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IRBManager
What is IRBManager?

The Long Island University Institutional Review Board uses an electronic submission system,
IRBManager™, for submitting all protocols to the IRB Office for review. IRBManager is a web-based
system accessible anywhere with an Internet connection that supports electronic submissions of new
IRB studies along with Amendment and Continuing Review for submissions originally completed in the
system. It is also a fully interactive client portal that includes and accepts documents submitted to the
IRB, approval memos, informed consents, expirations, electronic signatures, automated email
notifications, tracking and IRB distribution. IRBManager is a 21 CFR, Part 11 compliant system and
contains a verification process for new users. All study documents submitted to the IRB will be
maintained in the system and be accessible by Users given access to the study. It is highly recommended
that you maintain your own copies of these documents outside of the system.

Definitions and Components of a Study in IRBManager

The IRBManager system acts as a filing system containing study information, xForms (IRB applications),
communication documents, study status information, etc.

Study, Study Site, & Events
These are the components that make up an entire project within IRBManager:

xForm Generic term for IRB Application Form

Pages Sections within the xForm (application)
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Event Type of Submission (e.g., Initial Submission, Amendment, Continuing Review,
Adverse Event, etc.)

Study Site Detailed study information (e.g., approval dates, expirations, enroliment
status, etc.)

Study General study information (e.g., protocol title, ID number, review
determination, etc.)—Acts as a folder that contains all project information.

How do | access IRBManager?

IRBManager can be accessed at: https://liu.my.irbmanager.com/

The following login page will appear:

@ LONG ISLAND UNIVERSITY
Login
User Name |
Password

Client @

¥ Remember Client

{B_gﬂ! Forgot Password?

LIU-Affiliated Users

Username and password: Your username will be your LIU email address. Your password will be your
current LIU network password. So if your LIU network password has recently changed, you will need to
enter your new network password the next time you log into IRBManager. You will never need to

change your password in IRBManager. If you have forgotten your password, please click the “Forgot
Password?” link.

Make sure the “Client” says LIU and not “Long Island University.” Upon entering your credentials, you
will automatically be redirected to the IRBManager Dashboard screen (homepage).

Externally-Affiliated Users

Non-LIU users (e.g., a project co-investigator at another institution, etc.) must be issued an IRBManager
username and password to access the system. This can be done one of two ways: 1) any existing
IRBManager user can add a new user into the system by using the “External Contact Request Form”
xForm, or 2) users can be added manually by the IRB office (contact the IRB Administrator).

Upon being added to the system, the new user will receive an email with their username and temporary
password. Once non-LIU users receive their initial IRBManager credentials, they can login via the main
login page. During the first log-in, unaffiliated users will be prompted to change their password.

If on any future log-ins, the wrong username and/or password is entered three times, IRBManager locks
the account as a security precaution. If that happens, click the “Forgot Password” link from the login
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screen. After filling in the information requested, a new password will be emailed to you and your
account will be unlocked.

Once logged in with a username and password, a user will be able to provide an electronic signature on
any xForm by entering her/his password.

IRBManager Home page
The dashboard is the hub of the xForms (applications) and the landing page when logging into
IRBManager. Studies and Events that you are associated with can be located here.

— | Vo5

Actions Find Project

View Dashboard

" Find Project
Reviewer Open ‘Events Project
Agendas and Minutes
Committee v
Recent Items . = =
4 Site (v)
Test study 3-Bkin I -
2019-003-Post Bt | ~All v
2019-004-Post Sponsor/CRO %
My Docs & xForms Sponsor Id
0 Attachments Faculty Investigator y{,’,.
11 xForms Any Contact ®
Keyword(s)
|Find| | Clear|

Home Screen Headers

1. Actions
2. Recent Items
3. Messages (note: will not appear if there are no messages posted)
4. Useful Links (note: will not appear if there are no links posted)
5. My Docs & xForms
Actions

Under Actions, you can view the Dashboard (which is where you will find a list of your studies). Note
that Reviewer Open Events and Agendas and Minutes will only be visible for IRB members.

Recent [tems

The hyperlinks under this heading will show the most recent items you have e

viewed in IRBManager. You can click on any link under “Recent Items” to go
directly to that item.

Recent Items
Test study 3-Bkin

My Docs & xForms 2015-004-post
This heading shows how many attachments and xForms you have submitted. e
Note, if you click the “xForms” link, it will take you to a separate page showing e
your forms.

Find Project

You can use this feature to search an existing xForm or study using various search indicators.
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IRBManager Dashboard

The Dashboard is where you will see all of your existing projects, applications or xForms in progress,
events (i.e., amendments, continuing reviews, etc.), and reviews (if you are an IRB member). The tabs at
the top will take you to these pages.

