How to Submit a New Application (as the PI)

My Workspaces = Study Assistant

STeP 1 Featured Study Operations

View All Tasks

E
View Study Tasks [ 20 |

Create a New Study

View My Studies

Start a Study Submission Form
Track Approvals

Incomplete Forms 14 |

NOTE: The First three sections of the Application will consist of what is called the “Study Shell.” The
information captured in these areas will be integrated into different areas of the system.

My Workspaces = Study Assistant Study Application O Back
g Save Section E Save and Continue to Next Section

Section view of Application | | Entire view of the Application |
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Each section as you
continue will appear
here. DO NOT select New Application
“Back™ or it will take
you out of the
Application.

STEP 2: Fill out both fields

1.0 General Information

* Please enter the full title of your study:

* Please enter the Abbreviated Study Title you would like to use

MA-1
" This field allows you to enter an abbreviated versicn of the Study Title to quickly identfy this study.

sy Print Friendly Q Save Section G Save and Continue to Next Section

Entire view of the Application

| Section view of Application

1.0 B General Information
STEP 3: Add department(s) associated to the

E— 2.0 Please add all departments associated with your study. N
20 B study. By default, the department associated
to the individual filling out the Application

2.1 List departments associated with this study:
will appear in the department table.

|_|_tsPrmany? _|Department Name

O MU - Speech-Language Pathalogy




Adding Department - Search Window X E i | E i Section
Select the Department(s) that you would like to filter by, then dlick Save.
You may also filter these results by searching for Institution Name, Department name, Department Code or School Code on the inputs
below.
Any Departments already add

Institution Name l:l Department Name
2 School Code l:l Dept Code

34 result(s) found...

| Section view of Application

1.0 B General Information

vill not appear here.

I L2

Department Name You can search for Department Code

Covenant Presbyterian Church of Stanton Unaffiliated the department(s).
Misericordia University Administration ADMIN This window will pop
Misericordia University Biology 810 up if you select "Add."
Misericordia University Business BUS
Misericordia University Chemistry/Biochemistry CHEM
Misericordia University Diagnostic Medical Sonagraphy DMS
Misericordia University English ENG
Misericordia University Fine Arts FA
Misericordia University Graduate Education OTHER

isericordia University History and Government HISGOV

Selecta Dept. ||  commm—) l then '
m e

s Print Friendly D Save Section E Save and Continue to Next Section

Section view of Application ‘ ‘ Entire view of the Application

1.0 B ceneral information

o B 2.0 Please add all departments associated with your study. Select to go to the next section
. Access

2.1 List departments associated with this study:

[ s pimary? [ Depariment e 2t ©) rmore

. MU - Speech-Language Pathology

_ Print Friendly

Save Section E Save and Continue to Next Section

Section view of Application ‘ ‘ Entire view of the Application |

1.0 B General Information

3.0 Assign key study personnel (KSP) access to the study

2.0 [ Setup Department(s)
Access

PR Grent Key Personnel 3.1 * Please add a Principal Investigator for the study:
. access to the study
() Adduser
3.2 If applicable, please select the Research Staff personnel: I STEP 4: Add Study Personnel
A) Additional Investigators add
W
B) Research Support Staff () Addser
3.3 * Please add a Study Contact:
The Study Contact(s) will receive all important system notifications alang with the Principal Investigator. (e.g. The study contact(s) are typically either the Study Coerdinator or the Principal Iy Add user
Investigator themselves).
ESaveSdectEd User(s)
To search for a user, use the filters and
Last Name: [adm P
select "Find" to search the database.
B Directory Browse/Find: First Name: ﬁ Find
. 5
To add the user, select the green checkmark. by Department: | All Departments

Check for Multiple ‘ Select User ' Training ‘us:r Name

z 0 | '
,f -3 Adminictrator Speech-Language Pathology (primary




Section view of Application | | Entire view of the Application |

g Print Friendly D Save Section E Save and Continue to Next Section

1.0 B General Information

2.0 B Setup Department(s) 3.0 Assign key study personnel (KSP) access to the study
Access

PP Grant Key Personnel 3.1 * Please add a Pri | Investigator for the study:
. access to the study The Pl is now added. Proceed to do the
Administrator same for the rest of the Study Personnel. () Adduser

/

3.2 If applicable, please select the Research Staff personnel:

) Additional Investigators

B) Research Support Staff

3.3 * Please add a Study Contact:

Administrator

Principal Investigator themselves).

