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elRB Access

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

Confidentiality

While PHI is typically not included in the Rowan eirb studies, there are study designs, ideas, methodology, and
other proprietary information for which IRB members are responsible for safeguarding.

Precautions should be taken to protect Rowan University information in the Rowan elRB. Please protect this
information in the following ways:

e Do not select the “Remember Me” feature of the Rowan elRB log in page from laptop or home
computers, as this may compromise the security of confidential information.

e Do not share your Rowan elRB password.

e Do not leave your computer unattended while working in the Rowan elRB.

e If possible, do not print the Investigators Brochure, the protocol or other study materials.

e If you do print from the Rowan elRB, take precautions to destroy the paper upon completion of your
review.

Getting Help

If you have problems, need help, or have questions about the Rowan elRB please contact the Rowan
University IRB office.
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Designated Reviewer Workflow

The Rowan elRB enables IRB members to conduct review of new studies, progress reports, study
modifications, and reportable events in an electronic environment that improves record-keeping and reduces
environmental impact.

There are three ways that reviewers may access submissions to the IRB:
1) Login to the Rowan elRB and view the Inbox
2) Click on the link in email notifications

3) Go to the meeting agenda in the Rowan elRB

This manual demonstrates the recommended process for designated reviewers:
* Login to the Rowan elRB

e Select the submission you wish to review

* Preview the study

e Enter reviewer notes

e Submit your review and upload the reviewer worksheet

Email Notifications

When a study has been assigned for you to review, you will receive an email from http://eirb.rowan.edu. The

ID will link you to the Rowan elRB Log-In Page and, after you log in, the Project Workspace.
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€@ Rowan University

** This is an auto-generated email. Please do not reply to this email message.
The originating e-mail account is not monitored.
If you have questions, please contact your local IRB office ™

Full Board Review: An elRB Submission Requires Y@

IRB Administrator: RouterlRBAStratfordWIRBGlassboro Test
Board: Glassboro/CMSRU Board 1
Meeting: 4/2/2014

ID: Pro2014000054 —> | Study number

Title: sstest study Glassboro

An elRB submission is currently waiting for your review. To navigate to the project workspace,
click on the above 1D.

Steps to review IRB Submission.

1) Click on study ID link located in this email nofification

2) Click on the ACKNOWLEDGE REVIEW activity

3) Review the submission by clicking on the "Printer Version™ or "WView Study” activities

4) Add reviewer notes on the application by clicking on the "View Study™ activity, and navigating to
the appropriate smart form section

Description;
5) Complete ALL Reviewer Checklist activities

6) Finally, click on Submit Review in order to send the submission back to the IRB office

NOTE: If you require additional help and/or guidance with this review, please contact
RouterlRBAStratfordWIRBGlassboro Test simonsc@rowan.edu . Please do not reply to this
email notification. The originating email account is not monitored.

Additional help and guidance is available at the following:
hitp:ihwww rowan.edulsom/hsplsome-girb

CONFIDENTIALITY NOTICE: This email communication may contain private, confidential, or legally privileged
information intended for the sole use ofthe designated andior duly authorized recipients(s). If you are not the
intended recipient or have received this email in error, please notify the sender immediately by email and
permanently delete all copies of this email including all attachments without reading them. If you are the intended
reriniant cerira the rantants in a manner that ranfarme tn all annlirahle state andinr federal ramiiraments relatad
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Personal Workspace: “My Home”

When you log in to the Rowan elRB, you can see all submissions assigned to you by selecting your ‘My Home’
page view.

Your name will appear here

9 Rowan Unlvel‘Slty i \ IRBCommitteeMemberGlassboro Ted w Logoff

TEST SITEelRBHome  IRB Studies  User Profiles

My Home

Page for IRBCommitteeMemberGlassboro Test
COMMITTEE MEMBER

Welcome to your Personal Folder, the central resource for managing your Study applications. Your Personal Folder provides all the tools you need in order to complete your role in the Study
application process. Use the following guidelines to process your Studies

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

o Complete reviews for all items in your inbox by clicking on the study name
o Meetings for your committee are listed on the Upcoming Meetings tab
Committee Member o Alisting of prior reviews is located in the “All submissions” tab

Forra To review a submission, click on the

study name.

e Determines SDCOHRg Best s

access level.

Fiterby & 1D v

Advanced

e  Multiple roles

D Name ) Date Modified Type [ State Campus Study
will be listed here | & pro2014000057 52112014 1105 AM Study | InReview |  GlassborolCHSRU
(if applicable). & Pro2014000058 512112014 10:57 AM Study | InReview Glassboro/CHSRU
e Select current & Pr02014000056 test 512112014 10:54 AM Study \ InRevew Glassboro/CHSRU

role
e Eachrole has
own inbox

You can always return to this view by selecting ‘My Home’ in the upper right-hand corner. Studies requiring
your review will appear in ‘My Inbox’.

There are four types of submissions:

e Study (Initial Submissions)- ‘Pro’
e Continuing Reviews- ‘CR’
e Reportable Events- ‘RE’

e Modifications- ‘Mod’
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Study Workspace

Each type of project (new study, continuing review, study modification, and reportable event) will have its

own Workspace.

Current State
specifies where the
study is in the IRB
review process

sity”

M User Profiles

IRBCommitteeMemberGlassboro Test| MyHome | Logof

Trent State

EL Printer Version

Study:bullying among middle school { Pro2014000057 - Glassboro/CMSRU)
3 age children and their responses to questionnaire
Pl: PlGlassboro Test, Paid Faculty IRB Admin:

RouterlRBAStratfordWIRBGlassboro Test
Committee: Glassboro/CMSRU Board 1 Review Type: Expedited
Type of Submission: Research Protocol/Study Sponsor: There are no items to display
Co-Investigators \Who Have Not Accepted Participation: Co-Investigators Who Have Declined Participation:

[ :EE View Differences ]
F\ﬁj Dizplay Reviewer Notes
@ Log Private Comment

Left st for
Navigation Bar

g Children

| Reviewer Checklist for Initial
Revi

| Reviewer Checklist Consent

cm-| Submit Review

#ssigned To Committes)

There are no items to display

Clarifications
Required

IRE Review

z Department

Clarifications
Requested

Review
Complste

Clarifications
Requested

Attachments  Stamped Documents Department Approvals  Reviewer Motes Reviews Change Log

Filterby & Actiity - D) Advanced
Activity Author
m Forwarded to Expedited Review Test RouterRBAStratfordWIRBGlassboro
[@ Selected IRB Committee Test, RouterlRBAStratfordWIRBGlassboro

ngssignedto Glassboro/CMSRU Board 1

TRBA IRB Administrator Ownership Re-assigned Test, RouterlRBAStratfordWIRBGlassboro

g‘_ﬁf Assigned to RouterlRBAStratfordWIRBGIassboro Test

Dept Study Approved By Department Test, ApproverGlassboro
pl Study Submitted for Review Test PIGlassboro

§ Created Study Test PIGlassboro

AN

There are several items that appear in all workspace types:

There are no items to display

Tabs

[ Activity Date
512112014 10:57 AM EDT

512112014 10:57 AM EDT

512112014 10:57 AM EDT

4/16/2014 9:02 AMEDT

411612014 8:59 AMEDT

312812014 11:03 AMEDT

e The left navigation bar is the white area that appears on the left side of each workspace page

e Activities are available to reviewers in the navigation pane

e A history of all the project’s activities appears under the History tab. Other tabs include documents
submitted in the project and reviewer notes.
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Reviewing a New Study
To conduct a review in the Rowan elRB, you will:

e Preview the study

e Acknowledge or Defer Review

e View the study

e Enter reviewer notes

e Upload the completed worksheet
e Submit the review

Preview the study: A convenient way to preview a study is to click on the ‘Printer Version’ button.

[ &L printer version ]
¢ Favorites w5
{& bullying among middle schaal ﬁ B2 @3 v Page~ Safety~v Tools~ @'

0 ROWRI‘lUﬂiVCI‘Sity IRBCommitteeblemberGlassboro Test| My Home | Logoff

TEST SITE elRB Home User Profiles

IRB Studies = bullying among middle school
Current State Study:bullying among middle school { Pro2014000057 - GlassboroiCMSRU)
1N REVIEW Description: middle school age children and their responses to questionnaire
Pl: PIGlassboro Test, Paid Faculty IRB Admin: RouterlRBAStratfordWIRBGlassboro Test
53 Vview Study Committee: Glassboro/CMSRU Board 1 Review Type: Expedited

Type of Submission: Research ProtocoliStudy Sponsor: There are no items to display
3 Co-nvestigators Who Have Not Accepted Participation: Co-Investigators Who Have Declined Participation:
L View Differences "
There are no items to display There are no items to display

My Activities

iﬁj Display Reviewer Notes
@ Log Private Comment

Pre-Submission IRE Review

Post Review )_T.( LN )
P r—"

™ W =

viewer Cneckiistfor [ @ Printer Version

¥ | Rev
Expedited Review
Categories . .
5 Aftachments Stamped Documents Department Approvals Reviewer Notes Reviews Change Log
v | Reviewer Checklist for
Research Invalving Children
| Reviewer Checklist for Initial Filter by ¢ Aclivity - Advanced
R
- Activity Authar () Activity Date
v | Reviewer Checklist Consent . : .
IRBA Forwarded to Expedited Review Test, RouterlRBAStratfordWIRBGlassboro 5/21/2014 10:57 AM EDT
cw | Submit Review
IRBA Selected IRB Committee Test, RouterlRBAStratfordWIRBGlassboro 5/21/2014 10:57 AM EDT
{Assigned mmittee) ﬂ.ﬂ\ssignedm Glassboro/CMSRU Board 1
IRBA IRB Administrator Ownership Re-assigned Test, RouterlRBAStratfordWIRBGlassboro 5/21/2014 10:57 AM EDT

j.ﬂ\ssigned to RouterlRBAStratfordWIRBGlassboro Test:

Dept Study Approved By Department Test, ApproverGlassboro 4/16/2014 9:02 AM EDT
P Study Submitted for Review Test, PIGlassboro 4/16/2014 8:59 AM EDT
(8) Created Study Test, PIGlassboro 3/28/2014 11:03 AM EDT
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Printer Version:

The printer version allows reviewers to preview all questions and answers presented to, and answered by,
study staff. Additionally, any files uploaded into the form appear as clickable links within the printer view.

