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1. Login to IRBManager to view your Dashboard

2. Starting a Review
>If you have an assigned review pending, it will show at the top of the page.
»The protocols for review will be listed underneath in the section titled “My Reviews”
>The dates Assigned and Due are listed to the right.

m A Find Project (Ct
My IRB Help

A
CENTRAL MICHIGAN You ha\:e 1 reviews pending. < l
UNIVERSITY N
My Reviews (1 Open)
Actions [ . .
: Type %+ Assigned # Due ~ Review Item * Re
SlEnET:On Full board review (optional ) 07/12/2021 07/13/2021 IRB - Initial Expedited/FB Submission

Completed Reviews

2021-513-Childrens Hospital/DMC
Show Sponsor Ids

Recent Items

Projects {2 Active) Notices
2021-513-Childrens . .
Hospital/DMC = You are associated with 2 active Projects and 2 total Projects. %ﬂ%
2021-207-Childrens @ You are the PI for 2 active and 2 total Projects. Human Subjects
Hospital /DMC s You are the Co-Investigator for 1 active and 1 total Projects. Investigators who
2021-259-Internet utilize current CIT]
xForms (8 Active) certification from
Messages institution to satisf
Welcome to IRBManager | ¢ You have 4 unsubmitted xForms. training requireme
at Central Michigan o You have 4 xForms being processed at a later stage. CMU required mod
University - ) expiration of, curre
o There are 2 xForms awaiting your attention. contact the Office
Useful Links E— with any questions
CHM Pediatric IRB vents (2 Open) i
%nni:elantte& Authorization = Only show events where I am: v Subjects Resear
You have 2 Single IRB Initial Submission events. Person Interacti
IRB Mt. P Campus
Consent & Authorization You have 2 Total Open events

In consultation wit
3. Accessing the Reviewer Worksheet
»Select the “Type” title of the protocol you have been assigned to review. (In this case, the title
is “Full board review (optional)”)

m Al Find Project (Ct
My IRB Help

You have 1 reviews pending.

CENTRAL MICHIGAN
UNIVERSITY

Actions

! Type 4+ Assigned ¢ Due * Review Item ¢ Re
%ﬁ:o?ﬂ . Full board review (optional ) 2021 07/13/2021 IRB - Initial Expedited/FB Submission
Completed Reviews 2021-513-Childrens Hospital/DMC

Show Sponsor Ids

| My Reviews (1 Open)

»The Reviewer Worksheet will open in another tab. This will allow you to open the protocol
and view it separately as you complete the worksheet.

Developed by C. Sprague, Office of Research Compliance 7/9/2021
Page |2



CMU

CENTRAL MICHIGAN
UNIVERSITY

Review Assignment
Review Type: Full board review (optional}
Reviewer: Geasler, Gary

Review Item: IRB - Initial Expedited/FB Submission
2021-513-Childrens Hospital /DMC

Assigned: 07/12/2021 by Geasler, Gary
Due: 07/13/2021

Review xForm

& Collaborators Worksheet for Expedited Review of N... ¥ Page 1 of 1
Reviewer Worksheet Expedited Review of New Application - Worksheet for Expedited Review of New Applicatiol

[ Reviewer Add Note  View Audit |

Geasler, Gary
Email: geaslerg@amail.com Phone:

>Tip: As in most IRBManager forms, you can use the dropdown box at the top to navigate to

different parts of the form. (All required fields must be completed before it will allow you to
do this.

Review Assignment
Review Type: Full board review (optional)
Reviewer: Geasler, Gary

Review Item: IRB - Initial Expedited/FB Submission
2021-513-Childrens Hospital/DMC

Assigned: 07/12/2021 by Geasler, Gary
Due: 07/13/2021

Review xForm

& Collaborators Worksheet for Expedited Review of Ney |
Reviewer Worksheet Expedited Review of New Ap| Warkshest for Expedited Review of New Application

age 1 of 1
»f New Applicatiol

Check & Submit Form

4.  Accessing the Protocol

»From the Dashboard select the protocol link listed under “Review Item” column to view the
protocol and access attachments related to the study.

m [ANFind Project (Ctrl+Q)
My IRB Help Gary's Settings

You have 1 reviews pending.

