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Preface

Preface

This preface contains the following sections:

e Documentation accessibility
e Diversity and Inclusion
* Related resources

e Access to Oracle Support

Documentation accessibility

For information about Oracle's commitment to accessibility, visit the Oracle Accessibility
Program website at http://www.oracle.com/pls/topic/lookup?ctx=acc&id=docacc.

Diversity and Inclusion

Oracle is fully committed to diversity and inclusion. Oracle respects and values having a
diverse workforce that increases thought leadership and innovation. As part of our initiative to
build a more inclusive culture that positively impacts our employees, customers, and partners,
we are working to remove insensitive terms from our products and documentation. We are also
mindful of the necessity to maintain compatibility with our customers' existing technologies and
the need to ensure continuity of service as Oracle's offerings and industry standards evolve.
Because of these technical constraints, our effort to remove insensitive terms is ongoing and
will take time and external cooperation.

Related resources

Product documentation and other supporting materials are available on the Oracle Help
Center.

Access to Oracle Support

Oracle customers that have purchased support have access to electronic support through
Support Cloud.

Contact our Oracle Customer Support Services team by logging requests in one of the
following locations:

* English interface Customer Support Portal (https://hsgbu.custhelp.com/)
e Japanese interface Customer Support Portal (https://hsgbu-jp.custhelp.com/)

You can also call our 24x7 help desk. For information, visit https://www.oracle.com/life-
sciences/support/ or visit http://www.oracle.com/pls/topic/lookup?ctx=acc&id=trs if you are
hearing impaired.
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About Oracle Site Select

ORACLE

If you're new to Oracle Site Select, use this guide to learn how this application uses evidence-
based logic to help you find qualified study sites for your clinical trials. With custom workflows,
Oracle Site Select helps you automate processes and refine the criteria required to identify,
evaluate, and engage study sites.

Predefined tasks drive the work

The Oracle Site Select study home page provides an at-a-glance view so you can quickly see
study progress. A task list also displays those tasks that need your attention.

O select @ occount » - e o Saelect @ finalize @ doshboards

9999999.a v Sample study vz s Insetup Protocol: BPIO

Current study site statistics Study project dates

I s Tasks that need to be completed
1 || Hensge miesen

Intelligent, centralized site recommendations

Oracle Site Select can leverage your organization’s site list and curated datasources to help
you create and manage a robust target site profile for evidence-based site selection. Our site
recommendation engine helps identify sites with a proven track record of meeting enrollment
dates and delivering quality subjects for the study's target population. Protocol matching
technology also helps identify sites that meet your study eligibility parameters.

Your entire study team can collaborate online to define selection criteria and then evaluate
candidate sites, select, and approve them. You won't need to create and maintain
spreadsheets to manage and track site selection; the entire team sees the progress and
results in Oracle Site Select — in real time.

Using Oracle Site Select LITE, sites can collaborate with you to complete tasks and return
documents. If necessary, you can complete tasks in Oracle Site Select on behalf of sites.
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Navigation

This section, which is intended for all user roles, describes how to navigate in Oracle Site
Select and provides helpful tips for managing your profile and password.

* Navigating in Oracle Site Select
The application provides global menus, links, and dashboards that allow you to transition
between views and pages.

e Managing your profile to customize your experience
Oracle Site Select allows you to customize some elements of your user profile (e.g.,
display name, signature, profile picture, and more) with your preferred settings.

Navigating in Oracle Site Select

ORACLE

The application provides global menus, links, and dashboards that allow you to transition
between views and pages.

A persistent global navigation menu displays at the top of every page. Site selection mode and
menu options available to you (e.g., setup, manage, nominate, etc.) depend upon your role
and the permissions granted for your user account. Oracle Site Select controls which options
display within the global navigation drop-down menus based on permissions granted for your
user account. This means that you might have access to the "setup" drop-down menu, but the
menu will include only those actions you have permission to access.

At the far right of the global navigation menu, click the drop-down menu to the right of the
circular profile icon to access your user profile settings. To access product or API
documentation or the Oracle support home page, click the down arrow to the right of the
guestion mark.

