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Rowan elRB Access

The website is available via any Internet connection anytime with a supported browser.
http://eirb.rowan.edu

Getting Help
If you have problems, need help, or have questions about the Rowan elRB please contact the Rowan Stratford IRB office
at (856) 566-2712, or the Glassboro IRB Office at (856) 566-4058.

Using the new elRB website, you can:

]
J
J

Create and edit an electronic application for IRB studies

Add other investigators and study personnel to assist in editing the study application.

Prepare the study application via “SmartForms” that present only those sections that are applicable and
relevant to your study.

Attach scanned or electronic documents to the study.

Print out the application in a ‘printer-friendly version’.

Validate the application before submission to catch common mistakes and reduce the number of changes
required after submission.

Submit a single application electronically to the IRB.

Track the progress of the application as it is automatically routed for review and signoff to the appropriate
organizations (department heads) before being received by the IRB.

Receive email notifications anytime a reviewer sends the application back for requested changes.

Receive the approval letter via email once the study is approved. A copy of the approval letter and approved
consent forms will be posted online with the study and available for download at anytime.

View a time stamped log of all changes made to the application and any correspondence sent between thf study
team and the IRB.

Version 1.0 dated 6-2-2014 3


http://eirb.rowan.edu/

Log-in to eIRB
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You can log into the elRB website using your core username and password.

© Rowan University toon

TEST SITE elRB Home

TEST SITE elRB

Departmental Approvers
System Requirements
Institutional Review Board
Related Links

Frequently Asked Questions

Contact Us

Please note: This eIRB application has moved to hitps://eirb.rowan.edu. Please update your bookmarks to reference this new address!

Login as
The eIRB system is the new web-based application routing and tracking system. The system will increase the efficiency of the approval and administrative processes for User Name:
projects and protocols involving human subjects in research. Itis designed to replace the cumbersome and paper-intensive process under which applicants currently apply S—

for IRB approval of study proposals. elRB has been developed to standardize and computerize the Insfitutional Review Bo n University.

s (IRBs)atR

Login |

After signing into this site, you are
bound by the terms and conditions
set forth when you received your
account,

All new, initial applications must be submitted electronically via elRB.

Click on the following for eIRB h information.
For questions regarding RowanSOM submissions, please call 856-566-2712 or email eir

For ions regarding Gl MSRU issi please call 856-256-4058 or emal
For help with account registration or logging in, please send an email to eiro@rowan.edu.

e\r:’d‘rwan edu.

Having trouble logging in?
R LIS Visit our FAQ section for help.

Frequently Asked Questions

Ifyou know your Rowan Network usemame and password, enter it and click login. Your username is the 1st part of your Rowan email address. For example, if your email
address is jdoe@rowan.edu, then your username is jdoe

Please Note: Users will receive a registration page upon initial logon. Upon completion of the registration process, an elRB account will be created within 1 to 3 business
days.

GUEST ACCOUNTS:

Ifyou do not have a Rowan University email account you can still request a guest account for elRB. Please send an email to e n.edu. Aform will be e-mailed

back which you will need to fill out and return.

FORGOT PASSWORD?

* Users with a Rowan University email account click here: hiips
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Your elRB experience is personalized allowing you access to all of the studies you are working on or
reviewing. When you log into elRB you are taken to your person folder, which displays links to the items
applicable to you.

Page for Patricia Gessner

© RowanUniversity

TEST SITEelRBHome  Committees  IRB Studies  User Profiles  Reports

| Your name will appear here I"'y“"’“e' Logol

Welcome to your Personal Page, the starting point for all interactions with this site.

When you are using eIRB, you must
tell the system which ROLE you
want to workiin.

Investigators and
Research Staff

Create

[ New Study

Quick Links

Consent Forms

« Initiate a new study application by clicking on the “Create New Study" activity.

In order to update your contact information, your first step is to click on the My Profile tab.

Inbox  IRB Studies

Filterby @ ID >
D Name

Pro0320070014 Impairec

CR00000028

Pro0320090010 AC Echocar

ation in C

Mod2010000005 HModification 1 for IRB Study

Mod2010000004 Hodification 2 for IRB Study

M0d2010000003 Modification 1 for IRB Study

My Profile

hallenge Test and Maternal-

for Pro0320090010

aphy and Right

#Pro032

#Pro0320100027

#Pro0320100027

ary Artery Bypass

Current Role
e note:
Items ing in your Inbox require your immediate attention.
My Roles « You can monitor the progress of your submissions using the other tabs. ltems on these tabs do not require any action by you.

Advanced
Date Created o T Stat C St
ate Created @ e o ype ate ampus Study
8/28/2010  4/21/2011 Study Closed Stratford
6:38 PM 2:28PM
319,201 31512011 C pproved Stratford A C ison of E i and Right Heart Catherterization in Coronary
9:41AM 11:53 AM Review Artery Bypass Patients
8/28/2010 315/2011 Study Closed Stratford
6:39 PM 11:53 AM
9/2/2010 11/5/2010 Modification ~ Approved Stratford An Investigation of the Role of Shame and Attributions in Adjustment Following
1:36 PM 3:36 PM
8/31/2010 8131/2010 Modificati pproved Stratford Expl the Differences in Patients who have designated their Code Status as
11:31AM 3:45PM "Do Not Resuscitate” vs. those who have chosen to be "Full Code” at Life at
Lourdes, A Program of All inclusive Care
8/30/2010 8/31/2010 Modification  Approved Stratford Exploring the Differences in Patients who have designated their Code Status as
1:30PM 11:30 AM "Do Not Resuscitate” vs. those who have chosen to be "Full Code” at Life at

Lourdes, A Program of All inclusive Care

Left Navigation Bar

1. ‘My Roles’ allows you to select between user roles if you have more than one.
Select the correct role as each role has its own inbox. Your role determines your access level
or what you are able to view/edit.

2. The ‘(Create)’ New Study button allows you to start a new IRB application from scratch.
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Top Navigation Bar
3. Your ‘Name’ allows you to change personal information.
4. ‘My Home’ is the default user page which always returns you to this page view.