You may print or close the printer view by selecting the two buttons at the top of the page. You may also save
the page by selecting ‘File’ then “Save As’...in your internet browser.

& print: Pro2014000057 - bullying among micdie school - Windows Internel Explorer provided by Rowan University I 1 W = g

@ \g, http://sttsomeirbstg0L.rowan,.edu/test/ResourceAdministration/Project/PrintSmartForms?Project= com.webridge.entity. Entity%:5BOID %:5BBEEC34 EDB2B8854 CB22FEEAQET4833A0 " B | ‘f‘ A ‘ ‘ B ing

File Edit View Favorites Tools Help
i Favorites 55
. = »
22 - |€) Home | Rowan University | @) RowanS0OM: Human Subje... @) Research at Rowan Univers... | @ Page for Patricia Gessner | (@& Print: Pro2014000057 - ... | - v [ g v Pagev Safetyv Tools~v @~

© RowanUniversity

Date: Wednesday, May 21, 2014 12.02.48 PM
iew: 1 - Study Identification Information

1.0 Study IRB: MSRU
This is the first step in your Research Application. You will be automatically guided to the appropriate forms needed to
complete your submission.

1.0 * Select the type of submission for your study’ H
(@ Research Protocol/Study P” nt I:l 0se

Facilitated Review

lem | »

Emergency Permission

Humanitarian Use Device (HUD)

Quality Assurance/Quality Improvement Only
Western IRB (WIRB)

2.0 “Full Title of Research:
Middle school children and bullying

3.0 * Short Title (Study Name):
bullying among middle school

4.0 * Principal Investigator:
PiGlassboro Test

5.0 Study Coordinator:

6.0 Co-nvestigators:
LastMName FirstMame Department/Division Institutional Status  On Probation
There are no items to display

7.0 Other Study Staff:

Interaction or access to Institutional Oon
individuals Status Probation
There are no items to display

Mame DeparimentRole

NOTE: -

Done /" Trusted sites | Protected Mode: On 4 ov H100% v
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Acknowledge Review

After previewing the printer version of the study, you will decide whether to ‘Acknowledge Review’ or ‘Defer
Review’ located under My Activities. Once you “Acknowledge Review”, you can begin your review and you
will want to view the study so that you can enter comments and questions about the study. If you “Defer
Review” you may send a comment to the IRB Office noting the reasons for the deferral.

My Activities
@ Log Private Comment
ew| Acknowledge Review

cw| Defer Review

10
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Viewing a New Study
To access the study, select the ‘View Study’ button.

Once you have selected “View Study’, a window will open containing the smart-form pages completed by the
study staff.

g bullying ameng middle M{ = wlnauws Internet Explorer provided by mb@gl
— — -
G-
File Edit View Favorites Tools Help
{3 Favorites {5
- »
88|~ 0 Home | Rowan University | @) RowanSOM: Human Subje... | @) Research at Rowan Univers... | @& Page for Patricia Gessner | & bullying among middle... | ﬁ © v [ pm v Pagev Safetyv Tools+ @'

meirbstg0L.rowan.edu/test/Rooms/ DisplayPages/Layoutlnitial?Container= com.webridge.entity.Entity[ OID[4D974DD38B5FBE4TAED3401309E96BE2]| " @|‘7‘ X Hlﬁ Bing P '|

»

9 RUW&(\UanefSlty IRBCommitteeMemberGlassboro Test| My Home | Logoft

TEST SITE elRB H

IRB Studies = bullying among middle schoal

Current State Study:bullying among middle school { Pro2014000057 - Glassboro/CMSRU}
Description: middle school age children and their responses to questionnaire

IN REVIEW

—_————————  — = PlGlasshora Test, Paid Faculty IRB Admin: RouterlRBAStratfordWIRBGlassboro Test
< 03 view Study Dommittee: Glassboro/CHSRU Board 1 Review Type: Expedited
/ Type of Submission: Research Protocol/Study Sponsor: There are no items to display
[ EE View Differances ] Co. i s Who Have Not Accepted Participation: Co-Investigators Who Have Declined Participation:
¢ There are no items to display There are no items to display

My A Depariment " Review ) L
@ [ B View Study 1 IR Review fileie Compiete 3
\n)

Clarifications
Required

Clarifications
Requested

Clarifications

[@ Log Private Comment Firyweda]

| Reviewer Checklistfor

Expedited Review

X Attachments Stamped Documents Department Approvals Reviewer Notes Reviews Change Log
v | Reviewer Checklistfor
Research Involving Children

v | R er Checklist for Initial Filter by & Activity - Advanced
Revi
Activity Author (=) Activity Date
| Reviewer Checklist Consent
RBA Forwarded to Expedited Review Test, RouterRBAStratfordWIRBGlassboro 5i21/2014 10:57 AMEDT
cw| Submit Review
TRBA Selected IRB Committee: Test, RouterRBAStratfordWIRBGlassboro 5i21/2014 10:57 AM EDT
(Assigned To Committee) £ Assigned to Glassboro/CMSRU Board 1
TREA IRB Administrator Ownership Re-assigned Test, RouterlRBAStralfordWIRBGlassboro 5i21/2014 10:57 AMEDT M
dAsswgned to RouterlRBAStratfordWIRBGIassboro Test:
Dept Study Approved By Department Test, ApproverGlassborg 4/16i2014 9:02 AM EDT
PI Study Submitted for Review Test, PIGlassboro 4/16i2014 8:59 AM EDT
e Created St Test PIGIasshorn AUZRIZN14 1103 AM FDT i

«/ Trusted sites | Protected Mode: On

Open files uploaded to the project from links with the smart-form view. Attachments can also be found in the
‘Attachments’ tab in the ‘Study Workspace’

11
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Study Smart form view:

R

P\ . € | hitp://sttsomeirbstg0l.rowan.edu/test/ResourceAdministration/Project/ProjectEditor?WizardPageOID= com.webridge.entity. Entity %58 0ID mSBSTSCGBB,-\EESTSB44ADOZQ4FBETFO A

File Edit View Favorites Tool; Help

{3 Favorites {5

88|~ o Heme | Rowan University o RowanSOM: Human Subje... o Research at Rowan Univers...

(& Page for Patricia Gessner

(& Edit/View X

b v [ d v Pagev Safetyv Toolsv @@ ”

© RowanUniversity
N

huw Errors | Print... | Jump ToX_ -1 Study identification = ﬁ

View: Study - Pro2014000057

Continue > ||

\
\
[N

\¥) Reviewer Hotes

Type ﬂ

2

A
4

There are no it

1.0 Study Identification. IRB: Glassboro/CMSRU
This is the first step in your Research Application. You will be automatically guided to the appropriate forms needed to complets

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

Facilitated Review

Emergency Permission

Humanitarian Use Device (HUD)

Quality Assurance/Quality Improvement Only

Western IRB (WIRB)

20 * Full Title of Research:

1 - Study Identification
- 1 Study Identification

- 1.2 IRB Researcher Training Records

- 1.3 Conflict of Interest

- 1.4 Required Deparftmental/Diision Revews

- 1.5 Rewiew Type

3 . Review Type/Risk Determination
- 3.0 Rewview Type/Risk Determination

4 - Study Funding

= 4.0 Study Funding

- 4.1 Adding Sponsors

- 4.2 Other Funding Source

P T R 3 VR U N S (T S

- ~

Date Modified

Help

Widdle school children and bullying

3.0 * Short Title {Study Name):
bullying ameng middle school

40 * Principal Investigator:
PlGlassboro Test

5.0 Study Coordinator:

6.0 Co-Investigators:

Last Name FirstName

Depariment/Division

Institutional Status On Probation

Done
From this view, you may:
1. Navigate using the ‘Back’ or ‘Continue’ button

2. Add, edit, and delete reviewer notes

 Trusted sites | Protected Mede: On

hv BI0% v

3. Use the Jump To’ menu to select the specific page you wish to see (the name of the page is the link, to the

text, Jump To’)

4. ‘Exit’ to return to the study workspace

Version 1 dated 6-2-2014
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Adding Reviewer Notes

‘Reviewer notes’ are added to each page where the designated reviewer wishes to make comments. These

notes will only be viewable by IRB staff who will finalize them for study staff, and other reviewers.

€@ Rowan University
<< Back Exit | Hide/Show Errors | Print... | Jump To: - 1 Study ldentification =
=
Type \ Reviewer

items to display

) Reviewer Notes |Add| | Delete | [ Next

1.0 Study Identification. IRB: Glassboro/CMSRU
This is the first step in your Research Application. You will be automatically guided to the appropriate forms needed to complete your submission

1.0 * Select the type of submission for your study:
5, Research Protocol/Study

Facilitated Review

Emergency Permission

Humanitarian Use Device (HUD)

Quality Assurance/Quality Improvement COnly

Western IRB (WIRB)

To add Reviewer Notes, select ‘Add’.

Date Created

A new window will open where you will add your comments about the section in question. Click ‘OK’ after you

write your note or ‘Cancel’ to cancel the activity.

