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

SUBMITTING A COMPLETED APPLICATION

When your application is completed, and you are ready to submit it to the RSRB:

1. Locate the pre-submitted study in
My Inbox

2. Click on the study name

3. Click the | application Forms

button

Home page

pplications  Adwerse Events  Continuing Reviews — Amendments

(1] isplays Applications, Amendments, Continuing Reviews and Adverse Evants requiring action by the PI or
study team.

Note: The Inbox contains all items that you have permission to view. Not all will require action from you.
bin] MName v Date Modified Type State Last State Change

CROOO01547

3 RsrEOO023142

Continuing Review 2 for
RSRB Application
#RSREOOD23194

amendment 2 for RSRE

Ame2_RSREODD23194 Application

#RSRBOODZ23194

Application 1 Pre
ubmission

5/1/2008 11:17 Continuing Pre
AM Review Submizsion

5]"\'41/2008 1052 amendment

Pre
Submission

5/1/2008 10, Pre
AM Submizsion

- application

5/1/2008 11:12
AM

5/1/2008 10:32
Ar

16/2008 2:58

Continuing Pre 3/5/2008 12:26

Review Subrnission PM

Continuing Review 1 for .
CRODOD1531 3}&/2009 12:26

RSRE Application
#RSREOO0DZ23193

amendment 2 for RSRE

Ame2 RSRBO0023193 Application 352008 1224 ymongment TS L 2i5/200812:24
#RSREOO023193
Application with 1/17/2008 1:14 5 Stipulations 171772008 1:14
[ RSREOODZ3161 Stinulations oM Application Pending PM

Study home page

4y Home | Logolf

RSRE Home  Neve Application [TV FaQs and Issues

Studies > Application 1 Pre Submssion

Vieys

Date Submitted:

Ready to Submit:

Not Submitted Yet

ves

Current State Application 1 Pre Submission
Pre Submisslon Description: Pre Sub Study
PL trainng p2 Coordinator: tramring user2
RSRB Case Number: RSRDOD023142 Date Created: 1/16/2000 2:50 PM

Online Dept Review?: oo

form 72
Instructions

My Activiting

» This apglication has not yat been submitted to the RSRR office,
» Click o tha “Submit Appliction’ link oa thi 8% hand side of ths page to subimit the applicstian.
* During submission, the system will chack to make sure all required helds are filled in.

* To edt the form, chek on the Apphcation Forms” button,

[eras] Withdraw

[E) Bt Gust Lise

Please Note: Only the PI can "Submit™ this appiication
{raBabmission Tarplata)

* Denartment Raview Methad: A Department review can be processed n one of 2 ways: Onlne or Manual, Dach
Dopartmert is different, nat all bepartments are wiling to conduct online roviews at this time. If your department is not
¥ CING online review, you must abtan 3 hardcooy varsion of the departmant apgraval to submit to the RSRB offica.

Documents

vl Department Approv,

Reguired Department Approvals
Department Name
Podiatrics
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4. Use the scroll-down menu to navigate

to the Application QA page

5. Select Yes that the application is
completely filled out

6. Click the| Continue -= |button

7. Read the Final Instructions and click

the| Finish |button

Application form: scroll-down menu

Save | Exit | Hide/Show Errors | Print... | Jurnp

1. Study Personnel Information. Protocal and Measures

g4, Wwaiver of Consent

85, Informed Consent

g6, Waiver of Docurmentation of Consent
Exernpt Study Cat, A

StUdE ExemEt Cat, B

Application Signature
Application Complete
WIRE Certification of Scientific Review

TR —hecllict

83, Informed Consent and Documents -

—
w

Application form

Fit: Applicatinn - RERADOOZA1AZ

| Exk | Hid

Edit: Applicatinn - KSRADOD

| Final Instructions

<< Back Contiun >>
[ I Sl
| Umportant: J¥ ehvr appication it pOF Vet compiats, Seaus the THBCton W Balow, Thiz Wil zave the Information |
| vour Frve entered fo clate and alfow you fo fog back in and complete the appication ot e."aM e, M the
| anpbcation i complede, change D selecton 0 Tes below.  Rernermber that complelng the apedcation does nat
| trmars 18 15 submbted, fest that yew are doe with anturig mfwmvl’iﬂl
| ¥ 1s this Application completely filled outiNQE Yes
| Des vour denartmont conduct on-line review and anaroval of studies? yos This fiokd shows whather or nof your
dapartmant conducts ankn revew
| Eor Degarments that Do Conduc On-line Review
| W.’nm a‘m I rossis Hv 'MJVIM‘.‘JWFM!WW. e rxwwﬂlwd ..\L\Mwwrwx.' attachrnents (uplosded
| naate: 17 yous have not upinaced ai documents (s.g. protocol, grant, ot .} 0 the appicatan, you will need &
'mew these in hard copy B9 tha department reviewer and the A%
| oo e 1 i %m AT [y e Frnt Vi button) an A‘I.ur-dl! ard W hard copr dxurmints fo
| vour dapartrsant revibuwer. Affor dapartrwntsl sion-off the PY can fress the SUBNLAON” Buttons B submit the
i anplicaton to the RSER, The signed dapartment” approval andmhwdrm oof alf documants nat upkaeded in
| | the aniine systam) meszt than b pubmittsd to tha RERA.
' fom @

