OFFICE OF RESEARCH PROTECTIONS

Submitting to the 85

Main Line Health”

Main Line Hospitals
Institutional Review Board (MLH IRB)

New Study Submissions

NOTES: Study documents including Informed Consent, HIPAA Authorization, and Protocol are uploaded
into the system at the end of the application. The guas icon at the top of each page will list all guidance
documents in the system. Have all relevant study documents prepared and ready to upload after

completing the study application. You can always create a new study and save and return at any point in

the application process.

After logging into iMedRIS, you will be taken to the Study Assistant page. Click “Create a New Study.”

Featured Study Operations

Create a New Study

View My Studies

Start a Study Submission Form
Track Approvals

Incomplete Forms B

1.0 General Information — Enter the full title of you study. When entering the abbreviated title, keep in
mind that this is the title that will follow each page of the submission packet.

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

vo B ENRT—
1.0 General Information

* Please enter the full title of your study:

* Please enter an abbreviated title that you would like to use to reference the study:

* This field allows you to enter an abbreviated version of the Study Title to quickly identify this study.

Questions? Contact the Main Line Health Office of Research Protections at 610.225.6222.
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To advance to the next section of the application, click the “Save and Continue to Next Section” button.
This button will appear on each page through the application.

Study abbreviated title:  August 23 Test|

My Workspaces

N — Study Assistant Request for Initial Review of Research Project Involving Human Subjects (Version 1.0)

~Primﬁ1e|d|v| Dmm' Esav:andmuelnlldsa:hfml

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

LRE] Caneral Information

o [ Setup Department(s) 1.0 General Information
Access

o B Grant Key Personnel

acosssihatheshubg * Please enter the full title of your study:

0 B External Personnel

Main Line Hospitals August 23 Test
0B w Board

0B

b
Exempt Submi

* Please enter an abbreviated title that you would like to use to reference the study:

August 23 Test
FThis field llows you to enter an abbreviated version of the Study TiHle to quickly dentfy this study.

2.0 Add Departments — include all departments/sites where the proposed research will take place. The
system defaults to the department associated with your iMedRIS registration. All Main Line Health
employees are entered in the system as affiliated with the generic “Main Line Health-MLH” as their
department. Departments are organized in the system by institution (Main Line Health); Department; then
Hospital. Scroll through the sites before selecting to familiarize yourself with the options. Select multiple
departments if applicable. If your department is not listed, select the hospital(s) where the research will
occur (each hospital is listed separately).

2.0 Add Department(s)

2.1 Include MLH sites/departme

Adding Department - Search Window ﬂ

> Select the Department(s) that you would like to filter by, then click Save.

, You may also filter these results by searching for Institution Name, Department name, Department Code on the inputs below. lda
% Any Departments already added will not appear here.

e code ] B sear

71 result(s) found... 1-10 P
Department Name Department Code
[ mainline Health Anesthesiology-Bryn Mawr
[ mainline Health Anesthesiology-Lankenau
[] mainline Health Anesthesiology-MLH Centers.
[ mainline Health Anesthesiology-Paoli
[] Mainline Health Anesthesiology-Riddle
[] |Mainline Health Bryn Mawr Hospital
[] |mainline Health Bryn Mawr Rehab
[ |Mainline Health Cardiology-Bryn Mawr
[0 |Mainline Health Cardiology-Lankenau
[ |Mainline Health Cardiology-MLH Centers

| [

Questions? Contact the Main Line Health Office of Research Protections at 610.225.6222.
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Selected departments can be removed by checking the box and clicking “remove”

2.0 Add Department(s)

2.1 Include MLH sites/departments where research will take place including screening, consenting, and study procedures.

I e | [ 5 i )=

® Main Line HealthCare - Main Line HealthCare

[m} O MLH - Lankenau Institute of Medical Research

3.0 Personnel—list all study team members participating in the protocol. Include any additional
personnel in the Study Contact section (3.3) you want to receive system notifications regarding this study
(e.g. research coordinators). If you are unable to find a user in the system, contact ORP.