2 hittpy/fsttsomeirbstg0l.rowan.edus/Tlogged ForOID =com.webridge.entity.Entity %5 BOID35BEEEC34EDE2ESS - l = [ (S| —

Add Reviewer Hotes
= Type: Committee Member Change Request -
= Mote:
[a]
| -
4

- Required .

Version 1 dated 6-2-2014
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Note: Please restrict these notes to the item you would like changed or clarified on a given smart-form page.
General comments about the study should be reserved for when you submit your review.

@ RowanUniversity

== Back de;‘Sho'.'.' Errors | Print... | Jump To: - 1 Study Identification +

= Reéwer Notes Advanced EXIT
Type Reviewer

omminee Member Change @ IRBCommittes
\ Test
Pleasg =

cm | Committee Member Change Request

Your reviewer note will become visible on the page it is related to by selecting the small black arrow on the
left side of the yellow panel.

You may ‘delete’ the note or ‘add’ an additional note. To edit the existing note, click on the link, ‘Committee
Member Change Request’.

Once you have completed all reviewer notes for each appropriate smart form page, select ‘Exit’ at the top of
the page to return to the ‘Study Workspace’.

14
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Viewing Reviewer Notes

e ROWﬂﬂUniverSity’ IRBCommitteeMemberGlassbora Test| My Home | Logoft

TEST SITE elRB Hi User Profiles
IRB Studies > bullying ong le schoal
Current State Study:bullying among middie school ( Pro2014000057 - Glassboro/CMSRU)
IN REVIEW Description: middle school age children and their responses to questionnaire
PI: PlIGlassboro Test, Paid Faculty IRB Admin: RouterlRBAStratfordWIRBGIassboro Test
& view stuay Committee: Glassbero/CHSRU Board 1 Review Type: Expedited
&L printer version Type of Submission: Research ProtocoliStudy Sponsor: There are no items to display

(& view oifferences ] C Who Have Hot Accepted Participation: Co-Investigators Who Have Declined Participation:
There are no items to display There are no items to display
My Activities Department. i Review
- Gra-&ubmwsswon e IRB Review Post Review Complete
fjj Display Reviewer Notes
Clarificati Clari Clari
@ Log Private Comment Requested Requested Required

Checxlist for

v R
Ex d Review

Categories
(TEV  Atachments  Stamped Documents Depanmenm;mmuwews Change Lag

Reviewer Checklist for
Research Involving Children
+ | Reviewer Checklist for Initial Filter by & Activity - Clear | Advanced
Review
Activity Author 13 Activity Date

History Aftachments Stamp: ocuments Department Approvals Reviewer Hotes Reviews Change Log

Filter by & Type - Advanced
Type Reviewer BN =
e Created Modified
[} Committee Member Change Request IRBCommitteeMemberGlassboro 5/21/2014 5/21/2014
Jump To: 1 Study Identification Test 1241PM 12:41 PM
Please add all co-investigators that are listed on the Financial Disclosure Form
Committee Member Change Request IRBCommitteeMemberGlassboro 5/21/2014 5/21/2014
Jump To: 7.0 Study Summary / Protocol Section 1 Test 11:05 AWM 11:05 AM
The protocol and survey must contact a version date and pagination in a footer on each page of the document.
Committee Member Change Request IRBCommitteeMemberGlassboro 5/21/2014 5/21/2014
Jump To: 5.01 Non-Rowan30M Study Locations Test 11:04 AN 11:04 AM

A summary of reviewer notes can be viewed from the ‘Study Workspace’ under the ‘Reviewer Notes’ tab.
Again, these notes will only be visible for IRB staff and other reviewers.
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Complete Checklists

When you have completed adding your reviewer notes, you will also have to complete the reviewer checklists
under ‘My Activites’. In order to fill out the Reviewer’s Checklist forms, simply click on checklist on the left
hand side:

My Activities
| (8)] Display Reviewer Notes

[ﬁ] Log Private Comment

Feviewer Checklist for

Expedited Review 2
Categories

Reviewer Checklist for 3
Research Involving Children

wer Checklist for Initial

[4¢]

L

A
o D

T

........

A
T

eviewer Checklist Consent 4

m| Submit Review

J994 3

1. Complete the Reviewer checklist for Initial Review

2. Complete the Reviewer Checklist for Expedited Review Categories
3. Complete the Reviewer Checklist for Research Involving Children
4. Complete the Checklist for Consent (if applicable).

Additional Checklists when applicable to the study are:

1. Complete the Reviewer Checklist for Research involving Pregnant Women (if applicable)
2. Complete the Reviewer Checklist for Research involving Neonates (if applicable)
3. Checklist for Prisoner (if applicable)

16
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Submitting Your Review

Once you are satisfied with your reviewer notes, you will want to click on ‘Submit Review’ and
complete the form

SUBMIT REVIEVV: THIS IS YOUR FINAL STEP IN THE REVIEW PROCESS

Once you have completed this form and selected the OK option below:

& Your review will be complete

® The submission will be routed back to the assigned IRB Administrator
» You will not be able to change or modify your review comments

« Youwill be able to add PRIVATE comments regarding the study

Please Note:

« Please make sure that all Reviewer Checklists have been completed prior to selecting the OK option below. In order to complete the checklists, click on the Cancel button below.
« PUBLIC comments are visible by the Pl and Study team, PRIVATE comments are visible by IRB personell only.

Review Comments: -
Review Documents: Add
Name Description
There are no items to display
Review Type: Full IRB Review
* Review Motion: -
* Revisions to be reviewed by: -
7 Minimal Risk
= Greater than Minimal Risk
“ Risk Level:
3] Mot Applicable
Clear
Yes
@& Mo
* Should review occur more frequently than once a year:
& NA
Clear
IFYES, please specify how often
* Have you completed all Reviewer Checklists? @ Yes @ No Clear

If Mo, please add reviewer checklist comments

Jance

Once complete, select ‘OK’, then select “Submit Review”, under “My Activities”.

17
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Reviewing a Continuing Review

To view a study’s continuing review workspace, return to ‘My Home’, select the name of the continuing

review listed under ‘My Inbox’.

@ RowanUniversity

TEST SITE elRB Home  IRB Studies

User Profiles

Page for IRBCommitteeMemberGlassboro Test

Current Role
COMMITTEE MEMBER

My Roles

When you are using eIRB, you must
ell the system which ROLE you
want to work in

Committee Member

\ly Committees
= name
Glassboro/CMSRU Board 1

41 to1of1l K 100 spage

Page for IRBCommitteeMemberGlassboro Test

IRBCommitteeMemberGlassboro Test| My Home | Logof

Welcome to your Personal Folder, the central resource for managing your Study applications. Your Personal Folder provides all the tools you need in order to complete your role in the Study
application process. Use the following guidelines to process your Studies:

« Complete reviews for all items in your inbox by clicking on the study name
» Meetings for your committee are listed on the Upcoming Meetings tab

= A listing of prior reviews is located in the “All submissions” tab

Upcoming Meetings

HFL--------------------

Filterby <= 1D

-

Advanced

CRO0000553

2015 Review for Pro2014000054

s
5/21/2014 1:46 PM

e

Continuing Review

In Review

™

Glassboro/CMSRU

¥

sstest study Glassboro

Pro2014000057
Pro2014000058

G G Gl

Pro2014000056

bullying among middle school

school age children

test

512112014 12:41 PM
512112014 10:57

Study
Study
Study

todofalr

In Review
In Review

In Review

Glassboro/CMSRU
Glassboro/CMSRU
Glassbore/CMSRU

10 Ipag

CR0O000053 2015 Review for PRO2014000054 5/21/2014 Continuing Review In Review Glassboro/CMSRU
1:46pm

The “‘Continuing Review Workspace’ is similar to that of a New Submission Review, except that the header

information will include a continuing review ID and a description of the continuing review.

Version 1 dated 6-2-2014
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You may open the ‘Printer Version’ or view the continuing review the same way you view the smart form
pages with a new submission, by selecting ‘View Continuing Review’.

@ Rowan University

TEST SITE elRB Home

IRBCommitteeMemberGlassboro Test| My Home | Logoff

IRB Studies RUEEAZIE

IRB Studies = ssteststudy Glassboro = 2015 Reylau

Current State

Curremt

IN REVIEW

E View Continuing Review

Study Title:

G

Fullfile sstest study

al study submission type: Research Protocol/Study Review Type: Expedited
EL printer-Friendly Version cipal Investigator: FlGlassboro Test/ College of Engineering /Glassboro/CMSRU Study Coordinator:
Study Status: Active - Open to Enrollment, No enrollment to date Type of report: Continuing Report
My Activities \ Number subjects enrolled to date: 25 Are any changes to the research being proposed at this time? no
@] Log Private Comment \"l Notice:
m Ackr Related Reportable Events
o Def{ - E. View Continuing Review Name Linkto Reportable Event State

There are no items to display

@) 0 L&k Printer-Friendly Version

Attachments  Stamped Documents  Modifications  Reportable Events  ReviewerNotes  Change Log
Filter by & Activty - Advanced
Activity Author =] Activity Date
IRBA Forward to Expedited Review Test, RouterlRBAStratfordWIRBGlassboro 512112014 1:46 PM EDT
IRBA Changed Review Type Test, RouterlRBAStratfordWIRBGlassboro 5(21/2014 1:46 PM EDT

ﬁ New Review Type: Expedited

IRBA Re-assign Owner

gj{.*\sswgned to RouterlRBAStratfordWIRBGlassboro Test
IREA Selected IRB Committee

Test, RouterlRBAStratfordWIRBGlassboro 5(21/2014 1:46 PM EDT

Test, RouterlRBAStratfordWIRBGlassboro 5(21/2014 1:46 PM EDT

ﬁ.&sswgned to Glassboro/CMSRU Board 1

m Submit

Test, PIGlassboro 512112014 1:45 PM EDT
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To being the review, ‘Acknowledge’ or ‘Defer’ the Continuing Review by clicking the appropriate buttons

under ‘My Activities’.