=2 2B 2R - A
2019-003-Post - )
8 ..
ros [ revve 7 138 [REUEISSY 1 51
Reviews
This section is for IRB members only and will only appear on their pages.
@ DOm ::m @ @ =
Full Board 5 Full Board [ER  Expedited review m

1R spokca
Trotia $ud

Test e0d7 3-80 2035-009-Peat

Clicking the Reviews tab will list the different reviews the reviewer has been assigned. Each review also
contains the type of review (e.g., full board, expedited), the type of xForm (e.g., initial application,
amendment), the study number, and the date the review is due.

Projects

Clicking the Projects tab will show you the projects you are associated with (as faculty investigator,
student investigator, dissertation committee member, etc.) and shows studies you are the faculty
investigator on.

e
= 7 B =
Q Rare: (R
=)
2019-003-Post Test study 3-Bkin
New Feomn 1 Opwr Exp 10/03/2020
O 0 0
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Each project also contains the study number, application status (e.g., new from PI, open), the Faculty
Investigator, the title, and expiration date (if applicable).

xForms
The xForms section shows your currently active forms. An xForm is also referred to as a submission.

External contact request form External contact request form IRB application

IRB application New application reviewer New application reviewer
B checklist checklist

os [l Actve prosects FEEY  torat prosects [FERA

This tab will also show you the status of your incomplete xForms, including those that are awaiting your
attention (which means that you missed a question or need to address a problem within the xForm) and
unsubmitted forms (which means you have not pushed the final “Submit” button to move the form to
the next stage of the review process).

For IRB members, the checklists you need to complete as part of your review will also be listed here.

Finally, a link to completed xForms can also be found under this tab.

Events

The events section of the Dashboard shows the submissions open by submission type. It shows all open
events and the submission name (e.g., continuing review, initial submission). Certain events stay open
until the board is notified of the approval. It is possible for an xForm to be complete and approved, but
the event will stay open until the next board meeting occurs.
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4 ¢ BEEELUE 135 IREREDR 151 |

Top Headings
The upper right of the Home page contains additional headings, including:

*  Find Project: Search bar to find existing studies. Studies can be | ek e
elp Test's Settings Sign o
searched by protocol number, site, investigator name, title,
expiration date, or status.

* Help: Hovering over the “Help” link brings up several options, including “Contact
Administrator.” Clicking on “Contact Administrator” allows you to email the IRB Administrator
directly via IRBManager. Note: if you click on “help” rather than hovering over it, you will
currently get a message saying there is no help available for this page.

* Sign off: click to log off IRBManager

* [Your Name’s] Settings: Allows you to edit your profile settings. Your name will appear here.

Under My Settings you can:

My Settings
1. Change your password (applicable for non-LIU users only) Edit Settings
: Change My Password
2. Change your profile | Change My Profile
3. Change your phone number and address v Ehore Bynbacia)
My Address(es)
4. View your expirations My Expirations
. | 2 | . Last 25 Logins
5. View your last 25 logins — ——
6. Create an email signature Linked Clients

Note: once you click on these links, click on the “hand holding a

piece of paper” = icon to make changes.
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User Attachments
Also on the Home page, this function allows you to attach documents 4

(certificates, forms, etc.) to your IRBManager Contact. These documents will be =
available on any “Add Attachment” question on xForms. They can be accessed =~ #econt it

201%5-003-Post

by clicking on blue Attachments link on the Dashboard (see picture on the g
right). To add an attachment, click on “Add Attachment” link on the upper

lefthand side of the page that opens and follow the instructions:

Done

Recent Items

2019-003-Post

My Docs & xForme
0 Attachments
4 xForms

Navigating the Projects Page

While in the Projects tab on the Dashboard, if you click on the study number, you will go to that study’s
project page, which looks like this:

Progect Test atudy 3Bkl (IR0}

wBraject

Pragect-Site

t Type ¢ Reviewar & Review ltem & Outcome s Dus = Complate &
c P Test Rasaareres, 0D Conbinaing Raviey ey
¥ Events (13)

Event t Al FC Instance/UOF ¢

Projects

T

" Project Test study 3-Bkin (IRB)

Project: Test study 3 Sponsor(s):
Committee: 2rooklyn IRS Sponsor Id:
Category: 2rooklyn Campus Grants:
Department:
Last Review: Next Review:
Agent Types: CRO:
Title: Title 2 Year: 2018
Applicable regulation:
Comments:
The top section lists all of the basic information about the protocol such as:
*  Protocol number . Category (study location) . Year of first review
* Sponsor . Agent Type (study methodology)
*  Committee Study Title

10
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Project-Site

:Projed-site >
Site(s): Bkin - Brooklyn Campus Faculty Investigator: Lacey Sischo, PhD (Replacement)

Status: Open A N
: October 3, 2020
inistrative check-in - 03/14/2020

Approval: October 4, 2019 for 12 months Expirz

Initial Approval: October 3, 2018 Other Expirati : Ad

Approved number of subjects: Risk level:
Waiver of documentation of informed consent:
Comments:

This section notes includes information about the study and study site such as:

* Status (open, closed) -« Initial approval date . Faculty Investigator name
* Expiration date . Comments from IRB
Contacts

This section lists the contacts associated with the study.

