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

ADDING STUDY PERSONNEL,

In addition to the Principal Investigator, other study staff members can be included on the
application. Each study staff member can be granted access to future correspondence
related to the study and/or to edit the application.

Study staff roles include:

« Principal Investigator - individual who has full responsibility for study’s conduct

o Co-Principal Investigator (Co-PI) - individual who shares responsibility for the study with the
Principal Investigator

» Sub-Investigator - individual who assists PI or Co-PI in certain assigned aspects of the study,
and may be listed as a key personnel on a grant

« Study Coordinator - individual who coordinates with the PI and RSRB about the review and
approval of the study

« Other study personnel - data analysis personnel, persons obtaining consent, personnel who

may recruit subjects, etc.

1. SELECTING A PRINCIPAL. INVESTIGATOR

. .
Application form
. . . . 14 Prinipal Jssekis HSPPJEPRP Expiralion Dale _f;:ﬁ;ff'::“i-“ “Submit” this
1. Go to section 1.4 in the application =D |
Mot The HSERERRE rumber and the
expiration d‘a{as will .l;\;( be qod‘a‘(éd untf
f m the current form i3 heing saved
or 15 | Co-Principal Tnvestiataris ) (rdviaats who stors fulriponsibty for the sty with ti Priccal
e tigacer)
Aud|
Lt Frst e HERR/EPER Ho, Expiration Datn
There are no it display
L6 | Sub-investigator(s ) (indiwduals whe 3ssist Bl o Go-RI i cerfain asspned aspects of the study)
i
1. h I Last First arganization HSPREPRP N Expirat Dats
2. Click the | =elect... |button n _mx oumnsn : e
1t applicable, list all non-UR alfiliate igaturt s) include Name and Tnstitution:
g
=

submit & copy of the Human Subjocts Investigatar cortification (or UR HSPP 2 far thase institutions
that do not provide such training. )

add
nams Revision Modtfied Date
There are no items to display,

19 Updated : 7/08



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

Select Person window appears

3. Type in the PI's last name in the

search box, and click the | Ga|button

Note: You can filter your search by last

name, first name, or by department.

4. Select the relevant name from the list

5. Click the | @K |button

The Principal Investigator has now

been added to the application.

Note: The HSPP/EPRP number and the
Expiration Date will be updated after

you save this form.

Select person window

4} select Person - Microsoft Internet Explorer

Select Person

A last

Smith
Smith
Srith
Smith

Smith

D(D|O0|0(D|0D

Srith
@mith
 Smith
 Smith
 Smith
 Smith
 Smith
 Smith

 Smith

Total Selected: 1

First

Anne
Shannon
Wicki
James
Elizabeth
Brian
Raobert
Char
Kevin
Mana
Tani
Larysa
Tristram

Su

Total Selected: 1

@ lear | Advanced

K 4 1-14cf14 0 K
Organization

P=ychiatry

Clinical & Social Sciences in Psychology (CSP)
SMH-Mursing Practice

Orthopaedics

Clinical & Social Sciences in Psychology (CSP)
Cancer Center

Warner Schoal

School of Nursing

Pediatrics

Dermatology

SMH-Mursing Practice

Dentistry

Pediatrics

Radiation Oncology
K d 1-140f14 b H

ancel

Application form
L Principal Investigator \ HSPP/EPRP [ Expiration Date
| * Robert Smith (Select... | \ |
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2. SELECTING A CO-PRINCIPAL INVESTIGATOR(S)

1. Go to section 1.5 in the application
form

2. Click the | &dd|button

Select One or More Persons window

appears

3. Type in the Co-PI's last name in the
=0

search box, and click the button

Note: You can filter your search by last

name, first name, or by department.

4. Select the relevant name from the list

(you can select more than one name)

0] 4

5. Click the button

The Co-PI(s) has been added to the

application.

To remove a Co-PI from this list, check
the appropriate box, E and click
the

Remove |button

Application form

1.5 Co-Principal Investigator{s): (Individuals who share full responsibility for the study with the Principal
ator]

S

Last First QOrganization
There are no items to display.

HSPP/EPRP No. Expiration Date

Select one or more persons window

=10 %]

/] Select One or More Persons - Microsoft Internet Explorer

Select One or More Persons

Filter by JLast ;I Iabbey ‘ Goi tlear |Ad\ranced
Deselect all |
Total Selected: 2 [ 4 1250f3885 b M
& Last First Organization =
[T Coordinator Mo Mot applicable
[7 abas Peter Warner School
[T abayon Maricelle Dentistry
[T shazari Azin Ophthalrmology
[T abbasi Adeel Medical Education
bbey Tiffany Cancer Center
[T abhbott Susan Obstetrics and Gynecology
[C abbott Richard Primary Care Center —
®beoud Camille Cancer Center
[ abe Junichi Center for Cardiovascular Research
[T Abidi Maheen Infectious Diseases
[T abraham Irwin Unknown Department
[T abrams Terese Pediatrics
[T abrams Jennifer Medical Education Awards Program LI
Total Selected: 2 <4 1-250f3885 P M
Application form
1.5 ICu-Préi_m:ipaI Investigator(s): (Individuals who share full responsibility for the study with the Brincipal
ast First QOrganization HSPP/EPRP Mo, Expiration Date
bey Tiffany Cancer Center 67340411H 4430/2009
™ abboud Camille Cancer Center 11060604 6/30/2007
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3. SELECTING A SUBINVESTIGATOR(S)

Application form

1. GO to SeCtion 1.6 in the application 1.6 <@stigatnr(s): (Individuals who assist PT ar Co-PI in certain assigned aspects of the study)

form First Qrganization HSPPR/EPRP Mo, Expiration Date
There are no items to display.

