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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 the data dictionary, access, and user

roles

ORACLE

Oracle Site Analyze is the reporting and visualization application that supplements reports
available in the Oracle Site Activate clinical study startup application. This section provides an
introduction to the data dictionary, instructions for accessing Oracle Site Analyze, and more.

Getting started with Oracle Site Analyze

Oracle Site Analyze reports allow you to view status and other data about the activities that
your study team performs in Oracle Site Activate.

In Oracle Site Analyze you can view standard reports created by Oracle. Report data comes
from Oracle Site Activate where information about sites, documents, submissions, milestones,
and the status of activities related to them are tracked and managed.

A data dictionary that reflects your work

The Oracle Site Analyze data dictionary is built to provide insight on common study startup
tasks. For example, study milestone data can be used to build a report showing planned
versus expected study milestones, while cycle time data items give you the ability to identify
bottlenecks or improve processes.

Whatever your reporting needs, one or multiple items in the Oracle Site Analyze data
dictionary can meet them.

Accessing Oracle Site Analyze from Oracle Site Activate or Oracle Site Select
Navigation

If you have the appropriate permissions to access Oracle Site Analyze reports, you'll navigate
to reports from within the Oracle Site Activate or Oracle Site Select application. In the Oracle
Site Activate top navigation bar, click Reports, then click Analyze reports. In the Oracle Site
Select top navigation bar, hover over the Dashboards menu, then click Analyze reports.

Study level permissions

For both Oracle Site Activate and Oracle Site Select, you must have study level access to view
specific studies in certain reports. Oracle Site Analyze enforces study level permissions for the
following reports:

Oracle Site Activate

*  All Activities + Notes

*  Contract Module Status

e Delivery Dashboard

* Documents and Submissions

e Milestone and Scheduled Activity Planning
e Open Activities

e Regulatory Submissions and Approval Status
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» Site IP Release Package Dashboard
e Study Summary Dashboard

Oracle Site Select

e Survey Response Analysis

e Site Study Interest and Exclusion
e Site Progress

e Study Level Notes

Oracle Site Activate release compatibility

Please note that Oracle Site Analyze reports are not backward compatible to previous Oracle
Site Activate releases. For instance, customers who want access to the enhanced reports in
21.4 Oracle Site Analyze must upgrade their Oracle Site Activate release to 21.4 as well.
Please contact your Oracle Project Manager or Account Manager for more information about
upgrading.

Roles control access to information
Oracle Site Analyze controls who has access to certain data views. There are two roles:

1. business intelligence (BI): This super user role can view all reports, and create or edit
reports.

2. view only: Users with this role can view a subset of the standard Oracle Site Analyze
reports and reports that Bl users share with them.

1-2



About viewing reports and using Tableau

Learn about the Oracle Site Analyze project dashboard and workbooks and see how users can
export and share report data.

Project dashboard and workbooks

When you log into Oracle Site Analyze, you'll see a list of projects - each of these projects
include workbooks that contain standard reports

For the following reports, Oracle Site Analyze users will view only those studies that they have
permission to view in Oracle Site Activate:

e All Activities + Notes

»  Contract Module Dashboard

* Milestone and Submission Planning
*  Milestone Prediction Dashboard

e Open Activities

» Site IP Release Package Dashboard
e Study Summary Dashboard

e Submissions and Approval Status

For the following reports, Oracle Site Analyze users will view only those studies that they have
permission to view in Oracle Site Select:

*  Next Actions

* Notes Report

e Site Progress

*  Site Study Interest and Exclusion

e Survey Response Analysis

With any Oracle Site Analyze report, you can sort and filter the data. You can restore any
changes you make to the original format or save them permanently. You can also turn off
automatic updates, so the data you see remains consistent during your editing experience.
Subscribe to reports and receive email updates daily or weekly when the report data changes.

On the Workbooks page, you can select the check box next to a report to access additional
features.

« Edit: allows you to edit the report, if you have appropriate permissions

» Download: saves the report (you can use the Tableau desktop application to open
downloaded reports)

* Tag: you can associate the report with a category you define; this way, you can easily find
the report by filtering by the category name

* Permissions: allows you to determine who can view, interact with, and edit reports (if you
have been granted permission to control permissions)
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Move: use this to move the report to another folder or project in the workbook
Change owner: not enabled for view only users

Extract refresh: not enabled for view only users

Tabbed views: allows you to view all reports in the workbook as tabs

Delete: allows you to delete the workbook, if you have appropriate permissions

Export formats

You can export your report data in the following formats:

spreadsheet (single or multiple tab)
Adobe Acrobat (PDF) format
Microsoft PowerPoint

image (PNG) format

# Note:

We recommend that you use either spreadsheet or PDF format. If your report
contains charts, graphs, or other images, those are not included when you export in
spreadsheet format. Additionally, when you export a dashboard, you see only what
appears on your screen; to export all pages in a report, always export the entire
report.

Sharing web views

You can share Oracle Site Analyze reports with others on your study team or external partners.
When you share, recipients receive an email that contains a link to view the report.

# Note:

Anyone with whom you share a report must have Oracle Site Analyze access.
However, you can export an Oracle Site Analyze report and send it to those without
access.

Procedures

The links below redirect to Tableau online documentation.

Explore and analyze data in a view

Save your work

Manage subscriptions

Refresh data or pause automatic updates
Download views and workbooks

Use custom views
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Account Metrics

ORACLE

Workbook synopsis

This workbook provides a dashboard view of studies, sites, and users in Oracle Site Activate,
as well as detailed cross-tab sheets of each.

Dashboards and sheets
Studies dashboard
The Studies Dashboard shows:

*  Number of studies added to Oracle Site Activate over time
«  Breakdown of studies by different criteria (Country, Protocol number, etc.)

Notes:

e You can view the study detail on the "Studies Detail" worksheet of this workbook. This
worksheet provides filters (e.g., Study Name, Therapeutic Area, Phase, etc.) you can use
to subset the data in the detail worksheet.

e Click a line graph on the Studies Dashboard to navigate to the Studies Detail sheet and
see all the studies created in the selected month.

« If there were no studies created for a particular period, you will not see data for that period
in the dashboard.

e You can view studies broken down by different attributes captured in Oracle Site Activate,
such as Region, Country, Therapeutic Area, etc., as well as by custom flex string values.

Studies Dashboard sheet

account metrics _
T s
studies over time

Studies Detail sheet
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Sites Dashboard

The Sites Dashboard shows KPls for:

Total sites added

Total sites used

Sites added last month
Sites added this month
Sites added this week

Below the KPIs, you'll find line graphs for Sites Added Over Time, Sites Used Over Time, and
Sites Added This Month. Hover over any point on the graphs to see additional details. You can
also use the Site Created Date filter, in the filter panel to the right, to control the range of the
line graphs.

You can also use the Site Used Date filter in the right side panel to filter the report’s Total Sites

Used KPI and Sites Used Over Time graph to a specific date range based on when a site is

marked as used. The site used date is the earliest of IP release status date, Activated status
date, and In activation status + threshold days.

Site used criteria are:

Site has been in In activation status for longer than 30 days accumulatively

OR site is IP released status

OR site is in Activated status

30 days is the default value of the in activation threshold for a site to be considered used and it

can be adjusted to any other numbers as needed.

Additional notes:

You can view the site detail on the "Sites Detail" worksheet of this workbook. This
worksheet provides filters (e.g., Study Name, Site Number, etc.) you can use to subset the
data in the detail worksheet.

If there were no sites created for a particular period, you will not see data for that period in

the dashboard.
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Click a line graph on the Studies Dashboard to navigate to the Studies Detail sheet and
see all the studies created in the selected month.

Sites Dashboard sheet

account metrics

total sites added total sites used

hboard | Sites Dashboard | Activate Users Dashboard | Studies detall | Sites Detall | Activate Users Detall

Sites Detail sheet

Activate Users Dashboard

This dashboard shows KPIs for:

Total number of users (excluding Oracle users)
Total number of users added last month (excluding Oracle users)

Total number of users added this month (excluding Oracle users)

The sheet also includes two line graphs:

1.

User Added — Graph lines represent Users Added This Month and Total Users Added. You
can hover over any point on the graph lines to see the month, total users added for that
month, and total users added. You can also adjust the graph timespan with the "User
Added Date" filter to the right of the graph.

User Logins — This graph line indicates logins for users in the account. Hover over any
point on the graph lines to see the month, logins for that month, and distinct users that
logged in that month. You can also adjust the graph timespan with the "User Login Date"
filter to the right of the graph.

Notes:

You can view the user detail on the "Activate Users Detail" worksheet of this workbook.
The worksheet provides several filters (e.g., User Name, Business Role, Sign in Count,
etc.) that allow you to subset the data included in the detail worksheet.