‘ ‘Section view of

ng in any

9
onal Review Board

t Key Personnel

access to the study

3.1 * Please add a Principal Investigator for the study:

b- i staff, z nurses, etc. involved in the conduct of this study.

3.2 List all individuals responsible for the design, conduct or reporting of this study in the table below. This includes all i

A) Additional Investigators () AddUser | () Add Group
B) Research Support Staff u Add User 0 Add Group

3.3 * Please add a Study Contact:

(L) Adduser

The Study Contaet(s) will receive all important system notifications along with the Principal Investigator. (e.q. The study contact(s) are typically either the Study Coordinater or the Principal Investigator
themselves).

3.4 If applicable, please select the Designated Department Approval(s):

(L) AddUser

Add the name of the individual autherized te approve and sign off on this protocol fram your Department (e.g. the Department Chair or Dean).

4.0 External Personnel—list any personnel involved in the research who is not affiliated with Main Line
Health.

Questions? Contact the Main Line Health Office of Research Protections at 610.225.6222.
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5.0 — This page asks for additional study information. NOTE: the response to question 5.3 will alter the
guestions on the sections that follow. If you are unsure whether your project qualifies for an Exemption,
click the “** icon in the upper right hand corner for a description of the Exempt categories.

Account: Spider Man, M.D., MBA

7% MainLine Health’ Department: Main Line HealthCare - Main Line HealthCare @tHelp & myprofile ~ | Gelogout
Path: Home > study momt.

Study abbreviated title:  Short Study Title|

My Workspaces B [Sruvebbreviatedt Study Assistant Request for Initial Review of Research Project Involving Human Subjects (Version 1.0)

g Prncrinaty| | ] on || [

Section view of Application | [ Entire view of the Application

Main Line Hospitals Institutional Review Board Request for Initial review of Research Project Involving Human Subjects

2.0 B Setp Department(s)
o 5.1 Duration of Entire Study (form IRB approval to final report):

I—

[I—

5.2 Are you requesting to use a non-MLH IRB as the IRB of Record? Are you requesting to use a non-MLH IRB as the IRB of Record?

2.0 @ St ey ve :nel

Oves ONo
5.3 Are you applying for an Exemption?

Oves Ono
5.4 Provide a description of the provisions to maintain confidentiality of the data during all phases of the study include who will have access to the data, what security measures will be used, and where data will be stored:
D w BEE@QN BIUS XX

) Fomat - | Font - | size < |e =

i
t3
‘
>]
0
W
1
1
1
|

For Non-Exempt research, 6.0 asks for specific funding/sponsor information and 7.0 includes the Human
Subjects Research questionnaire (formerly “Form 002 Initial Submission Form”).

For Exempt research, 6.0 asks for the specific Exempt category and confidentiality information. The
Exempt research form does not include a section 7.0.

Questions? Contact the Main Line Health Office of Research Protections at 610.225.6222.
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Submission Packet to the Review Board

Once you have completed the IRB application, you are taken to the Submission Packet. Think of the
Submission Packet as the envelope that will house your study application, protocol, consent/HIPAA, and
other study documents. Section 1.0 of the Submission Packet will pre-populate some of the information
you provided in the study application such as PI, Department, Title of Study, and Sponsor. Complete
Sections 1.3-1.5.

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

1.0 Submission Packet to the Review Board

1.1 Protocol Information

Protocol and Study
30 B o ments

Principal Investigator:

Derek Bowden

Department:

MLH - Emergency Medicine-Bryn Mawr, MLH - Emergency Medicine-Lankenau, MLH - Emergency Medicine-Pacli , MLH - Emergency Medicine-Riddle
Title of study:

August 23 Test

*For investigator-initiated clinical trials study that prospectively assigns subjects to one or more health-related interventions to evaluate the effects on health outcomes must be updated on
www. clinicaltrials.gov as required. See the Office of Research Protections (ORP) website for additional information

1.2 Sponsor Information

Study Sponsor:
Boehringer-Ingelheim()
Study Sponsor Identification #:

1.3 Reviewed by Pharmacy: (Protocol and Pharmacy Fee Schedule)

O Ves
O Mo
® WA

1.4 Number of Subjects to be enrolled locally (indicate N/A if retrospective):

1.5 This is a medical records, retrospective chart review or database research project:

Oves Ono

Section 2.0 of the Submission Packet includes the Application that you completed at the beginning of
the submission process. Clicking on the Edit/View icon will take you back into the study application.

| (=g | = ===

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

Submission Packet ta the
1.0 B Submission P

2.0 Application

2.1 * Attach/Review your completed pfplication for this study:

Revise/ Edit/
[x] ) Request for Initial Review of Research Project Involving Human Subjects (Version 1.0)

Questions? Contact the Main Line Health Office of Research Protections at 610.225.6222.
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Sections 3.0 and 4.0 of the Submission Packet are where all study documents will be uploaded.

Section 3.0 is where you upload the Protocol and any other study documents, including the required
Transmittal Form.

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

Submission packet to the
1.0 B Submission P

3.0 Protocol and Study Documents

3.1 * Attach the study protocol and

i such as drug
documents will be added in the following section.

for use, patient i FDA letters, Sponsor contract/Grant award documents, etc. Consent and HIPAA

() Add 2 New Document | (L, Add Multiple Documents | @

ﬂﬂ_ Sxpiration bate Pocument Outcome mm

No Document(s) have been attached to this form.

Section 4.0 of the Submission Packet is where you upload the Consent and HIPAA documents. Note:
clicking “Add an informed consent from the list of Informed Consent Template Documents” will simply

download the consent guide. You will need to create your consent form first, save in a file folder, then
upload into the system.

thtﬁn:ulrl gmﬁsﬁmmﬁdﬂsl Esﬂ:m| E,mmmmmmsﬁm| s Signoff and Submit

Section view of the Form | [ Entire view of the Form

Submission Packet ta the
1.0 B Submission P

4.0 Informed Consent

4.1 * Attach the inform consent(s) for this study:

(Click below to access the informed consent documents)

o0 B T

U Add a New Consent
N S S v v ey
No Consent(s) have been attached to this form.

After all study documents have been uploaded, the last screen allows you to exit the form or advance to
signoff and submit. Exiting the form will not submit the package to the IRB for review. You may save and

exit at any point while completing the application and submission package if you prefer to work on the
submission in stages.

s Prit Friendly | | o, sianoft and submit

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

Submission Packet to the
108 Review Bo:

Form has been Completed!

2.0 B application Instruction of Form has Been Completed Screen
3.0 [ Protocol and study
Documents.

4.0 B Informed Consent

Questions? Contact the Main Line Health Office of Research Protections at 610.225.6222.
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If you are submitting on behalf of a PI, the Pl will need to Approve, Sign, and Submit before the
IRB will receive the submission for review. As study author, you will be able to create a PDF of the
study submission and Notify the PI to Signoff. When you click Notify Pl to Signoff, they will receive a task
notification to sign and submit the application. Refer to Tip Sheet “P| Signoff Instructions.”

Account: Derek Bowden
T Main Line Health’ Department: MLH - MLH
Path: Home > study mamt.

My Workspaces = ﬁtl'.'d";::'z‘;"‘;: ::H: MB‘:““"E’B Tm‘ Study Assistant Initial Submission Packet - (Version 1.0)

& Help 2 hyProfile - o Log out

_‘_Friitﬁiunlvl _é' Iwﬁfvl’[tnwl

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

10 B R e e Form has been Completed!

2.0 licati .

Application Instruction of Form has Been Jompleted Screen

3.0 % Protocol and Study
- Documents

; Informed Consent BHIPAA
4.0 Documents

If you click Signoff and Submit, you will be asked whether this submission requires routing. To route
electronically to your department chair or any other user who is required to review and approve your
submission, click “YES.” If you are using the Transmittal Form to capture these approvals, select “No”
and continue.