‘ ¥ Project-Site Contacts (2) ’

Name ~ Role
Lacey Sischo, PhD o-Investigator
Test Researcher, PhD Dissertation committee member

Reviews on Open Events
If you are an IRB member and have a review on an open event, this will show up here:
<lw~n-on0;unlw-h(l >

Cyent  Type = Raviewer ® Review Item = Outcome * Dee - Complate =

This section will not appear on an investigator’s Project page.

Events
This section lists all the “events” or submissions that have been or are being conducted for this project.

¢ Start = Comslate & Lastiitg &

The event line contains the following sections:

* Type of event: initial application, continuing review, etc.

* Att: number of attachments associated with the event

* Instance/UDF: material being reviewed for the submission

* Start: the date the event was started or loaded in IRBManager

* Complete: the date the event was completed or reported to the board

* Last Mtg: shows the last meeting this event or review was submitted to. Even if a submission is
expedited, it will show up in the meeting minutes for that month.

You can click on any blue event link in this section to view information specific to the event. After
clicking on the blue link, it will take you to the event details (see below).

11
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Event Details
While in the Events tab on the Dashboard, if you click on the xForm type, you will go to that study’s
event page, which will look like this:

Type * Reviawar * Review ltem * Outesma S Dus  t Complete ¢

Steps (12)  Mida Shipped
stap. Planned

Event details are specific to the event or submission. This screen will show you where your application is
in the review process, the date each step occurred, and if the step is complete. It will also show any
emails that were sent as part of the review process.

Notes

The Notes section lists the summary of communication on the study, including any notes from the IRB
Administrator to the research team and emails between the A
Administrator and the research team that were sent within Action | Note

the IRBManager system. Note: this section may be empty and ~ =#'%  hisis what 2 note would ook ike.

therefore not displayed for many studies.

Steps

This section shows the steps of the submission with the dates. Each event will have the steps listed with
a planned date, actual date, and when it will go to the full board (if applicable) for either review or
notification.

Step Planned Actual
Receive continuing review 12/04/2018
Staff review

Request modifications
I Send for full board review

" Notify researcher of continuing review outcome

Actions in the Event Details
Actions in the upper left-hand corner of the Event Details screen are as follows:

LONG ISLAND UNSVERSITY

Actions

e Attachments: shows the attachments related to the event detail o Clicking

on Attachments and then Generated Docs shows the documents generated

Recent Items

by the IRB for the 2019-003-Post
My Docs & xForms
d ( nts on Event d / Change Started 11/27/2018 on 18/10-005-K-12 I 0 Attachments
study (e.g. e e approvals & xForms
4 L_______._._._.JGW“”D“’(” 169 I 1% X | Peczenne! shange sopec! memadacy !
etc.)

12
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Send email: allows you to email the IRB Administrator directly from IRBManager ¢
xForms: shows the form used to submit the event XFOrms (Application and
Other Forms)

Submitting an xForm for a New Study
On the Dashboard, click “Start Other xForm” under the tabs on the top of the page:

This will open a new screen with a list of all the ~ H&2e=
available forms and a description of each form. =
Click on the name of the form you wish to
complete. Note that only certain forms are
available from the Dashboard (the initial
submission form, the conflict of interest form,
and external contact request form). Forms that

can only be completed once a study is already approved (e.g., an amendment or continuing review

form) are not available from the Dashboard; these must be opened within a study.

Select xForm to start

Action  Form (Click to start) ~ Description
=) Annual COI Disclosure Annual COI Disclosure
CITI training update CITI training update

o @

External contact request form External contact request form

@

IRB application Please complete this IRB application for all new studies (exempt, expedited, and full board).

xForms are conditioned to show and hide questions based on information entered. If you want to see
the entire form (i.e., all questions, regardless of the user’s responses), this can be done by clicking the
Print icon to the left of the form name. This will generate a PDF of all questions contained in the form.

CITI Training

IRBManager automatically verifies human subjects and responsible conduct of research training for all
study personnel. Training through the CITI modules must be complete for all study personnel before the
xForm may be submitted. See the IRB website for information on required CITI training.

Attaching Documents to an xForm

Documents, such as informed consent forms, data collection materials, recruitment materials, grant
proposals, etc., are uploaded in relevant sections of the xForm. Attachments can be added to xForms
wherever an “Add Attachment” button is found: |Add Attachment]

To attach a document:

1. Click “Add Attachment.”

13
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2. Enter the name of your attachment. (Optional: if left Ep— P
blank, the system will use the filename.) "

3. Select the type of attachment in the drop-down list.
(On some questions only a certain type of document is
intended to be attached, so the type is pre-set.)