CENTRAL MICHIGAN P 9

UNIVERSITY

My Reviews (1 Open)
Actions L . B :
‘ Type + Assigned # Due * Review Item ¢ Request Details

Etar‘t xForm — Full board review (optional) 07/12/2021 07/13/2021 IRB - Initial Expedited/FB Submission
Completed Reviews 2021-513-Childrens Hospital/DMC !
Show Sponsor Ids

Recent Items
2021-513-Childrens

Hospital/DMC o You are associated with 2 active Projects and 2 total Projects.
2021-207-Childrens

Projects (2 Active) Notices

CITI Training Requirement Reg;

. Human Subjects Research (IRB
2 e You are the PI for 2 active and 2 total Projects.

Hospital/DMC o You are the Co-Investigator for 1 active and 1 total Projects. Investigators who have been allow
2021-259-Internet

utilize current CITI human subjects

>The protocol will open in the same tab. (You're Reviewer Worksheet should be open in
another tab.)

Developed by C. Sprague, Office of Research Compliance 7/9/2021
Page |3



Event Details: IRB - Initial Expedited/FB Submission on 2021-513-Childrens Hospital/DMC Help Gary's Settings Sign off

Project-Site
CENTRAL MICHIGAN Project: 2021-513-Childrens Hospital/DMC Site: Childrens Hospital/DMC - Childrens Hospital of
UNIVERSITY Michigan
Actions I Title: A Randomizad, Multicenter, Double-Blind, Placebo- Committee: CMU Pediatrics [RB
. ] Controlled, Parallel-Group, Event-Driven, Grou
Attachments (37) -
Send EMail PI: Ross, Robert Sponsor 1d
Start xForm
xForms (11) Event
Done Type: [RB - Initial Expedited/FB Submission Started: 05/03/2021
- Instance: Completed:
Recent Items Committee: CMU Pediatrics IRB Assigned:
2021-513-Childrens Review Type: Full Board
Hospital/DMC - . "
2021-207-Childrens Reviews (5) collapse
Hospital/DMC Type ~ Reviewer ~ Qutcome ¢ Due ¢ Complete ¢
2021-259-Internet Full board review (optional) Abdel-Hag, Nahed 05/11/2021
Messages Full board review (optional) Blahunka, Stephen 05/11/2021
Wflc&'?rft.té’ulﬁ?mi%” Full board review (optional) Geasler, Gary 07/13/2021
University Full board review (optional) Heidemann, Sabrina 07/13/2021
Useful Links Full board review (optional) Thomas, Ronald 05/11/2021
CHM Pediatric IRB . I
Consent & Authorization Salmaiis (12) £ollapse
Template Subject ~ Date ¢ Del TofFrom ¢ Int¢
IRE Mt. P Campus I
Consent & Authorization | IRBE Determination of Conditional Approval for 2021-513 07/15/2021 g | Ibourke@dmc.org; ross3rd@cmich.edu No
Templates
IRBManager CMU User Selexipag ICF Appendix 07/14/2021 [g |czachlj@cmich.edu; Ibourke@dmc.org Yes

>From this screen you should be able to view all protocol information:

¢ Project Site Information: Project, Title, PI, Site, and Committee.
¢ As a Reviewer, you will not do anything with this section, but are welcome to view it.

Project-Site
*Project: 2021-513-Childrens Hospital/DMC * Site: Childrens Hospital/DMC - Childrens Hospital of
Michigan
*Title: A Randomized, Multicenter, Double-Blind, Placebo- Committee: CMU Pediatrics IRB

' Controlled, Parallel-Group, Event-Driven, Grou

*PI: Ross, Robert Sponsor Id

e Event Information: Type of Submission, Committee, Review Typ, and data entry start date.
¢ As a Reviewer, you will not do anything with this section, but are welcome to view it.