If there were no users created for a particular period, you will not see data for that period in
the dashboard.

Activate Users Dashboard sheet
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Studies Dashboard | Sites Dashboard | Activate Users Dashboard | Studies detail | Sites Detall

Activate Users Detall

rs added this month

© analyze

ite Experience User

Has User Signed In?

Business Role

User Added Date

a D

UserLogin Date
SNovz03  0zNo

G

Activate Users Detail sheet

Chapter 3

Studies Dashboard | Sites Dashboard | Activate Users Dashboard

2 A ut
be B si
b om B s
« a D
o Leom T st
a! s e
g L G E
g d &
a 0 Q

Studies detail

Sites Detail

Created At

28-5e0-2020

01-Aug2015

24-5ep-2020

09-Jul-2020

24-5ep-2020

20-Aug-2020

20.00t:2020

03-Dec-2020

18-Aug-2020

Activate Users Detail

26-5ep-2020 1 True
22:Dec2020 35 True
10-Nov-2020 1 True
25-Aug-2020 1 True
24-5ep-2020 5 True
26-Aug-2020 3 True
20-0ct-2020 1 True
08-Dec-2020 1 True
25-Nov-2020 =2 True

Null Null
Null Null
Nuil Null
Nll Null
il Null
Nl null
Null Null
Null Null
Null Null

Busine:
Admin

Agmin
Agmin: Al

SiProle

site.

Admin

Admin: Al

ICFRey

A
(Multiple values) ~
A UserName %~
Document Manager (Muttiplevalues) ~
Has User Signed In?
Document Manager s M
1PRelease Manager
= Relense Revienrer Site Experience User
[20) ~
Site Coordinator Int Susiness Role
Site Coordinator Int uttpievalues) S
Site Contract Mgr User Created Date
Site coordinatorl 01-Aug 2018 03:Dec2020
Site Coordinator3 a
Site Coordinator2
User Last Sign In Date
Site Coordinator
06-Apr2018 22:Dec2020
Document Escalater
Document Manager Sign In Count
Site Coordinator.2 1 20,201
ey T a D
Document M
ocument Mansger Inactivation (Locked) Date
9/10/20148:19:40PM 6/24/2017 12:00:00 AN
Budget Escalater 4
Budget Manager -
Budget Reviewer Deactivated Date
Contract Escalater 8/19/2020 60654 Al 12/15/2020 12:16:45 2
Contract Manager a D
v

3-4



Adoption Dashboard
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Workbook synopsis

The Adoption Dashboard provides your organization with a convenient way to evaluate overall
Oracle Site Activate usage and adoption through a series of dashboard views.

Dashboards

Account Metrics Dashboard

This dashboard includes three Key Performance Indicator (KPI) areas with:

1. Total for a selected KPI across all Oracle Site Activate

2. Trend bar graph of a selected KPI

3. Trend by parameter selected that includes year, quarter, month, week

You can adjust in which KPlIs display in the three sections. Choose from:

» Total Studies — trended by study created date

« Total Sites — trended by site created date

» Total Users — trended by user created date

729

25,809

780

Total Sites

Total Users

account metrics dashboard

N [ Choose a metric
Total Studies | Totsi Studies

[ Total Sites

16
01-Jan-2013

[Choose a metric:
| Total Users

Account Metrics Dashboard = User Analysis Dashboard = Milestone Status Dashboard | Compliance Dashboard =~ Site User Dashboard | Completed Source Dashboard | Artifact Detail

344

- o 112
58

01-Jan-2014 01-Jan-2015 01-Jan-2016 01-Jan-2017 01-Jan-2018 01-Jan-2018 01-Jan-2020

7,209

6,362
5,488

1,332 e

7 —

01-Jan-2019 01-Jan-2020

01-Jan-2014 01-Jan-2015

01-Jan-2016

01-Jan-2017 01-Jan-2018

18

01-Jan-2019

01-Jan-2020

Dats 507 1/23/3021 3:15:46 AMUS. Facifie

© analyze

Study Name
(an)

Study Status.
(an)
Portfolio

(A1)

Region
()

Country
()

Country Status
(an)
Site Name

(an)

Site Status
(an)

IRB/EC Type
(a)

Choose Unit of Measure:
Years

User Analysis Dashboard

The top section of the User Analysis Dashboard includes the following KPIs for users in the
Oracle Site Activate account:

» Percentage of users assigned to studies

e Percentage of users who have logged in

»  Percentage of dormant accounts (no login for at least 90 days)
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e Average logins per user
The lower section of the dashboard includes tabular data for the following:

e User Name

» Total Logins

e Average Logins Per Month

e Last Sign In Date

e Dormant Account (Yes/No)

* Deactivated Account (Yes/No)

You can easily subset the table data using options in the filter panel. For instance, you can set
the report to include only deactivated and/or dormant users, display data for one or multiple
individual users, etc.

Account Metrics Dashboard | User Analysis Dashboard | Milestone Status Dashboard | Compliance Dashboard | Site User Dashboard = Completed Source Dashboard | Artifact Detail
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Milestone Status Dashboard

The top section of the Milestone Status Dashboard displays the following milestone metrics for
the Oracle Site Activate account:

* Total Milestones

* % of Milestones Planned and Not Completed
* % Milestones Unplanned

»  Total Milestones Completed

* Total Milestones Past Due

* % of Milestones Completed Early

* % of Milestones Completed On Time

* % of Milestones Completed Late

The dashboard's lower section displays milestone data in a bar graph. You can choose how to
slice the displayed data (Portfolio, Study, Country, or Region) and choose the milestone metric
to graph (selected from the metrics listed above). You also have familiar filters available in the
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filter panel (e.g., Study Status, Portfolio, Study Name, Region, and Country), as well as filters
for Site Status, Site Name, and Grace Period.

Account Metrics Dashboard | User Analysis Dashboard =~ Milestone Status Dashboard = C: i Dashboard | Site User D: C ted Source Dashboard | Artifact Detail
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Compliance Dashboard

The top section of the Compliance Dashboard displays the following milestone metrics for the
Oracle Site Activate account:

» Total Sites Out of IP Status Compliance (i.e., sites with "IP release ready" milestone
completed and site status is not "IP released")

« Total Sites Out of Site Activation Compliance (i.e., sites that have completed "Essential
docs sent to site" milestone more than 200 days ago and "IP release ready" milestone is
not completed)

» Total Sites Out of Site Activity Compliance (i.e., sites that have not had an activity
completed in over 100 days and "IP release ready" milestone is not completed)

The dashboard's lower section displays compliance data in a bar graph. You can choose how
to slice the displayed data (Portfolio, Study, Country, or Region) and choose the compliance
metric to graph (IP Release Status, Site Activation, or Site Activity). Filter panel options allow
you to subset the data by any combination of: Study Status, Portfolio, Study Name, Region,
Country, Site Status, and Site Name.
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Site User Dashboard

The top section of the Site User Dashboard displays the following site user, site login, and site
notes metrics for the Oracle Site Activate account:

* Total Site Users

» Total Sites with No Site User Logins
*  Average Number of Site User Logins
* Total Notes

* Total Notes Replies

» Total Activities Completed via Widget

The dashboard's lower section displays site user data in a bar graph. You can choose how to
slice the displayed data (Portfolio, Study, Country, or Region) and choose the site user metric
to graph (Site Experience Users, Sites w/o SEU logins, etc.). You can further refine the
displayed data using filters available in the filter panel to the right (e.g., Study Status, Portfolio,
Study Name, Region, Country, Site Status, and Site Name).

vd | Site User Dashboard

Completed Source Dashboard

4-4



ORACLE

Chapter 4

The Adoption Dashboard report also provides a way for you to evaluate how Oracle Site
Activate users interact with the application, at the feature level. A new “Completed Source
Dashboard” worksheet includes the following top-level metrics:

e Total activities completed via Activate placeholder widget

e Total activities completed via quarantine (email or Activate LITE)

e Total activities completed via bulk work

e Total activities completed via site library

Below the metrics, the dashboard displays two visualizations of Oracle Site Activate feature

use.

1. To the left, a trend graph shows a trend of activities completed over time via Oracle Site
Activate placeholder widget, quarantine (email or Activate LITE), bulk work, and site library

2. To the right, a bar chart shows total counts of activities completed by Oracle Site Activate
placeholder widget, quarantine (email or Activate LITE), bulk work, site library. Report
users can group the bar chart data by:

a.
b.

C.

g.
h.

Portfolio
Study
Country
Region
Artifact

User
Business role
Mastered PI

Click any of the KPlIs at the top of the dashboard to filter the data displayed in the dashboard’s
trend graph and bar chart.