4. Click the “Browse” button to locate the file on your
computer or drag-and-drop file(s) into the box.

5. Click “Attach” to finish the process.

Form Navigation and Saving

A drop-down menu at the top of the form allows users to quickly move between sections. However, it is
recommended you complete the form in order as additional questions appear throughout the form
based on responses to prior pages.

&° Collaborators Basic Information v Page 1 of 10

At the bottom of the page, several options are also available. Clicking “Next” saves content and
navigates to the next page in the xForm. You may also “Save for Later” which saves content and closes

[Next| [Save for Later]| [More » |

the xForm.

Hovering over “More” will give you additional options:

ment Questions
jons with Notes
ed Responses

Note that one option is to “View Questions with Notes.” This is helpful as initial feedback from the IRB
Administrator on new xForms will usually be in the form of a note. The Administrator will put a note on

a section of the application that needs to be revised or is confusing in some way. If you click on View
Questions with Notes, you will only see those questions that need your attention and need to be revised
in some way. Using this function means you won’t miss or overlook Administrator feedback and save
you time going through the application manually to find the notes (see below for more information).

Submitting the Form
When the form is complete, be sure to click “Submit.” If you close the browser or save without
submitting, the form will not route to the next stage.

Form Completed
Vs her save the form for later revision, or submit

oeM. You can now either 4
it
Go Back  [Save for Later| |Pant @@

If you choose any other action than “Submit,” the form will remain in your list of unsubmitted xForms
and will not reach the IRB. The form will automatically route to the next person in the chain—your
faculty advisor if you are a student or your department chair if you are a faculty investigator.

Note: Clicking “Submit” is equivalent to mailing a paper version of the form to the next person/office in
the chain. Once Submit is pressed, you will not have the opportunity to make any changes to the form
unless it gets returned to you by someone further down the approval chain (e.g., IRB Administrator).

14
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If an application form is submitted by someone other than the Faculty Investigator (e.g., a student
investigator), the form will be routed to the Faculty Investigator (Fl). Only the Fl can submit the form
forward to their department chair.

The next individual/office in the routing chain will receive an email indicating a new form has been
received and requires attention. Once the form has been submitted (after Fl submission and
department chair approval if necessary), IRBManager will automatically assign a study event on the
protocol page. You can then click on the event name (blue link) to track the event progress.

Opening a New xForm for an Existing Study (Amendment, Continuing Review, etc.)

In order to complete an event (submission) for an active study such as an amendment or continuing
review, you must first go to the study. Active studies can be found in the “Projects” tab on the
Dashboard. Click on the study ID link to go to that study.

Once you are in the study, click on the “Start xForm” button under the “Project-Site” menu on the left.
This will open a new screen with a list of all of the application forms available and a description of each
form:

Select xForm to start
Action  Form (Click to start)

=) Amendment

External contact request form

IRB application (Draft;

all new studies (exempt, expedited, and full board)

personnel Change Form

PDRPDBDO®E

Opening an Existing Unsubmitted Form

To return to a form you previously began but did not yet submit, you can access the form by clicking on
the xForms tab in the Dashboard. Click on the application type link to open the form and continue
working on it.

General Instructions for Completing an xForm

XForms use smart logic to guide you through a series of questions. Depending upon the responses
provided, additional questions may appear. For example, if you answer that your study is funded,
subsequent questions will prompt you to describe the funding source. If you indicate that you do not
have funding related to the study, those subsequent questions asking about funding details will not
appear.

The majority of questions in the xForms require a response; however, some may be optional.
IRBManager will not allow you to submit the form until all required responses have been completed.

Note that some information in the form may be automatically generated. For example, when completing
a continuing review form, the system will automatically populate the study details (such as project title,
faculty investigator name, etc.) on the top of the form.

Please carefully read all instructions provided on the form and answer all required questions.

15
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Adding a Collaborator
The person originally opening an xForm is initially the only individual who will have access to the form in

IRBManager. In order to allow others access to the form in order to modify it, these other users must be

added via the “Collaborators” function located in the upper left of the application header.

| @ Lo IsLano UniversTy

1RB application

Page 1 of 11 Next

Basic Information

Note that collaborators on a study (e.g., co-investigators, research assistants, etc.) are added by
responding to the study personnel questions in the application xForm; adding a collaborator to your
study in the application does not automatically give them access to the form itself.