The Study Contact(s) will receive all important system notifications along with the Principal Investigator. (e.g. The study contact(s) are typically either the Study Coordinator or the

4
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v»\ddl.lsa'

[+ Add User

Add User Remove
<

NOTE: Now that the “Study Shell” is complete, the next section (Section 4) will begin the IRB Application.

Section view of Application

1.0 [ General Information g

2.0 [B Setup Dapartmesnt(s)
Accass

o B ey == | PART 1 (Study Shell ljl
4.0 [ study Locations 9

o [ certify that the infor
5.0 [ 1re application

6.0 [ study Summary @ 1 certify I Bave d
7.0 B study subjects &

8.0 [ Risks and Beneins

ects enrclied in thes rese:
am listed in this applicat

ent 1o protect the human
Informed Consent & . T will assure my rese
9.0 @7

hator and team member shall have the educat
10.0 B HIPAA and Privacy '» PART 2:IRB Application
11.0 B Ferea T16s For e rc

12,0 [ Specimens/ Dats Banking
Mot Applcable

I J Radiclogy .
13.0 @ moes 1 have approved the procedures of the research p

14.0 [ Dats Management Plan
Faculty research advisor name and Department/ Program

16.1 By selecting balow, the Principal Investigator sgrees to the fallowing terms:

ject described in the attached application. | agree to assist the student w

ay PrintFriendly | (] SaveSection | [, Save and Contiowe to Next Section

STEP 5: Fill out the IRB Application. There is logic applied
that includes show/hide, validations, help tips, help links
and other resources to help guide you through the process.

ately responsible for o
t

erduct of thes protoc
his research consa r

it with policy and

o experience and qualificabons required to perform dubes delegated o them.

ation of the policies and procedures invoiving human subject’s protection.

15.0 [ conflict of Interest

e g
i

This is the last section of the IRB
Application

Date

-

I—b | Fitl out this section then... —

K019 |

= PART 3: Submission Packet (see next screen shot) J

NOTE: Now that the “Application” is complete,

the next part is the Submission Packet. This is equivalent

to the Manila envelope that gathers all the components of the Study into one submission to the Board for

Review.



g Print Friendly @ Refresh Constant Fields [} save Section E Save and Continue to Next Section

‘ Section view of the Form ‘ ‘ Entire view of the Form

] cubmission Packet to the
Review Board

Submission Packet to the Review Board

Hew Application

1.1 Please enter the full title of your study

STEP 6: Begin completing the Submission
1.2 Principal Investigator: Packet. This area will allow the Pl to add the
Lay Summary, access to the Application (if they
need to go back and review), upload Informed
1.3 Lay Summary/Abstract Consent and upload Study Documents.

Administrator

- A~

O WS HE B I U x xS
8 & B3

s PrintFriendly g, Signoff and Submit

Section view of the Form ‘ | Entire view of the Form

Submission Packet to the
1oB Review Board

Form has been Completed!

Instruction of Farm has Been Completed Screen

2.0 Bl Application

If at any point you want to go back
into certain sections of the Submission
Packet, simply click on the Section.

3.0 B Informed Consent

4.0 B study Documant

If you Exit Form, your work will be
saved and you may return and submit

Once the Submission Packet is complete your Application at a later time.

you may Signoff and Submit your Study. i earom

fs Signoff and Submit

o Save and Continue

Does this submission require additi

1al routing for approval?

=]

YES - Click YES to seled onnel for routing.

® NO - Click NO to bypass selecting additional personnel for routing.



Printasia
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STEP 7

Submission Form(s)
Initial Review Submission Packet - (Varsion 1.0)
Applieation
IRE Application - (Version 1.1}

T understand Misericordia University’s IRE Policies and procedures concerning research involving human subjects and T agres to:

Please select

hat apply.

Pl is required to select/fill these out. I

Complete all recuired reports in a i

Disclose any financial o parsanal conflict of interest

Flease type sl Researcher's name and Department, Bragram.