In the dashboard’s right panel, you can also select from additional filters to subset the
dashboard data. For example, filter by Study Status, Portfolio, Study Name, Region, and
country. Filters for Site, Artifact, Business Role, and User also allow you to create unique views
of individual user interactions with the Oracle Site Activate application.
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Account Metrics Dashboard | User Analysis Dashboard | Milestone Status Dashboard | Compliance Dashboard | Site User D: Completed Source Dashboard | Artifact Detail

completed source Kkpi o analyze

Total Activites Total Activit i Total Activities R v Total Activities Study Name
- E orkflow o .

Completed Via Activate .. Completed Via Bulk Work Completed Via Quaranti. b Completed Via Site Libr.. [l

] i Study Status

(an) -
2,764 458 55 28 11 5 Froriti

! Region
Choose how to group data: (a1 -
o Business Role
te Widget Country
F A (A -
Activate
Document 617
Mana e _ Country Status
Bulk Work (A1) -
458 458 458
BR7 S “ Sitetlome
(A1) -
AP APl | 7 Site Status
1) -
2 22 222 2 2222222 55 55 55 J
Prioritized Site
Quarantine (mail or (A1) -
Activate
2 2 28 2 RE/EGifype
RE Workflow | 1 (A1) e
RE Workflow Aot
1} M
31 1 1 Site Library 3
Business Role
(a) -
Site Library Contrace
Manager =
3s 5 5 Vianage A -
2018 2015 2020 2021 2022 2023 2024 -
Bulk Work 57 ¥ 062017 22-Dec-2023
Data 25 of 1/22/2021 3-15:46 AM U.S. Pacific CI D
Account Metrics Dashboard | User Analysis Dashboard | Milestone Status Dashboard | Compliance Dashboard | Site User D: Completed Source Dashboard | Artifact Detail

artifact detai analyze
5/t ssions
LM baseline 4 Canada Null Central IRE/EC Submission: _
(Country) (Multiple values) ©
(Multiple values) -
Contract (Site) - 1
Portfolio
23476-00 - Dark Contract Language (Site) --- (Am) M
Region
- Site Submission -
(a1 -
(an) -
-- Country Status
=1 :
Central IRB/EC Submissions izl
Null P ; 6 . -
(Country) (
1st Fully Executed Contract - 1 Site Status
1t Site Selected - 1
Prioritized Site
(Any -
IRBJEC Type
Essential Documents Sent to
s 1
Site

>

Study Name

23412-90- White Cont

Contract (Site)

Pl

RS

v

Data asof 1/22/2021 9:15:46 AV US. Pacific
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Workbook synopsis

Intended for Oracle Site Activate customers, this workbook makes it easy for users to evaluate
artifact activities and any related notes. Report users can filter activities by a single user and
export that filtered data if preferred.

Worksheets
All Activities

This worksheet lists the activities for all artifacts for a study within Oracle Site Activate. The File
Attachments column shows detail about file attachments uploaded for an artifact, including the
file name, the user who uploaded the file, and the date/timestamp of upload. Each record also
shows the business role and Oracle Site Activate user assigned to the task, as well as the date
the activity was completed.

There are multiple filters on the right-hand side of the worksheet that you can use to find
specific tracking items based on study name or status, portfolio, date range, clinical level
(country, site, or study), and many others.

If an activity has been completed, the user name listed is the name of the user who completed
the activity. If the activity is still outstanding, the name listed is the primary user for the
assigned business role.

alactivities | allactiviies & o5 | exportallactivites | exportallactiities -5y s ortalnotes
lall activities © analyze
st 1

oooooooo
=====

All Activities by User

This worksheet allows report users to filter the sheet by a single user.
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All Notes

This worksheet lists all notes entered for a particular artifact activity, which Oracle Site Activate
user entered the note, and when that user entered the note.

Multiple filters on the right-hand side of the worksheet allow you to find specific tracking items
based on study name and status, date range, portfolio, site hame, user, and more. You can
also filter the worksheet by Note Type (All, Activity, Artifact, General Country, or General Site).

For general artifact notes, you can filter by the “Show Artifact Note History” filter with yes or no
options. When you select “yes,” the report includes only the most recent note update for a
general artifact note. When you select “no,” the report includes the entire audit trail of all
changes to a general artifact note.

© analyze

Export All Activities

This worksheet, which is intended for export, provides detailed activity information. The
worksheet provides multiple filters that allow you to adjust content before download.

Export All Activities by User
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This worksheet is intended for export only. You can filter the sheet by a single user across all
relevant studies and export in a preferred download format (e.g., PDF, crosstab, etc.) or share
via URL with permissioned users.

Export All Notes

This worksheet, which is intended for export, provides detailed notes information. The
worksheet provides multiple filters that allow you to adjust content before download.
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Workbook synopsis

Using the Analyze Adoption Dashboard, Oracle Site Activate customers can easily monitor the
adoption of Oracle Site Analyze within their organizations to understand which reports are
used most frequently and which users log into the application most often.

Analyze Adoption

The Analyze Adoption sheet includes a trend graph in the upper section, with:
e Number of views per year, quarter, month, week, day

e Number of distinct user logins per year, quarter, month, week, day
you can also hover over a bar in the trend graph to view date and distinct user counts.

The report's lower section includes three horizontal bar charts, all of which act as filters when
clicked:

*  Number of views by workbook
e Number of views by worksheet

*  Number of views by user

analyze adoption | detall

total analyze views © analyze

Project
020,13 Nov31%  MNovi7, 19  Decl 18 Decd5 15 DecZ® 18 U

User
views by workbook views by worksheet views by user (all)

21-0ct-2019 21-Apr-2020

)
L

Workbook

‘ ‘ ‘ ‘ R Worksheet

Tetal View(s)
Distinct Users

Detail

The Analyze Adoption Dashboard also includes a "Detail" sheet, which you can access directly
or drill into from the Analyze Adoption sheet. The Detail sheet provides the following data in
tabular format:

 Date viewed
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Project

Workbook name

View name

User name

Chapter 6

analyze adoption | detail

Date Project

21-Apr-2020 ustom

21-Apr-2020

21-Apr-2020

21-Apr-2020

21-Apr-2020

21-Apr-2020 Custom

21-Apr-2020

21-Apr-2020

21-Apr-2020

21-Apr-2020

Workbook Name:

ons and A

Views Name

export regulatery

export regulato

subm

ssion & approval status

ssion package

User Name

com

Project

(All) -

Workbook

(All) -

Worksheet

(All) -

User

(aln) -
Date Range

21-0¢t-2019 21-Apr-2020

ad D
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Compliance Dashboard

ORACLE

Workbook synopsis

Intended for Oracle Site Activate customers, the Compliance Dashboard allows Oracle Site
Activate administrators and stakeholders to understand if users are taking full advantage of the
system by monitoring whether users are actively entering in completion dates and accurately
entering in planning dates.

Dashboards and sheets
About

The About sheet provides a summary of key report features to help Compliance Dashboard
users understand if the report is applicable to his or her role. The About sheet provides details
like:

e Study startup roles that would use the report
* Key report features and metrics
e Types of data the report contains

* Examples of how to use the report to answer a business question

about | Executive Summary | User Activity Dashboard | Milestone & Submission Planni Contemporaneous Milestone &... | Contemporaneous Activity Entry
_ = ana]yze
This Report is for: Key Features/Metrics:
- System administrator - Track if users are updating milestone dates on time

- Activate product owner

-Understand how ac
/ trends in milest

rately your organization is planning milestones
one planning accuracy and milestone completed entry

Types of Data in this Report: Business questions this report can answer:

- milestone audit trai - Which of my users is entering milestone completed dates several weeks after
- user activities and notes the milestone’s actual completed date? (Usel ty Dashboard)

- In which countries do | plan the site contracted milestone least accurately?
(Milestone & Submission Planning Accura
- Has my milestone planning accuracy impro’
summary)

d over time? (Executive

Executive Summary Dashboard

This dashboard is a high-level summary of overall milestone date entry compliance and
milestone planning accuracy compliance. The top of the dashboard includes a trend chart
showing the total median milestone entry delay or the total median milestone planning
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accuracy across all Oracle Site Activate by week/month/quarter/year. The bottom table can be
adjusted to a preferred view using several parameters:

"slice data by" all Oracle Site Activate, portfolio, region, country, study, global milestone,
user

"compare data by" all Oracle Site Activate, portfolio, region, country, study, global
milestone, user

a slider filter allows a user to control the compliance threshold

"select a metric" allows a user to toggle the table between entry delay and planning
accuracy

= ana]yze

Metric: Group Dates By: Metric Range: Global Milestone Name Milestone Name Study Name

q D]
Study Status
465 (AN i
B Portfolic
e (Al hd
5 Region
g 200 (Multiple values) -
H
z
=
100 Country
100 (Multiple values) -
2 1
Country Status
A Iz Oct-20 n activation hd
Slice Data by: Compare Data by: Site Name
Country ™ | |Region * 1 [am
Al -
Milestone Count Median S -
APac 2 a (A1) -
EMEA 2 == Prioritized Site

about | Executive Summary | User Activity Dashboard | Milestone & Submission Planni. Contemporaneous Milestone &.