Once you click on the “Collaborators” link, a pop-up window will appear:

xForm

Enter the email address of the individual you would like to grant access to the form. Note the
individual must already have a Contact established within IRBManager to be added as a
Collaborator. If you need to add a contact, you can do this ===

Add

L*
.
‘o
x

by completing the “External Contact Request Form” —
xForm or contacting the IRB Administrator —
Select the access rights you wish to grant o “View only” ()

Current Collaborators

Action  Collaborator ~ Permission

will give the user view only access o “Edit” will allow the

user to make edits only

o “Edit and manage” will allow the user to make edits and add other collaborators o
“Edit, manage, and submit” will allow the user to make edits, add other collaborators,

and submit

Add a note for the collaborator (optional): Text entered in this box will be included in the email
sent to the collaborator.

Click “Add.” This will automatically send an email to the collaborator with instructions on how to
access the form.

Processing Stages

Most xForms will go through the following stages:

1.
2.

N o v s~ W

Data entry

Submission by Faculty Investigator (Fl) (note: a student investigator can start and prepare a
submission, but only the FI can submit it within IRBManager)

Department chair review and signature
Administrative pre-review

Exempt, expedited, or full board review
Review processing

Notify Fl of determination

16
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Note that an xForm can be returned to the investigator for edits during stages 3-6. To determine which
stage your xForm is in, go the Events tab in the Dashboard and click on the event type for a particular
project. The processing timeline is under “Steps” at the bottom of the screen.

Review and Approval

Department Chairs

Initial submissions and continuing review forms require the department chair’s signature before being
routed to the IRB. Routing to the department chair occurs automatically in IRBManager when the
Faculty Investigator (Fl) clicks “Submit” on a form. Department chairs are automatically notified by the
system via email when an Fl has submitted a protocol for approval. The email will contain a link that will
take the department chair directly to the form.

Upon clicking and going to the form, the department chair will see the entire application form as
submitted by the FI:

& collaborators gasic information - Next

Highlight changes since < 14 aPM_ ~
us stage resu (e) Submitted
Please complete this IRB application for all new sxug&‘excmm, expedited, and full board). Hide Help Text
Data entry
- submitted 3/15/2019 2:25:55 PM ET by Lacky’Sischo, PhD
Basic Information
Add Note
Long Island University
Institutional Review Board

APPLICATION FOR EXEMPT CATEGORY REVIEW

ns to: Dr. Lacey Si tor, 516-299-3501

Creating user Add Note  View Audit
Lacey Sischo, PhD

Title of project Add Note  View Audit
Title

Faculty Investigator Add Note  View Audit

Lacey Sischo, PhD
Expirations:

Department

Select the Faculty Investigator's campus:

Student Investigator (if applicable) Add fote  View Audit

rovided.

To review the protocol, simply scroll through the pages. The name drop-down list at the top of the
screen can be used to jump to a particular section of the form. The department chair then has the
choice of returning the application to the investigator to make changes or signing/endorsing the
application. The department chair will need to enter her/his password to sign or endorse the application
and click “Submit.” The department chair will receive an email after seven days reminding her/him to
review and sign the application. Once signed by the department chair, the form will automatically
proceed to the next stage, which is administrative pre-review.

Completing a Review (for IRB Reviewers)
When a reviewer is assigned an expedited or full board review by the IRB Administrator, s/he will
receive an email like this:
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Q‘_Repry @_ReplyAll Q_,Fomard
Fri 3/15/2019 3:19 PM
no-reply@liu.my.irbmanager.com

Expedited review assignment
To Lacey Sischo

WARNING: This email originated from outside of Long Island University. Do not click links or open attachments unless you recognize the sender and know the content is safe

LT Information Techrology
Dear Lacey Sischo, PhD.

You've been assigned an expedited review for an initial submission entitled End of Winter.

PI: Test Researcher, PhD

Click the link to access your review: https://liu.my.irbmanager.com/Admin/ReviewAssignment aspx?TargetGuid=83f559d6-eebb-4cc7-b6a8-
Oedc10a4de42&ReasonGuid=d8bb22ce-1614-4c1b-bb88-899b25c¢099a0

The bottom of the email will contain a link to the xForm that requires review. Clicking on the link will
open the reviewer checklist. This checklist is the reviewer form that the reviewer completes.

Review Assignment
Review Type: Expedited review Assigned: 03/15/2019 by Post IRE Administrator
Reviewer: Lacey Sischo, PhD Due: 03/22/2019
Study Title:
Review Item: IRB application
Review xForm
& coliaborators Project and reviewer identification v Page 1 0f 13 Next
New application reviewer checklist — Project and reviewer identification
Study Number Add Note  View Audit |
2019-004
Title of project Add Note  View Audit |
End of Winter
Type of review Add Note  View Audit
Expedited
Reviewer Add Note  View Audit
Lacey Sischo, PhD
Email: Lacey.Sischo@liu.edu Phone:
. . . . " . . ”e .
To view the xForm as submitted by the Faculty Investigator, click on the blue “IRB Application” link:
Review Assignment
Review Type: Expedited review Assigned: 03/15/2019 by Post IRB Administrator
Reviewer: Lacey Sischo, PhD Due: 03/22/2019
Study Title:
Review
Review xForm
& collaborators Project and reviewer identification v Page 1 of 13 Next
New application reviewer checklist - Project and reviewer identification
Study Number Add Note  View Audit |
2019-004
[ Title of project Add Note  View Audit |
End of Winter
Type of review Add Note  View Audit
Expedited
Reviewer