My Workspaces Study Assistant Setup Signoff Submission Routing

I Isaveimll:nmine

Does this ission require additional routing for

o] YES - Click YES to select additional personnel for routing.

©] NO - Click NO to bypass selecting additional personnel for routing.

Questions? Contact the Main Line Health Office of Research Protections at 610.225.6222.
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If you indicate routing is required above, you are first asked to select any “key study personnel” (KSP)
required for sign-off. Listed here are any study personnel you included in the study application. Select if
applicable, then save and continue.

Account: Spider Man, M.D., MBA

¥ Main Line Health’ Department: MLH - MLH (Help & mMyprofile ~ | CrLogout
Path: Home > study mgmt. > track submission

My Workspaces & Study Assistant Setup Signoff Submission Routing

[Select the Key Personnel required for routing and signoff

of the personnel required for routing and signoff.|

Include in sionoft [T " Screen Instructions:
This sereen enables the selection of key study personnel required to
o Spider Man, M.D., MBA Study Author review this form.
Principal Investigator
P 0

Derek Bowden Check the boxes next to the names of the personnel required for routing

and signoff.

Next, you will be asked to include any additional personnel required for sign-off, such as a department
chair. This will require the selected personnel to be activated in the system. Your leadership sign-off
may also be documented on the paper Transmittal Form that is uploaded in the study documents.
Contact ORP staff if you have questions about study sign-off.

Account: Spider Man, M.D., MBA

F Main Line Health® Department: MLH - MLH (D Help & wyerofile ~ C+Log out
Path: Home > study mgmt. > track submission

My Workspaces & Study Assistant Setup Signoff Submission Routing

[Salact the additional personnel required for routing and signaff

Screen Instructions:

o 5 3 A
S This screen enables the selection of personnel required to review this
L1 form and the routing order before submission.

No additional personnel have been selected for signoff.

- Person(s) designated as Department reviewers on your application
are listed on the 'Select required personnel’ section to the left of
these instructions.

Adding Reviewers:

. Click on the Add signoff link on the RIS control panel.

On the search screen enter relevant search information and
click find.

Select the desired reviewers by checking the box to the left of
the reviewer name.

When all reviewers are selected click the Save and Continue
button to go signoff complete screen.

EI o

The Role Column:

Questions? Contact the Main Line Health Office of Research Protections at 610.225.6222.
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After completing the study-sign off pages, you will be brought to a final page to sign-off as study author
before the study packet is submitted to the IRB. If you wish to create a collated PDF of your study
submission, select which components to include in the PDF, then click “Create PDF Packet.”

My Workspaces & Study Assistant Sulbmission Routing Signoff

Study Title: August 23 Te:
Submission Reference Number: 000528

Create PDF
Packet

Submission Component Name

Submission Form(s)

Includ,

in
PDF Packet
Submission Form(s):

O Initial Submission Packet
Application

[J  Request for Initial Review of Research Project Involving Human Subjects

Spider Man, M.D., MBA as Study Author
do you Approve or Deny this submission? Oapprove O peny

This form requires your el icsiomature, UserTD: [ |
Please enter your User ID & Password: P — :l

[View Other Comments:

Derek Bowden Principal Investigator
Comments:

Select “Approve” or “Deny,” enter your user ID and Password, and click “Save Signoff.”

The submission is now complete. The next screen you will see is the Submission Tracking, which
outlines the path for your study packet. As you see in the example below, the submission packet was
initiated on August 30, reviewed and signed by the study author on September 39, and assigned to the
study PI for sign-off. Note the pending status of the PI signature.

Account: Spider Man, M.D., MBA

S Main Line Health® Department: MLH - MLH D Help 5 wmyPprofile G+ Log out
Path: Home > study mgmt.