5. ‘Logoff’ ends your session and logs you out of the system.

Tabbed Area

6. The ‘Inbox’ tab displays all studies you are a part of that require some task to be completed by
the study team.

7. The ‘IRB Studies’ tab allows you to search through all respective IRB studies that you are a part
of, regardless of where the study is in the submission and review process.

8. The ‘All Submissions’ tab lists new studies, continuing reviews, modifications, and reportable
events you are listed on, but do not require your attention

9. The ‘Profile’ tab allows you to edit and view your personal training profile and research
certifications.

Version 1.0 dated 6-2-2014 6



Rowan Q@
University

Overview of the eIRB Submission and Review Process

The following steps illustrate the basic application review process:
Step 1: Pl and Study Staff

Prepare and submit application.

Step 2: Dept/Div Review

If applicable, the application is routed for approval and sign-off:

[J Department Review — This is a blocking review where the IRB will not see the project until it has
departmental approval.

Step 3: IRB Staff Review

An IRB Staff Member will be assigned to the study. The IRB Staff Member will conduct an administrative staff
review and manage the scheduling of the study.

Step 4: IRB Review

The IRB committee will review the application and provide an approval. Committee decisions and approval
letter are recorded by the IRB Staff Member in elRB and sent to the PI.

Step 5: Pl and Study Team

(0 Conduct research.

[0 Report adverse events.

[0 Submit requests for continuing reviews.

[0 Submit modifications to initial submissions.

Version 1.0 dated 6-2-2014 7
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Create a New Application and Specify Personnel

@ RowanUniversity

TEST SITE elRB Home

Commitiees

IRB Studies  User Profiles

Reports

Your name will appear here

|MyHome| Logotf

Current Role

Ty oS

When you are using eIRB, you must
tell the systern which ROLE you
want to work in

Investigators and
Research Staff

Create

(3 wew stway

Quick Links

Welcome to your Personal Page, the starting point for all interactions with t

Please note

o ltems 3pe: out Inbox require your immediate attention.
* You can monitor the pro f SUDMISSIONS using the other tads. Rems on tese tads do not require any
o Initiate 3 new study application by clickan Lreate New Study” actnity

In order to update your contact information, your first step Is to dlick on the My Prol

Current Role

My Roles

When you are using eIRB, you must
tell the system which ROLE you
want to workin.

Investigators and
Research Staff

Inbox  IRBStudies URTITIEEIUEY My Profile
Fiterby & 1D v |Gol

] Nameo Date Created Y Type State

Pro0320070014 i 82872010 4212011 Study Close
6.38PM 228PM

CR00000028 302011 31152011 Continuing  Appron
9410 1153 AM Review

Pro0320090010 A pa {Echocardiography and Right 82822010 3152011 Study Close

{031t Cathent 6:39PM 1153AM

M0d2010000005 M 97272010 1152010  Moafication  Approx
136 PM 336PM

M0d2010000004 Moasication 21 8312010 83172010  Modification  Appron
113148 345PM

M0d2010000003 Modfication 11 873072010 8312010  Moodication  Appros
1:30PM 11:30 AM

Create
[ ™1 New Study ]

Lourdes, A Program of All inciusive Care

Catherterization in Coronary

5 in Adjustment Following

nated their Code Status as
e Full Code™ at Life at

nated thelr Cade Status as
“Full Code” at Life at

[0 Create a new study by using the ‘New Study’ button in your personal folder. This will open a new
application so you can fill in the identifying information for this study.

[J Once the smart-form opens, enter at least the required fields, those marked with a red asterisk * are

mandatory.

[0 You can answer the text questions by typing directly within the form or by pasting in information from
another application, such as Word.

[0 Select the ‘Continue’ button in the navigator bar to save and move to the next screen.

exiting will not save changes.

Version 1.0 dated 6-2-2014
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Study Identification

Section 1.0 Study Identification
Save | Exit | Hide/Show Errors | Print... | Jump To: -1 Study ldentification -
ff RowanUniversity / e Sty s 0
" Qjtetn kpabhe anon BB Stratiord 1- Study Identification 2
Thak i Wob W4T 188 68 plasd b MSESLII Tiu will i A BOCEl, [naell i Foi et 1aved bl - 1 Study Identfication
of ey Per hsdy
":_:p:*:m..__r == -1.2IRB Researcher Training Records [ Continue == ]
s<Back | Lo -1.3 Conflict of Interest
Fh0 P Tad i -1.4 Required Departmental/Division Reviews
PR U Dl HUD -1.5 Review Type
Doty e e bl [t o il
Healem BRI (WIRTE
3 - Review Type/Risk Determination
] Tl Tithé 0 R aaarcn - 3.0 Review Type/Risk Determination
4 Study Funding
-4.0Funding
ET] At T | Sty My
B Coempuarinoe of [ ibocardomaphy srd Heght e ar] Cafesteriadon n Cotorary blery Bhp - 4.1 Adding Sponsors
- 4.2 Other Funding Source
(e ] Pt i e e S
S L -4.3a Coverage of Study-Related Costs 1
- 4.3b Coverage of Study-Related Costs 2
1] Shudy Coordmatorn:
Seicd A
1] Colveagaisn:
]

Use the ‘Back’ and ‘Continue’ buttons to move back and forward on the screen.

The ‘Save’ button will allow you to save any changes made to the application.

00 ! Exit will close the application screen without saving changes. Always save the application before
exiting.

O O

|

‘Print’ will produce a printer friendly view that can be printed.
0 “Jump To’ allows you to select a screen within the application process and go there directly by selecting
a link from the drop down box.

Version 1.0 dated 6-2-2014 9
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e ‘Hide/Show Errors’ will show any errors and mandatory fields not yet completed.

* Below is an example of the results of ‘Hide/Show Errors’. This can be used to gauge your progress and
determine any additional fields that will need to be completed in the application.

Error/WWarning Messages

Message Field Mame Jump To

& This is a required fisld: therefore, you must  Full Title 1 Study Identification
provide a value.

@ This is a required field: therefore, you must  name 1 Study |dentification
provide a value.