Add Note  View Audit
Lacey Sischo, PhD

Email: Lacey.Sischo@liu.edu

[Save for Later|
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This will open up the completed xForm in a new tab. You can then read through the application and
toggle back and forth between the reviewer checklist and the completed xForm as you complete your
review. Click on the “Next” button on the reviewer checklist to go to the next page.

Each page of the checklist contains questions for you to answer. Note that, like the application forms,

the reviewer checklist uses smart logic and may show additional questions depending on the answers
you provide.

At the bottom of each page of the reviewer checklist is a textbox for you to provide feedback to the
investigator about that particular page. For example, if you choose “No” to a particular question, you
can explain what the investigator needs to do to address the problem or issue.

Review Assignment
Review Type: Expo
Reviewer:

Assigned: 03/15/2019 by Post IRB Administrator

Due: 03/22/2019
Study Title:

Review Ttem: IRB application

Review xForm

& collaborators Potential Risk/Benefit Analysi Page 4 of 13 [Next]
New application reviewer checklist — Potential Risk/Benefit Analysis
Potential Risk/Benefit Analysis Add Note  View Audit

Are all the potential risks stated clearly (e.g., physical, psychological, financial /economic, social, and/or legal)? (R=a.

Are risks reasonable in relation to anticipated benefits, if any, and the importance of the knowledge that might reasonably be expected
to be gained from completion of the project? (Raguired

Does the level of risk require continuing reviews that are more frequent than annually? (Required;
* o

What are the potential benefits to the participants? (Rsquirsd)

Add any comments to PI regarding the risk/benefit analysis:
Please explain the risks In more detal

Previous| Next| [Save for Later] |More »

All comments are then automatically combined at the end of the form to provide feedback to the
investigator:

& Collaborators Reviewer Recommendation v Page 13 of 13
New application reviewer checklist -- Reviewer Recommendation

Review outcome (Required) Add Note  View Audit

Modifications Required to Secure Approval ¥

Note: Add Note  View Audit

The questions below this line are for IRB office use only.

C i revi C

comment on study team information.Comments on project overview.Comments on risk/benefit analysis.Comments about human
participants.Comments on informed consentComments on compensation.Comments on use of biological specimens.Comment on confidentiality and
privacy.Comments on drugs and devices.Comments about regulatory review criteria.

Combined revi

comment on study team information.Comments on project overview.Comments on risk/benefit analysis.Comments about human
participants.Comments on informed consentComments on compensation.Comments on use of biological specimens.Comment on confidentiality and
privacy.Comments on drugs and devices.Comments about regulatory review criteria.Comment on recruitment.

Modifications requested (Reguired)

comment on study team information.Comments on project overview.Comments on risk/benefit analysis.Comments about ve

human participants.Comments on informed consentComments on compensation.Comments on use of biological

specimens.Comment on confidentiality and privacy.Comments on drugs and devices.Comments about regulatory review
criteria.Comment on recruitment.

[Previouf((vext] Yave for Later] More -

You will only see the comments if you choose “Modifications to Secure Approval” as your review
outcome. If you choose “Approve” or “Send to Full Board,” you will not see the comments here. Do not
do anything on this page other than select your review outcome and click “Next.”

Form Completed

You've completed the form. You can now either save the form for later revision, or submit it

Go Back| [Save for Later] [Print] @
When you are finished, make sure you click submit! -
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Adding a Note

You can provide feedback to the investigator or leave a message for the IRB Administrator directly in the
xForm (not the reviewer checklist) by using the Note function. Each page or section of the submitted
xForm has an “Add Note” link. If you click the link, a note message will appear:

Participants, recruitment, and informed consent

Participants Add Note Yiew Audit |

Enter Note:

Internal Note Only ¥
Require Changes

[ok] [cancel|

Number of subjects
150

Subject population (check all that apply):
Adults

What are the criteria for inclusion and/or exclusion of subjects? The basis of exclusion from the study should be stated when subjects
are asked to complete screening questionnaires.
LIU students >18

Type feedback to the investigator or your note to the Administrator in the yellow textbox. If the note is
private and intended for the Administrator only, then the “Internal Note Only” box should be checked. If
the “Internal Note Only” box is checked (which is the default setting), the investigator will not see the
note. If you want the investigator to see the note, uncheck the “Internal Note Only” box to make the
note external. External notes to investigators will not include your name. Be aware that using the
external note function means applicants will see exactly what you write.

