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About the site portal

Oracle Site Select site portal is a web-based tool that provides access to your site feasibility to-
do list, a comprehensive messaging area, the site profile, and a document library containing all
files shared with the CRO or sponsor. You can use the portal to check your tasks and study
status anytime, from anywhere.
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Getting started

To get started, check your email for an invitation. There are two ways to access the site portal:

* Nologinrequired: No need to remember a password. Click the encrypted link for secure
access. The link expires after 60 days.

* Loginrequired: Provides access to all studies you have been invited to participate in. Click
the Log in required link to set a password for your account. If you forget your password,
use the reset password link to receive an email with a link to reset your password.
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Dashboard

If you're logged in to the site portal and you've been invited to more than one study, use the
myStudies feature to switch between them. This allows you to view tasks and details specific
to each study. Click myStudies in the page header to open your dashboard.

Initially, the study list sorts by invitation date, with the most recent at the top. By default, Closed
studies are hidden. You can manually adjust the filter to include Closed studies and optionally
sort the table by study name, current task, invitation date, or workflow close date. Note that
while you can still view studies that are in Closed or Cancelled status, you won't be able to edit
tasks because the workflows are closed.

Click the name of the study you want to view. The study’s name will appear in the page header,
and you'll see the study’s task list on the Home page.

If preferred, you can also choose a study using the study drop down in the page header.

myStudies E

aaaaaaaaaaaaaaaaaaaaaaaaaaaaaa

Current task ¢ Invitation date < Workflow close ¢
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Home page

The home page has a vertical list of completed and upcoming tasks and milestones on the left
side of the page. To complete a task, take the Task action shown on the right. Each task
includes a color-coded status so you can quickly see its progress:

e Green: Completed

e Orange: Pending (in progress)
*  Yellow: Current task

¢ Pink: Discontinued

¢ Blue: Not started

Your CRO or sponsor may also choose to include:

« Extra study information that displays above the task list
* Additional details for each task that displays just below the task name on the right

The CRO or sponsor may also include a brief study description at the top of the home page. If
available, this text appears above the task list and may include a document download icon for
more information. Not all studies include this description or document, and it's not a concern if
it isn’t provided with the study you’re viewing.

You can return to this page anytime by clicking the Oracle logo in the upper left corner of any
page.

@® Note

You may be working on more than one study with your CRO/sponsor. Make sure to
check the study name at the top of your screen before you begin your work.

Verify site profile information
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Task list

Each task you need to complete includes a detail panel on the right side of the screen. This
panel shows information and actions related to the task. Depending on what'’s required, you
can view and download files, click Yes or No buttons, upload documents, and click Submit
when you're ready.

Your CRO or sponsor sets the required tasks and the order in which you'll complete them.
Examples of tasks you might be assigned include:

e Verify site profile information

e Agree to a confidentiality statement
*  View protocol

*  Verify site interest

e Complete feasibility survey

* Enter estimated patient count

e Sign and return CDA

* Review and return a document

* Enter date available for site visit

If you've already completed your tasks, you can return at any time to review them. Action
controls will be disabled for all completed tasks except for feasibility surveys, which you can
Edit as necessary. You can still download templates and documents if available.

When the study workflow window hasn'’t expired and you've finished some tasks but not
others, you can review what you've completed and click the next task due to continue working
through the study workflow.

If you provide a disqualifying response to one of the tasks and that response prevents you from
continuing with the study, you'll see a message at the top of the task details and the task will
change to red (Discontinue) status.
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Communicate with your sponsor or CRO

To view your full message history with the sponsor or CRO, click the menu icon B in the upper

right corner of your screen and select messaging. You can also click the message icon =
the header to open the page. If you have any unopened messages, a badge on the message
icon will show the number waiting.

When the Messaging page opens, it sorts unread messages to the top. You can adjust the
view using the sorting controls, and filter the message list using the Refine by options. Click
any message in the list open it in a modal window.

You can also create a new message from this page. Click New message to open a drawer
from the right side of your screen where you can compose and send the message.

New message &
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Update the site profile

Each CRO/Sponsor within Select maintains a profile for your site. To view and manage your

site profile, click the menu icon EHat the upper right of your screen and choose edit site
profile. If the link isn’t enabled in the menu, your CRO or Sponsor has intentionally disabled
editing and will manage any updates. Please contact them with any questions.