& This is a required figld: therefore, you must  Upload Management Plans 1.3 Conflict of Interest
provide a value.

& This is a reauired field: therefore. vou must Do study investiaators have z financial interest 1.3 Conflict of Interest

Version 1.0 dated 6-2-2014 10
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Assign Study Personnel

As the creator of a new study application, you will specify who has permission to edit and view the study. On the ‘Study
Identification’ screen, you can select the Principal Investigator for the study submission. If you are signed in as the P,
this will default to your name.

Only the users specified (as the PI, study coordinator, co-investigators, or other study staff) will be able to edit and save
the study application. If you would like to give a new person permission to edit the study later on, you will have to add
them to one of these questions at that time.

boro To
5.0 Study Coordinator:
* Principal Investigator:

6.0 CoJnvestigators: FlGlassboro Test Select.

Last Name First Name Department/Division Institutional Status On Probation
Abate Samantha Primary Care Student no
7.0 Other Study Staff:
Add

Name Department Role Interaction or access to individuals Institutional Status On Probation
There are no items to display

By clicking the ‘Select button’, a search page will open that will allow you to search for a person by last name, first name,
organization, project ID, or user ID. An example search is shown below.

& httpy//sttsomeirbstg0l.rowan.edu/TtargetType=Person&actionTypelD =Assign... == =

Select One or More Persons
Filter by Last - Advanced
[ <l 1-25 of 3620 [ [
R e o i e "
[F] Abello-Poblete Maria Veronica Dermatology
= Abernathie Brenon Surgery
[F] Abid Raja School of Osteopathic Medicine
] Abidin Caitlin Radiation Oncology
[F] Abobise Okeoghene Epidemiology
= Abou Elenein Rania Meurology & Meurosciences 3
] Abraham Delcine School of Osteopathic Medicine
] Abraham Karen MNon-Rowan Department
[F] Abreu Marianela Pediatrics
= Abruzzi Amy Epidemiology
] Accardi Maria MNon-Rowan Department
[] Acharya Mimish MU Institute for Successful Aging
[F] Acharyya Sanchalika Epidemiology
= Acheampong Edward Public Health Research Institute (FHRI)
[l < 1-250f3620 [ [

Version 1.0 dated 6-2-2014 11
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How To Upload Documents to your Application

Required documents that will need to be uploaded are the Financial Disclosure Form, the Study Protocol,
surveys, questionnaires, data collection form (if applicable) informed consent/assent (with version dates and
pagination). Non-Rowan study site (studies taking place at Kennedy requires the PCP form). In addition, if
your study involves biohazards and/or radiation, please upload the Institutional Biosafety Committee
approval, and/or Radiation Safety Committee approval.

1. Click the ‘Add’ button and a new window will appear

2. Enter a Title’ and ‘version date’ for the document you are uploading
3. Click ‘Brouse’...and select the file you want to attach

4. Click ‘Open’

5. Click ‘Ok’.

1.3 Conflict of Interest

The investigator must complete the Financial Disclosure Form and list all co-investigators, study coordinator and other
http://www.rowan.edu/som/hsp/forms/universityforms.html. After the form has been signed by all listed, please
upload into section 1.3 of the application.

‘Select Browse’, locate your document on your computer, then upload. ‘Title the document’ you upload (e.g. — 2014
Financial Disclosure Form), then select ‘OK”.

© Rowan University ca
<< Back Save | Exit | Hide/Show Errors | Print... | Jump To- - 1.3 Confiict of Interest ~
. 1
@ http://sttsomeirbstg0l.rowan.edu/7postback=18&formID=08&valueField=_Protocol.customAt... | = = =
1.3 Conflict of Interest — -
Submit a Document [ Help |
1.0 “Uplaqd a study specific RowanSOM Fi
Title: If not provided, the name of the file will be
i used =
no items to display * File:
20 * Do any of the parti®ipating i tigat -
products used with mie-.}qg{:‘ ( Show Advanced Options
D Yes @ No Clear
* Required OK|[) OKandAdd Another | [ Cancel
Version 1.0 dated 6-2-2014 12
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5.01 Non-Rowan Study Sites

ORowan University Edit Study - Pro2014000059
Save Exe IHide/Show Errors IPmt | Jump To -501Non-RowanSOM Study Locations = L continu
Help
5.01bn-Rowan Study Sites
10 fy 11 onRowansltesengaged m thas research-
Srte Name Ste Address Subjects will be treated here Records wil be stq, edlaccessed here other study adMties take place here
USANormalElementary ~ Main Street Glassboro,NJ 08028 yes yes yes
Help
NON-ROWAN STIIDY SITE
Ino;:truction -
= wathform to compl ete theinformation :al)out s study s;ia 1lagad__n this; rese:uch where Rovl:n is: notthe iRS of record
= You mizy iidd muki otucty si a'i by ctideing th” 'OK Add Another' button

- Site Name =

- Site Address

= SUbiects will ber-ecruitedlireated here:

Yes No a

= Records,spedmens or data wilbe stored or accessed here:

Yes No Cea

- Other 'ttudy activit "liwlltake place hen :

veo ©No

Hcther study activities Ulke place here. please deMrbe:

Upk>0dRDO  OYo ,authorization agreementor other proof of agreement
<

1

= moom< '™ " Y

-Requred =™\ @g) | okand AddAnather | cancel

.e http:/sttsomer bstgUl.rowan.eduffpostback-. &tormiU-U&valuelveld—_I'K UMU Srte.cust... ==

Submit a Document

Title:

If notprovided; the name ofthe file will be

used
* File: Browse...
Show AdVanced Options
* Required @ ) OKanCcClAa 7A7n707ther_| I Cancel

Version 1.0 dated 6-2-2014 13
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6.01 Rowan required Pre-Approvals

6.11 Institutional Biosafety Committee Approval

© Rowan University

6.11 Institutional Biosafety Committee Approval

Save | Exit | Hide/Show Errors | Print... | Jump To:

- 6.11 Institutional Biosafety Committee Approval »

Edit: Study - Pro2014000059

Continue =>

Help

You have indicated that the study involves any of the following: infectious agents, recombinant DNA/human gene transfer, biologically-derived toxins, include the collection of human blood/body fluids/specimens and/or cell

lines.