© Rowan University

TEST SITE elRB Home

User Profiles

IRB Stu

= sstest s 2015 for Pro201400005

Current State

IN REVIEW

[ 0 view Continuing Review ]

EL printer-Friendly version

My Activities
=il
em | Acknowledge Review

Current study status:

Study Title:

Initial study submission type:
Principal Investigator:

Study Status:

Number subjects enrolled to date:

Log Private Comment

Related Modifications:
Name Linkto Modification State

Continuing Review:2015 Review for Pro2014000054 ( CRO0000553 / Pro2014000054 - Glassboro/CMSRU)

Approved

Fulltitle sstest study

Research Protocol/Study

PIGlassboro Test/ College of Engineering /Glassboro/CMSRU
Active - Open to Enrollment, Mo enrollment to date

25

cm| Defer Review

There are no

ay Reviewer Notes

cw| Acknowledge Review
cw| Defer Review

1REA Forward to Expec
TRBA Changed Review Type
ﬁ New Review Type: Expedited

1RBA Re-assign Owner

ed Review

AOthar

Test, RouterRBAStratfordWIRBGlasshboro

Test, RouterRBAStratfordWIRBGlassboro

ﬁ}\ssigned to RouterlRBAStratfordWIRBGlassboro Test

1REA Selected IRB Committee

Test, RouterRBASratfordWIRBGlassboro

ﬁAssigned to Glassboro/CMSRU Board 1

m Submit

Test, PIGlassboro

eviewer Notes

Test, RouterRBASratfordWIRBClassboro

IRBCommitteeMemberGlassboro Test| My Home | Log

Review Type:
Study Coordinator:
Type of report:

Expedited

Continuing Report

Are any changes to the research being proposed at this time? no
Hotice:

Related Reportable Events:

Mame Linkto Reportable Event State

There are no items to display

Change Log

[z Activity Date

5/21/2014 1.48 PMEDT
5/21/2014 1:46 PM EDT
5i21/2014 1:46 PM EDT

5/21/2014 1.46 PM EDT

5/21/2014 1.45 PM EDT

If you “Acknowledge’ the continuing review, a box will open allowing you to make comments or add

documents. Click ‘OK’ to begin review process

Acknowledge Rewview

Comments:

I will do the review.

Add Documents:
Add

rMame
There are no items to display

Version 1 dated 6-2-2014
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When you view the Continuing Review in its smart form version,you can use the Jump.to' menu and add

review notes in the same way as a new study .

After you have added all your reviewer notes to the smart-form, ‘exit’ the study and submit:

e Any additional notes

e Add any documents

e Select ‘Review Motion’

e Check off ‘Review Complete’

e Submit review by selecting ‘OK’

© RowanUniversity

<< Back Exit | Hide/Show Errors | Print... | Jump To: - 1.0 Study Status +

¥ Reviewer Note \

Type

v’ Reviewer Notes |Add ] | There are no items to display

Continuing Review | Final Report
Study ID: Pro2014000054
Study Name: ssteststudy Glassboro

1.0 *Type of Report:
Continuing Report

20 * Please indicate which of the following applies to your study.
(Check all that apply)
Records

Specimens

Subject Interaction or Intervention

IRB Researcher Training Records:
The following information is a read-only view taken from your currently approved training records on your researcher profile:

« Verify that the information below is correct.
« Contactyour local IRB office for any discrepancies.

Principal Investigator: PIGlassboro Test
Date Completed: Renewal Deadline:

Study Coordinator:
Date Completed: Renewal Deadline:

Reviewer

View: Continuing Review - CRODO(

Date Created

Continu

Date Modified

Version 1 dated 6-2-2014
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Completing the Reviewer Checklists:

IRBCommitteeMemberGlassboro Test | My Home | Log

O RowanUniversity

TEST SITE elRB Home User Profiles

IRB Studies = sstest study Glassboro = 2015 Review for Pro2014000054

Current State

IN REVIEW

[ E View Continuing Review ]

Ll printer-Friendly version

Current study status:

Study Title:

Initial study submission type:
Principal Investigator:

Study Status:

My Activities Number subjects enrolled to date: 25
@ Log Private Comment
)] Display Reviewer Notes Related Modifications:
— Name Linkto Modification  State
Reviewer Checklist for There are no items to display
Expedited Review
Categories
Reviewer Checklist
Continuing Review, Atachments  Stamped Documents  Modifications ~ Reportable Events  Reviewer Notes
cm| Subm
Filter by < Actiity Advanced
Activity Author
IREA Forward to Expedited Review Test, RouteriRBAStratfordWIRBGlassboro
IREA Changed Review Type Test, RouteriRBAStratfordWIRBGlassboro

£ Mew Review Type: Expedited

[REA Re-assign Owner

Continuing Review:2015 Review for Pro2014000054 ( CR0O0000553 | Pro2014000054 - Glassboro/CMSRU)

Approved

Full title sstest study

Research Protocol/Study

PIGlassboro Test/ College of Engineering /Glassboro/CMSRU
Active - Open to Enrollment, Mo enroliment to date

Test, RouterRBAStratfordWIRBGlassboro

1 Assigned to RouterlRBAStratfordWIRBGlassboro Test

Test, RouterRBAStratfordWIRBGlassboro

Test, PIGlassboro

Review Type:

Study Coordinator:

Type of report:

Are any changes to the research being proposed at this time?

Notice:
Related Reportable Events:
Name Link to Reportable Event State

There are no items to display

Change Log

() Activity Date

512112014 1:46 PMEDT
512112014 1:46 PMEDT
52112014 1:46 PMEDT

512112014 1:46 PMEDT

512112014 1:45 PMEDT

Expedited

Continuing Repart
ne

Complete the Checklists

Version 1 dated 6-2-2014
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Submit Review

0 Rowaﬂ University : IRBCommitteeMemberGlassboro Test | My Home | Logoff

TEST SITE elRB Hom User Profiles

IRB Studies = sstest? Glassboro = 2015 Review for Pro2014000063
Current State Continuing Review:2015 Review for Pro2014000063 { CRO0D000554 | Pro2014000063 - Glassboro/CMSRU)
I REVIEW Current study status: Approved
Study Title; sstest2 Glassboro full title
[ fG view continuing Review ] Initial study submission type:  Research Protocal/Study Review Type: Exempt
r@ Printer-Friendly version ] Principal Investigator: FlGlassboro Test/ College of Engineering /Glassboro/CMSRU Study Coordinator:
Study Status: Active - Open to ChartiSpecimen/Record Collection - No collectionto  Type of report: Continuing
My Activit date Report
ctivities
v Humber subjects enrolled to Are any changes to the research being proposed atthis no
[a] Log Private Comment date: time?
Fﬁﬁ Display Reviewer Motes Notice:
WL R
v | Reviewer Checklist M
ntin R T
(et youn g Crmpiened Ty o )
em| Submit Review : e 0% daitt oy ST Sorm s s oy sty o0 CUBALIA Sk St e

[_ Review Documents:

Mame Description
[‘ There are no items to display
Review Type: Exempt
Review Motion: A
[_ Revisions to be reviewed by: -
( ' @ Minimal Risk
= Greater than Minimal Risk
Risk Level:
= Mot Applicable
Clear
Yes
® Mo
Should review occur more frequently than once a year? —
MA
Clear
IfYES, please specify how often:
Have you completed all reviewer checklists? @ Yes © No Clear
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Reviewing a Study Modification

Study modifications are different from other workspace views within elRB since there are several steps that
study staff must take to initiate the activity. Each step in the process has its own workspace; the ‘Modification
Request’ comes first, followed by the changes applied to a ‘Modified Study’.

To view the Modification workspace, click the name of the modification listed under ‘My Inbox’.

0 ROWﬂﬂUﬂlVQfSity IRBCommitteeMemberGlassbora Test | My Home | Li

TEST SITEelRBHome  IRB Studies  User Profiles

Page for IRBCommitteeMemberGlassboro Test

Current Role Page for IRBCommitteeMemberGlassboro Test

COMMITTEE MEMBER

Welcome to your Personal Folder, the central resource for managing your Study applications. Your Personal Folder provides all the tools you need in order to complete your role in the Study

My Roles application process. Use the following quidelines to process your Studies:
‘When you are using elRB, you must
tellthe system which ROLE you » Complete reviews for all items in your inbox by clicking on the study name
wantto workin + Meetings for your committee are listed on the Upcoming Mestings tab
Committee Member o Alisting of prior reviews is located in the “All submissions” tab
My Committees
) Name pcoming Mesfings
Glassboro/CMSRU Board 1
WAt ta1of1l W 100 fpage Filterby & 1D - Advanced
D Name =) Date Modified Type State Campus Study
[I? WMod201400000002 Wodification 2 for IRB Study #Pro2014000054 512112014 252 PM Modification InReview  Glassboro/CMSRU sstest study Glassboro
ya
(% CROO00983 015 Rewiew 101 P02 2000054 SZIZ0TTZTTPN COMINUING REiew 1 REew  CIassborolCMony  SSiest stdy Glassnorn
r§ Pro2014000057 bullying among middle school 5i2112014 1241 PM Study In Review  Glassboro/CMSRU

Mod20140000002 Modification 2 for IRB Study PRO2014000054 5/21/2014 Modification In Review Glassboro/CMSRU

=

Kd1 15050 U 0

24
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Viewing the Modification Workspace

The Modification workspace is where study staff initiates the form that describes the proposed changes (the

modification or ‘Amendment’).