If you have created a site portal account, then the study picker in the page header will allow
you to switch between CRO/Sponsors based on who is managing the study. Make sure to
review and update each profile page and scroll to the bottom to Save progress as you go.

If you want someone on your team to work with the CRO/sponsor in the site portal, add their
information and email address in the “Site” sub-tab. The new contact will receive an email with
a link to log in.

Ll General information
University of Ottawa

Heart Institute

Site information

e oxgee et

Study contacts

Profile pages to review.
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Manage documents

To view and manage your documents, click menu icon EHat the upper right of your screen and
choose documents. You'll see two tabs on this page, Study documents and Library
documents. Access to Library documents is available only if you have logged in to the site
portal.

On the Study documents tab, you can manage all the documents exchanged in a study (e.g.,
all CDA versions, protocol and other study documents exchanged with the CRO/sponsor,
feasibility survey questionnaire PDF, and your completed survey). Click the document name to
open the details drawer, where you can review the related task history and download the
document.

If your CRO/Sponsor activated the optional Investigator library, and you've logged into the Site
portal, you can manage those documents under the Library documents tab. The library stores
investigator documents at the global account level so they can be re-used across studies (e.g.,
privacy consents, data use consents, master CDA etc.). If you have access to the Library
documents tab, click the Document label to open the details drawer.

Sy dmens

Document & Completedon & Completedby ¢ Version status. s Response

boioridonctoeing
Task history
V2 CDA 999-9999.docx =
Campdon 28m2035 by Y
V1 999-9999 CDA with merge fields.docx  [EXZ2ED

Competadon: 121n202 by Srpoenk

Sy dcums

Scope © Document label s Completedon ¢ Completedby & Documentstatus 3 Response
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Complete feasibility surveys

Your sponsor or CRO may assign you a feasibility survey task, which appears in the task list on
the home page. If you need to update your answers and resubmit, click the Edit link next to the
survey item in the task list or choose Edit survey response in the Task actions section.

You can also collaborate with your teammates to complete the survey. Your responses are
saved automatically, so you can exit at any time and return to the survey later from the site

portal.
Your stucy workflow tasks Complete feasibility survey
Completed Pending c‘t‘;'si"‘ Disconti | Incompl
Task information
3 0 1 0 3

Task actions

Verify site profile information

Assigned: 27Jul2020 Edit survey response
Sign and return CDA PLS/Sites T
Assigned: -

Generic Document PTS\Sites

Assigned: -

View protocol (]

Assigned: 31Mar2021
Completed: 31Mar2021 By John Smith

Verify site interest (]

Assigned: 31Mar2021
Completed: 31Mar2021 By John Smith

Complete feasibility survey o
Assigned: 08Jan2021 Edit h

Completed: 08Jan2021 By John Smith

Enter date available for site visit

Assigned: -
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Completing CDAs

If your sponsor or CRO assigns you a CDA task, it displays in your task list. In the Task
materials section, click the document name to download the CDA for review and signature. If
the CDA has been revised, you can view the full document history.

To upload your signed CDA or a version with suggested changes, click the Task actions button
for this task. A window will open where you can attach your document and add comments for
the sponsor or CRO.

You'll receive an email notification if they send comments or return the CDA with changes.

Sign and return CDA

Comments:

Drag and

@® Note

If your sponsor or CRO opted for digital signatures, you'll see additional details and
information under the Task actions section about how to sign the document.
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Manage your site portal user profile

If you're logged in to the site portal, you can manage your user profile data like First and last

names, Language, profile photo, and password. Click the menu icon EHat the upper right of
your screen and choose manage profile.

You can update most profile fields except the Email address field, which is read-only and
shows the address your CRO or Sponsor is using for you. If the information is incorrect, please
contact them as soon as possible to make the necessary updates, as this address is critical for
effective study communications.

User profile B

Drag and Drop
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Browsers

You can use the latest versions of Google Chrome, Microsoft Edge (Chromium), or Mozilla
Firefox. Please note that Internet Explorer is not a supported browser.
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Need help?

For assistance, reach out to your sponsor or CRO contact. You can also contact Oracle by
phone 24/7 at: 1.877.230.4168.
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