= e B ] iders | 3uwnp ; ( i

147

Yiou have indicabed that your apalication is now complebe. Clicking the Tirsh’ button befow, will Lake you
back to your workspace. Your study will be in the ‘Pre-Submission’ stage. Here you will be able to view
the appiication in two ways. The "iew/&palication Farm' button takes you page by page through the
applicatan, Click the “ViewPrint Appication’ button ta view the entire apalication using the scrall tool ar ta
pant the agoleabon. [nthe 'Pre-Submission’ stage, you may also g back mto the agphcation (wing the
“iaw/application Farm’ button) to add attachmants (uplaad dacuments) or madify your réspanses.

Submission

Onch complote and ready for submession, the Panapal [nvestigator must click the “Submit’ button, Onee
thir appication has been subimittid, the appication becomes ‘read-only’, 6. vou wil not be abli to acopss
the Jpphcation to make changes, Rewisions or addbions can only be made f the Department Revewer or
the RSRE sends the applcstion back to you for changes.

Remember! The RSRE revew provess dogs not beam unbil depastment apgroval (either onlng or witben)
has been recevad.

s | =
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! A new application can be completed by a Study Coordinator or a Co-PI, but it can

only be submitted by the Principal Investigator.

If you are a Study Coordinator or a

Co-PI:

8. Click on Request Application

Signoff

This will send an e-mail notification to the

Principal Investigator requesting signoff.

9. Click the

0],

button

If you are a Principal Investigator:

8. Click on Submit Application

9. Click the

)4

button

Study home page

Studies > Application 1 Pre Submission

Application 1 Pre Submission

Current State
Description: Pre Sub Study
PI: training pil

RSRB Case Number: RSRBO0023141

View Date Submitted: Not Submitted Yet

£ Application Farms
L£L Print application

Coordinator: training userl
Date Created: 1/16/2008 2:56 PM
Online Dept Review?: yes

Ready to Submit: no

Instructions:

s This application has not yet been submitted to the RSRE office.

» Click on the 'Submit Application’ link on the left hand side of this page to submit the application.
s During submission, the system will check to make sure all required fields are filled in.

+ To edit the form, click on the "Application Forms' button.

pias| Request Application
Signoff

o Edit Guest List

Please Note: Only the PI can "Submit” this application

* Department Review Method: A Department review can be processed in one of 2 ways: Online or Manual.
Department is different, not all Departments are willing to conduct anline reviews at this time. If your depart]
vet doing online review, you must obtain a hardcopy version of the department approval to submit to the R

(PraSubrmission Templste)

Request signoff window

Request Application Signoff

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

Study home page

Studies > Application 1 Pre Submission

Current State Application 1 Pre Submission

| Pre i Pris Sub Study
Pl training pil Caordinator: training userl
RSRB Case Number: FSRBO00Z3I141 Date Created: 1/16,/2008 2:56 BM
View Date Submitted: Mot Submitted Yet Online Dept Review?: o
[ soptication Farms ]

Ready to Submit: yos
[ rine appiearion |

Instructions:

This application has not yet bean submittad to the RSER offica,

ik on the "Submit Application’ link on the laft hand side of thes page to submt the application.
ring submicsion, the system will chack to make sure all requered fialds are fillad .

» acht the farm, dick on the 'Application Forms’ button.

{ras]

[A+] Edit Guest List
Ploase Note: Only thi PI can “Subrmit™ this application

(Prassubmis pion Fampista)

* Dapartrert Roview Method: & Department review can b grocessed in oni of 2 ways: Online or Manual

Department is different, n
et doing online review,

il Departments are willing to conduct online reviews at this time. If your depan]
wst obtain a hardeopy version of the department approval to submit to the R

Required Department Approvals Documants
Required Dapartmant Approvals
Department, Hame
Pediatrics

Application submission window

Submit Applicati

n

CERTIFICATION OF PRINCIPAL INYESTIGATOR

Online submission certifies that all listed Study Personnel have reviewed the proposal and that the research will be
conducted in full compliance with UR Multiple Project Assurance, University of Rochester policies and Federal regulations.
It is understood that: 1) continuing review is required in order to maintain the approval status and that the investigator
must subrit progress reports for this review, 2) all changes in the study must be approved by the RSRE prior to
implementation, and 3) adverse events must be reported to the RSRE.

Signature or online submission also certifies that you have: 1) access to a population that would allow recruitment of
the regquired number of participants; 2) sufficient time to conduct and complete the research; 3) adequate numbers of
qualified staff; 4) adequate facilities; 5) a process to ensure that all persons assisting with the research are adequately
informed about the protocol and their research-related duties and functions, and 6) availability of medical or

pswechological resources that participants might require as a consequence of the research.
‘ Encel
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