Pl must approve and apply their credentials
in order to submit to the Board.

Lauren Adamchak ’--:-ull-umlgnw
"do vou Approve of Deny this submissions * Approve ) Dieny

Uer 102 "
Thits form requires yoar electronic signal T
Plese enter your User 1D & Password: Password: |

[ Sove Sanoff

View Details Date Received / Date Completed Event Description After the PI s|gns Off thE
r

submission has now been

IRB received the submission

Routing Assignment List 01/18/2019 11:36 AM PST

01/18/2019 11:33 AM PST Initial Review Submission Packet has been retracted by Administrator
01/18/2019 11:33 AM PST

01/17/2019 01:22 PM PST Initial Review Submission Packet is waiting to be submitted
01/18/2019 11:33 AM PST

‘E} 01/18/2019 11:36 AM PST .
sent to the Board for Review.
J 01/18/2019 11:36 AM PST Send Email with Merge Code
01/18/2019 11:36 AM PST
l‘_\ 01/13/2019 11:36 AM PST The following Study Personnel are not registered with up to date training records:
E 01/18/2019 11:36 AM PST
« ;I 01/18/2019 11:36 &M PST Administrater as Principal Investigator review and apply signoff
@ 01/18/2019 11:36 AM PST
Assi D i t P | for Si lid
g ﬁ% 01/18/2019 11:33 AM PST SEL PN R v S

THE IRB APPLICATION IS NOW COMPLETE

IF A STUDENT IS FILLING OUT THE APPLICATION, PLEASE SEE BELOW TO COMPLETE YOUR TASK
AS THE PL

Create a New Study View All Tasks B

View My Studies View Study Tasks n

Start a Study Submission Form

Track Approvals

All Tasks  Outstanding Completed From the home screen, the Tasks
table will display all your tasks.
Select the "Waiting Submission”
task to Review and Signoff on
the IRB Application.

Task List: [a] v

01/18/2019

Waiting Submission 01:55 PM PST

Unanticipated and/or Adverse Event Form is waiting to be submitted

01/18/2019
5] Submission Routing Signoff 11142 o PST as Principal Investigator review and apply signoff




Printable
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The Pl has the ability to open,
Application view/edit the IRB Application.

Initial Review Submission Packet - (Version 1.0)

IRE Agplication - [Version 1.1)

Misericordia University: Researcher Assurance Statement

1 underatand Misericordia University's IRB Policies and procedures cancerning research invelving human subjects and I agree to:

Please seluct all that apply.

Accept respansibilty for the sthical conduct of this ressarch

n approval from Misericordia Universty's IR prior to instituting amy changes in this project

Once the Pl is ready to submit, they
must select/fill out these fields.

o Minaricordin Unbversity's 1

s advarse remctions or unexpected effects on subjects

raquined reparts in & imaly manner

Discleta any frbncial e parscrsl conflict of interast

Please type all Researcher's nanve and Department/ Program.

The Pl must complete in order to
submit to the Board for Review.

Lauren Adamchak as Princigal Investigator
do you Approve cr Dany this submission?  ARprove
Thisk UserID: |

yousr :
Please enter your User 10 & Passwords Password: |

Status View Details Date Received / Date Completed Event Description After the Pl signs off the
i

submission has now been
sent to the Board for Review.

01/18/2019 11:36 AM PST IRB received the submission

01/18/2019 11:36 AM PST Send Email with Merge Code

01/18/2019 11:36 AM PST

01/18/2019 11:36 AM PST
01/18/2019 11:36 AM PST

The following Study Personnel are not registered with up to date training records:

Administrator as Principal Investigator review and apply signoff

;/ 01/18/2019 11:36 AM PST
LLS 01/18/2019 11:36 AM PST

ﬁ 01/18/2019 11:33 AM PST Assign Department Personnel for Signoff

01/18/2019 11:36 AM PST

01/18/2019 11:33 AM PST Initial Review Submission Packet has been retracted by Administrator

01/18/2019 11:33 AM PST

’ Routing Assignment List

01/17/2019 01:22 PM PST Initial Review Submission Packet is waiting to be submitted
01/18/2019 11:33 AM PST

THE IRB APPLICATION IS NOW COMPLETE