Milestone Accuracy v | |Quarters |1 465 | Contracts Executed v | | (am) A (A 2

(Am) -

IRB/EC Type
(an) v
Process Name

(Multiple values) -

Date Filter

Last 12 months

User Activity Dashboard

This dashboard allows for tracking actions of Oracle Site Activate users over time. The upper
section of the worksheet displays a sortable table with a single row per user. Each user has the
following metrics per row:

total activities completed in Oracle Site Activate

total notes created in Oracle Site Activate

total artifacts created in Oracle Site Activate

median delay in days from milestone completed date to milestone entered date
average delay in days from milestone completed date to milestone entered date

total milestones entered in Oracle Site Activate

The lower section of the dashboard displays a trend graph with the option to trend to:

Activities
Artifacts Created
Delay
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*  Milestones Entered
* Notes

When you click on a user name in the top table, it will filter the bottom trend chart to only show
that user.

about | Executive Summary | User Activity Dashboard | User Activity | Milestone & Submission Planni... | Contemporaneous Milestone &

user activity dashboard © analyze
t ifacts ledian vg. Milestone lilestones oL
ser Name 5 otesAdded  NotesReplies ‘g T = i =

Activities Total -
d data by e Status

IRB/EC Type

1 Date
.0 |

rocess Name

User Activity Detail

Milestone & Submission Planning Accuracy

This worksheet allows you to compare the baseline milestone date to the actual milestone date
to understand how accurate your organization is in planning milestones and identify areas for
improvement. The upper portion of the worksheet includes six top-level KPIs that show median
of baseline to actual. You can dynamically select any milestone or submission from a drop-
down list.

The lower section of the worksheet includes a bar graph and table that are controlled by two
parameters:

1. Slice Data — shows which dimension drives the graph and table (i.e., study, region, country,
portfolio)

2. Select a KPI — shows which milestone or submission will be used for the graph and table

The graph and table metrics are the median of baseline to actual for the selected dimension.
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about | Executive Summary | User Activity Dashboard | Milestone & Submission Planni... | Contemporaneous Milestone &.
milestone & submission planning accuracy o analyze
Min Diff Max Diff Study Status
-100 100 (i) -
1 Site list final ~ [ contracts Executed ~ || Essential Docs SenttoSite ~ |{IP Release Ready ~ [ [1stsite cOPapoa ~ i Nane - Study Name
i ; HIED =
11 ; 8 .15 , 58 6 ; 9 | oo
2 total milestone(s) 4 total milestone(s) i 16total milestone(s) 3total milestone(s) : 2 total mil L i Ham >

Region
Slice Data: Selecta KPE: Milestone Name (Murtipie values) v
Country - Contracts Executed M (&) -
: Country
avstraiic | U (Muitiple values) e
United States Country;Status
n activation -
4] 2 4 & 8 10 12 14 16 18 20 22 24 26 28
Site Name
(A1) -
Site Status
(A1) -

Prioritized Site

(an) -
Contracts Executed (days) IRB/EC Type
Australia 8 (A 2
Germany il o
United States 28 Process Name v
(Multiple values) A
Date Filter
Last 12 months M

Data:s of 1/23/2021 11:05:20 AM U.S. Pacific

Contemporaneous Milestone & Submission Entry dashboard

This worksheet focuses on comparison of the actual milestone date to the date the milestone
was entered. The comparisons show contemporaneous (within the same time period) data
entry. This worksheet is intended to help you understand if Oracle Site Activate users are
entering data into the system in a timely manner. The upper portion of the worksheet includes
six top-level KPIs that show median of actual to date entered. You can dynamically select any
milestone or submission from a drop-down list.

The lower section of the worksheet includes a bar graph and table that are controlled by two
parameters:

1. Slice Data — shows which dimension drives the graph and table (study, region, country, or
portfolio)

2. Select a KPI — shows which milestone or submission will be used for the graph and table

Graph and table metrics are the median of actual to date entered for the selected dimension.
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about | Executive Summary | User Activity Dashboard | Milestone & Submission Planni..  Contemporaneous Milestone &... | Contemporaneous Activity Entry
contemporaneous milestone & submission entry © analyze
MinDelta: Max Delta: Study Status
0 100 (A h
1st site CDP app’d ~ |i Contracts Executed ~ ||| 1st site CDP app’d ~ |ij 1st site CDP app‘d ~ |i 1st site CDP app'd * i 1st site CDP app'd | Study Name
i i (any -
4 1 4 4 4 4 Partiolio
425 total milestone(s) | 5247 total milestone(s) 425totalmilestone(s) | 425total milestone(s) | 425totalmilestone(s) 1 425 total milestone(s) (amy -
median entry delta (days) Hegion
(A b
Slice Data: Select a KPI: Milestone Name -
Country v | RAapproval v ||RA approval v Country
- () .
B
(amy -
:
E Site Name
o =
Site Status
s ) :
0 5 10 15 20 25 30 35 40 a5 50 55 60 65 70 75 80 Prioritized Site
(amy -
RA approval (days) &
Argentina E IRB/EC Type
E (A b
3 Process Name
z (Multiple values) -
User Name
14 (amy -
- = Date Filter
Colombia 4
Last 18 years 2

Contemporaneous Activity Entry dashboard

This dashboard helps report users evaluate the timeliness of data through calculated
comparisons of actual activity date completion versus date an activity was entered in Oracle
Site Activate. The comparisons show contemporaneous (within the same time period) data
entry.

The dashboard’s top section is a configuration pane where report users can specify:
« Slice data by: study, region, country, or portfolio

* Contemporaneous threshold: (days)

e Sort by: % Contemporaneous or Median Entry Delta

* Sort order: Ascending or Descending

At the upper left, the dashboard displays two KPIs: a pie chart that shows contemporaneous vs
non-contemporaneous activities as a percentage and median delta number of days.

To the right of the KPIs, a trend chart shows compliance over time as % of activities that are
contemporaneous vs hon-contemporaneous.

The center of the dashboard includes a stacked bar chart. The selected “Slice data by”
parameter, at the top of the dashboard, controls the chart’'s dimension. The chart shows data
color coded as contemporaneous (blue) vs. non-contemporaneous (red), and hover-over tool
tips provide additional detail.

The bottom of the dashboard shows the following in table format:
* Selected “Slice data by” dimension
* % Contemporaneous

* Median entry delta
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about | Executive Summary | User Activity Dashboard | Milestone & Submission Planni Contemporaneous Milestone &... | Contemporaneous Activity Entry

contemporaneous activity el analyze

Slice Data By: Contemporaneous Threshold (days +-) Sort by Sort order Study Status
Countr MEE] % Contemporaneous ~ | |Descending - (D] -
compliance over time Portfolio
7 (&l ©

Jan-20 Jul-20

I

o
i
o

Process Name
(Multiple values) ~

Study Name
(AlI) =
Region
I H——— 7] S
1,320 145 Country
(Multiple valu
Site status
171 28 (A v
Site Name
T
1,943 26 (Al
Event date
01-Apr15 01-Apr-20
904 264 o d C
ontemporaneous

100.0%
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Contract Module Dashboard

ORACLE

Workbook synopsis

Intended for Oracle Site Activate customers, the Contract Module Dashboard complements the
Oracle Site Activate contract module. This report helps contract managers and specialists
access the information they need about site contract progress. Managers can use the
dashboard to view contract analyst workloads. Other report users can access additional activity
data through the dashboard and filter it based on selection.

Dashboards and sheets
About

The About sheet summarizes key report features to help Contract Module Dashboard users
understand if the report applies to their roles. The About sheet provides details like:

e Study startup roles that would use the report
* Key report features and metrics
* Types of data the report contains

*  Examples of how to use the report to answer a business question

about | site contract status | site contract activity | site contract details | site budget details

This Report is for: Key Features/Metrics:

- Contract Manager
- Contract Specialist

or a study
artifact in order of occurrence
dy, including per subject cost and total one time up

Types of Data in this Report: Business questions this report can answer:
and sites -How many sites have a contract out for signature in Po ite contract status)
ent activity completed for site 0 ng the contract

-contract activities buc ct activity)
- contract budget metadata - What are the total number of allocated patients for a study? (site budget details)

Site Contract Status

This dashboard helps you understand the status of all site contracts and budgets to identify
risk areas and ensure that the study stays on schedule. A top bar graph indicates the site
contract executed milestone by baseline, planned, and actual dates.

