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

SUBMITTING REQUESTED CHANGES
(BEFORE EXPEDITED OR FULL BOARD REVIEW)

Request for changes by the RSRB specialist can be made to a new application, an
amendment, a continuing review, and an adverse event. The following are examples of
screen shots from a new application.

While the application is in “Changes Required by IRB Specialist” state, the research study

personnel should perform the following tasks:

Home page

1. GO tO your home page _ My Inbox ‘@pphcamns Adverse Events  Continuing Reviews  Amendments
isplays Applications, Amendments, Continuing Reviews and Adverse Events requiring action by the P ar
study team.
tab Note: The Inbox contains all items that you have permission to view. Not all will require action from you.
(o] Name v Date Modified Type State Last State Change
Continuing Rewiew 1 , 5 s
CRODO01533 for RSFB Applicstion /o008 1234 Lontinung - pre o 35/2000 1234
#RSRBOODZ23206
. < < Amendment 2 for RSRE . X
2. Find the Appllcatlon that was B Ame2_RSRBD023206 Application BS/2008 1255 ppongment F1E L S/E00512:33
#RERBOOO23206
. . = RSREODO23LES Application with 1/17/2008 1:34 anplicat Stipulations 1/17/2008 1:34
returned to you by IRB Specialist Ststors Py PRIen e pu
. Changes . .
. . £ RSREOO0Z314 pos 129 Applicat] Required By 7 7/2008 1:29
with request for changes, and click = ot s
Application 1 Pre 1/16/2008 3:15 Fre 1/16/2008 3:15
5 RSREODD23144 Submission PM Application Submission PM

on its name

Study home page

3. Review the proposed changes from B
Application Returned by IRBS
IRB Specialist by clicking on the IS i s N
RSRB Case.Number: RSRBOO0D23157 IRB Specialist: Carla Caves
approprlate Ilnk ln the Cla]f'lflcatlons Date Submitted: 1/17/2008 Date Returned to PL: 1/17/2008 10:45 &AM i
Section under Required Actions tab :’e}ﬂqiz;spgigétion has been returned to you, Either changes are required to the application or more information or cdlarifications are
. Important:
Wlth Comments from the RSRB o If you have completed all the requested changes from the RSRE. Click "Submit Changes to IREBS" or "Submit

Exempt Changes to IRES" hutton to send the application back to the RSRE specialist for continuing with the
review process.

Required Actions Documents
Clarifications
Author Activity Date

[ hanges Requested by IRE Staff during initial review Carla Caves 1/17/2008 10:45 &AM
Please answer all the guestions

Specialist

Stipulations
Stipulations:

Description

There are no items to display.

form 152
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4, Review all items listed under

Comments

5. Go back to the study home page

6. Click the |[0] Application Forms

button

7. Use the scroll-down menu to navigate
within the application to the relevant

section

8. Make the required change(s)

9. Click on Save

10. Click on Exit

Clarifications screen

Activity Details (Changes Requested by IRB Staff during initial review)changss to the item were

requested.
Author: Carla Caves (RSRB staff) Activity Date: 1/17/2008 10:45 AM
For Person: Created Date: 1/17/2008 10:45 AM

Logged For (Application):

Property Changes  Documents / Tasks / Notifications

Instructions:

Application Returned by IRES

« Use this form ta send the application back ta the PI with a request far changes

& Upload a docuent specifying the required changes

s Inthe Cor s section, you may add a note (e.g. Please review the attachment)
» Whe ed, click the OK buttan, this will send a notification to the PI

Comments - Type in a note for the PL, if applicable:
Please answer all the questions

Documents - Upload your document specifying the required changes:
name version
There are no items ta display

Study home page

Curraat State Application Returned by IRBS

Changas Required By 188 Description:
spocialist PI: taining il
RSHB Case Number: SSEBO0023157
o)

Date Suhmitted: 11j2n0e
My Activities

fmes] Submit Changes to [RG5S

Returned for changes required by 1RBS

Coonrdinator: t
IHB Specalist:

Date Returned ta P12 1/17 /200

Hern 9,

Thes sopication has been roturned 1o you, Bther changis se reguined to the sookcation or mone information or darfications e
regested

Important:

s I you have completed all the requested changes from the RSRE, Chok “Subemit CF
Exemnpt Changes to [RES" button to send the apphcatson back to the RSRB spe
FEVIEW DrOCESS.