1.0 Please upload a copy of the Institution
Boeatfient

There sge no items to display

& http:f’.v'sttsomeirbstgﬂl.rowan.edu;’?postback:l&fornﬂ_Dl:D&‘valueField:_ProtoccrI.customﬂt... = @ % |
Submit a Document -
Title: If ot provided, the name of the file will be |
* File: Browse... |
Show Advanced Options |
* Required [ OK and Add Another | | Cancal |

6.21 Radiation Safety Review

Edit: Study - Pro2014000

@ Rowan University
Save | Exit | Hide/Show Errors | Print... | Jump To: - 6.21 Radiation Safety Review ~ Continue
Hy
6.21 Radiation Safety Review
You have indicated that subjects will be exposed to radiation and/or through ion in this study. This protocol will require review by the ion Safety C i orthe ion Safety Officer.
1.0 Please upload the Radiation Safety Committee's approval or Radiation Safety Officer’s review for this protocol.
e @ http://sttsomeirbstg01.rowan.edu/?postback=18&formID=0&valueField=_Protocol.customAt... | = | B %
Thel re no items to display
-
Submit a Document B
. If not provided, the name of the file will be
Title:
useg =
* File: ‘.

Version 1.0 dated 6-2-2014
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- 7.0 Study Summary / Protocol Section 1 v

<< Back Save | Exit | Hide/Show Errors | Print... | Jump To:
7.0 Study Summary
1.0
Upload Protocol with version date (Microsoft Word format is required). Include ing i i il data
Please upload forms, consent forms, i

For elRB conversion request

Edit: Study - Pro2014

Contit

forms, etc.

sheets, and verbal script documents in Section: 13.2 Consent Forms & Process of Consent.

re are two
1. Please upload most recently ap)
2. Please upload a clean (unstamped;

Name

Upload Revision Study Protocol version 6-2-2014 | History

wed stamped versions of all , rec
rd version (non-pdf) of all re|

@ http://sttsomeirbstg0l.rowan.edu/?postback=18&formID=0&valueField=_Protocol.customAt... | = | = | 2

Submit a Document

Title:

* File:

P

If not provided, the name of the file will be

m

Show Advanced Options

* Required

[} oK and Add Another | [ Cancel |

Section 13.0 Informed Consent and Waivers

13.2 Consent Forms & Process of Consent

1.0 .

Help

Upload copies of the informed consent/assent forms, surrogate consent form, information sheet, departmental letterhead and verbal script documents that will be used for this study.
(You may also upload a surrogate consent for subjects who regain capacity to consent)

PLEASE NOTE: For eIRB conversion requests there are two requirements:

1. Please upload most recently approved stamped versions of all consent forms.

2. Please upload a clean (unstamped) Word ve

Name

Upload ReMisjon ] Informed Consent|

Version 1.0 dated 6-2-2014

rsion (non-pdf of all consent forms
& http://sttsomeirbstg0l.rowan.edu/?postback=1&formID=08valueField=_Protocol.customAt... | = | =l %

Submit a Document

Title:

* File:

[ Show Advanced Options

* Required

>

(o) [

If not provided, the name of the file will be

m

@ OK and Add Another | [ Cancel |
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Section 15.0 Additional Supporting Information

ORowan Un iverSity Edit Study . Pro2014000059

<<Bad< ) Sa.elExt IHode!Show Errors IPmt. | JumpTo  15- Addliona Supporti\g

Continue >>

Help
15.0 Additional Support nglnlonnation

1.0 Attach any other documents thathave notbeen specifiedin previousquestions,but are needed for IRB Revtew.
inical QA/QI projects, inctude dinical supervisor
permission d
Name Modified Version

Thereare items to display

2.0 tfthereis any additl  al infonnation thatyou wish to communicate aboutthe study ease includeitbelow.Pleasenote,this section should not be usedin lieu or the standard application
items.

http://sttsom ei rbstgOl . rowan.edu/?postback= &forml al ueField=_Protocol.customAt... =

Submit a Document

If not provided, tile name of tile file will be
used -

File: CJ BFOWS Q

I Show Advanced Options

= Required ® | I Cancel

Title:

K and Add Another

Version 1.0 dated 6-2-2014 16
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Submit the Application

I Please note, you are required to include the Department(s)/Division(s) for each study team member
involved in this application. This is completed in section 1.4 “Required Departmental/Division Reviews”

Please note that all Co-investigators listed in your study must agree to participate in the study prior to
submission. An email with a direct link to your study can be sent directly to your co-investigators by clicking
on the “Notify Team Members to Agree to Participate” button as seen below:

Current State

[ edit sty )

&b Printer version

[E"h)_ View SmartForm Progress 1

My Activities

[Fer=] Submit Study
28] Notify Team Members to
Agree to Participate

[*ss+] Withdra

Once logged into your study, they will be required to use the ‘Accept Participation’ activity in order to
complete an affirmation of involvement.

Before the application is submitted, it will be validated to check for common errors. The application is also
validated when the Principal Investigator submits the application to the IRB.

‘Exit’ the Smart Form version of the study by selecting ‘Exit’. This will bring you to the ‘Study Workspace’.

Version 1.0 dated 6-2-2014 17
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You can identify the workspace you are in by bolded word listed above the study description.

0 Rowan UniverSity PIGlassboro Test| My Home | Logoff

TEST SITE elRB Home MEENUGIES  User Profiles

IRB Studies > Bully among High Sc udents

Current State Study:Bully among High School Stud ( Pro201 -Glassb
e Description: ®:ud Bullying among High School Students (Pro2014000068
Principal Investigator: PIGlassh
[ O Edit Study ] Funding Sources: Abel Foundation
EL Printer version Co-Investigators Who Have Not Accepted Participation: ColnvestigatorGlassboro Test Co-Investigators Who Have Declined Participation:

I There are no items to display
[E&_ View SmartForm Progress ]

Post Review )

Pre-Submission Deé’a’?’“e"‘)—)—(v(ms Review
aview
/Clarifications™ £ Clarificati

Clarifications
- Required
T |y Activities

= PL Submit Study

= " ' |
a5 ‘ Edit Email List This a1@ TTSPTays THsuuLuUILS, YUESUUNS diu IHIPUIEHLTVUNLAUUIS Teydiuny uns study.