Event
*TVPE: IRE - Initial Expedited/FB Submission * Started: 05/03/2021
Instance: Completed:
*Commitlee: CMU Pediatrics IRB Assigned:

*Reuiew Type: Full Board

e Reviews: All Reviewers' names and Review Types, Outcome, and Dates Due/Complete
e You may select any of the review type titles to see other Reviewer's Reviewer Worksheets.

w Reviews (5) collapse
Type * - Re\riewer* * Qutcome * ] Due* * Complete*
Full board review (opticnal) Abdel-Haq, Mahed 05/11/2021
Full board review (opticnal) Blahunka, Stephen 05/11/2021
Full board review (optional) Geasler, Gary 07/13/2021
Full board review (optional) Heidemann, Sabrina 07/13/2021
Full board review (opticnal) Thomas, Ronald 05/11/2021

e Email: All emails sent related to the study.
* Emails (12)

Subject « Date ¢ Del To/From ¢+ Int#

IRB Determination of Conditional Approval for 2021-513 07/15/2021 L4 | Ibourke@dmc.org; ross3rd@cmich.edu No
Selexipag ICF Appendix 07/14/2021 [4g | czachij@cmich.edu; Ibourke@dme.org Yes
Full Board Review Assignment for 2021-513 06/30/2021 [g janilsm@cmich.edu; sanilly@cmich.edu Yes
Assign study to Convened Board 06/30/2021 [g  staneldm@cmich.edu Yes
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e Steps: All steps related to the protocol within IRBManager and indication of which step have

been completed.

¢ As a Reviewer, you will not do anything with this section, but are welcome to view it.

 Steps (11) 4 Hide Skipped
| Step Planned Actual Complete Minutes Micro Note

Receive Submission 04/28/2021 Yes

Admin Review 06/30,/2021 Yes

Motify Board of Expedited Approval No

Assign to Full Board Reviewers 06/30/2021 Yes

Assign to FB Agenda 07/13/2021 07/13/2021 Yes 05/11/2021, 07/13/2021

Notify PI of Results 07/15/2021 Yes

Motify PI of Approval No

5. Accessing the Protocol Forms & Attachments
»Actions Section

¢ All forms and attachments are located in the “Actions” section of the protocol.
¢ You may also send a protocol-related email through this section.

‘ : MU Event Details: IRB - Initial Expedited/FB Submission on 2021-5

Project-Site

CENTRAL MICHIGAN Project: 2021-513-Childrens Hospital/DMC
UHI‘J}RS]TY
Actions L Title: A Randomized, Multicenter, Double-Blind, Place
%l_l a Controlled, Parallel-Group, Event-Driven, Grou
Attachment® (37) : hover for more...]

Send EMail

PI: Ross, Robert
Start xForm

> Accessing the Protocol Application

e From the “Actions” section, select “xForms".

CENTRAL MICHIGAN
UNIVERSITY

Actions
Attachments (377
Send EMail

Start xForm
xForms (11)

Done

o A list of forms related to the protocol will show on the screen.

Forms on Event Details: IRB - Initial Expedited/FB Submission on 2021-513-Childrens Hospital /{DMC Help Gary's Settings Sign off

Filter:

CENTRAL MICHIGAN Action Form ¢ Identifier ¢ Stage/Status ¢ Started = Suhmitttled ¢ By .

UNIVERSITY 2 Reviewer Worksheet Expedited Review of New Application Data entry 07/12/2021 Sanil, Yamuna
Actions ! 2 Reviewer Workshest Expedited Review of New Application Data entry 07/12/2021 Jani, Sanket
Done I ¥  Reviewer Worksheet Expedited Review of New Application Data entry 07/12/2021 Geasler, Gary
Recent Items 2 Reviewer Workshest Expedited Review of New Application Data entry 05/11/2021 Jani, Sanket
2%2015;35“183lf;gm§jr9”5 %  Reviewer Worksheet Expedited Review of New Application Data entry 05/11/2021 Jani, Sanket
2021-207-Childrens ¥ Reviewer Worksheet Expedited Review of New Application Data entry 05/11/2021 Blahunka, Stephen
2[;-‘2(};F2itia‘3l{?n|\;§rnet 2 Reviewer Worksheet Expedited Review of New Application Data entry 05/11/2021 Sanil, Yamuna
Messages X Reviewer Workshest Expedited Review of New Application Data entry 05/10/2021 Sanil, Yamuna
Welcome to IRBManager 2 Reviewer Worksheet Expedited Review of New Application Data entry 05/10/2021 Faraon, May