Modification: Modification 1 for IRB Study Pro2014000063 Glassboro

€© Rowan University : :
TEST SITE elRB Home EEESUGIEH User Profiles
IRB Studies = sstest study = —— =
Modification:Modification 2 for IRB Study #Pro2014000054 (Mod201400000002 - Glassboro/CMSRU) I
escription: we would like to add additienal questions fo the guestionnaire. The protocol has been revised to reflect the changes.

Zurrent State

Study Title: Full title sstest study
Saitdliibiide Principal Investigator: PIGlassboro Test Study Coordinator:
&L Print-Friendly Modification Original Study ID: Pro2014000054 ‘Committee: Glassboro/CMSRU Board 1
£ view Modified Study gev‘\aw ;.HeTtmg:‘ tors Who H Declined Part g
o-Inve| o-Investigators VWho Have Declined Participation:
& Print-Friendly Study wew MUd'ﬁCath ] no items to display There are no items to display
View Changes Action
[@, Print-Friendly Modification ]
Reviewer Notes Change Log
R ——
[ £ view Modified Study ]
Advanced
r 1) Activity Date
[ % Print-Friendly Study ] RouterIRBAStratiardWIRBGlassboro 502112014 251 PMEDT
RBA RouterlRBAStratfordWIRBGlassboro 5/21/2014 251 PMEDT
o [ View Changes ]
1REA RouterlRBAStratfordWIRBGlassboro 5i21/2014 2251 PMEDT
dification Test, PIGlassboro 5i21/2014 250 PM EDT

512112014 2:42 PMEDT

oM ,"."Ick|].3'.l.1|,'|.3.jge RE'\"iE".'V ification Test, PIGIassboro
cw| Defer Review

The Modification workspace contains the same ‘Printer Version’ and header description as a new study. You
must ‘Acknowledge’ or ‘Defer’ the review to begin and click ‘OK’ in new window that opens.

S http://sttsomeirbstgOl.rowan.edu/TActivity Type—comawebridge.entity.Entity.5BOID% SBCEDOFEASE3DEA - Windows Internet .. | — | =] =2

Acknowledge Review

Comments:

Attach Documents:

Mame Description
There are no items to display

Version 1 dated 6-2-2014
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Viewing the Modification

Click ‘View Modification’ to open the Modification smart form. The Modification will contain information
about the proposed changes to a study. The actual changes to the study are accessed through ‘View Modified

Study’.

Ext | Hide/Show Errors| Print . | Jump To: Modification Request ~

0 Rowan UniVﬁI'Sity' - - — View: Modification - Mod201400000002

. . N 1
I Exit | Hide/Show Errors | Print... | Jump To: Mo} pe—— L,.. Continug =+
{¥) Reviewer Note
Mgt Fign-Subit st Chivge Jntiic staon
Type Sobsact Hotleation Date Created Date Modified
There are no items to displ Finsl Pagw
I -
Modification Request 2.0 Indicate _tlle type.oi chgnge and/or addition. (Check all that apply
Changes in Questionnaires
Changes to Protocol Document(s)
1.0 * Degree of change:

Winor, Non-Substantive Change

20 *Indicate the type of change andlor addition. (Check all that apply)
Changes in Questionnaires
Changes to Protocol Document(s)

3.0 * Description of Changes - briefly summarize the change:
wie would like to add additional questions to the questionnaire. The pratocol has been revised to reflect the changes

40 * Current Subjects - are any subjects cumently enralled in the study?:
@ Yes Mo \

3.0 * Description of Changes — briefly summarize the change:
we would like to add additional questions to the questionnaire. ”

Exit | Hide/Show Errors | Print... | Jump To:  Modification Request + Continug =+

Click ‘Exit’ to return to Modification Workspace.
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Modified Study Workspace

In the Modification workspace,

Click on “View Changes’ button to open the ‘Modified Study workspace’.

;;3 Favorites 5;;,

8a- o Home | Rowan University ) RowanSOM: Human Subje... | ) Research at Rowan Univers... | & Modiication 2 for IRB 5. X ‘

ﬁ B = Lé,] v Pagev Safetyr Took~ @

@ RowanUniversity

TEST SITE elRB Home |WLGRIULIEEE  User Profiles

IRB Studies = sstest study Glassbare = Modification 2 for IRB Study #Pro2014000054
Current State
N REVIEW Description:
Study Title:
5 Veew Mosificaton Principal Investigator:
B print-Friendly Madification Original Study ID:

B3 view Modified Study Review Type:
Co-Investigators Who Have Not Accepted Participation:
@ Print-Friendly Study

[ View Changes || Action Letter.

|IRBCommitteeMemberGlassboro Test | My Home | Logof

Modification:Modification 2 for IRE Study #Pro2014000054 (Mod201400000002 - GlassborolCMSRU)

we would like to add additional questions to the questionnaire. The protocol has been revised to reflect the changes
Fulltitle sstest study

PIGlassboro Test Study Coordinator:
Pro2014000054 Committee: Glassboro/CMSRU Board 1
Expedited Meeting:

Co-nvestigators Who Have Declined Participation:

There are no items to display There are no items to display

My Activties N

S [ View Changes
[@] Log Private Comment

eLog

[m Acknowledge Review Fiterby & Aty .

o] Defer Review Adiiy
[Gﬂ Display Reviewer Notes m Forward to Expedited Review
m Selected IRB Committee
{1 Assigned to Glassboro/CM3RU Board 1
m Changed Review Type
g]’ hew Review Type: Expedited
m Submitied Modification

i Creatad Modification
W

Version 1 dated 6-2-2014

Advenced
Author =) Activity Date
Test RouterRBASratfordWIRBGlassbora 512112014 251 PM EDT

Test RouterRBASratfordWIRBGlassbora 5/2112014 251 PN EDT

Test, RouterRBASratfordWIRBGlassbora 5/2112014 251 PN EDT

Test, PIGlassboro 5/2112014 250 PN EDT

Test, PIGIassboro 52112014 2:42 PW EDT
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Modified Study Workspace

The Modified Study workspace looks similar to the original study workspace; however you’ll notice the title
says ‘Modified Study’.

oRﬂWﬂﬂUﬂlVCI'Slty Modified Study: sstest study IRBCommitieeMemberGlassboro Test| My Home| Logo

TEST SITEelRB Home [MIN-EIULIELNE  User Profiles

IRB Studies = ssteststudy Glassboro = Modificatiga T IRB Study #Pro2014000054 = sstest study Glassborg

Modified Study:sstest study Glassboro ( M52_Pro2014000054 - Glassboro/CMSRU) I
Current State

Description: Tﬁ-srudy sumnﬁy
MODIFICATION OPEN Principal Investigator: PIGlassboro Test Study Coordinator:
Expiration Date: 4113/2015 Modification: Mod201400000002
(O ear stuay ' Letter View
=L Printer version
[TE View Differences ] I ; [ E-E View Differences

My Activities Cllallge Log
F\Ej Display Reviewer Notes
(Pevised Study) Activity Author (=) Activity Date

(B Change Log: Page 7.0 Study Summary / Protocol Section 1 Test, PIGlassboro 5/21i2014 2:49 PM EDT

£ On Page 7.0 Study Summary / Protecol Section 1

To see the changes to a study,

Click on the ‘View Differences’ button located on the left navigation pane.
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View Differences

The ‘View Differences’, page enables reviewers to easily compare changes made to a study.

@ RowanUniversity

‘ Currently Approved: Pro2014000054

ooounn ) /1

I:urrently Approved: Pro2014000054 I

Next

1.0 Study Identification. IRB: Glassboro/CMSRU
This is the first step in your Research Application. You will be automatically quided to the appropriate forms neededto
complete your submission.

1.0 * Select the type of submission for your study.
) Research ProtocollStudy

Facilitated Review

Emergency Permission

Humanitarian Use Device (HUD)

Quality Assurance/Quality Improvement Only

Western IRB (WIRB)

20 * Full Title of Research:
Full itle sstest study

30 * Short Title {Study Name}:
sstest study Glassharo

40 * Principal Investigator.
PIGlassboro Test

50 Study Coordinator:
60  Codnvestigators:

LastName FirstName
Test ColnvestigatarGlassbara

Institutional Status
Paid Faculty no

DepartmentDivision
College of Engineering

IRBCommitieelemberGlassbara Test| My Home | Logoff

Proposed Modifications

Proposed Modifications

On Probation

1.0 Study Identification. IRB: Glassboro/CMSRU
This is the first step in your Research Applicatio
complete your submission.

1.0 * Select the type of submission for yol
) Research Protocol Study

Number of modification(s) on this page:

Number of modified page(s)

v

Number of modification(s) on this page: 1

Number of modified pages: 1

Facilitated Review
Emergency Permission

Humanitarian Use Device (HUD)

Quality Assurance/Quality Improvement Only

Western IRB (WIRB)

20 * Full Title of Research:
Full itle 5stest study

30 * Short Title {Study Name}:
sstest study Glassboro

40 * Principal Investigator.
PiGlassboro Test

50 Study Coordinator:

6.0  CoJnvestigators:
LastName FirstName

Test ColnvestigatorGlasshara

Institutional Status ~ On Prabation
Paid Faculty no

DepartmentDivision
College of Engineering

The Study Identification page will always appear, regardless of whether there are changes to that page. You

will be able to see at a glance the changes on each page in the upper right-hand corner. To navigate to the

other revised pages, click ‘Next’. You will only see the pages that have been revised.