3| SendEmailto S m —

Filter by &  Activity v Advanced
ss| Change IRB of Reco §
Activity Author () Activity Date
° Create: Test, PIGlassboro 5/28/2014 1:35 PM EDT

(g)
Initial) g

Application Validation and Submission

In the ‘Study Workspace’, select ‘Submit Study’ located in the left navigation bar. Only the Principal
Investigator on the study can submit the application.

The system will run a final validation check on the entire application before submission. If there are any errors,
they will be displayed on the submission screen that opens up and your application will not be submitted. The
application must be error-free and have all co-investigators agreed to participation before it can be submitted.

On the new screen that opens up, read the Principal Investigator’s assurances and check next to ‘1 agree with
the above statement’. Select the ‘OK” button at the button of the screen to submit the application for the
study.
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Submit Study

INVESTIGATOR ASSURANCES:

| have reviewed this study protocol and acknowledge my participation

| agree to accept responsibility for the conduct of the study, and to comply with federal and state laws and regulations and Rowan policies regarding the protection of the rights and welfare of human subjects.

| will submit to the IRB for review any changes in the approved research prior to their implementation except when necessary to eliminate apparentimmediate hazards to subjects

| agree to provide the required final progress report atthe end of the study and/or progress report for continuing review in time to have this study app d before the exp date as by the IRB.

| will report to the IRB within 24 hours of becoming aware of any deaths among study subjects when Rowan's IRB is the IRB of record; within one week of becoming aware of any unanticipated problems which are serious
adverse events; and within two weeks of becoming aware of all other unanticipated problems.

| will promptly inform the IRB of all protocol deviationsiiolations.

1 will conduct the study using only the qualified personnel listed on the approved protocol

| will immediately notify the IRB upon termination of the study or departure of the Principal Investigator from this Institution.

Western IRB Investigator Assurances:

| have reviewed this study protocol and acknowledge my participation.

1 agree to accept responsibility for the conduct of the study, and to comply with federal and state laws and regulations and Rowan policies regarding the protection of the rights and welfare of human subjects.
| will submit to WIRB for review any changes in the protocol prior to their implementation.

1 agree to provide the required Study Closure Report atthe end of the study and/or Continuing Review Report Form in time to have this study approved before the ion date as ined by WIRB.

| will report to the pertinent Rowan IRB within 24 hours of becoming aware of any deaths among study subjects at Rowan study sites, in addition to reporting to WIRB.

| will promptly inform WIRB of all protocol deviationsiiolations

Required Department Approvals:
College of Engineering Glassboro/CMSRU

If you have finished filling out your application and selected the department(s) to review it, then click OK. After you click OK you will no longer be able to edit the application. You will receive email when each approval is granted or
refused, and again when all the required approvals are received.

If you are not ready to submit your application, click Cancel.

| agree with the above statement: * [

| agree with the above statement: - []

Check the Status of the Application and Respond to Requested Changes

Once the application has been submitted to the IRB, the application is automatically routed to the required
personnel in the review process. As part of the study team, you will receive notifications from the system
indicating the completion of certain elements of the review process or requesting changes to be made to the
application. You can also check the progress of your application by opening the ‘Study Workspace’in elRB.

Receiving Progress Notifications and Update E-mail

The elRB system automatically generates email notifications and sends them to the study team when
significant events have occurred in the review process. The study team will always receive a notification when
a reviewer requests changes be made to the application. In addition, the study team will receive notifications
at the following times:

0 Confirmation that the application has been submitted.
[0 Receipt at the IRB office.
[0 Official action letter form the IRB.
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! Since the system uses this email address to send notifications about review progress, it is important that your email
address recorded in the elRB system is current,

You can update your information by returning to ‘My Home’ and selecting the ‘My Profile’ tab.
Select your ‘name’ open you profile.

Choose ‘Edit Profile’ located in the left navigation bar.

Change any outdated contact information.

Select ‘Save/Exit’ to return to ‘My Home”.

O OO0Oond

The Study Workspace
Every study created in the elRB system is assigned a folder or workspace. When you click on a study to view it from your
‘My Inbox’, the study’s workspace is opened.

0 Rowan UanCrSlty PIGlassboro Test | My Home | Logoff

TEST SITE elRB Hi IRB Studies L= YIS

IRB Studies > Bully among High School Students

Current State Study:Bully among High School Students ( Pro2014000068 - Glassboro/CMSRU) 2
1 Description: Test study summary.
Principal Investigator: 3 PIGlassboro Test Study Coordinator:
(2 edit sdy 4 ] Funding Sources: Abel Foundation
[_E Printer Version 5 ] Co-Investigators Who Have Not Accepted Participation: ColnvestigatorGlassboro Test Co-Investigators Who Have Declined Participation:

There are no items to display

[E’R View SmartForm Progress ]

Review

A Department ] <
My Activities 6 Pre-Submission IRB Review Post Review Complete
Clarifications Clarifications. Clarifications
w—— . Requested Requested Required
s 7 8 9
[rss+] Withdraw
Attachments ~ Change Log
ss+| Copy Study
[_]ss Edit Email List This area displays instructions, questions and important notifications regarding this study.
] Send Email to Study Team —
Filterby & Activit - Advanced
ss-| Change IRB of Record
) Activity Author () Activity Date
(8 Created Study Test, PIGlassboro 5/28/2014 1:35 PM EDT

Initial

The workspace displays important information about the study and contains links to help navigate to any information

contained in the study. € Rowan University

TEST SITEelRBHome  Committees JREGEULIES User Profiles  Reports

1. The ’Current state' dis\RE Studies > _P -Thu Feb 20 10:49:57 EST 2014

Current State Study:_Protocol - Thu Feb 20 10:49:57 EST 2014 ( Pro2014000052 - Stratford)

depending on the stu T o
Principal Investigator: Patricia Gessner Study Coordinator:
3 Edit Study Funding Sources: There are no items to display
. &L printer version Co-Investigators Who Have Not Accepted Participation: There are no items to display Co-Investigators Who Have Declined Participation:
2. The panel displays thig e smom e )
Department Review
My Activities Pre-Submission e IRB Review Post Review Complete
Y H H 7’ - T
3. The ‘Description’ proys) ssmisus T S o
= Requested Requested Required

(&)
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st This area displays instructions, questions and important notifications regarding this study.
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Activity Author (=) Activity Date.