At the center of the sheet, you can select the agreement type to view in bar chart format. When
you select multiple agreement types, the bar charts stack alphabetically based on the types
you selected (i.e., All, Budget, Contract, Contract Language). The color coded, stacked bar
chart(s) indicate contract status (e.g., not started, in negotiation, etc.). A selectable parameter
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allows you to slice agreement status by all, region, country, study, or portfolio, and you can also
Group data as preferred (e.g., Country, Institution, etc.).

The filter panel to the right provides multiple options that allow you to subset data included in
the Site Contract Status dashboard. For instance, you can filter the Agreement status,
Agreement phase, Person (e.g., staff member or PI), Active status, and much more.

# Note:

Discontinued activities refresh weekly. Data provided in the views for discontinued
records is limited compared to what is available in active records. For instance, the
Contract Group, Assigned User, Days Open, and other fields are not available and
will show as null in Contract Module Dashboard worksheets. If needed, you can
temporarily move discontinued records back to active status to appear on the report

in full again.

Stucy s

about | site contract status | site contract activity | sie contract details | ite budget details | site contract actvity export | site contract detais export | site budget detals expo
contracts executed milestone © analyze
: cytame

Site Contract Activity

This worksheet shows the detailed activity history of contract artifacts so you can easily track
contracts that aren't completed and what action needs to be completed next. The Contract
Module Dashboard report includes a dedicated export tab for Site Contract Activity that reflects
the data on the Site Contract Activity worksheet. You can filter the export before download as
preferred.

Sbout | site contract status | site contract activity | sie contract details | ite budget detalls | sie contract activity sxport | site contrac datals export | site budget detals export
site contract activity

nnnnnnnnnnnnnnnnnnn
ppppppppppppppppppppppppp

Site Contract Details
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This worksheet includes a tabular view of metadata associated with the site contract (e.g.,
contract group, effective date, contracting party, negotiation information, etc.).

ontract detals | site

Site Budget Details

This worksheet includes a tabular view of metadata associated with the site budget (e.g.,
agreement, currency, total one time up front fees, etc.).

Tdetalls | site budget details | site contract activity export | site contract detalls expor

Siteame Sie status

PriortizeaSite  RB/ECType.
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Workbook synopsis

This Cycle Times Dashboard, which is intended for Oracle Site Activate customers, includes
key cycle metrics with configurable cycle start and end points. Users can save their own
custom views with the cycles that provide the most value to them.

Dashboards and sheets
About

The About sheet provides a summary of key report features to help Cycle Times Dashboard
users understand if the report is applicable to that user's role. The About sheet provides details
like:

e Study startup roles that would use the report
* Key report features and metrics
e Types of data the report contains

* Examples of how to use the report to answer a business question

about | key cycles | cycle analysis | cycle trends | cyele detail

_ s 2nalyze

This Report is for: Key Features/Metrics:

-SSU Business Leader

n start and end points to evaluate site cycle times
- Activate Product Owner es

y study, country, therapeutic area and others to identify strengths

- Compare yo
and weaknesses

Types of Data in this Report: Business questions this report can answer:
- studies, countries, and sites - Inwhich country do | complete my site contracts the fastest? (key cycles)
- milestones and submissions it take me after a site is contracted to reach IP Release Ready in Germany?
- cycle times (

- Which therapeutic area takes the longest to get IRB/EC approval? (cycle analysis)
Key Cycles

The Key Cycles report provides an at-a-glance view of four key Oracle Site Activate cycle
times in a single dashboard view. For both start and end, report users will specify the level,
point, category and type for each of the four key cycles. The key cycles display in a horizontal
row with the number of cycles, median cycle time, and a box and whisker plot controlled by a
"Compare your data by" parameter. Report users can also optionally adjust the view to day,
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week, or month.

about | key cycles | cycle analysis | cycle trends | cycle detail

key cycle performance metrics o analyze

Compare Your Data By- Choose a Unit of Measure: Study Name
Country v | [Day Z All) h
Study Status
Start Level Start Point Start Category  Start Type End Level End Point End Category End Type ) =
Number of Cyces  cycle Mecian ]
Portfolio
Al -
11 20.5 — : $ oo
Day(s) All) =
10 20 30 40 50 &0 +] 0 100 110 120 130 140 Country
) Start Level - Start Category  Start Type End Level End Point EndCategory  EndType AlD v
Number of Cycles  Cycle Median o i R — N LT N ... <.
In activation M
14.0 Site Name
1 N Nu -
Day(s)
Site Status

14 " -

5 Start Level Start Point Start Category  Start Type End Level End Point End Category End Type Prioritized Site
Number of Cydes  Cycle Median . o )

IRB/EC Type

29.0 ! v .
* D2y(2) #

Therapeutic Area

_ Start Point Start Category  Start Type End Level End Category End Type Stu?y e
Numberof Cycles  Cycle Median i — i o 0 -
Process Name
} \ T :
9 36.0 ° ‘ ‘|' Institution
pay(s) ) -
Pl Name
) -
Min/Max Cycle Day(s)
1 365
20-Dec-2006 05-Aay-2021
D

The Cycle Analysis report provides deeper insight into a single key cycle. This sheet helps
report users identity operational strengths and weaknesses that may lead to business process
changes and faster cycle times in the future. Parameters that control data display on this sheet
are:

e Select a cycle (start and end level, point, category, and/or type)

e Slice your data by: All, Portfolio, Region, Country, Study, Therapeutic Area, Study Phase,
Pl Name

e Compare your data by: All, Portfolio, Region, Country, Study, Therapeutic Area, Study
Phase, Pl Name

e Choose unit of measure: Day, Week, Month

e Sort table by: Data Slice, Number of Cycles, Median Cycle

The upper section of the analysis sheet presents data in a tabular format with drill to detalil
functionality, while the lower section of the report presents data in a box and whisker plot
format (dimensions based on "Slice data by" parameter and dots based on "Compare data by"
parameter).
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about | key cycles | cycle analysis | cycle trends | cycle detail

key cycle analysis

© analyze

Slice Your Data by: Compare Your Data by Choose a Unit of Measure:  Sort Table By Start Level Start Point End Level End Point Study Name
A T | [Country = [§ D=y Al || DataSlice T | [Country ~ | |central IRB/EC-App... ¥ | [Country ~ | [central IRB/EC- Apo... ~ All) -
Start Category Start Type End Category End Type Study Status
) (Al otoc 0 All) -
Ay < [an + | [ratoce « | [ram B )

Portfolio
Median Cycle ) -

No. of Cycles

Region

Country

Country Status
In activation -

Site Name

A q ‘ J Prioritized Site
I \ 1 5

B . B B . 5 IRB/EC Type

Therapeutic Area

2ll) -
Study Phase
Al -

Process Name

Institution

Pl Name

WMin/Max Cycle Day(s)

Cycle Trends

The Cycle Trends report simplifies viewing cycle performance over time. On this sheet, report
users will specify the start and end level, category, and/or type for the key cycle for which
trending displays. Additional parameters for display are:

« Slice your data by: All, Portfolio, Region, Country, Study, Therapeutic Area, Study Phase,
Pl Name

e Choose unit of measure: Day, Week, Month

e Sort table by: Data Slice, Number of Cycles, Median Cycle

The upper section of the Cycle Trends sheet presents data in a tabular format. The lower
section's trend graph is a line chart that renders the median cycle time based on selected
parameters.
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about | key cycles | cycleanalysis | cycletrends | cycle detail

rey eycle rends

Slice Vour Data by Unit of Measure: Start Level Start Name Start Category Start Type End Level End Name End Category End Type Study Name
] ~ | [pay ~ | [study ~ | |centralirB/EC.. ¥ | (A1) - | [ean ~ | [<ountry ~ | |centralirg/EC... ¥ | [Protocol v | [an M -
Study Status

Median Cycle

No. of Cycles

Portfolio
o0 Ally
_ Region
D)
Country
(an)
Country Status
In activation -

Site Name
Site Status

Prioritized Site

_ i

Therapeutic Area
Ally

Study Phase
Ally

Process Name
(A1)

Institution
Ally

Pl Name
Ally =

Min/Max Cycle Day(s)
1 365

20-Dec-2006  05-May-2021

D

Cycle Detail

The Cycle Detail includes a table with the following data:
e Study

e Country

e Site

e Cycle start point

e Cycle start actual date

e Cycle end point

e Cycle end actual date

e Cycle time

Report users can drill into the Cycle Detail sheet from the Key Cycles and Cycle Analysis
sheets.
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about

<les | cycle analysks | cycle frends | cycle detal

cycle detail o analyze

Study Name
Cycle End Actual (Multiple values) -
Country Info Site Info Cycle Start Actual Date  Cycle End Point Date Cycle Time Study Status
(an -
o
canceled Portfolio
G 0 7 (an) -
Added: 2015-07-24 Region
(an) -
Country
(an -
Country Status
o 8 0 (A} hd
in_closedown
7 Site Name
(an v

Added: 2014-06-02
Site Status

(AIl) -
Prioritized Site
2 (Al -
IRB/EC Type
(an) v

Therapeutic Area

(a1} >
Study Phase
(a1 >

Process Name
(an) v

Institution

Hull -
Pl Name
(A1) -

Min/Max Cycle Day(s)

1 365

01-4an-2012  11-Nov-2020

a D
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Milestone and Submission Planning

Workbook synopsis

Intended for Oracle Site Activate customers, this workbook lists all the baseline, planned, and
completed dates for all milestones and submissions within Oracle Site Activate.