You'll see another persistent menu below the global navigation menu where you can navigate
between accounts and studies depending on your assigned permissions and studies. If you've
been assigned to multiple studies, you can optionally favorite your frequently accessed studies

by clicking the bookmark (™) to the right of the study name. Your favorite studies automatically
sort to the top of the Studies drop-down list. Just click the bookmark again to unfavorite any
study. If you have user permission to view other studies, use the Study drop-down to choose a
different study. The Study drop-down supports type-ahead search logic.

The study home page includes bar charts, milestone visualizations, and a task list to help you
track study progress and tasks you need to complete. The bucket state bar charts show the
aggregate number of study sites placed in each represented bucket state over time.
Recommended, Selected, and Final Acceptance bar charts display stacked values when
available. Hover over the bar charts to see detail.
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Tasks that need to be completed

If you perform site selection tasks, you can quickly switch between nominate, evaluate, select,
and finalize modes by clicking the chevron arrows above the site grid. Blue indicates the
current mode (for example, in the image below, the current mode is Evaluate). You can also
see the highlighted "evaluate" option in the global navigation at the top of the page. You can
change modes using the options in the global navigation rather than clicking the chevron
arrows if you prefer.

O select @ sccount

PREFERRED  SITE SITE  NOTES  INVESTIGATOR 2 SHORT LIST BY INSTITUTION COUNTRY  SETWORKFLOW. ACTIONS.
Bl

E  SCORE ™ PROFILE

St

The global navigation Dashboards menu provides access to site status dashboards, reporting
options, and the myDashboard study-level dashboard feature. Access to each dashboard
menu item is permission-based, so you may see some or all options.

The myDashboard feature (accessed from the Dashboards menu) provides a study grid that
provides quick views into the progress of sites in the study and insight into study
communications and pending CDAs. Click any linked study name to navigate to that study's
home page. You can interact with that study as usual and favorite the study if preferred. Your
favorite studies sort to the top of the study grid (alphabetically among any other favorite
studies).

Your user account permissions also affect the display of other menu or action items on the
myDashboard page. For example:

e If you have an account administrator permission (such as user management), you can see
the global "account” menu, and the menu has all items you have permission to use.

e When you have Account study creation permission, you'll see an Add Study action button
above the study list. Just enter a unique study name and ID to create the study within the
account, and you'll see a confirmation when successful. After creation, the new study's
home page displays and includes a "Manage study details" task link to provide quick
access to the first step in new study setup.

When viewing the myDashboard study grid, if you click the "select" logo at the top left, the grid
automatically displays the previous study's home page if in session. If no study is in session
and you click the logo, the most recent study visited displays.

A sortable CDA column shows the count of actionable CDAs (those in Requires review or Final
review status) and the date of the last CDA uploaded for a site assigned to you. The CDA
column design brings higher visibility to these documents, as they can be challenging to track
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as they progress from submission to approval. When the CDA count is "1" or above, you can
click the count and navigate to the country page for the most recently received CDA.

The Communications column to see if unread messages might need to be addressed. This
column reflects multiple totals; the number shown to the left of the communication totals is the
total unread communications from sites assigned to you for the study. The stacked numbers on
the right are:

L = Date last message received from a site in the study

T = Total unread messages from sites in the study / Total messages received from sites in the
study.

o select @ account

STUDY NAME ¢ STATUS ¢ CDA ¢ COMMUNICATIONS ¢

e Stwdy M

O O O O Ww o o o o o

myDashboard also includes a study details drawer component that opens from the right side of
the page when you click on a study row. From top to bottom, the drawer displays:

e Study site statistics (the same progress visualization you see on that study's home page)

* Study details which is an expandable accordion list of values saved on the Study details
page. This section can display:

— Study ID

— Protocol number

—  Study type

—  Study sponsor

— Study internal description
— Study internal ID

— Study internal status

—  Study owner

— Study partner ID

e Current site counts by bucket state. Click to navigate directly to any listed bucket state.
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Managing your profile to customize your experience

Oracle Site Select allows you to customize some elements of your user profile (e.g., display
name, signature, profile picture, and more) with your preferred settings.