Version 1 dated 6-2-2014
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|| File Edit Tools Help
el @ -[/]7 @
eRowanUniverSity IRBCommittselemberGl:
"
TEST SITEelRBHome  IRB Studies  User Profiles B
| Numb
Backto Change Log
:urrently Approved: Pro2014000054 Proposed Modifications
0 Study Summary 7.0 Study Summary
1.0 * 1.0 *
Upload Protocol with version date (Microsoft Word format is required). Include screening instruments, Upload Protocol with version date (Microsoft Word format is required). Include : 3
questionnaires, data collection forms, etc. questionnaires, data collection forms, etc.
Please upload consentiassent forms, surrogate consent forms, information sheets, and verbal script Please upload consent/assent forms, surrogate consent forms, information shi
documents in Section: 13.2 Consent Forms & Process of Consent. documents in Section: 13.2 Consent Forms & Process of Consent.
For elRB conversion requests there are two requirements: For elRB conversion requests there are two requirements:
1. Please upload most recently approved stamped versions of all, recruitment materials, questionnaires, etc. 1. Please upload most recently approved stamped versions of all | recruitment me
2. Please upload a clean (unstamped) Word version (non-pdf) of all recruitment materials, questionnaires, etc. 2. Please upload a clean (unstamped) Word version (non-pdf) of all recruitment re
Llam Madiiad Lersion Name Wodified
I Questionnaire testing | History 4/14/2014 12:37 PN 0.01 II Questionnaire revised 5-21-2014 | History 52112014 2+ e
Study Protocol version 4.2 2014 | History / 412i2014 Z10 PM 0.02 Questionnaire testing | History 4147201412
/ Study protocol revised 5-21-2014 | History 52112014 2
' Study Protocol version 4.2. 2014 | History 41212014 211
Mame Modified
Questionnaire testina | Historv 41412014 12:37 PM
|
=
Name Maodified
. = Questionnaire revised 5-21-2014 | History 512112014 249 PM
L Questionnaire testing | History 41412014 12:37 PM

This page highlights a change in which a revised document was uploaded.

Note: The view differences feature may show differences in documents and in certain lists
that may not always be accurate. If you are unsure about a change, please contact the IRB
for clarification.

To ‘exit’ the ‘View Differences’ application, click the ‘Back to Changes Log’ button.
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After you have used the ‘View Differences’ feature, you may click ‘Edit Study’ to enter reviewer notes.

(Note: ‘Edit Study’ does not actually allow you to edit the study; because the Modified Study workspace is a
copy of the original study, it appears identical.)

_f-é sstest study Glassbora -

@v |& http://s

someirbstgll.rowan.edu/test/Rooms/Display} </LayoutInitial?Container=com.webridge.entity. Entity[ OID[8 AD0B6CDF3129049A03235563D70E0F9]] -

lows

Explarer

File Edit View Favorites Tools Help
{3 Favorites i.:‘g

= »
8|~ OHomE\Rowan University | @) RowanSOM: Human Su... ) Rowan University Scho... | @ Page for Patricia Gessner & New Tab .@sstest study Glassboro x| ﬁ v v [ mm v Pagev Safetyv Tools~ @v

-

0 RO\VaﬂUniverSity IRBCommitteeMemberGlassbaro Test | My Home |  Logaf

TEST SITE elRB Home JRERIULIELEN  User Profiles

IRB Studies = sstest study Glassboro = Modification 2 for IRB Study #Pro2014000054 = sstest study Glassboro

Modified Study:sstest study Glassboro { M$2_Pro2014000054 - Glassboro/CMSRU)

Current State Description: Test study summary,
MODIFICATION OPEN Principal Investigator: ~ PIGlassboro Test Study Coordinator:
E Date: 413/2015 Modification: Mod201400000002
[ 53 edit study Letter: View

[ JE view Differences \

My Activities [
Edit Stud ] ‘
§)] Display Reviey I D ¥
)
{Revised Study] Activity Author (=) Activity Dale
i Change Log: Page 7.0 Study Summary / Protecol Section 1 Test, PIGlassbore 5/21/12014 2.49 PM EDT
Lo/

£3f On Page 7.0 Study Summary / Pratocol Section 1

o Trusted sitec | Protected Mode: On dhov HIN0% v
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0 Rowan Un iverSity' Edit: Study -

=< Back Save | Extt | Hide/Show Errors | Print... | Jump To: - 1 Study identification -

v, Reviewer Notes

Fiterby Type \

Type Reviewer Date Created 5]

IRB Staff Change Reques| . RouterlRBAStratfordWIRBGlassboro 6212014 9:18 AM B
e ‘ >/ Reviewer Notes Delete Test

Please add Dr. Jones as a codnvestigator in the study.

Cif Change Request Completed - PIGIasshoro Test - 6/2/2014 9:22 AM

Dr. Jones has now been added as co-investigator to this study.

1.0 Study Identification. IRB: Glassboro/CMSRU
Thig is the first step in your Research Application. You will be automatically quided to the appropriate forms needed to complete your submission.

1.0 * Select the type of submission for your study.
@ Research ProtocoliStudy

® Facilitated Review
® Emergency Permission

® Humanitarian Use Device (HUD)

The ‘Modified Study’ is a copy of the originally approved study. The reviewer notes work the same way in this
view as the previous submission examples
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After you enter your reviewer notes and continue through the entire smart-form application, you will end at
the ‘Final Page’ of the Modified Study. To return to the ‘Modified Study Workspace’, select ‘Finish’.

& Ecitiview - Wind
¥ | €] http://sttsomeirbstgl rowan.edu/test/ResourceAdministration/Project/ProjectEditor!Mode=smartform&Project= com.webridge entity. Entity OID[B112ECO45401 EBAAATISE0A52

File Edit View Favorites Tools Help

{j Favorites {:‘;

|§F x|_| f~ v [ @ v Pagev Safetyv Tooksv @~ "

0 Home | Rowan University ‘o Rowan50M: Human Su... |° Rowan University Scho... | (& Page for Patricia Gessner ‘ ENewTab | & Edit/View

0RowanUmverSIty View: Study - MS2_ro2014000054 | |

Exit | Hide/Show Errors | Print... | Jump To: - Final Page - MFH’HSH]
\x) Reviewer Notes

Finish
Type Reviewer Date C}

There are no items to display

Help
Final Page:

Submission Type:

m

Research Protocol/Study
Full IRB Review
MS2_Pro2014000054

Review Type- Requested:
Submission ID:

Next Steps:

Submit study for IRB review:

Your application form will not be submitted for review until the Principal Investigator returns to the study “workzpace,” and clicks on “Submit Study”. You can track the status of this study's submission by logging into the study
workspace.

To submit the study:
o Ensure that you have answered all questions in the application and all sections are error-free

& Click Finish® to exit the application and return to the “workspace”
¢ Navigate to the |eft of your screen, and under "My Activities,” click "Submit Study” to initiate IRB review

Note:

All co-investigators listed in this study must also agree to paricipate in the study priorto submission. They will be required to log into this workspace and click on “Agree to Participate”.

Done / Trusted sites | Protected Mode: On duor H100% -
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0 ROW&ﬂUﬂlVel‘Slty IRBCommitteeMemberGlassboro Test | My Home | Lot

I TEST SITEeIRB Home  IRB Studies U@y (il

IRB Studies = sstest study Glassboro = Modification 2 for IRB Study #Pro2014000054

Current State Modification:Modification 2 for IRB Study #Pro2014000054 {Med201400000002 - Glassboro/CMSRU}

IN REVIEW Description: we would like to add additional questions to the questionnaire. The protocol has been revised to reflect the changes.
Study Title:

Full title sstest study

[ St ] Principal Investigator: PIGIassboro Test Study Coordinator:
[ L print-Friendly Modification ] Original Study 1D: Pro2014000054 Committee: Glassboro/CMSRU Board 1
[ 1 view Modified Study ] Review Type: Expedited Meeting:

Codnvestigators Who Have Not Accepted Participation: Co-Investigators \Who Have Declined Participation:
[ & print-Friendly Study J There are na items to display There are no items to display
[ View Changes ] Action Letter:

My Activities

Aftachments  Stamped Documents  Continuing Reviews  ReviewerMotes  Change Log
[ef) Log Private Comment

v ﬁjﬂ;ﬂ:&ﬂmz"‘;t fitter by &  Activiy - Advanced
o —TTETT Activity Author () Activity Date
isplay Reviewer Notes IREA Forward to Expedited Review Test, RouterRBAStratfordWIRBGlassbara 512112014 2:51 PMEDT
IREA Selected IRB Committee Test, RouterlRBAStratfordWIRBGlass boro 52112014 251 PMEDT
| . ﬂfﬁ\sswgned to Glassboro/CM3RU Board 1
Comp ete REVIeWEF Changed Review Type Test, RouterlRBAStratfordWIRBGlassbaro 512112014 251 PMEDT
Checklist Modification _
New Review Type: Expedited

Bl leviewer Checklist Modification
r}

REVIEWER CHECKLIST FOR MODIFICATIONS

When completing this form, please note if the modification impacts any of the
regulatory criteria for IRB approval.