Dashboards and sheets

Milestone and Submission Planning

This worksheet lists the baseline, planned, and completed dates for all milestones and
submissions and can be used to monitor compliance by highlighting any milestones and
submissions that are not planned or completed. Use the filters to the right to adjust data
included in the report by Study Name, Country, Site Info, Event Name, Milestone Active Status,
Prioritized site, etc.

© analyze

aaaaaaaaaaa

Milestone and Submission Planning History

The Milestone and Submission Planning report also provides and easy way to evaluate
changes to planned dates across milestones and submissions using the Milestone and
Submission Planning History worksheet. The history sheet is a tabular report that includes the
following columns:

e Study information

e Country information

e Site information

*  Milestone information

* Reason (individual who changed the date and reason, if available)
e Prior planned date

¢ Planned date (current)

You can filter the report using any of the filters in the right panel. For instance, you can filter
planning history data by study, site, current or historical milestone active status, submission
type, and more.
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© analyze

Export Milestone and Submission Planning

Use the Export Milestone and Submission Planning sheet to export detailed planning
information. You can filter data included in the export by Study Status, Portfolio, Country,
Submission Type, and more.

milestone and submission plan... | milestone and submission plan... | export milestone and submissi... |_export milestone and submissi..
export milestone and submission planning Study Name
e -
1RE/EC Type Site Status _ Prioritized . M . ion.._ Submission... Su aseline Da. Pla

Da. ActualDate No. of Re-pl. Plannedvs. .. Most Recen

44, 25Nov-2020, JB6873, In Activation No R Study Status
s, , Local

3 RE/EC 1 ) -
Portfolio
(Mutiple values) -
Region
NAmer -
Country
United States -

Country Status
n activation -

Site Name.

186575 - Jores -
Site Status

n Activation v

Prioritized Site
No -

IRB/ECType

Locat -

Milestone Level
Site -

Milestone

Protocol Version
01DEC2020 -

Submission Type

Submission Category

Protacal -

Export Milestone and Submission Planning History

Use the Export Milestone and Submission Planning History export sheet to export historical
planning information. Use the options in the filter panel to the right to filter data by Study
Status, Portfolio, Country, Submission Type, and more.
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milestone and submission plan... | milestone and submission plan... | export milestone and submissi... | export milestone and submissi...
- — — Study Neme
export milestone and submission planning history ) B
Institution IRB/EC Type SiteStatus_ Prioritized .. Milestone Protocol V.. Artifact Ver.. VersionID _ Submission.. Submission.. Submission.. Reason for Change User Neme Plan Entered At _Prior Planned D.. Planned Date
1232 Local nActivation Yes COP submission Null Null Null ull Nul 020 || StudyStatus
Prele Null Null Null Null Nul (an) -
RPT-2152 date changel 5-un2020
Portfolio
16Jun2020
N N N N W T ) -]
Ves Null Null ] Null Nul lic fegion
Null Null Null Null Nul ic ) ]
Null Null Null Null Nl ic
Ves Null Null Null Null Nl ¢ Country
Ves P release rea Null Null Null Null Nul ic [ ——
Site contrac Null Null Null Null Nul
PReleased Yes COP Approved Null Null Null Null Nl . Country Status
estimated COP approval . . [20) -
Process delayed. -
rscription error 3 Site Name
: 4 Nl Nl Nail Nl Nal 3 le ]
i contract deloy ie S
" ECapproval date + 26 days . 0 B
. Prioritized Site
Site contracted Null Null Null Null Nl - (an) -
Central nActivation Yes COP submission Noll Null Null Null Nl n IRE/ECType
n (an) -
Null Null Null Null Nl n
0 Wilestone Level
c Site contracted Null Null Null Null Nl - (an) -
e 2 Milestone
2, Central COP submission Null Null Nuil Null Nul B ]
CECapproval delayind. t s 1May-2018
S T n bo01R protocol Version
) -
Submission Type
(an) -
Submission Category
(an) -
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Milestone Prediction Dashboard

ORACLE

Workbook synopsis

This workbook, intended for Oracle Site Activate customers, is a powerful tool that leverages
machine learning to inform site planning decisions. The Milestone Prediction Dashboard report,
described below, includes two sheets:

1. Milestone Predictions

2. Prediction Analysis

Dashboards and sheets
Milestone Predictions

At the upper left of the Milestone Predictions dashboard, you can choose a Start Milestone for
a cycle time and evaluate different prediction cycles against actual milestone completed dates
in the report’s trend graphs and table. Choose one of the following as the Start Milestone:

e Contracts Executed
» Essential Documents Sent to Site

« Initial Protocol Received/Sent

Then, choose a milestone (IP Release Ready or Contracts Executed) and view the prediction
data in the dashboard's trend graphs and table. You can also specify minimum and maximum
cycles using the fields at the top of the dashboard.

The trend graphs at the top of the dashboard helps you visualize dates. A blue bar represents
milestone predicted dates, while an orange bar represents milestone planned dates.

Key Performance Indicators display at the center of the worksheet. These are:
* Average actual cycle time: Shows how long this cycle typically takes on average.

* Average delta - median vs. actual: Shows the variance between actual cycle time and
median cycle time. This represents the error between median and actual cycle time.

* Average delta — predicted vs. actual: Shows the variance between actual cycle time and
predicted cycle time. This represents the error between predicted and actual cycle time.

* Average delta — baseline vs. actual: Shows the variance between actual cycle time and
baseline cycle time. This represents the error between baseline and actual cycle time.

* Average delta — planned vs. actual: Shows the variance between actual cycle time and
planned cycle time. This represents the error between planned and actual cycle time.

The bottom of the dashboard is a table that includes columnar data for the following:
e Study Information

e Country Information

e Site Information

e Start Milestone

e Target Milestone
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Milestone Prediction
Planned/Actual Dates
Study Attributes

Number of Countries
Number of Sites in Study
Number of Sites in Country
IRB/EC Type

Cycle(s) and Median (days)

As with all Oracle Site Analyze reports, the right panel provides a wide variety of filters that
allow you to subset data to your preferred view.

© analyze

Region

TherspeuticArea

Prediction Analysis

The Prediction Analysis sheet helps you understand the machine learning model's historical
performance and allows you to evaluate the areas where predictions are most and least
accurate. The sheet is a box plot visualization; you have multiple options to manipulate the
dimensions and aggregations of the box plot(s).

First, use the "Start milestone" filter to select either "Initial Protocol Received/Sent" or
"Essential Documents Sent to Site" as the milestone you want to visualize. Then, use the "Data
Slice" parameters to specify from the following list of data slice options:

Portfolio
Therapeutic Area
Phase

Region

Country

Study

Site

Pl

All

Using the "Data Compare" parameter, you can control the aggregation of each point in the box
plot. Compare options are the same as above, except no "All" option. "Cycle Minimum" and
"Cycle Maximum" parameters also allow you to refine the view.
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Plot details display on hover over (Upper Whisker, Median, Lower Hinge, etc.), and you can
also drill to Site Details by hovering over any point on the plot and clicking the "View Detail" link
in the tool tip.

The lower section of the worksheet provides a tabular view of every site prediction. Columns
are:

e Study Information

e Country Information

*  Site Information

*  Milestone Prediction

e Plan/Actual (dates)

e Study Attributes

*  Number of Countries

e Number of Sites in Study

* |IRB/EC Type

e Cycle(s) and Median (days)

prediction analysis

ilestons predictions | predict
ilestone prediction analysis © analyze
st - Tar Choose Group Choose Group 2 Choose How to Compare Data: ycle Cycletiax tudy

B st v ] [co e <] [ +] [regon <] [cours “[s 500 n -
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Open Activities

Workbook synopsis

This workbook, which is intended for Oracle Site Activate customers, lists all the open
(available to be worked on) activities within Oracle Site Activate and each activity's age (i.e.,
how long each activity has been open).

Dashboards and sheets
Open Activities

This worksheet lists all the open (available to be worked on) activities within Oracle Site
Activate and each activity's age (i.e., how long each activity has been open) as well as the
primary and backup resources assigned to an artifact activity.