In the global navigation bar at the top of any Oracle Site Select page, click the down arrow to
the right of the circular initials icon. Once you access the Profile page, you can change your
first name, last name, and job title to your preferred display values. Your email address
displays; however, the email field is not editable in this view. Please contact your Oracle Site
Select administrator or super user if your email address needs to be modified.

Periodically, you'll need to change your application password. At the lower left of the Profile
page, you'll see how many days remain before automatic password expiration. However, you
can change your password at any time using the "Manage your password" fields on the Profile

page.

# Note:

If your organization has configured single-sign on (SSO) integration with Oracle Site
Select, you won't need to manage your password on the user Profile page shown
below. Instead, your user ID and password will be managed by your organization's
identity provider application (e.g., an employee portal or other organization-managed
site).

You can optionally specify the study status(es) you prefer to view in the study drop-down list
and on your myDashboard page. For example, if you only want to see your permissioned
studies that are in Active status, you can filter for only Active studies using your profile page's
Filter study list control.

On the right side of the Profile page, you can optionally upload your photo. If you choose to do
so, the photo replaces the circular initial icon in the global navigation bar. Accepted images
are:

* Upto 10 MB file size

* JPEG, GIF, TIF, or PNG file type (you can crop JPEG, TIF, and PNG images. GIF file
cropping is not currently supported.)

The photo will also be attached to emails that are sent to sites to help personalize site
communications.

ORACLE
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e Log in to Oracle Site Select
You'll manually provide your log in credentials only if your organization has not configured
Single Sign On (SSO) integration with Oracle Site Select.

e Reset your password
Use this procedure if you've forgotten your password. If you want to change your
password, use the "Change your password" procedure instead.

e Change your password
If your user account allows you to log in by manually supplying your user ID and password
credentials, you can update your password at any time using the option in your Oracle Site
Select user profile.

Log in to Oracle Site Select

You'll manually provide your log in credentials only if your organization has not configured
Single Sign On (SSO) integration with Oracle Site Select.

# Note:

If your organization has configured a Single Sign On (SSO) integration with Oracle
Site Select, you won't log in manually using the procedure below. If you're already
logged in to your organization's IDP (identity provider application - often an employee
portal), you'll be logged into Oracle Site Select automatically.

1. Using your web browser, display the Oracle Site Select login page.
2. At Email address, enter your email address.

3. At Password, enter your password, then click Log in.

ORACLE oe
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Reset your password

Use this procedure if you've forgotten your password. If you want to change your password,
use the "Change your password" procedure instead.

# Note:

This procedure does not apply if your user accont has been configured with Single
Sign On (SSO) integration to Oracle Site Select.

Using your web browser, display the Oracle Site Select login page. On the right, click
Forgot your password?

At Email address, enter your email address, then click Done.

Check your email inbox for a message sent from goBalto.com, and follow the password
reset instructions included in the email.

Related Topics

Change your password

If your user account allows you to log in by manually supplying your user ID and password
credentials, you can update your password at any time using the option in your Oracle Site
Select user profile.

Change your password

If your user account allows you to log in by manually supplying your user ID and password
credentials, you can update your password at any time using the option in your Oracle Site
Select user profile.

ORACLE

# Note:

This procedure does not apply if your user account has been configured with single
sign on (SSO) integration to Oracle Site Select.

If you are already logged into Oracle Site Select, at the upper right of any page, click the
down arrow next to your profile name or picture, then select manage profile.

Click Manage your password to expand the panel.

At Current password, enter your current password.

Enter your new password at New password. Password requirements are:
e must be at least 8 characters

e must contain at least one of each of an upper-case letter, a number, and one of the
symbols !, @, #, $, %, ", &, *

e must not reuse any of the previous five passwords
Re-enter new password to confirm.

Click Save password.