*1. Is the modification being requested a "minor change" in the previously approved research? (i.e. Minor
Revisions to approved research expedited procedure set forth in 45 CFR 45.110b2 andfor 21 CFR 56.110.b2)
© Yes @ MNo Clear

NOTE: If NO, modification is not eligible for expedited review

* 2. If the consent form has been revised, is re-consenting of previously enrolled subjects required?
& Yes

= Mo

Clear

* 3. Has the Risk-Benefit ratio changed because of this change?
© Yes @ MNo Clear

* 4, Do the proposed changes have any impact on vulnerable population requirements?
& Yes

= Mo
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‘& Modification 2 for 154 - lorer Rowan Universi

@ < (&) https

File Edit View Favorites Tools Help
< Favorites 5l
55|+ ) Home | Rowan Uni... | ) RowanSOM: Huma... | ) Rowan University S... (€ Page for Patricia G... | @ Intenet Explorer ca... | € TEST SITE elRB Ho... | & Modification 21... 3 - v [ @ v Page~ Safety~ Tools~ @~

ttsomeirbstg0l.rowan.edu/test/Rooms/DisplayPages/Layoutinitial?Container= com.webridge.entity Entity[ OID[FF320A2CDBE4344E92D1 ADADABGGE12E]]

0 ROW&HUI‘]iVGI‘Sity IRBCommitteeMemberGlassboro Test | My Home | Logoff 7

TEST SITE elRB Home User Profiles

IRB Studies = sstest study Glassboro > Modification 2 for IRB Study #Pro2014000054

Current State Modification:Modification 2 for IRB Study #Pro2014000054 (Mod201400000002 - Glassboro/CMSRU)

Description: we would like to add additional questions to the questionnaire. The protocol has been revised to reflect the changes
Study Title: Full titie sstest study
[ bbbt ] Principal Investigator: PlGlassboro Test Study Coordinator:
@ Print-Friendly Modification Original Study ID: Pro2014000054 Committee: Glassboro/CMSRU Board 1

Review Type: Expedited Meeting:
[ [ View Modified Study ] ype: P £
C s Who Have Not Accepted Participation: Co-Investigators Who Have Declined Participation:
EL print-Friendly Study ] There are no items to display There are no items to display
[ View Changes ] Action Letter:
My Activities Please Note: 1
Atta
[a] Log Private Comment » Please make sure that all Reviewer Checklists have been completed prior to selecting the OK option below. In order to complete the checklists, click on the Cancel button below.
« PUBLIC comments are visiole by the Pl and Study team, PRIVATE comments are vsible by IRB persenell only. 0
[ Reviewer Checkl -
| Reviewer Checkiist Filter by | Review Comments: =

om | Submit Review A
| TREA Fol
REA s¢
£ Assigned B
Review Documents:
TREA c Name Description
There are no items to display
£ New Revi|  ReviewType: Full IRB Review
Sk Av B * Review Motion: -
cM Submit Review PL su
* Revisions to be reviewed by: A
z Crl © Minimal Risk
Lo/
) Greater than Minimal Risk
~ Risk Level: L4
Mot Applicable
Clear
Yes
Mo f,
* Should review occur more frequently than once ayear: -
NA 00% -
Clear
ITYES, please specify how often
~ Have you completed all Reviewer Checklists? Yes © No Clear

IfNo, please add reviewer checklist comments

/
[D—K” Cancel |
/

In the ‘Modification Workspace’, submit your review by clicking on the ‘Submit Review’ button then:

e Upload any documents

* Record any comments

e Select ‘Review Motion’

e Check off ‘Review Complete’
e Select ‘OK’ to submit.
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Reviewing a Reportable Event

To review a reportable event, select the title of the study listed under ‘My Inbox’.

File Edit View Favorites Tools Help

5 Favorites | 5%

55~ | @) Home | Rowan Uni.. | €) RowanSOM: Huma... | €) Rowan University S... | @ Page for Patricia G... | @ Intemet Explorer ca.. @& TEST SITE lRE Ho.. ‘@PagEfUrIRBCu‘.‘ x| fi v B v & v Pagew Safety~ Tooks~ @~

»

>

0 ROWﬂnUanEfSlty IRECommiteelemberGlassboro Test | Wy Home | Logofi | |

TEST SITEelRBHome  IRB Studies  User Profiles

Page for IRBCommitteeMemberGlassboro Test
Current Role Page for IRBCommitteeMemberGlassboro Test
COMMITTEE MEMBER
Welcome to your Personal Folder, the central resource for managing your Study applications. Your Personal Folder provides all the tools you need in order to complete your role in the Study
Ny Roles application process. Use the following guidelines to process your Studies:
When you are using elRB, you must
tellthe system which ROLE you + Complete reviews for all items in your inbox by clicking on the study name
wantto werkin. » Meetings for your committee are listed on the Upcoming Meetings tab
Committee Member + Alisting of prior reviews is located in the “All submissions” tab
My Committees £
(&I Name Upcoming Meetings
GlassboroiCMSRU Board 1
W to1of1l L1 100 1page Filterby & 1D - Clear | Advanced
D Name T Date Modihed Type State Campus Study
@ RE00000176 subjectlD 2 5/22/20714 328 PM  Reportable Event  InReview Glassboro/CMSRU sstest study Glgssboro
& Mod201400000002 Ia-l-Jdﬁcah-JnZlar\HE Study #Pro2014000054 512212014 316 PM Modification InReview Glassboro/CMSRU  sstest study Glassboro
[j@ CRO0D 2015 Review for Pro2014000054 512112014 211PM  Continuing Review  In Review Glassboro/CMSRU  sstest study Glassboro
(j@’ Pro2014000057 dng among middle school 512112014 1241PM  Study InReview Glassboro/CMSRU
[j? Pro2014000058 school age childre 512112014 10:57 AM  Study In Review Glassboro/CMSRU
(j@’ Pro2014000056 test 5/21/2014 10:54 AM  Study In Review Glassboro/CMSRU
K1 to6of b A 10 ipage

(1) REDDODO176 subject 52212014 Test, In sstest Test College of Glassboro/CMSRU Glassboro/CMSRU Expedited Unanticipates
D2 328 PM RouterlRBAStratfordWIRBGlassboro Review study Engineering Problem
Glassboro

| Note: Reportable Events are easy to recognize because their icon is an exclamation point as

compared to other study states.
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Viewing the Reportable Event

€& subject ID 2 - Wind

Bo- - -

omeirbstg0l.rowan.edu;

/Rooms/DisplayPages/Layoutinitial?Container=com.webridge.entity.

ntity[OID[DSFOSCE 4FDTB]]

File Edit View Favorites Tools Help
{3 Favorites {;5
_ »
e8| oHomE\Ruwan Uni.. ) RowanSOM: Huma... ) Rowan University S.. (& Pagefor Patricia G... | @ Internet Explorer ca... | @& TEST SITE elRB Ho... "_fésubjectIDZ x| & v B v @ v Pagev Safety~ Took~ @'
e RowanUniverSity IRBCommitteelemberGlassboro Test| My Home | Logof
TEST SITE elRB Hom User Profiles
IRB Studies > sstest study subject D 2
Current State
Reportable Event:subject ID 2 (REO0000176 | Pro2014000054 - Glassboro/CMSRU)
Princil boro Test Study Coordinator:
[0 view Reportable Event Depa [ l:D View Reportable Event ofEngineering / Glassbora/CMSRU Action Letter:
&L Printer version Subm)| ipated Problem Review Type: Expedited
[35 T an ly| [ % Printer Version sstest study
Relatq
Kams [ EE View Differences
My Activities Therg
[a] Log Private Comment
cw | Acknowledge Review Attachments ~ ReviewerMotes  Change Log E
cm | Defer Review
iﬁj Display Reviewer Jotes Filter by ¢  Activity - Advanced
Activity Author (=) Activity Date
e e L Forwarded to Expedited Review Test, RouterlRBAStratfordWIRBGIassboro 512212014 3:28 PMEDT
em| Acknowledge Review
Changed Review Type Test, RouterlRBAStratfordWIRBGlassboro 5/22/2014 3:28 PM EDT
em | Defer Review
Review Type: Expedited
Re-assigned Owner Test, RouterlRBAStratfordWIRBGlassboro 512212014 327 PM EDT
e Submitted Report Test, PIGIassboro 5/22/2014 326 PM EDT
q Created Reportable Event Test, PIGlassboro 5/22/2014 3:25 PM EDT
J/ Trusted sites | Protected Mode: On dh v HIN% v

The process for reviewing a ‘Reportable Event’ is the same as the previous submission examples.

e Decide whether to ‘Acknowledge’ or ‘Defer’, the Reportable Event
* View the Reportable Event by selecting ‘View Reportable Event’

* ‘Add’ Reviewer Notes in the same manner as before within the smart-form application
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Submit Reportable Event

o Rowan UnlverS]ty IRBCommitteeMemberGlassboro Test| My Home | Logt

TEST SITE elRB Home [WEGRSULEN User Profiles

IRB Studies = sstest study Glassboro = SubjectID 130

Current State
N REVIEW Reportable Event: Subject ID 130 (RE00000177 / Pro2014000054 - Glassboro/CMSRU)
Principal Investigator: Pllaccharn Toct Siudy Canrdinatar
[@ View Reportable Event ] Department: Subend Review
B printer version Submission Type:
[EE View Differences ] Study Tite: — This i yoUT SRl S0 IS Revew Process
Related Modifications: )
Name Link to Modification Once you Ruave compiwied this form and selecied The Ok oplion Beliow
My Activities There are no items to display

= Wi firidrw will Db COMPIENE
o ita # Thie submission will be 1oule] Dack b T assigned IRE Aaminisrator
[@] Log Private Comment & 'Wioad vl it B0 AB0E B0 Change o Moy vour Pdee Comeseny
.

Voo wil l:-o able 1o add PRIVATE commants regarding the shudy

n!n Display Reviewer Notes Afachments  Re
@ Flivaatiad © (THTSRATS.

Filter by &  Activity
Activity
TREA Forwarded to Expg

IRBA Changed Raview

Raverw Documants:

Add
{3 New Review Type: Exped Hame Cesenpaen
Re-assigned Own Thetv e @rw N Bgmes o s play
TemEEE Rarvirw Type: Expedita

& Submitted Report Rl Mol =

* Revisions §0 Be reviewed bys -
! Cronlgd Reportabl v yom comploteg am Reveswr Yer Mo
Checkbists 7

¥ no. please add redewes checkis! commaents

Select ‘Submit Review’

Complete the form and select ‘OK’
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Reviewing and IRB Meeting Agenda

Each month, you will receive an email from Rowan University elRB indicating that the meeting agenda is ready
to view. To view projects assigned to other reviewers, select the ‘Upcoming Meetings’ tab in the grey menu
bar at the top of your ‘My Home’ page view. Select the name of the upcoming meeting you wish to view.

