 Upcgrping
be a pilot IRB account [ —
tester . sessions

" -’

Please give

Us your
Click here for more information about Cayuse IRB.
feedback

Hyou have any questions about Cayuse IRB, please contact cayuseIRB@mail.montclair.edu

Note: existing faculty will have access mid-November with their Netlds. New faculty & staff and all MSU students
must request an account to access Cayuse IRB.

Give us your feedback
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