Multiple filters to the right allow you to subset the data to your preference. For instance, you
can use the "Assigned User Role" filter to identify unassigned open activities. Using this filter
can help to highlight the full amount of remaining work.

open activities | export open activities
open activities © analyze

Study Status
Assigned  Primaryor  Assigned Days Since (Multiple values) .
Study Info Country Info Site Info Artifact Name Activity Name Age (days) UserRole  Backup User Last Login . :
Study Name
(air) -
St D me A 1 115 A \: N/A
! ! ! = Portfolio
(Multiple values) -
Region
D ent (A1) -
Study Submission Approve 15 [oeament Notassigned  N/A
Manage Country
(air) -
Country Status
(A1) -
1st Fully Executed Contract Complate 115 \ot assi /A Site Name
(air) -
Site Status
(Multiple values) -
Complete 115 Country Lead \ot assigned N/A Prioritized Site
(a) -
IRB/EC Type
(A1) -
1 Selected Complete 115 Cou ad ot assil VA [
(A) -
Version ID
(A) -
1st SIV Conducted Complate 115 Country Lead \ot assigned N/A Artifact Version
(Air) -
Activity Name
(air) -
udget T o el i1 ot assi A Assigned User Role
(air) -
Assigned User
Not assigned -
- c  Com . v
oo e : y Age (days)
89 774

Open Activities Export

This worksheet lists additional details for the activities and can be used for export to .csv
format. Use the filters to the right to subset the details sheet to specific activities, users, date
range, etc.
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Gpen activities | export open activities

ol Sites
study_crea,

Proto
Study Name Study Status Name Portfolio Country  Planned

Null

Active 4

ountry First
Created Date Site Number Name

Null

2020

Null

Null

Null

Pl Last Name Institution

Null

Null

Null

Null

Null

Null

IRE/ECType Site Status

Null

Null

Null

Prioritized
Site

NA

Contract

a1 Document Package Sent

15t SV Conducted

Budget Template (Country)

nForm

act Template (Country

Activity Name

Approve

Complete

Complete

Comalete

Complete

Compile Package

Complete

Roe (@)

15

15

lexport open activities

Assigne
UserRe

Contra
Manag

Reguls
Manag
Regule!

Regulat
Manag
Reguls
Manag
Reguler
Manss:
Regulst
Manag
Contra
Manag:,

Study Neme
\

Study Status
(Mutopievaies) -
Portflio

(Murpieveies) -
Region

[tan) -
Country

) -
Country Status

) -
Steame

[ —
SiteStatus

[(wuripievaues) -

Prioritized Site

(e 0
RE/ECType

@ -
Artfoc Name

[ -
Versioni

[y ]

ArtifoctVerson
[ v

Activity Name

[tany -

Assigned User Role.

0} -

Primary or Backup
)

AssignedUser
otassgnes 0

Roe (@)

a D

ORACLE

12-2
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Workbook synopsis

This workbook provides a simple text search tool that searches "Reason for change" entries
and Notes across Oracle Site Activate milestones and submissions. This report helps surface
milestone change trends so you an quickly evaluate why milestone dates are being delayed.

Dashboards and sheets
Planning Impact Analysis dashboard

The Planning Impact Analysis worksheet includes the following components at the top of the
dashboard:

» Search field that supports one to five free text, comma-separated entries
— Search type (and, or) selector

— Case sensitivity selector

# Note:

You must enter at least one search term. The report will not return "all* data if the
search field is left blank. Additionally, the Study Name filter, in the right side panel, is
a relevant filter and will contain studies only after the initial search returns matching
results. These behaviors are expected and by design.

The center of the dashboard displays five Key Performance Indicators:

1. Studies: number of unique studies in which the search word/term exists in notes and
reason for change entries

2. Study countries: number of unique study countries in which the search word/term exists in
notes and reason for change entries

3. Study sites: number of unique study sites in which the search word/term exists in notes
and reason for change entries

4. Median overall adjustment: the difference in the planned date versus prior planned date for
the reason for changes that text match to the search word/term (accounts for multiple
replans)

5. Median adjustment: the difference in the planned date versus prior planned date for the
reason for changes that text match to the search word/term (accounts for distinct replans)

The center of the dashboard also includes a frequency trend line chart with two lines. One line
shows distinct appearances of keyword(s) by month, while the other line shows cumulative
appearance of keyword(s) by month.

The dashboard's lower section presents the following information in a tabular format:
e Study information

e Country information
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e Site information

e Milestone/artifact

e Overall adjustment
* Notes/reasons

« Plan

planning impact analysis | data export

Iplanning impact analysis (=] ana]yze
Global Reasons: (Optional) Enter up to 5 search terms, separated by a comma (e.g. contract, site delsy) T Case Sensitive Study Neme  Study Status
(an) ~ | | study. contract, delay| o = 1| [uttiple...x | [(am -
Portfolio Region

(an) - | [am ~

study | median overall median Courery

studies countries i sites adjustment adj Country Status
(ai) - | [am hd

Site Name  Site Status
8.0 8.0 ,N\\— (an) ~ | [am) -
day(s) day(s)
Jul-20 Aug-20 Sep-20 0ct-20 Nov-20 Dec20 | Prioritized  IRB/EC
Site Type

wa v (e~
Overall

Study Info Country Info Site Info MilestonefArtifact  Adjustment Note/Reason(s) Site Network
= = m/ 30-0ct-2020] e S
mplete Level Milestone
2 e N withuplaodtest for 50 item: t for o 5 =
active items complete with Lplaodtest for 50 items complate with (Any
2 " pletewith uplaoditest for 50 ftems
o E Artifact Protocol Ver.
Added 10-Aug-2020 577 30-0cE 2020] (an) ~ | [cam -
testfor 50items complete with uplaodtest for 501 Submission  Submission
Ml with uplaodtest for 50 items complete with uplaodtest for 50 Type Category
items complete with uplaodtest for 50 items complete with () =] [am E
u 50 items complete with uplaodtest for 50 items B -
completewith uplaod Event Type
[ () -
testfor SOitems comp! ems complete Prior Plan Date
Ml with uplaodtest for t for Py -
items complete with uplaodtest for 50 items complete with BAEE Bl
plete with uplaodtest for 50 ftems a D
Plan Date.
S IRV 01u2020  09Dec2020
testfor SOitems comp! uplaodtest for 50 a D
il with uplaodtest for 50 items complete with upleodtest for Ermabe
items complete with uplaodtest for 50 items complete with venthate

30u1-2020  07-Dec-2020

a D

Data Export

If preferred, report users can export the report's content using the Data Export worksheet. As
with all Oracle Site Analyze reports, the right panel provides a wide variety of filters that allow
you to subset data to your preferred view.

planning impact analysis | data export

Study Name Level
~ ] [ -
R - Study Status Milestone
Event Timestamp. Date Replanned (an) | [ -
B Portfolio Artifact
(an) ~ ] [ty -
o (A1) (an
o Region Protocol Version
o Namer ~ ] [ -
1 Nor-protocol
o Non-protocol - Country Submission Type
e, nn, Null o United states < [eany -
e, i, Null_Site Nul o nitial rn Nul Nl 10AUG202021:1408 Nl Nul Nul sa om
Country Status Submission Category ¥ ~
n activation ~ ] [(Muttiple values) -
Site Name Event Type
(an) ~ ] [ -
Site Status Prior Plan Date
(an) -

Prioritized Site
New Plan Date

A -
1RB/ECType
() -

Event Date

Global Ressons 174802014 17-Dec-2020

] a
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Resource Allocation

Workbook synopsis

This workbook shows users assigned to sites across all studies within Oracle Site Activate and
can be used to identify where resources are overloaded and also unassigned. The workbook
also provides worksheets that help you to track and manage assignment of user roles and
business permissions in Oracle Site Activate.

About

The About sheet provides a summary of key report features to help you understand if the
report is applicable to your, or another report user's, role. The About sheet provides details like:

e Study startup roles that would use the report
e Key report features and metrics
e Types of data the report contains

e Examples of how to use the report to answer a business question

about | resource allocation by study | role assignment by user | dataexport | business role definitions | business role definitions export | user role and permissions | user role and permissions exp.

o analyze
[This Report is for: Key Features/Metrics:
I SSU Manager - Compare the progress of site milestones to view if any milestones are falling far behind
- Country Lead others

- Visibility into unplanned, past due, and upcoming country and site milestones and
submissions

A / to drill down into any country or site to see artifact completeness
- View contextual notes taken in Activate for any site, country, artifact, or activity

[Types of Data in this Report: Business questions this report can answer:

- country and site milestones and submissions - How many past due and upcoming site contracted milestones do | have in Germany?

| country and site artifacts - Are there any site or country notes a specialist has left that indicate why a deliverable is
| country, site, artifact, and activity notes delayed?