O RowanUniversity

TEST SITEelRBHome  IRB Studies ~ User Profiles

Page for IRBCommitteeMemberGlassboro Test

Current Role Page for IRBCommitteeMemberGlasshoro Test

COMMITTEE MEMBER

IRBCommitteeMemberGlassboro Test| My Home | Logoff

Welcome to your Personal Falder, the central resaurce for managing your Study applications. Your Personal Folder provides all the tools you need in order to complete

My Roles your role in the Study application process. Use the following quidelines to process your Studies:
When you are using elRB, you must

tell the system which ROLE you + Complete reviews for all tems in your inbox by clicking on the study name

wantto work in. + Meetings for yaur committee are listed an the Upcoming Meetings tab

Committee Member o Alisting of prior reviews is located in the “All submissions” tab

My Committees

B Name ('8 Upcoming Meetings
Glassboro/CMERU Board 1

KA1 qqoriv W 100 jpage Fiiterby & Name M Advanced
Name Owner State [z) Last State Change
% Glassboro/CMERU Board 1 meeting on (814/2014) Administrator, System Scheduled BN22014 2:38 PM
B Glasshoro/CMSRU Board 1 meeting on (7H8/2014) Administrator, System Scheduled 511212014 2:38 P
@ GGlagsboro/CMSRU Board 1 meeting on (612/2014) Administrator, System Scheduled 51212014 237 PM
Nd1  tw3eabi 10 Ipage
@ (lassboro/CMSRU Board 1 meeting on (6H2/2014) Administrator, System Schaduled AM212014 237 PH
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Viewing Meeting Agenda

File Edit View Favorites Tools Help

j:j Favorites j:‘;

£8 |~ | @) Home | Rowan Uni.. | €) RowanSOM: Huma... | () Rowan University S... | & Page for Patricia G... | @& Intemet Explorer ca.. (& TEST SITE €lRB Ho... | € Glassboro/CMS... X

& o =] Ei; v Page~ Safety> Tools~ @' ”

© Rowan University

Weetings = Glassboro/CMSRU Board 1 meeting on (

Current State dateCreated:
414/12014 325 P01

| SCHEDULED Glassboro/CMSRU Board 1 meeting on (5/9/2014)

IRBCommitteeblemberGlassboro Test| My Home | Logoff

TESTSITEelRBHome  IRB Studies  User Profiles

014)

[% View Meeting Agenda ]

—
Date:
(B vengrgenss ) W

Start Time: 9:00 AW

[ % View Meeting Agenda Location: Glassboro Campus
#Confirmed Attendees: 0

[ .El,. Meeting Agenda

»

My Activities
& Confirm Attendance
VNCILEN  Attendees  [emstoProcess  History Log L
Q Decline Attendance =
7| Send Emailto IRBA Minutes of Previous Meetings - to be approved:
Meeting Linkto Meeting Date Minutes Document
e / Glassboro/CMSRU Board 1 meeting on (5/2/2014) Mee00000244 51212014
A
éb Canfirm Attendance s - items submitted online:
Title Pl Work Space
(| Decline Attendance display
ms - miscellaneous or executive committee agenda items that have no electronic record:
Type Name FI Processed
There are no items to display
Reported ltems - ExemptExpedited items which have been approved:
Project FI Title Type Submission Type Project State
There are no items to display m
Expired Studies:
Type Title PI Waork Space
There are no items to display
Done o Trusted sites | Protected Mode: On 3 v B00% v

* You can ‘Confirm’ or ‘Decline’ your meeting attendance by selecting the appropriate button located on the

left navigation pane.

e Select ‘View Meeting Agenda’ to open the smart form page of the agenda.
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Glossary

Attachments: Lists documents attachment to study.
Change Log: Lists changes made to the initial application
Conditions: Status of contingencies for the approval of the study.

Current State: Specifies where the study is in the IRB review process. Three possible study states include: In
Review, Meeting in Progress, or In Review Revisions.

Department Approvals: Lists the department that approved the study.
Rowan University elRB Home: Brings your back to the elRb homepage.
History: Lists of all actions performed on this study submission.

IRB Studies: Lists the studies

Jump-To Menu: A tool located at the top of a form in a project which enable users to navigate through the
submission pages without having to land on pages unnecessarily.

Logoff: Ends your elRB session.

Modification: The form which study staff completes describing the proposed changes made to a Modified
Study.

Modified Study: The copy of an approved study where study staff make actual changes to the IRQ.

My Activities: Displays the actions that you can perform at this point. Log Private Comment allows you to add
a comment or upload a document only viewable by IRB Staff and Committee Members.

My Committees: Provides quick link to the IRB committees you serve on.
My Home: Default user page. Always takes your back to personal workspace page.

My Roles: Shows your current role and lists multiples roles if applicable. This section determines your access
level and personal workspace.

Navigation Pane: The location on every workspace which holds all available activities for the project.
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Printer Version: Opens page to view entire document that displays all sections in its entirety, and prints easily
on most printers. The printer version view contains clickable links to certain study documents which opensin a
new window. You cannot add reviewer notes to this version.

Reviewer Notes: Lists notes left by the reviewer.
Reviews: Lists: Assigned reviews for reviewer.

Stamped Documents: This section lists all IRB stamped documents. These PDF documents are watermarked
with an IRB approval and expiration date.

User Profile: Lists your personal profile and contact information.
View Differences: Opens page to view and compare changes made to the original application.
View Study: Opens smart-form applications and allows committee member to submit reviewer notes.

Your name: Access/Modify personal contact information. Change your password.
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IRB Determinations Guide
Approved

L1 The IRB determines that based upon all applicable federal regulations, and a review of all submitted

documents, the research may proceed without any conditions. An Approval notice will be issued at which time
the research may be initiated or continued.

Approved with Conditions

[ At the time the IRB reviews and approves a research study (or proposed changes to a previously approved

research study), the IRB requires that, before research begins, as a condition of approval that the investigator

(a) make specified changes to the research protocol or submitted document(s)

or
b) submit clarifications or additional documents, such that, based on the assumption that the
conditions are satisfied, the IRB is able to make all of the determinations required for approval.

Applicability:

For this level of re-review, the clarifications/changes required are minor, (for example, revised language to be
incorporated into consent documents, clarification of information provided in the application, or submission
of training certificates for study personnel.)

Approved with Stipulations

O The IRB is able to make all of the determinations required for approval of proposed research or changes as

submitted with stipulations. Research activities may be initiated or continued if the investigator either,

(a) adheres to the stipulation(s) as required by the IRB

or
(b) submits clarifications or additional documents, such that, based on the assumption that the
stipulations are satisfied, the IRB is able to make a determination that the stipulation(s) are met.
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Applicability:

Stipulations mandated by the IRB may prohibit the investigator(s) from conducting or initiating certain aspects
of the study. Stipulations may only be removed by submitting corresponding documents for review by the IRB.
Approval will only be granted if the IRB determines that the supporting documents satisfactorily address the
stipulations. (Examples are Approval notices from other IRBs, COCs, letters of agreement)

Approval Denied

O The IRB determines that based on all applicable federal regulations, the research cannot be approved.

Research activities may not be conducted at Rowan or by Rowan’s employees or agents.

Tabled

O The IRB determines that there are major substantive issues that must be resolved or there is a lack of

sufficient information about the research to proceed with its review. The IRB review may not proceed and
approval may not be granted until the convened IRB has approved a revised application incorporating all
requested information or changes.

Applicability

For this level of review, the changes required are major and complex; the protocol is judged to have serious
problems or lack sufficient information for the committee to appropriately assess the risks to subjects.

Deferred

O The IRB is not able to make all the determinations due to (a) lack of sufficient time for discussion, (b)

because it feels it lacks the required expertise, or (c)an Expedited Reviewer does not feel it meets the criteria
for Expedited Review. At that time the study must be

(a) reviewed at a later convened meeting providing sufficient discussion time
or

(b) reviewed by the campus Executive IRB committee for sufficient expertise
or

(c) reviewed by a fully convened IRB committee
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Full Board Committee Actions or Requests

Administratively Closed

O This is an administrative process by which a previously approved study has expired, and the principal

investigator has not submitted a Continuing Review application or a Final Closure, indicating study completion.
Suspended

O The IRB determines that, in the best interest of human subjects, some or all aspects of the research must

cease temporarily. This may occur when a study is under investigation due to compliance issue(s), following a
protocol deviation, adverse event, or unanticipated event involving risks to human subjects or others.

Request Changes/ Clarifications

[0 At the time when the IRB reviews and approves a research study (or proposed changes to a previously

approved research study), the IRB requests modification of the application at which time the investigator must
either

(a) provide clarifications to specific questions,
or
(b) submit requested changes to revised documents, such that, based on the assumption that these

changes or clarifications are satisfactory, the IRB is able to make all of the determinations required for
approval

No further action required

O The IRB Committee determines that no further changes, revisions or corrections are required on the part

of the investigator or the IRB committee.

Action required

O The IRB Executive committee determines that further changes, revisions or corrections are required on the

part of the investigator or the IRB committee.
Acknowledged

O Upon receipt of a reportable event, the IRB reviews and issues confirmation of the submission.
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RowanSOM

Office of the Institutional Review Board

40 East Laurel Road,

UEC 1106

Stratford, NJ 08084

Office: 856-566-2712

FAX: 856-566-7195

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

Rowan University

Office of Sponsored Programs

James Hall, 3" Floor, Rm 3121

Glassboro, NJ 08028

Office: 856-256-4058

Website: http://www.rowan.edu/open/provost/grants/index.cfm
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