If applicable, list all non-UR affiliate Investigator(s) include Name and Institution:

|

2. Click the | &dd|button

[ |

Submit a copy of the Human Subjects Investigator certification (or UR HSPP # for those institutions
that do not provide such training.)

Ad |

name Revision Modified Date
There are no items to display.

Select one or more persons window

/2 select One or More Persons - Microsoft Internet Explorer i ] B

Select One or More Persons window

Select One or More Persons

appears :
Filter by J Last ;I Iabbey ( Goi tlear |ﬂdvanced
3. Type in the Sub-Investigator’s last Total Selectecti 2 N aesof3ses b M
A Last First Organization =l
name in the search box, and click the I Coordinator No Not Applicable
[ abas Petar Warner School
GD bUtton [T abayon Maricelle Dentistry
[T Abazari Azin Ophthalmology
Note: You can filter your search by last [ Abbasi Adeel Medical Education
bbey Tiffany Cancer Center
hame, firSt name, or by department' [T aAbbott Susan Obstetrics and Gynecology
[T abbott Richard Primary Care Center —
@&bbuud Camille Cancer Center
4. SeleCt the relevant name from the hSt [ abe Junichi Center for Cardiovascular Research
(you can SeleCt more than one name) [T abidi Maheen Infectious Diseases
[T abraham Irwin Unknown Department
[ abrams Terese Pediatrics
. [T Abrams Jennifer Medical Education Awards Program -
5. Click the | Ok | button Total Selected: 2 4 1-250f3885 b [ =
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Application form

. 1.6 Sub-In Tom : (Individuads who assist O or Co-PIin certain assigned aspects of the study)
The Sub-Investigator(s) has been
Last st

Organization HSPP/EPRP Mo. Expiration Date
added to the application Abbey Tiffany Cancer Center 67340411H 4/30/2009
° ‘boud Camille Cancer Center 11060604 /3072007
If applicable, list all non-UR affiliate Investigator{s) include Name and Institution:
El
To remove a Sub-Investigator from this
list, check the appropriate box,
and click the | Remove |button o

Submit a copy of the Human Subjects Investigator certification (or UR HSPP # for those institutions
that do not provide such training.)

dd]

name Revision Modified Date
There are no items to display.

4. SELECTING A STUDY COORDINATOR

Application form

1- GO to SeCtion 1-7 ln the application 17 ] Study Cuurdi% I HSPP/EPRP [ Expiration Date
* training us ‘ |

form

2. Click the | Select, .. |button

Select a person window

Select Person

Select Person window appears p—
‘ Filter by ’Last = [williarns [ Gol tlear | advancad
Total Selected: 1 [} d 1-130f13 b U
3' Type in the Study Coordinatorls laSt 8] :v:iz:ns ;Iz:d :::iinalazzzz:itive Sciences
name ln the searCh bOX, and Cth the  williams Jackie Radiation Onecalogy
o williams Marc Medicine
GD button © williams Thomas P Psychiatry
illiams Ruth Meurology
Note: You can filter your search by last ¢ wiliams valerie Surgery
. o williams Andrew Medicine
name’ flrSt name’ or by department' © williams Jennifer Emergency Medicine
0 williams Thomas Medicine
© williams Jennifer ophthalmaology
4. Select the relevant name from the list T E—— S
© williams Angela Psychiatry
 williamson Mary Surgery
5. Click the | @K | button Total Selected: 1 K 4 1-130f13 b A
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If you don’t have a Study Coordinator,
please select the first option in the Select

Person window: No Coordinator.

Note: The Principal Investigator can also

serve as a coordinator of the study.

Select a person window

Select Person
Filter by |Last =l Gol Clear |ﬂd\ranced
Total Selected: 1 K 4 1-250f3za5 b M

A Last First Qrganiz ation o

& Coordinatar Mo Mot Applicable

0 Abas Peter \Warner School
 fAbavan Maricelle Dentistry
 Abazarn Azin Ophthalmology

5. SELECTING OTHER STUDY PERSONNEL

Any research personnel obtaining
consent or having contact with subjects,
and not included on page 1 (sections 1.4
through 1.7), need to be added to the

application.

1. Using the |__Continue -> | button,

navigate to section 85.1 in the

application form

2. Type a list of names, HSPP/EPRP

numbers and expiration dates into

section 85.1.

! When making a change within the ap-

plication form, always save the form by

clicking on Save link or the | Continue -»|

button.

Application form: scroll-down menu
|
Save | Exit | Hide/Show Errors | Print,.. | Jump

a5, Informed Consent

g3, Informed Consent and Docurments
|5, wifaiver of Consent

| EN

55, Informed Consent

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

Study Exernpt Cat, B

Application Q&

application Signature

Application Complete

WIRE Certification of Scientific Review

| WIBR —hecllict

4

Application form

Save | Exit | Hide/Show Errors | Print... | Jump
Tai |85, Informed Consent =

<< Back

85. Informed Consent Process Part 11

85.1 * Wil any geEeNgL s personnel listed on page 1 obtain consent for this study or have contact with
subjects @ o

If ¥es, list name(s), HSPP or EPRP numberi{s) and expiration date(s)
lane Smith - HSPP 11223344 - Exp: 1/1/2010 ;I

"\ .

85.1.2 | * will the consent form be given to subject or authorized representative to read prior to discussing the
consent in detail? O vas o

85.1.3 | * Will the subject or authorized representative be allowed to take the consent form home, if requested,
to discuss with family members?  © ves  No

85.1.4 | If you answered No to 985.1.2, 385.1.3, explain:

|

[
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