2-6



Chapter 2
Managing your profile to customize your experience

# Note:

Passwords automatically expire after 180 days.
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Study Setup

This section, intended for study administrators and protocol managers, describes how to set up
and manage studies in Oracle Site Select.

Setting up studies

Permissioned users can set up studies in Oracle Site Select with attributes that help you
and your team members track those studies based on various parameters. Parameters

include protocol number and title, protocol phase and compound, study status and type,
and more.

Defining study workflows

Defining a study's workflows involves detailed planning around the order in which sites
complete individual workflow tasks and identifying required documentation and
communication.

Defining study disinterest and exclusion reasons

When sites indicate they are disinterested in study participation, they must provide one or
more reasons. Administrators can specify a list of reasons displayed to sites in Oracle Site
Select LITE or when Oracle Site Select users complete tasks on behalf of a site.

Defining study milestones
To ensure your team stays on track with key study accomplishments like site enroliment
targets, define study milestones when you set up your study.

Defining site scoring parameters (weighting)

Specify the formula used to determine how Oracle Site Select assigns a site score. Your
site selection team can use the scores displayed in the site grid to determine which sites
are most likely to meet key study criteria.

Setting up studies

Permissioned users can set up studies in Oracle Site Select with attributes that help you and
your team members track those studies based on various parameters. Parameters include
protocol number and title, protocol phase and compound, study status and type, and more.

ORACLE

Study setup requires two explicit permissions:

1.

Study details management: This role-based permission allows a user to set and modify
most study details within their account. Exceptions are the study's "status" and " type"
values. Users granted Study setup management permission should also have Study
details management permission.

Study administration: This role-based permission allows users to set and modify a study’s
status and type values — in addition to the functionality available with the Study details
management permission.

Study details page

Users who have a role with Study details management or Study administration permission

access the Study details page from the global navigation "setup" menu. Fields defined on the
page identify the study at the highest level (such as study ID, protocol, sponsor, etc.), and the
values are used across the application and in reporting. When viewing the Study details page
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for one study, you can navigate to the details page for a different study by selecting the other
study from the study drop-down list in the persistent header.

Bl sclect Omeountc Doum. . e Qevuste  Sscet  finsize € dashboards - Testisent  (TU) L 2

© Sample Acct v Swdy Sample Study v R Stws  Insetup Protocol: 999-9999

Study details for Sample Study
Define study detalsthet vl dentiy this stucy and be used across the appliction.

Study il ification and Protocol i i Study Integration identifiers

Study 1D Study internal description
This is 2 demonstration study

Study internal ID
i

Protocol title
999-9999.

Study internal status

Study internal owner

Protocol phase

Study internal partner ID

Additional site selection options

Acceptance / dec

Study sponsor 0 ste

0 ste

Study status
Study type

Study information for site users

al study levelinformation to present with

insel

Study information file upload

Selected file: 9999999 Sample Study informational document.docx ®

If you have a role with Study administration permission, you can set a study status for studies
within the account. When set, the status value (Active, Closed, etc.) displays in the Study drop-
down list in both Oracle Site Select and Oracle Site Select LITE. You can select one of the
following statuses from a drop-down list:

* Insetup

* Active

* Feasibility complete
* On hold

* Closed

e Cancelled

Oracle Site Select also includes study type values. If you have a role with Study administration
permission, you can set a study type for studies within your account. Currently, the available
types are:

e Feasibility (default)
e Internal insights

e Investigator outreach
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e Pre-award

Other optional study level settings on this page allow for configuration of a study information
video embed link, study information document download, enabling of site acceptance/decline
emails and indication of site migration to Oracle Site Activate.

Your Oracle administrator will work with you to enable a study-level information video, if
desired. When configured on the Study details page, sites can access the video from a link in a
Generic workflow task in Oracle Site Select LITE. This configuration has explicit access
restrictions and your organization will obtain and maintain the Content Delivery Network (CDN)
service account. Please contact your Oracle representative to discuss specific requirements.