@®) Created Study Gessner, Patricia 2/20/2014 10:49 AM EST
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4. The ’Edit Study’ icon will open the application smart forms.

5. The ‘Printer Version’ icon will open all of the relevant smart form screens in one easy to print window.

6. ‘My Activities’ lists all of the available actions you can perform on the study. Click on them and complete the
opened screen to perform the action.

7. The ‘History’ tab records all actions performed on the study. Each action is recorded with the date, time, and
person performing the action. You may click on the name of the activity to see the system details.

8. The ‘Attachments’ tab contains all documents for a study.

9. The ‘Change Log’ tab lists all changes made to a submission.
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The Study History Log

Every study has a detailed ‘history log’. For auditing purposes, every action performed on the study is recorded in the

history log.

This information is viewable under the ‘History’ tab. This is sorted in chronological order and displays only the actions
you have permission to see. Each, activity, when performed, is recorded in the history log with a data/time stamp and

the name of the performing the activity. You can click on the name of the activity to view the system details.

The history is updated after a new activity is completed by anyone working on the study.

There are no items to display

There are no items to display

€ Rowan University-
TEST SITEelRBHome ~ Committees [NUGESUCIISM user Profiles  Reports
IRB Studies > bullying among middie school
Current State Study:bullying among middle school ( Pro2014000057 - Glassboro/CMSRU)
Description: middle school age children and their responses to questionnaire
PI: PIGIassboro Test, Paid Faculty IRB Admin:
(3 e swuay ] committee: Glassboro/CMSRU Board 1 Review Type: Expedited
& printer version Type of Submission: Research Protocol/Study Sponsor:
[7 Vlew Differences ] Ci i Who Have Not Accepted Participation: } Co-Investigators Who Have Declined Participation:
There are no items to display
My Activities B

I TR
& J

T8)) Display Reviewer Notes

ssign Owne Ciarifications
firea) Re-assign Owner / LT e

Trea) Edit Supporting Documents
IRBA ithdraw
e D D Notes  Reviews
[Ej] Log Private Comment
() Log Public Comment fterby @  Activity - Advanced
ss | Edit Email List Activity Author

Attachments Stamped Documents Department Approvals Reviewer Motes Reviews Change Log

Filterby 9  Activity - Clear | Advanced
Activity Author
m Acknowledged Review Test, IRBCommitteeMemberGlassboro
1RBA Forwarded to Expedited Review Test, RouterlRBAStratfordWIRBGlassboro
1RBA Selected IRB Committee Test, RouterlRBAStratfordWIRBGlassboro

4 Assigned to Glassbora/CMSRU Board 1
1RBA IRB Administrator Ownership Re-assigned Test, RouterlRBAStratfordWIRBGlassboro
4 Assigned to RouterlRBAStratfordWIRBGlassboro Test
Dept Study Approved By Department Test, ApproverGlassboro
Study Submitted for Review Test, PIGlassboro

PI
[?ﬁﬁz ] Created Study Test, PIGlassboro

V- Review
\__ Review IRB Review Post Review Complete
i Clarifications Clarifications

& Activity Date

(=) Activity Date
5/21/2014 10:58 AM EDT

5/21/2014 10:57 AM EDT

5/21/2014 10:57 AM EDT

5/21/2014 10:57 AM EDT

4116/2014 9:02 AM EDT
A4/16i2014 8:59 AM EDT

3/28/2014 11:03 AMEDT
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Responding to Requested Changes
The study team will receive an automated email notification when the study is sent back to them for requested changes.
Within the study workspace, you must click on the ‘Reviewer Notes’ tab to see requested changes.

1. Select the “Click here to respond” link to respond to these requests.

2. ‘Navigate to the smart form application’ and make any needed changes. Remember to save the changes before
exiting the application.

3. When you are ready to submit your response navigate back to the study workspace and click the ‘Submit
Changes’ activity.

4. Paste the requested changes you copied into the text box. Write your response after each requested change,
after each request change, detailing the change made or your reason for disputing it. When finished, click the
‘OK’ button.
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0 ROWﬂﬂUnlverSIty PiGlassboro Test | My Home | Logoff

TEST SITE eIRB Hox
IRB Studies > The Second

IRB Studies IEH@YWIE

Current State Study:The Second ( Pro2014000061 - Glassboro/CMSRU)
R TG Submission Type: Research Protocol/Study Sponsor. Depariment Funded
REQUIRED Description: To assess reading attitudes when given the chance to select reading texts
[ 0 Edit Study ] Principal Investigator: PIGlassboro Test  Paid Faculty Study Coordinator:
Department: College of Engineering / Glassboro/CMSRU ~ Review Type: Exempt
(& priter verson ] Co-nvestigators Who Have Not Accepted:  There are no items to display Co-Investigators Who Have Declined Participation:
{ SE View Differences | There are no items to display

- Department : : Review
My Activities Review {RB Review Posi Review Complete
48, | Notify Team Members to
& ;:[;; to Participate Clarifications Clarifications Clarifications
= Requested Requested Required
1
. itApprovals  EIEUEIAINEEN  Change Lo
ss | Submit Changes 2 el
Filterby ¥ Type v @] Advanced
y Date Date
® Tu ;
BType i Created  Modified
—F IRB Staff Change Request RouteriRBAStratfordWIRBGlassboro 5/30/2014 5/30/2C
Jump To: 7.0 Study Summary / Protocol Section 1 Test B:51 AM 651 AL

The protocol and survey must contact a version date and pagination in a footer on each page of the document.

