RSRB Electronic Submission System - Step By Step Training Guide: Principal Investigator / Study Coordinator

CONTINUING REVIEW

With the exception of Exempt studies, all studies need to be re-approved by the RSRB at

least annualy. You will receive an email notification 90, 60 and 30 days prior to the study

expiration.

1. To submit a Progress Report, click on

the Applications tab

2. Find the relevant study, and click on

its name

Home page

My Inbo ‘ Applications . fverse Events  Continuing Reviews  Amendments
—~—

In Process
Mote: These list contain all items that you have permission to view.
Applications listed below are currently being processed by a Department or the RSRE Office,

ID MName State Last State Change

There are no items to display
Active
o] A Name State

[ RSRBOOD23155 Application Returned by IRBS Withdrawn
[ RSRBO00D23156 Application Returned by IRBS Wwithdrawn
B RSREOO023186 Application with Approved Amendment / Withdrawn
[ RSREOOO23167 Application with Approved Amendment Appraved
B RSRBOO0D23190 Application with Approved Amendment/CR Appraved
2 RSRBOOD23140 Mew applicationl - Pre Submission Withdrawn

Study home page

3. Click the[ ] Mew Continuing Review

button

For studies that remain active:

4. Indicate if you would like this study to
remain open (e.g., accrual, intervention,

follow-up or data analysis continue)

5. Click the| Continue -= |butt0n

Studies > Application with Approved Amendment/CR

Current State

Application with Approved Amendment/CR

Description: Application with Approved Amendment/CR
PL: training pis Coordinator: training users
RSRB Case Number: RSRBO0023210 Review Level: Full Board
view Date Submitted: 1/21/2008 Date Approved: 1/21/2008
(0 Apiication rorms | Date Expire: 1/21/2009 Initial Approval [view]
Letter:
&L print application
My Activities System Notices:

o If your study was approved on Ockober 17, 2006 or October 18, 2006, please click here for an imparta
message,

Z+] Edit Guest List

. Naote: the approved STAMPED DOCUMENTS such as Consent Forms, Recruitment Materials can be located i
Create: "Documents” tab.

(=] New Adverse Event

[ s—
Contihuing Reviews  Adverse Events

e C 0N Amendments
(7] New Continuing Review
B ctivity Author

Cantinuing Report Campleted Kristen Balonek
Amendment Completed Kristen Balonek
Continuing Report Opened training pi6
Amendment Opened training pie

£ View Amendment workspace
#pproval letter sent to study team
Scheduled for full board meeting
Department Approved Application

Documents  Stipulations

Activity Date 3
1/22/2008 2116 FM
1/22/2008 12:13 PM
1/22/2008 9:43 &M
1/22/2008 9:42 AM

(Approved Template)

Kristen Balonek
Carla Caves
training approver

1/21/2008 2:41 PM
1/21/2008 11:17 AM
1/21/2008 10:51 AM

Progress Report form

Progress Report

RSRE No.:

Principal Investigator:

Study Title:
¥ Do you want this study to remain open @ o “Open” Includes zocrual, intervention,
follow-up or data analysis.
Form #
<< Back | Save | | Print...

‘ Continue > ’
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Progress Report form

. cx Back Save | Exit | Hide/Show Errors | Print... | Jump
6. Complete all sections of the Progress —xo | Q"0 e o ne-spprova ]
Report Form Progress Report - Documents Required for Reapproval
7.1 urrent Approved Protocol:
name Revision Modified Date

There are no items to display,

Current Approved Measures:

. name Revision Modified Date
NOte' There are no items to display.
. . Current Approved Written Consent:
~ Section 7.1 : Review the documents nane Revision Modifisd Date
- Sample Consent 0.01 3/5/2008 12:17 PM
and llst any that Wlll nOt be used any Current Approved Verbal Consent:
name Revizion Modified Date
There are no items to display.
]‘0nger Current Approved Consent for Deception:

name Revizion Modified Date
There are no items to display.

~ Section 7.2 : If enrollment occurred

Current Approved Recruitment Materials:

name Revision Modified Date
1 M1+ Th tems to display.
since the initial approval or last Fre 2re o s o civlay
* Are there any documents, which are currently approved, that you will not be using any longer (e.g.,
adwartizamants lattare tn rafarral snirras st 12 ves N
progress report, scan and upload the If Yes, list currently appraved documents that will na longer be used to recruit or enrall subjects.
H

consent form signed by the last

subject enrolled (white out the
[ |
SUb]eCt,S name tO preserve 7.2 If your study was approved with a consent farm(s), have any subjects been enrolled since the last

review? © ves  No

Confldentlallty) If yes, upload a scanned copy of the last signed consent form below or send a hard copy to the RSRB

(follows the instructions in the gray area).