On the Study details page, you can also optionally add a study-level information document that
will be available to site users on the Oracle Site Select LITE home page in the study
information panel. Importantly, access to the document in Oracle Site Select LITE is not
restricted at the task level. Please do not configure this option for any document that should be
available to a site only after completion of a specific task or with a signed legal agreement (for
instance, a protocol document that has restricted access).

At the account level, your administrator can also turn on a setting that will hide studies in
Closed or Cancelled status from Oracle Site Select users. When that setting is on, you can
create a message to display to site users in Oracle Site Select LITE to inform them that the
study is no longer available. Look for this section under the "Study close message for site
users" heading on the Study details page.

Additional site selection options

cle Activate.

Study close message for site users

Closed" or “Cancelled” the following message vill isplay

Master list criteria page

If you have Study setup management permission assigned via role, you can access a study's
Master list criteria page from the option in the global navigation "setup” menu. This page
provides multiple options to restrict the study's Master list to a specific subset of countries,
specializations, therapeutic areas, etc., or to populate the master list with only pre-selected
sites or preferred sites.

Caching functionality allows the page to display only those filters and filter values found in the
study's attached datasource(s). Caching applies to all master list filters except Trial Start Date.

The Master list criteria page displays a filter only if the attached study datasources have the
filter's data columns available and populated with at least one value. Updating the datasources
attached to a study will remove/rebuild the cached master list filter values. If a filter displays
because there is a value found in one datasource, and a Datasource manager removes that
datasource, the filter will no longer display on the Master list criteria page. Similarly, if a filter
includes a value found only in one datasource, and a Datasource manager removes that
datasource, that value will no longer be available in the filter.

If a filter has a selected value that exists in only one datasource, and that datasource is
removed while other datasources still provide values for the same filter, the selected value
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remains when the you return to the master list criteria page. If you don't remove the selected
value, the master list will be built based on that filter. However, if you remove the filter value, it
will not be added back to the available filter values.

Master list criteria

he filters are based on the data available to the study's attached datasources. To trigger a rebuild of the

Specializations

Institution states/provinces.

Therapeutic areas

Phases

Institution cities

Patient segments

When your organization has enabled Oracle Learning Health Network integration, the Master
list criteria page will be split into two tabs, Master list criteria and Learning Health Network
patients.

In this case, functionality on the Master list criteria tab is as described above. The Learning
Health Network tab will allow you to specify protocol inclusion/exclusion criteria, including an
encounter date range and protocol-specific inclusion and exclusion criteria (e.g., patient
gender, age range, diagnosis and lab codes, etc.). The Learning Health Network will respond
with estimated patient counts that align with the study’s criteria for network sites.

# Note:

Data inputted on the Learning Health Network patients tab does not affect the master
list generation in the Oracle Site Select site grid.

Master list criteria

Learning Health Network patients

ange between | 06/04/2024

Inclusion Criteria

. Minimum Maximum
Agerange | 1o 43

Lab codes (LOINC)

1007-4

he Learning Health Netvork vil resy

pond

ith estimated patient cour

End date
e | 06/30/2024

s that align with your criteria for network sites. The data inputted on this

=)

Exclusion Criteria

i codes (Rx Norm)

Lab codes (LOINC)

Maximum

ORACLE
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Define study details
All studies created in Oracle Site Select have a study details page where you'll specify the
study's unique attributes that will be used across the application.

Set up master list criteria
Master list criteria (e.g., countries, specializations, therapeutic areas, and more) determine
the studies included in the site nomination master list.

Set up Learning Health Network criteria
Specify protocol-specific inclusion and exclusion criteria so the Learning Health Network
can provide estimated patient counts that align with the study criteria.

Define study details

ORACLE

All studies created in Oracle Site Select have a study details page where you'll specify the
study's unique attributes that will be used across the application.

You must have Study administration or Study details management permission to define the
details of a study. To set study status and study type, you must have Study administration
permission.

# Note:

Some fields below are available only if a composite datasource is attached to the
study.

Select the study from the Study drop-down list.