Do not check the “Require Changes” on the note function —that is apparently an old feature that can
cause problems in certain situations. Any required changes should be listed in the “Modifications
Required” text box referred to above.

All expedited reviews (including limited reviews) should be completed within 10 business days. You will
receive a reminder email the day before and another one week after the review is due.

IRB Meetings
There are two ways IRB members can access upcoming meeting agendas and minutes. On the
Home page you can either click the o ecins

“Meetings” tab at the top of the page or the
“Agendas and Minutes” link under the
reviewer box on the left (the Meetings link

will also appear on the Dashboard):

[Find] [Clear]

Clicking either will bring you to a list of past and future meetings.

Clicking on the hand holding the paper icon " to the left of a meeting will open a screen
from which you can email or download the meeting agenda and minutes. The most recent
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version of the documents are at o Bl b B the top. If

Actions peesting
you click the 3 sheets  of paper i T i icon,  you
. . 2016-004-Post 7 05/02/2019 Brooklyn IRB Pharmacy Building L206
WI” be taken to the meetlng "My Docs & xForms LT 04/18/2019 Brooklyn IRE Pharmacy Building L206 agenda
W|th |InkS tO the appllcatlons that ?;;‘::::‘“:"ts , :,:Z:Z:: :osl:a valmerS(mm‘I 3‘m F\ooicanlereﬂte Room are belng
7 /21/2 rooklyn IR8 Pharmacy Building L206
rev'ewed at that meetlng Here |S 7 03/20/2019 Post IRB Palmer School 3rd Floor Conference Room an
= 10/04/2018 Brooklyn IRB Brooklyn
example: 4 09/27/2018 Brooklyn IRB Brooklyn
Meeting

Committee Brooklyn IRB Meeting Date Sep-27-2018

- Meeting information
.

I Review of Expedited Applications (2)

New study approved by expedited or limited review
Nothing to report

Amendments approved via expedited review

Project Title Faculty Investigator Instance
Test-Post (Event) Test Study Test Researcher

Continuing reviews approved via expedited review
Project Title Faculty Investigator Instance
18/08-125-Post (Event) learning about liu students Lacey Sischo, PhD

Review of New Proposals (1)

Initial submissions for full board review
Project Title Faculty Investigator Instance

Test study 3-Bk| Title 3 Lacey Sischo, PhD

Initial submissions previously deferred
Nothing to report

.
" Review of modifications for full board studies (1)
Amendments for full board review
Project Title Faculty Investigator Instance

18/08-125-Post (Event) learning about liu students Lacey Sischo, PhD Change consent form Recruitment materials

Amendments previously deferred
Nothing to report

To read through a full board application that is being reviewed at the meeting, click on the event link
associated with that project. In this case, it is the event link for the initial submission. You will then be
taken to the Event Details page:

e Event Details: Initial Submission on Test study 3-Bkin Click on the ”XForms” ”nk under ”Actions" to
Attachments (3) Project-Site . . . .
Send s Project: Teststudy 3-8kin access the application and reviewer checklist (the
a2 L Title: Title 3
; Faculty Investigato: Lacey Sscho, 1o primary and/or secondary reviewer will have
one " Event H H H H
T T — VB el Submission access through an email assigning her/him the
Test study 3-BKIn Instance: . . . .
2016-003-post G [T — review). Note that if you are the primary reviewer,
2015°004:Post Review Type: Full Board .
TR e — e other IRB members will be able to see your
0 Attachments ¥Notes (1) . .
10 xforms N ote completed reviewer checklist.

Click on “IRB application” to view the submitted application.

—  Forms
Actions

Done Action Form 4 Identifier 4 Stage/Status
Recent Items X New application reviewer checklist
Test study 3-8kin = 5

! IR application Under full board review
2019-004-Post

New application reviewer checklist

My Docs & xForms
0 Attachments
10 xForms

Conflict of Interest (COIl) Reporting

LIU is also using IRBManager for conflict of interest (COI) reporting for both IRB applications (only for
those individuals who indicate in the IRB initial submission application that they have a potential conflict
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of interest) and grant funding requirements. To complete the COIl form, click “Start a COI form here” on
Projects tab in the Dashboard:

iy Projects.

EA - A - R

Exce

Primary ] =a:4:-.‘ lﬂ-c:m:a:o']

2019-003-Post 2019-004-Post Test study 3-Bkin
New From Pt New from Pl Open Exp 10/03/2020
Test Researcher, PhD Test Researcher, PhD Lacey Sischo, PhD

Title End of winter Yive 3

OR it can be accessed through the link in the “Notices” box:

Q Notices

Welcome to IRBManager!

To start an initial application, click on the "Start Other xForm” link to
see a full list of available forms (including the initial application) with
a description of the form.