_add |

name Revision Modified Date
There are no items to display.

. . CR QA -
7' USlng the | Continue -> |bUtton ora 01. Completed/withdrawn Projects

02, Active Study

scroll-down menu, go to the CR QA 03. Enrollment and Demographic Information
04, Madification to Study Personnel
05, Subject Concerns ar Withdrawals
page 06, Study Findings, Certificates of Confidentiality and Risk/Benefit Assessment
07, Document Reguired for Re-approval

Study will Mot Be Conductad
|CR Complete

8. When you are ready to submit the

<« Back Conkinun 33
=T X B

Continuing Review to the RSRB,

h k Y CR : d : Important: if this contnuing revew apphcaton 15 pol vet complte, Rave the selecton Mo below, il
3 2 infrr pous have entere and ou o dog back in and complate the applica t
check Yes on CR QA page to indicate e e e s e e e
appdication does not mean it iz submitted, Just that you are dang with enzening infarmation.
that the form is Completely filled out * I3 Whis Continuing Review Application completely filled uul@«.
Chock here T, i any documents ann nat available alectronicaly and doliver 3 hard eopy of the dacumant
(5} 1o the RSRD within 1 business day.

9. Click the| Continue -= |button
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10. Read the final instructions, and click
the | Finish

button

This action will take you to the Continuing

Review home page.

Note: A Continuing Review can only be

submitted by a Principal Investigator.

If you are a Principal Investigator:

11. Click on Submit Continuing Review

12. Click the

If you are a Study Coordinator or a
Co-PI:
11. Click on Request CR Signoff

This will send an e-mail notification to the

Principal Investigator requesting signoff.

]9

12. Click the button

Progress Report form

<< Back_| _

Final Instructions

wau havt indicated that your continuing réview Joplication i now comalete, Clicking the "Finish’ buttan
below, will take you back to your workspace. Your conunuing reveaw applicaton wil ba in tha ‘Pre
Submission” stage. Here you will be sble b vew the apeheation in two ways, The View/Corbauing
Review Forms’ button takes you page by page through the application. Click the "iew,Frint Frendly
Wersion * button to n’ :w I.he ertre apphation using the scroll tool or to prnk the & sphication. In the Pre
Submission” stage, Ay 50 go back into the application (using thi View/Continuing Feview Forms
Buttcn) £0 o actackmants {upload documents) or modify your responses,

Submission
anee complete and resdy for submission, the Principal Investigator must dick the “Submit Cortirming
Revitw ' Buttn. Once tha appkeation has boon submitad, the aoplication bacomas ‘raad-oaly’, i.6. yor

wil nat e able to actess the aoplication to make changes. Revisions or addoons can only be lraae if the
RERE sends the spplication back to you for changes.

Remember! The RSRB review process does not begn unbil the Prnapal Investigatos subimit the
AppEAtan.

Continuing Review home page

Current State

View
[5 continuing Review Forms

| & printer Frienaly version |

My Actiyisl

‘ pras| Submit Cantinuing
Resview

Continuing Review 1 for RSRB Application #RSRB00023187
PI: training pil Coordinator:
RSRB Number: RSRBO0023187 Date Created:
Study Expires On: 1/17/2009
Date Submitted:

training userl
3/9/2008 12;10 PM

Date Entered This
State:

Approval Letter:

3/5/2008 12:10 P

The query produced no results,

Continuing Review submission window

Submit Continuing Review

Instructions:

o This activity will submit the Continuing Review to the RSRE office.
» Click the OK button below if you are ready to send the Progress Report,

Continuing Review home page

Current State

Pree Submission

Wiew

[m Continuing Review Farms ]

Rl rins| Romuest CR Signofl

Continuing Review 1 for RSRB Application #RSRB0O0023187
PL: training pil Coordinator: training userl
HSRE Number: RERBONDEI1EF Date Created: 3972008 12:10 M|
Study Cxpires On: L{17/2009
Date Submitted:

Date Entered This 3/5/2008 12:10 PM
State:

Approval Letter:

The guery produced no results.

Request CR signoff window

Request CR Signoff

Click on OK to send a notification to the PI for signoff,

OKl ancel

Submit the Continuing Review to the RSRB at least eight weeks prior the study expiration

date.
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