In the top navigation, hover over setup and click study details.
Edit any of the following fields:

*  Protocol humber (required, 100 character maximum)

* Protocol title (required)

* Protocol phase (required)

e Protocol compound (50 character maximum)

e Study status (required, Study administrator users only)
e Study type (required, Study administrator users only)

e Study sponsor

e Study indications

e Study therapeutic area

e Study integration ID

e Study internal description

e Study internal ID

e Study internal status

e Study owner

e Study partner ID

At Study information for site users, see or check:
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* Include a study information video in Select Lite - By design, this check box is not
actionable. Contact your Oracle administrator to enable the video option. When
enabled, the check box displays as checked on the Study details page so you can
validate the video link.

* Include a study information download in Select Lite - Check to enable and upload
a study-level document in DOC, DOCX, PDF, or ZIP format.

WARNING:

Access to the file download is not restricted based on the Oracle Site Select LITE
user's current workflow task. Please do not configure documents for download
that should be available to a site user only after they have completed a specific
task or signed a legal agreement. For instance, do not configure a protocol
document for download as it will be available to site users prior to signing a CDA.

At Additional site selection options, see or check:
- Site acceptance emails can be sent to sites
» Site decline emails can be sent to sites

* Sites can be migrated to site activation in Activate - By design, this check box is
not actionable. Contact Oracle Support to enable site data migration into Oracle Site
Activate during the Finalize step. When enabled, this check box will display as
checked on the Study details page.

At Study close message for site users, optionally enter a brief message to display in
Oracle Site Select LITE when a study is no longer accessible to site users (i.e., study is in
Closed or Cancelled status). Note that your account administrator must also enable a
separate Authentication setting to hide studies in Closed or Cancelled status.

Click Save.

Set up master list criteria

Master list criteria (e.g., countries, specializations, therapeutic areas, and more) determine the
studies included in the site nomination master list.

ORACLE

You must have Study setup management permission to set master list criteria.

1.
2.
3.

Choose the study from the Study drop-down list.
In the top navigation bar, hover over setup and click master list criteria.

If displayed, click the Master list criteria tab. The tab displays only when your
organization has enabled query for Oracle Learning Health Network patient counts.
Otherwise, go to step 4.

Exceptfor Trial Start Date, the page will display only those filters and filter values
found in the study's attached datasource(s). Enter or change any of the following bold
attributes (for fields, click into a field to display a selection list):

» Pre-selected sites (allows sites to bypass study parameter filters. If toggle enabled,
only pre-selected sites display on the master list. This option requires upload and
mapping of a CSV format file with pre-selected sites. Please contact your site
identification and/or feasibility specialist for more information.)

» Preferred sites - If toggle enabled, allows CRO preferred sites to bypass study
parameter filters and move into the master list. This option requires upload and
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mapping of a CSV format file with CRO preferred sites. Please contact your site
identification and/or feasibility specialist for more information.

Countries - Enter a portion of the country name. If found in the attached study
datasource(s), choose a country from the list. To remove a country, click X next to the
country name.

Institution states/provinces - Enter a portion of the state or province name. If found
in the attached study datasource(s), choose the item from the list. To remove a
selection, click X next to the state or province name.

Institution cities - Enter a portion of the city name. If found in the attached study
datasource(s), choose the city from the list. To remove a selection, click X next to the
city name.

Specializations - Enter a portion of the specialization. If found in the attached study
datasource(s), choose one from the list. To remove a specialization, click the X next
the specialization.

Therapeutic areas - Enter a portion of the therapeutic area. If found in the attached
study datasource(s), choose one from the resulting list. To remove a therapeutic area,
click X next to the item.

Patient segments - Enter a portion of the patient segment type. If found in the
attached study datasource(s), choose the item from the list. To remove a selection,
click X next to the patient segment name.

Indications - Enter a portion of the indications relevant to the study. If found in the
attached study datasource(s), choose one from the resulting list. To remove a filter
indication, click X next to the item.

Phases - Enter a portion of the phase relevant to the study. If found in the attached
st