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

TRACKING AN APPLICATION AND POST-APPROVAL. ACTIVITIES

You can track the initial application and post-approval activities within the RSRB Electronic

Submission System at any time.

By using these task bars you can
navigate through different levels of
your study (i.e. initial application,
amendment, etc.) within the RSRB

Electronic Submission System.

RSRB Home MNew Application Boards FAQs and Issues Documentation

Studies » ACTG AS5175 = ACTG AS175 updated PI's for Emtriva, Viread and Truvada

TASK BARS

me New Application ([CEN FAQs and Issues

Studies > Application with Approved Amendment > Continuing Review 1 for RSRB Application #RSREO0D23187

(EIrren SE pplication #RSRB00023187

PI: training pil Coordinator: training userl
RSRB Number: RERBOO0O23187 Date Created: 3/5/2008 12:10 PM
Study Expir n: 1/17/2009

View Date Sub, ed: Date Entered This 3/5/2008 12:10 PM

State:
Approval Letter:

[ continuing Review Forms

| & printer Friendly version |

My Activities

pas| Submit Continui
Revie

rd

The query produced no results,

P

List of Study
your home page
studies

1

Amendment home page
or
Continuing Review home page
or
Adverse Event home page
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1. To track your application, locate the

relevant study and go to the study <
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Study home page

RSRB Home New: Application FAQs and Issues

Studie 2 Submission

Current State

pplication 1 Pre Submission

scription: Pre Sub Study

I: training pil Coordinator: training userl
RSRB Case Number: RSREOO023141 Date Created: 1/16/2008 2:56 P
view Date Submitted: Not Submitted Yet Online Dept Review?: ves
home page. (Bt — | oy s 7
[ & prnt Appiication )
Instructions:
My Activities
[—M Submit Application « Thiz application has not yet been submitted to the RSRE office,
o Click on the 'Submit Application’ link on the left hand side of this page to submit the application.
. h f [rias] Witheraw o During subrmission, the system will check to make sure all required fields are filled in
To edit the form, click on the 'Application Forms' button,
2. View the Current State of your ' &
[+ Eclit Guest List
Please Note: Oniy the PI can "Submit” this application
a llcatlon. st S * Department Review Method: A Department review can be processed in ane of 2 ways: Online or Ma
eSetimesstion emeEE) Department is different, not all Departments are willing to conduct online reviews at this time, If your d

Note: You can check the current state

yet doing onling review, you must obtain a hardeopy version of the department appraval to submit £o tf

Required Department Approvals JREeLITI ]

Reguired Department Approvals:
Department Name

for any activity within the application rediane

(e.g. initial approval, amendment,

continuing review, etc.).

INDEX OF STUDY STATES

Below is the index of study states and the status of an application for a specific state.

State

Status Description

Approved

The study is approved and placed under the Applications tab
in the study team workspace.

Board Assignment

In RSRB Data Manager “Inbox.” The application is ready to be
assigned to a Board.

Board Meeting Process

In RSRB Specialist “Inbox.” The study is assigned to the Board
for review.

Chair Approval

In RSRB Chair “Inbox.” The study is being approved by RSRB
Chair.

Change to Review Level
Required

In study team “Inbox.” The application needs to be revised/
updated before the review level can be changed (i.e., Exempt
to Expedited or Full Board).

Changes Required by
Department - Pending
Review

In study team “Inbox.” Department is requesting changes /
clarifications from the investigator.
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State (cont.)

Status Description (cont.)

Changes Required by IRB  [In study team “Inbox.” Study team needs to address the
Board issues per RSRB Board request.

Changes Required by IRB  |In study team “Inbox.” Study team needs to address the
Specialist issues per RSRB Specialist request.

Closed Study is closed.

Closure Pending

In RSRB Director “Inbox.” Study closure is being reviewed
by the RSRB Director.

Department Review

In department approver “Inbox.” Department approver must
sign off on the application before it can be reviewed by the
RSRB.

Designated Reviewer
Stipulation Review

In RSRB Chair “Inbox.” Stipulations are being reviewed by
the Chair.

Disapproved - Changes
Required

In RSRB Specialist “Inbox” and study team “Inbox.”
Appropriate action will be taken.

Exempt Chair Review

In RSRB Chair “Inbox.” Chair is reviewing the Exempt
study.

Exemption Confirmed /
Archived

Exempt study is confirmed; study may be conducted.

In Expedited Review

In primary reviewer “Inbox.” The application is being
reviewed by the primary reviewer.

IRB Specialist Pre Approval

In RSRB Specialist “Inbox.” Approval letter is being created.

IRB Specialist Review

In RSRB Specialist “Inbox.” The study is being reviewed by
RSRB Specialist.

IRB Specialist Stipulations
Review

In RSRB specialist “Inbox.” The specialist is in the process of
creating and reviewing stipulations.

Meeting Complete

In RSRB Specialist “Inbox.” The study has been reviewed by
the Board and the RSRB Specialist is processing the
application.
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State (cont.)

Status Description (cont.)

Pending Approval

In RSRB Data Manager “Inbox”, for watermarking of
documents.

Pre Submission

In study team “Inbox.” The application has not been

submitted.
Stipulations Pendin In study team “Inbox.” Study team needs to address the
P 5 stipulations outlined by the RSRB Specialist.
Suspended Study is suspended.
Wt o Eh iy In RSRB Data Manager ”In?oox.” Waiting for depa}rtment
approval and non-electronic documents to be delivered to
Attachments o :
the RSRB before assigning to a Board for review.
. In WIRB liaison “Inbox.” The application had been
Waiting on Hardcopy . . e :
Attachments (WIRB) submitted and is waiting for non-electronic documents to be
delivered to the OHSP before assigning to a WIRB review.
WIRB Active The application has been submitted to WIRB.
WIRB Closed The WIRB application has been closed.
Withdrawn Study is withdrawn.
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