% to IRBE™ or “Submit
conbinuing with the

[rras] Withdraw

[R#] Edit Guest List

(Changas Raguired Fampivtn)

Authar Activity Diate 3
C 1/17/2008 10:45 M

Stipulations:
Dascription
Thare are na items to display,
form 253

Application form
#Show Errors | Print... | Jump

»: 01, Sluly Iersonnel Informnation. Protocal and Measures 7|

. Ztudy Personnel Information. Protocol and Measures &

. Conflict of Interest I—
. R R 03. Sponsorship (Part 1) |
1. Study Identification Information. Hoa. study Info (Part 1)

. Study Info (Part 2)

. Zponsorship (Part 2)
07. Just In Time (Part 1)

Just In Tirne

<< Back

1.1 * Study Working (short) Title:
IApphcatlcln Returned by IRBS

1.2 * Study Full Title:
Returned for changes required by IRBS ﬂ

[

1.3 If the Study Protocol is available electronically, click Add to upload, Important: If you're revising or
replacing the previously uploaded document, use the Replace link next to the file name. Do not delete
any document after the study has been submitted to the RSRE.

Add

narme Revision
There are no items to display.

Modified Date
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11. After all changes have been
completed, click on Submit Changes
to IRBS

12. Type in a brief summary of changes

13. Optional - upload a memo

explaining the changes (for additional

instructions go to p. 14 - Adding a Document)

14. Click the | @K | button
Note: This will send the application
back to the RSRB specialist.

namas
[~ [Replace] Summary of changes

Study home page

Currant Stats Application Returned by IRBS
Changas Required By KR Description: Returned for changes required by 1985
Spacialist PI: tramung pil Coordinatar: training
HSHE Case Numbor;  KSEBOO0Z3157 IHB Specialist: .
Date Suhmitted: 117j2n0e Date Returnod to P12 1/17/2008 10045 24
Wiew o 59,

1 Appmcanson Form
This auhcation his beer! raturmed 1o you, Bther charges e reguined 1o the sookcation or frore information or darfications ane
ed

R regueted,

Important:
hanges to (R85

s I you have completed all the requested changes from the RSRE, Chek “Subemit Changes to IRBE™ or “Submit
Exemnpt Changes to IRBS” button to send the apphcaton back to the RSRE spenalist for conbinuing with the
FEVIEW DrOCESS.

R+ Edit Gues
Required Actlans =010

(Changes Ragrived Tarmpiste) Clarilications

Futhar Activity Date 4
Carla Caves 1/17/2008 10:45 AM

Stipulations:
Dagcription
Thare ara na items to display,
form 213

Submit changes to IRB specialist window

Submit Changes to IRBS

Instructions:

» Please provide changes or information as requested. If you have any questions, call the IRB specialist
#» Enter a summary of the changes you made in the box below

= You may optionally upload a documentis) explaining the changes

» Click the OK button to send your response to the IRB specialist

Summary of Changes - enter 3 brief summary of the change yvou made:
The following changes have been made: :l

™~ 4

Documents - optionally upload a memaols) explaining the changes. IMPORTANT - DO NOT UPLOAD any application
related documents such as protocols, measures, consent forms, recruitment materials here. If you require uploading
these b0 close this window, dick "application Farms” button then select the appropriate page
" and make the change as appropriate.

e dropdown list labels "Ju
Add Delete

Revision Madified Date
o.01 5/19/2008 4:56 PM
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