fltn?f::;iatLMichigan 2 Reviewer Worksheet Expedited Review of New Application Data entry 05/08/2021 Abdel-Hag, Nahed

Useful Links 2 IRB Applicatien to Conduct Research Involving Human Subjects Ross, Robert ?;tthatlrfrr;]t;r)v 03/0%/2021 Bourke, Lydia
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e Scroll down until you see the Application title.

¢ Select the Title "IRB Application to Conduct Research Involving Human Subjects”.

[

Welcome to IRBManager 2 Reviewer Workshest Expedited Review of New Application Data entry 05/10/2021 Faraon, May
Eltn(i:fenrt;iat:’l\dmhman Reviewer Worksheet Expedited Review of New Application Data entry 05/08/2021 Abdel-Hag, Nahed
. TRE Application to Conduct Research Involving Human Subjects Ross, Robert  Data Entry 03/09/2021 Bourke, Lydia
Useful Links (6th time)
e The Application will open in a new tab.
l MU & Collaborators | Investigators v Page 1 of 18 [ Next|
CENTRAL MICHIGAN
UNIVERSITY
IRB Application to Conduct Research Involving Human Subjects - Investigators
(10.5 Advisories Add Note |

materials.

Do not complete this application if you are a Pediatric investigator conducting research at Children's Hospital of Michigan. Please return to your Home
page and initiate the CHM Pediatric IRB Application to Conduct Research Involving Human Subjects for appropriate routing of application

(10.10 Form Creator Add Note

Entered: 04/28/2021 By: Geasler, Deborah Internal: Yes

when this comes back give to Sanil and Jani

Entered: 05/06/2021 By: Geasler, Deborah Internal: Yes

5/5/21: Callaghan and Czachor authorization for submission to the IRB for review:
and can proceed to irb mike

= On May 6, 2021, at 11:03 AM, Czachor, Jason <czachlj@cmich.edu> wrote:

=

= Correct.
> THanks

This is a randomized placebo controlled trial of sexilipag for pah in children. The study is feasible and scientifically sound

Bourke, Lydia
Email: |bourke@dmc.org Business: 3130038603

View Audit |

e Tip: Navigate quickly to different sections of the form by using the dropdown at the top.

& Collaborators Investigators Page 1 of 18
Investigators
Abstract
ICHIGAN
SITY Criterion 1. Risks are Minimized

ion to Conduct Research Involving Human Subjects -—- Inv
(10.5 Advisories

Research Involving Physiclogical Processes

Research Invalving Human Cells, Tissues or Bodily Fluids

Do not co.r_npfete this appJ'J’cata’or_J if you are 2 PE'?";EW_"-C Il Research Involving Stored |dentifiable Data/Biospecimens for Future Use
page and initiate the CHM Pediatric IRB Application

materials. Research Involving Drugs or Biologics

Inviestigational Drugs/Biolegics Details (1 of 2)

(10.10 Form Creator . o .
Investigational Drugs/Biologics Details (2 of 2)

Entered: 04/28/2021 By: Geasler, De Critericn 2, Risks Are Reasonable in Relation to Potential Benefits

when this comes back give to Sanil and 1 ¢riterion 3, Selection of the Participants is Equitable

Entered: 05/06/2021 By: Geasler, D Research Involving Children

5/5/21: Callaghan and Czachor authoriza Participant Compensation
This is a randomized placebo controlled ti - . . - . ;
and can proceed to irb mike Research Invalving Subjects with Impaired Decision Making Capacity

= 0On May 6, 2021, at 11:03 AM, Czachor o ) )
- Criterion 6. Data Will be Monitored for Safety

= Correct.
= THanks

Additional Determinations
Bourke, Lydia

Email: |bourke@dmc.org Check & Submit Form
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¢ Attachments that were included in the application will be accessible within the application in
the corresponding sections. (You may also access all attachments, including those not included in
the application in another area. Directions for this process are in the next section.)

