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Document Title: Relying Site Directions for PSite Application

A. Introduction

The purpose of this document is to help study teams that are relying upon an University of Michigan (U-M) IRB
for the purpose of regulatory oversight on a multi-site research study. U-M IRBs use a PSite application to collect
information from the external sites. This guidance document has been prepared jointly by the IRB-HSBS and
IRBMED to summarize harmonized procedures established between the two departments.

Note: Any and all study numbers seen in screenshots below are made up applications for the purpose of this
document.

B. Process
1. After logging in the relying site Pl will land on a page that looks like the picture below. On this screen the
individual will see any participating site applications that they have been added to. So if they are collaborating on
more than one project with the University of Michigan as the single IRB, there will have more than one listing.
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2. The relying site Pl will then click on the participating site application that is to be revised. This will open up the
participating site workspace where they will be able to select “Edit Project” on the left side of the screen or
download the template documents from the “documents” tab.
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3. Once “edit project” is selected there will be two pages of questions to be filled out. On the top of the first page,
they will have the opportunity to add more study team members. U-M asks that at least one Co-Investigator, one
or two study coordinators and an IRB personnel member be added to the application. To do this, click “+Add”
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a. Another popup will open where a search can be performed for each team member and the team
member role can be assigned.

i. If the team member does not come up in the search have them create a “friend account”.
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4. Once study team members are added, click “save”. At this time, all the study team members will be able to access the

application and someone else could continue the application, if needed. Page 1 asks about local information specific to
the study enrollment, this will need to be filled out before being able to click “continue”.

—

General Information

Tres Felowing qusstions will coloct inf

n nacessary for Bhe University of Michigan IRB, as ®e Single IRB in 3 MuRli-cta study, 10 approve an indvideal perfermancs sils For merg infeematios

Sho Mame: Eassem Michigan Unbrar
Your site Principal lnvestagaton (P] naeme: Mook Dally

2 Add sita Colnwestigatoris), Laad Study Coordinator. and one additional Stady Coordinatos, and ons IR Stafl Membar poit of contact from your institution:
+ A
Mame Role Cmail

# Updals | Nicoks Duffy nidulfy nemich adu

3 Sebect all vulnedable populations youl sile intends 1o enroll in thas study:
Population Type

Childran

Pregrast Womar

Emancigated Minors, maturs minors

Wiaiis ol the S1ee

sant Uploni any completsd Unbearsity of Michigan |
ey of Mghean IRE niamees .

oisent templats documents with your she specilic languags (sxchiding st spscilic (nfomsd consent short fomms. 10 be uploatsd in question 3)
e Ducuments [0 00 e Palicaaling Sits worksoace and fook S 5 hudy Witk Documants

Mersion

5 |8 It sy that non English speeking subjects will be enrosd

O ves O Ne Char

& Enter the esdmated namber of subjects o be enrolled a1 your local sive:
Adult

Chieien

IniSiwitluaia sges 15,1900 20 mal oilseswise legally qualified as Adults

T D¢ airy of the Study 9o members have B Coallict of IRlerest Mmanagiment plan?
wea Ma Ny

B Upkoatt ey tldiilonal suppodiing documents relited 0 your site, secessery o1 B review, et hive

vl Elieady been upbsaded (6.5, local recruitment, HIPAA Authos sation, state mandated Subict Bill of Rights)
+ Ade

Werzion

Bsae @Eu  AHdeShovEros DPit e umpTo- [ Conme» |
-

5. After clicking “continue”, the second page will open up. This page is specific to local IRB information. It is preferred that
an IRB staff member fills this out or at least confirms the information. Once this section is filled out, click “Continue”.
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6. After the application is filled out:
a. Perform an error check
b. If there are no errors, then click “Save & Exit”
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7. At this time, the relying site Pl can “submit” the application.
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8. After clicking “submit” a new window will open. This window is the Investigator Assurances; the investigator is
expected to read and agree with these assurances.
a. Once they have read the assurances they can agree via checking the box to indicate they agree.
b. Once the box is checked, they click “OK” to submit the application.
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9. This submission will then go to the IRB for review and approval. Once the submission is approved the workspace will
indicate so and the relying site study team will also be able to access their IRB approved site specific documents on the
documents tab.
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® For more eResearch information and how-to help, including how-to initiate amendments, reportable events and
continuing reviews, reference:
https://its.umich.edu/academics-research/research/eresearch/regulatory-management/reference-materials/par
ticipating-site-application

® For more information on multi-site research and supporting documents, reference:
https://umich.box.com/v/MultisiteResearchDocuments

File Name: CSP_2023/June/28_PG209.Relying Site Directions for PSite Application | Target Audience: Research Community
Author/Responsible Unit: Coordinated Services and Practices (CSP) unit Date Released: 1.17.2024
Date Modified: N/A

6 0of 6


https://its.umich.edu/academics-research/research/eresearch/regulatory-management/reference-materials/participating-site-application
https://its.umich.edu/academics-research/research/eresearch/regulatory-management/reference-materials/participating-site-application
https://umich.box.com/v/MultisiteResearchDocuments