[

[} IRB Staff Change Request
Jump Tao: 7.0 Study Summary / Protocol Section 1

. ! 25t - 5/30/2014 6:55 AM
gg-| Request Extension

M Response Regquired! Click here fo respond...

protocol and survey.

_» IRB Staff Change Request
Jump To: 5.01 Mon-Rowan30M Study Locations

Please add the non-Rowan study site where the study will take place. Pleaseu
facility.

etter of approval allowing you to conduct the study at their

< s Response Required! Click here to resp-}n-:)/

e You have 90 days to respond to the requested changes or your study with be automatically withdrawn from

the system.

[l If know that you will need more than 90 days, you may request an extension from the IRB by selecting the
‘Request Extension’ activity to call for another 90 days to respond.

[l The IRB will receive your request and either approve or deny you another 90 days. You may apply for up to 3
extensions or an additional 270 days to respond.
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Edit an Application

A study application may be edited before it is submitted (during Pre Submission) or any time if changes are requested by
reviewers or the IRB. The study will appear under the ‘My Inbox’ tab in all these occasions.

To open a study to make changes

1. From your Personal folder (‘My Home’), click on the title of the study you wish to select listed in ‘My Inbox’.
2. Inthe study workspace, click the Edit Study button. The first study application screen appears in edit mode.

3. Make any necessary changes and save the study by clicking the Save or Continue button.

0 ROW.‘:m Ul’liVCl”Sity PIGlassboro Test | My Home | Logoff

s O RowanUniversity =

Current State Study:T)
Descri

PRE SUBMISSION
_ Princip| << Back Save | Exit | Hide/Show Errors | Print.. | Jump To: -1 Study identiication »

[ Edit Study 5 Fundin
[_é Printer Version ] Co-Inve

o View SmartForm Progress ]

1.0 Study Identification. IRB: Glassboro/CMSRU

- This is the frst step in your Research Application. You will be automatically guided to the appropriate forms needed to complete your submission.

0 * Select the type of submission for your study:
@ Research Protocol/Study

 Facilitated Review
[ Eo] Edit Study ]
Emergency Permission
= T
[Fss] Edit Email List This arg ") Humanitarian Use Device (HUD)
(E3) Send Emailto Study Team E ") Qualiy AssurancelQualty Improvement Only
Change IRB of Record
s char : . Westem IRB (IRE)
Initial ® Clear
20 *Full Title of Research:

Title TestEG A

(=3

0 * Short Title (Study Name):
TestEG

~

0 * Principal Investigator:

PIGlassboroTes | Clear]
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View the Approval Letter and Approved Consent Forms

When your study has been approved by the IRB, you will receive an email notification containing the approval letter. The
approval letter will also be posted in the study workspace, and will be available for download at any time.

View the Approval Letter
1. From your Personal (‘My Home’) folder, select the IRB Studies tab and click on the title of the approved study.

2. In the study workspace, the summary panel will now have an item for Letter of Approval. Click on the ‘View’
link to the right.

Study:sstest2 Glassboro ( Pro2014000063 - Glassboro/CMSRU )

Description: summary
Principal Investigator:  PIGlassboro Test, Paid Faculty Study Coordinator:
Review Type: Exempt , Next CR: Letter of Approval:
Funding Sources: View AbbVie Inc. Vulnerable Population Code(s): / Children

Prisoners
Approval Date: 41412014 LE-‘“ET Df Aﬂprﬂvﬂll ."\.'..iE W

3 The approval letter will open in a new window. You can then print the letter by selecting, ‘File,

Print’... from the menu bar.

4. The approval letter will also be saved for recordkeeping in the history log under the activity as
‘Study: Approved’. You can view the letter by clicking on this link then ‘View Approval Letter’ in

next window.
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View the Approved Consent Form

1. Access approved consent forms. Once your study has been approved, the consent forms will be accessible
from the study workspace under the ‘Stamped Documents’ tab. All documents from the approved
application will be available under this tab.

2. The ‘Approved Consent Forms section’ will list all of the consent forms approved for use in the consent
process. These Word documents will be locked in read-only mode.

[l The Clean and Strikethrough Copies of Consent Forms found in the ‘Attachments’ tab will contain unstamped
versions of the approved consent form. These documents will be editable in MS Word and should be used if
there is a future need to amend the consent forms.

[l The remainder of the ‘Stamped Documents’ tab displays any question in the application that allows you to
upload a document or file. Use the tab to quickly locate any document in the application.
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Submit a Reportable Event for the Study

Reportable events are used to report any of the following to the IRB:
[l Acknowledgement Request
[l Unanticipated Event
[] Data Safety Monitoring Report
[l Protocol Deviation

Create a New Reportable Event

1. Inthe approved ‘Study’s Workspace’, click the ‘New Reportable Event’, button to start the application for a new
reportable event.

2. Complete the first page of the application and select the ‘type of reportable event’.

3. Click the ‘Continue’ button and complete the rest of the application. TIP: If this reportable event requires you to
also submit an amendment to the study, click the ‘Create Related Modification’ activity in the reportable event
workspace.

4. A member of the study staff must submit the reportable event to the IRB using the ‘Submit’ to IRB activity.

Click on Mew Modification for
proposed changes, amendments,
study modifications, and paper file
Conversions.

[ ] Mew Modification ]

Click on Mew Continuing Review for
Study Continuations and Final
Reports (study closures)

[ﬁ New Continuing Rewview ]

Click on Mew Reportable Event for
Unanticipated Problems, Adverse
Events, Protocol Deviations, DSMB
reports and Acknowledgement
Requests

[(D New Reportable Event ]
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Submit a Modification to the Study

When you need to make a change to an approved study, you must submit a modification to the IRB for approval. When
making changes, the approved study application is the working document and all required changes must be made in the
Modified Study, which is a copy of the approved study.

When the IRB approves the modification, the Modified Study becomes the approved version of the study. All previously
approved versions of the study are stored in the system for record keeping and audit purposes in the ‘History’ folder.