Piease note that certain forms (e.g., the continuing review,
amendment, etc.) can only be completed for an active protocol. These
forms are only available once you have an active project in the
system. To access these forms, click on the "Projects” tab at the top,
click on the correct project number, than on "Start xForm” on the top
left of the screen.

If you have any questions, please contact the IRB Administrator,
Lacey Sischo, at lacey.sischo@liu.edu or 516-2 1.

Click here to start a Conflict of Interest for or those

with external funding)

Click here for the IRB meeting schedule: 2019-2020 AY Schedule

This will take you directly to the form. Again, the xForm uses smart logic, so indicating a COI disclosure
will open additional questions for you to answer:

Select all the Conflict of Interest Categories that apply: (Required) View Audit

[#/Publicly traded entities

[_INon publicly traded entities
["INon publicly traded companies
["JIntellectual property rights

|1 Sponsored Travel

[INone

List the names of all publicly traded entities from which you or a Related Party! receive remuneration? or in which you or a View Audit |
Related Party hold an equity interest®. Report only those entities from which the aggregate of remuneration received in the preceding
12 months and/or the current value of equity interests exceeds $5,000.

1 A Related Party is your spouse or dependent child.

2 Remunerations include, salaries, consulting fees, honoraria, or paid authorship.

3 Equity interests include, stock, stock options, or other ownership interests.

Publicly traded entities table (Required)

Name™ Relationship™ Entity™ Nature™ Amount™ Action

v [ Save

If you have no COl to disclose, simply mark “None” for this question:

Select all the Conflict of Interest Categories that apply: (Reguired) View Audit |

[_IPublicly traded entities

“INon publicly traded entities
["INon publicly traded companies
_Intellectual property rights
sored Travel

Remember to type your password to “sign” the document, and then click “Next”:
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By §igning belﬁw, Investigator (l)rcertifies that this form provi}:jes an accurate report of the Investigator's §ignificant View Audit |
financial interests, and (2) acknowledges responsibility to provide a complete disclosure of all significant financial interests prior to
award receipt, as those interests, change, and on an annual basis during the project award period. (Reguired)

To sign, enter password for Isischo@gmail.com
sesee

Save for Later| [More » |

And click “Submit”:

Form Completed

You've completed the form. You can now either save the form for later revision, or submit it.

Go Back \Save for Later\ Print

If you don’t click “Submit,” the form will not be processed! Once submitted, the form will automatically
be routed to the Executive Director for Sponsored Projects for review. You will receive an email if the
Executive Director requires any changes or clarifications to the form.

Submission and Use Tips
Document Naming Conventions
* Use consistent naming conventions for documents

*  Using the filename for a document when replacing the previous version is helpful to the
reviewer so that it is clear what was replaced. The document name may include a version
number or dates, but maintaining the descriptive part of the name (e.g.,
child_assent_letter.doc; informed_consent_form.doc) is requested.

Files for Upload
*  Files for upload should only contain one document type. The file that will be uploaded should
only contain what is requested in the particular question. For example, when uploading data
collection materials, do not include or attach consent or recruitment materials within the file.

* If more than one type of data collection material will be used (e.g., survey questions, interview
guestions, etc.), upload them separately.

* Approval stamps are applied to materials based on the file type. If consent materials are
included within data collection materials files, they will not be stamped. The IRB expects that
stamped versions of the documents will be used in the recruitment and consent process.

Notifications

IRBManager sends automated notifications to those that should take the next action on an IRB
application. A link to the application or xForm is provided within the email for ease of accessing the
form. Some examples include:

* Notifying the Faculty Investigator that a student investigator has prepared xForm that needs to
be reviewed and submitted.

* Notifying department chairs when an application needs their review and signature.

* Notifying investigators when the IRB is requesting additional information or action on their
xForm.

23



Version 9/2022

* Notifying investigators of upcoming study expirations that require continuing review or an
annual check-in.

* Notifying investigators when approval has lapsed and the study is closed.

Summary of Notes
Notes may be added to your application by IRB staff or reviewers. Notes are essentially electronic sticky
notes; this feature is an easy way for IRB staff or reviewers to communicate with investigators. You

may view a summary of the notes on a form, which
View Attachment Questions

H Yes

is helpful when the IRB returns the xForm to the - [[View Questions with Notes |
submitter for additional information. To access this - — View Changed Responses
summary, click on “More” at the bottom of an [Next| [Save for Later] |More - | View as PDF

xForm and click “View Questions with Notes.”

System Requirements
Supported Operating Systems (OS) and Browsers include:

* 0S: Current versions of Windows, Linux, and OS X (Mac) ¢ Internet
Browsers: Firefox, Chrome, and Safari on supported OS

* IRBManager can be accessed on smartphones and tablets.

Help and Support
Contact the Research Compliance Director/IRB Administrator Theresa Faughnan at
theresa.faughnan@liu.edu
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