Study abbreviated title:  August 23 Test|

My Workspaces &1 |0 00 e

Study Assistant ‘Workflow - Submission Tracking

Status ‘ View Details Date Received / Date Completed Event Description

0 3{ YN (P (S5 Derek Bowden as Principal Investigator review and apply signoff
i@. Assign Department Personnel for Signoff
08/30/2018 05:08 PM EDT

Routing Assignment  08/30/2019 05:10 PM EDT
List

3/ 09/03/2019 02:25 PM EDT Spider Man, M.D., MBA as Study Author review and apply signoff
L 09/03/2019 02:30 PM EDT

08/30/2019 05:00 PM EDT
08/30/2015 05:08 PM EDT

L8 @

Initial Submission Packet is waiting to be submitted

Questions? Contact the Main Line Health Office of Research Protections at 610.225.6222.
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Once the PI signs-off on the submission, additional steps will be included in the Submission Tracking.
Note, the IRB assigned a study number, training records and COI are checked for all study personnel
included in the submission, and the MLH IRB receives the submission.

Account: Spider Man, M.D., MBA
MLH

T Main Line Health" Department: MLH -

) Help 2 MyProfile ~ G+Logout
Path: Home > study mgmt.

88 Numoer:  E-19-5041)  gpdy pssistant

) TR = [PI:  Bowden, Dar=k

Waorkflow - Submission Tracking

Date Received / Date Completed

Main Line Hospitals IRB received the submission

09/03/2019 02:35 PM EDT =
09/03/2019 02:35 PM EDT [@ | Notice to complete conflict of interest study disclosure questionaire 2ssigned to Derek Bowden
09/03/2019 02:35 PM EDT [ | Send Email with Merge Code

09/03/2019 02:35 PM EDT

05/03/2019 02:35 PM EDT @ | The following Scudy Personnel are not registered with up to date training records:
09/03/2019 02:35 PM EDT

09/03/2019 02:35 PM EDT & | Main Line Hospitals TRB assigned with the IRS Number of E-19-5041
09/03/2015 02:35 PM EDT

¥ 09/03/2019 02:25 PM EDT @ | Derek Bowden as Principal Tnvestgator review and pply signoff
4 09/03/2015 02:35 PM EDT

;/ 09/03/2019 02:25 PM EDT [@ | Spider Man, M.D., MBA s Study Author revie and apply signoff
- 09/03/2015 02:30 PM EDT

08/20/2015 05108 M EDT g | Asson Deparimert Persomnl for Sgnof
153/ .
Routing Assignment List 09/03/2019 02:35 PM EDT

AN N NN NN C)

08/30/2019 05:00 PM EDT [ | Inital Submission Packet is waiting to be submitted
08/30/2019 05:08 PM EDT

Your submission will appear under the “All Studies” tab from the system homepage. Yellow=IRB has
received and review is pending. Red=returned for corrections. Green=approved and the study is open.

All Studies Recently Used Study Status or RE Nurmber, Mias search
)
& result(s) found... 1-6

Stud: RE e Principsl
i s = eview umber — ==
Clitk o open e Re Baard RB Numb e Eon
Study abbrevisted title

August 23 Test

Pending - Submitted for Initial
iew

Main Line Hospitals IRB  E-19-5041

August 23 Test Bowden, Darsk

Clicking into the submission will take you to the study submission components. This is also where you
will be able to submit continuing reviews, amendments, adverse event reports, etc. Questions? Contact
ORP Staff.

Account: Spider Man, M.D., MBA

T Main Line Health’ Department: MLH - MLH (JHelp & MyProfile ~ | GLogout
Path: Home

My Workspaces =l 975041 grudy Assistant Submissions

[ — S — August 23 Test
‘ M_ﬂ IS Namber s Fremsoan 2=l ‘
Suhmlssmns Study Management

Protocol Items
®  submissions History

®  Study Application ‘ ®  study Correspondence

®  Informed Consent »

® other Study Documents > s [ ———
Track | Ref
'Y e
®  adverse Event Reporting Form Routing [ITET VP - Refract
= B 1nitial Submission Packet Submission
® Amendment/General Reporting Form Process
® 1nitial Submission Packet
®  Continuing Review Submission Form

10

Questions? Contact the Main Line Health Office of Research Protections at 610.225.6222.