Create a New Modification

1. Inthe approved study’s workspace, click the ‘New Modification’ button on the left navigation pane to start the
application for a new modification. Complete the first page and click the ‘Continue’ button.

Click on Mew Modification for
proposed changes, amendments,
study modifications, and paper file
Conversions.

[ ] Mew Modification ]

Click on Mew Continuing Review for
Study Continuations and Final
Reports (study closures)

[E_ New Continuing Rewiew ]

Click on Mew Reportable Event for
Unanticipated Problems, Adverse
Events, Protocol Deviations, DSMB
reports and Acknowledgement
Fequests

[@ New Reportable Event ]

o NOTE: The elRB system only allows one modification to be in process at a time. All Modifications must be
approved, rejected, or withdrawn before a new one is created.

2. Provide justification for any changes that need to be made in the study application.

3. When finished explaining the changes, ‘save’ and ‘exit’ to the ‘Modification Workspace’.

4. All changes to the study MUST be made in the ‘modified study’.
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Edit the Modified Study

1. Inthe ‘Modification Workspace’, click the ‘Edit Modified Study’ button to open the study smart forms.

¢ Note this is a copy of the approved study that can be used to make your changes.

2. Make all the changes you detailed in the modification application.

3. To return to the modification workspace, click the ‘Exit’ button.

0 Rowan UniVel‘Slty Patricia Gessner | My Home | Log
eIRB Home Committees User Profiles Reports

IRB Studies > Faculty 400005

Modification:Modification Jfor IRB Study #Pro2014000057 (Stratford)
e
Jacqueline Kaari Coordinator: Matthew McLaughlin

PRE SUBMISSION
— gdification #: Mod201400000017 Degree of Change: Minor, Non-Substantive Change
(59 edr woaication reated: 47312014 12:48 P Date Submitted: Unsubmitted

&L Print-Friendly Modification Co-Inflestigators Who Have Not Accepted Participation: gy Jennifer DeGennaro Co-Investigators Who Have Declined Participation:

[ Edit Modified Study

Curreg

There are no items to display

en Summary of Changes:
ould like to make two changes to the study:

1) Add Jennifer DeGennaro as a Co-Investigator

2) Designate Jennifer DeGennaro as Study Coordinator
List of Changes:
Changes to Protocol Document(s)

tren) IRBA Withdraw

(Pre-Submission Template) v . .
Attachments. Continuing Reviews Reviewer Notes Change Log

Author @ Activity Date
@ McLaughlin, Matthew 4/3/2014 12:48 PM EDT
([ Edit Modification ]
[ .El, Print-Friendly Modification ]
[ O Edit Modified Study ]
[ .El, Print-Friendly Study ]
[ View Changes ]

You can also ‘Edit the Modification’ in this workspace. ‘Printer Friendly’ views of both the Modification and
the Modified Study allow you to print and view in their entirety. The ‘View Changes’, button opens a window
showing changes made to the original submission.

Version 2.0 dated 5-26-2015 30



Rowan Q@
University

Submit a Continuing Review for the Study

¢ An email notification will be sent to the Principal Investigator and Study Coordinator 60 days prior to the
Continuing Review due-date to the IRB.

A second reminder email notification will be sent 30 days prior to the Continuing Review due-date to the IRB if the
Continuing Review has not yet been completed.

You should begin preparing an application for continuing review before your IRB approval ends. If the study is currently
approved in the paper system, you must complete an Amendment before submitting a continuing review in the elRB
system.

Create a New Continuing Review

In the approved study’s workspace, click the ‘New Continuing Review’ button to start the application for a continuing
review.

1. Complete the first page of the application and select the status of the study (Continuing Review or Final
Report).

2. Click the “Continue’ button and complete the rest of the application.

3. When the continuing review is complete, any member of the study team may submit the continuing review to
the IRB using the ‘Submit to’ IRB activity.
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Frequently Asked Questions

Visit the elRB Home Page for answers to frequently asked questions.

0 ROW&HUI’]IVCI‘SIIY Patricia Gessner | MyHome | Logoff

UDIBULEER I Committees  IRB Studies  User Profiles  Reports
7

SITE elRB

Departmental Approvers

Frequently Asked Questions
elRB Personal Account Questions

System Requirements
Institutional Review Board
Related Links

Frequently Asked Questions

Contact Us

Version 2.0 dated 5-26-2015 32



Rowan Q@
University

Roles and Abbreviations:

Study Staff (SS): All individuals involved in research processes under a proposed or approved research study for which a
Rowan University IRB is the IRB of record are considered “study staff.” These personnel may include individuals who will
have responsibility for the consent process, interactions or interventions with subjects, data collection, data analysis
etc., or those who will have access to identifiable private information for research purposes.

Principal Investigator (PI): A principal investigator is the individual who assumes full responsibility for a research project,
including the supervision of any co-investigators, research assistants, house staff and students. The Institutional Review
Board only recognizes one principal investigator per human subjects research study.

Co-Investigator (SS): Co-Investigators are individuals involved with the Pl in the scientific development or execution of a
project. A co-investigator typically devotes a specified percentage of time to the project and is considered “key personnel.”

Study Coordinator (SS): An individual who organizes and coordinates the study and study documentation under the
supervision and direction of a PI.

Dept Approvers (Dept): Department/ Division Approvers are the primary and secondary individuals within each
department who have signatory authority for a department/division.

The primary person is generally a Department Chair. The secondary person may be someone who has been designated

by the Department Chair or Division Chief. The corresponding school Research Dean may also act as the signatory
authority.

Version 2.0 dated 5-26-2015 33



Rowan

University

Contact Us

RowanSOM

Office of the Institutional Review Board

University Education Center

40 E. Laurel Rd., Room 1106A

Stratford, NJ 08084

Tel: (856) 566-2712

Fax: (856) 566-7195

Website: http://www.rowan.edu/som/hsp/index.html

Rowan University

Office of Research Compliance/IRB Office

James Hall, 3rd Floor, Room 3123

Glassboro, NJ 08028

Tel: (856) 256-4058

Website: http://www.rowan.edu/som/hsp/index.html
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