Please provide name of new personnel to be added to this protocol if they are
not CMU affiliated or if a contact is not appearing in the above table. Lydia
Bourke

Role on Study Team Coordinator
Affiliation Other
Institutional Affiliation Other Institution

Training Attachments

Bourke Lydia CV 18MAR2020.pdf CVs
Bourke Lydia HSR training exp 17FEE2023.pdf Misc/Other
Bourke Lydia GCP training exp 19FEB2023.pdf Training Documentation

| Download All Attachments |

Convert Word documents to PDF before uploading.

»Accessing Protocol ALL Attachments (including those NOT in the Application)

o If you have just accessed the Application, Return to the previous tab from which you selected the
Application. (if this doesn’t apply, you may skip this step)

®) FormsonEvent Detal X @) xForm - IRE Applicat: X |

& A 8 cmich.my.irbmanager.com/xFor

e Once you return to the list of forms, select “Done” to return to the Protocol Site. (if this doesn't
apply, you may skip this step)

‘ : MU Forms on Event Details: IRB - Initial Expedited/FB Submission on 2021-5:

CENTRAL MICHIGAN Action Form .
UNIVERSITY #  Reviewer Worksheet Expedited Review of New Application

Actions X Reviewer Worksheet Expedited Review of Mew Application

Done < | X Reviewer Worksheet Expedited Review of New Application

Recent Ttdms X Reviewer Worksheet Expedited Review of New Application

2021-513-Childrens 2 Reviewer Worksheet Expedited Review of New Application

Hospital/DMC
2071 307 Childrane W Reviewer Wnrkshaat Fynedited Raview nf Mew Annlicratinn

¢ From the Protocol Site page, in the “Actions” section select "Attachments.”
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‘ : MU Event Details: IRB - Initial Expedited/FB Submission on 2021-5

Project-Site

Cﬁnaﬁsﬂgﬁlﬂr&ﬂ" Project: 2021-513-Childrens Hospital/DMC

Actions I Title: A Randomized, Multicenter, Double-Blind, Place

Attach ts (37) <:*| Controlled, Parallel-Group, Event-Driven, Grou
achments ( hover for more...)

Send EMail PI: Ross, Robert

Start xForm

xForms (11) Event

Done Type: IRE - Initial Expedited/FB Submission

Instance:

o A list of attachments related to the protocol will be listed in the same tab.

¢ Select the Name of any attachment to view.
Project-Site
PI Ross, Robert

i Attachments on Event IRB - Initial Expedited/FB Submission Started 05/03/2021 on 2021-513-Childrens Hospital /DMC

| Attachments (35) Name Attached . Type Internal
L Generated Docs (2) Rec Mat 1.7ip 05/03/2021 4:46 PM ET Questionnaire/Survey No
COVID-19 pROTOCOL aPPEMDIX 05/03/2021 £46 PM ET Protocol Mo
04,1 AC-085A310 I8 Edition 15 Addendum 1.pdf 05/03/2021 £46 PM ET nvestigators’ Brochure Mo
Bosentan Investigstor Brochure v20 Jun2017.pdf 05/03/2021 4:46 PM ET nvestiqators’ Brochure No

e When finished reviewing attachments, select “Done” under the "Actions” section to return to the
Protocol Site.

ents

CENTRAL MICHIGAN project-site
UNIVERSITY

Actions . Attachments on Event IRB - Initial Expedited/FB Submission Started 05/03/2
Export i

i Attachments (35) Mame Attached 4
bone <:| ' Generated Docs (2) Bec Mat 1.7ip 05/03/2021

N -
Recent Items COVID-19 pROTOCOL sPPEMDIX 05/03/2021

PI Ross, Robert
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