- Are there any sites in a country that have not completed an artifact?

Resource Allocation by Study

This sheet shows resources assigned to studies in Oracle Site Activate, grouped by country or
user. You can filter the data using the options to the right (Study Name, Study Status, Country
Name, Active Users, and more).
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about | resource allocation by study business role definitions | business role definiions export | User role and permissions | User role

resource allocation by study © analyze

Study Name

Study Status

‘Added: 22-4un2022

County Status

Site Name

it Status

Priorized St
IRBEC Type

User

St Experience User
Study Role

Level

Primary

Actve User

Role Assigned

Role Assignment by User

This sheet identifies which users are assigned to business roles within a study and includes
site experience users and users with primary assignment flags. You can filter the data using
the options in the filter panel displayed to the right.

about | resource allocation by study | role assignment by user | data export | business role definitions | business role definitions export | user role and permissions |_user role and permissions exp

role assignment by user © analyze

User

Site (arl) h
Experience
User Info eve Study Info Country Info User Primary  Active Usd

Study Name
(A1) -

Study Status

(an -
Portfolio

(an) -
Region

(an) -
Country

(an -

Country Status

Analyze User Site A 5 No . (an) -
Su Site Name
Cre T
, . (a1 -
Added: 06-Aug-2020
Site Status
(a1 -

Prioritized Site

(an) -
e IRBIEC Type
(an) -

Site Experience User % ~

(Multiple values) -
Study Role
(A .
Level
A o o N No (Al =
1 e Primary
(Al -
25-Jun-2015 Active User
v |Yes M
< >

Role Assigned
16-Nov-2013  16-Dec-2020

Data Export

The export sheet provides a convenient way for you to download resource allocation detail. By
default, all previously applied filters will be applied to the export sheet.
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Stugy Name User
an -] [

Stugy Status

Site Number Institution IRE/ECType
E entra A Portolio Stugy Role
[0} ] [

Region Level
(Muttile values) <] [sie
Country Primary
(Multile values) ] [
County Status Adive User
(an <] [res

Ste Name

a

Site Status.

IRBIEC Type %

(Multipe vaives)

Business Role Definitions

The Business Role Definitions sheet presents a simple columnar view of business role name
and the list of all permissions currently enabled for the role. The Resource Allocation report
also includes a "Business Role Definitions Export” sheet you can use to export the business
role information.

about | resource allocation by study | role assignment by User | data export | business role definitions | business role definitions export | User role and permissions | User fole and permissions exp.

business role definition © analyze

Business Role Name Syste si0 Study Level Country Level Site Level Enabled? Business Role Name

~ [can -

System Permission

Reg spon reviewer (All) -

Enabled

(All) -

Study Level

(All) -

Country Level

(All) -

Site Level

(All) -

Enabled
[ LA
H o

M Yes

LK K A0 AE K K I JE K BN BE K K R AE OE K AR B AK N K IR B K K AR K K K K N

User Roles and Permissions

The User Roles and Permissions" sheet shows which business roles a user is assigned even if
they are not assigned to a study, country, or site. You can also use this sheet to view which
user level settings an individual user has assigned. The sheet includes:

e User name
e Role type (business role or system role)

e List of business and system roles that user is assigned
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about

resource allocation by study

il.com

role assignment by user

data export

business role definitions

business role definitions export

this user has

user role and permissions

S0 000000 P PRSP ONOIDRSE OO OLNOINOEONOSEPONNONPOEPOSNTPONDS

user role and permissions exp..

User Name
(1) -
Role Type
(all) -
Role Name
(1) -

Enabled
(all) -

Enabled
M No
M ves

A User Roles and Permissions Export sheet, designed exclusively for export of the roles and
permissions data, is also available in the Resource Allocation report.

about

resource allocation by study

role assignment by user

data export

business role definitions

business role definitions export

User role and permissions

user role and permissions exp...

[For data export purposes only

User Name
1

tcom

com

Role Type
™ Role

Role Name

Enabled
No
No

No
o

No
No

No
No

No
No

Yes
No

No
No

Yes
o

No
No

No

User Name -
(all) -
Role Type

(all) -
Role Name

(all) -
Enabled

(aln -
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Site IP Release Package
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Workbook synopsis

Intended for Oracle Site Activate users, the Site IP Release Package Dashboard workbook
allows you to see granular package and document statuses and understand the state of all IP
release packages for a study.

Dashboards and sheets
About

The About sheet provides a summary of key report features to help you understand if the
report is applicable to your, or another Site IP Release Package report user's, role. The About
sheet provides details like:

e Study startup roles that would use the report
* Key report features and metrics
e Types of data the report contains

* Examples of how to use the report to answer a business question

about | package review | package document review | package details | package document details | data export
_ e ana]yze
This Report is for: Key Features/Metrics:
- Regulatory i

ent Specialist

- IP Releas

their current status
the most common reasons for

Types of Data in this Report: Business questions this report can answer:

, countries, sites
ackage documents

- release package artifacts

- reasons for package and document rejections

sites have had the release package rejected in the United States for a study?
w)

cuments inthe s tatus?
kage document details)

- What is the most common reason for rejection of the PI CV in Canada? (package
document review)

terelease package are sitting in the first rey

Release Package Review

This dashboard is a high-level summary of overall status of all IP release packages, with a
breakdown of package review status and rejection reasons.

The top of the dashboard displays the following top-level KPlIs (based on activity type as
specified in the Oracle Site Activate lifecycle):

* release package milestone status (derived from the milestone)
— not planned

— past due
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— due next 15 days
— completed
* release package review status (derived from the lifecycle)
— not started
— defined
— reviewed
— approved

A trend graph, in the middle section of the dashboard, shows a comparison of baseline,
planned and actual IP Release ready milestone dates. The bottom of the dashboard includes
two bar charts — with the left bar chart showing package status and the right bar chart showing
reasons for package rejection.

about | package review | package document review | package details | package document details | data export

release package review © analyze

release package milestone status Study Name

not planned due next 15 days completed ) .

13
Portfolio

release package review status (Multiple values) 2
not started define package review final approval BEion -

NAmer v

Study Status

Country

what is my performance to plan for release package milestones over time

Country Status

(am ~
15 Site Name
(am -
Site Status
- 6 (A1)
Prioritized Site
(am -
Apr-19 Jun-19 Aug-18 Oct18 Dec1 Feb-20 Apr-20 Jun-20 Aug-20 0ct-20 Dec-20 Feb-21 Apr-z1 s
IRB/EC Type
Easeline Planned Actual (an -

show me the total |Count sliced by |Region e Package Status

() -

what are the reasons for package rejection

Package Review

(an) -

EMEA 1 NAmer ncorrect Date 6
Urgent
ncorrect (am °
NAmer u R & =
Document
Local Approval
Document () -

Expired
Submission to FDA

Release Package Document Review

This dashboard allows you to understand most the most common documents in a package as
well as the most commonly rejected documents and their reasons for rejection.

At the top of the dashboard, a horizontal bar chart displays the count or percentage of
document name included in a package, sorted in descending order. Each of the bars in this
upper chart acts as a filter for data displayed in the lower section of the dashboard.

The lower section is divided into three horizontal bar charts as follows:

¢ The lower left chart shows the breakdown of document review status

e The lower middle chart shows the rejection ratio per parameter selected (portfolio, study,
region, country, all)

*  The lower right chart shows the count of document rejection reasons
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about | package review | package document review | package details | package document details | data export

release package document review © analyze

showmethetop [ most frequent document(s) included in review packages by | Count ~ | andslicedby  [Region o pikdylarne
(an -
"
APac PICy 9 Study Status
(&) -
ta Protection Consent F s L
P Data Protection Consent Form —
X (Multiple values) -
Site specific ICF (English) - Other s
Region
Site specific ICF (English) - Main s (1) v
Country
Protocol signature page s (an) S
Country Status
EMEA s 12 =/
(A1) -
Sub- FOF 8 Site Name
(A1) -
CF Country Master (English) - Main 8 -
(an) -
CF Country Master (English) - Other ] o

Prioritized Site

what is the breakdown of decuments by ‘ E what are the reasons for document rejection (AN h
A et ” ncorrect ~ IRE[ECType
Apac " 2 apsc 1 EviEA et 1 ) =
Package Status
Approved 65 . - Typo I1 (AN v
EMEA 151
Not Package Review
EMEA 202 NAmer Incorrect Date _ 14 (an -
reviewed (
LatAm | 2
A ncorrect ) Document Name
Approved 2 S 15 o -
Fina 6 I\J"Nerl o Missing version [l Reason for Rejection
approval fields (A1) -
v
N Ad hoc
8
e No -
— v
Replaced
(A M

Release Package Details

This worksheet shows you the details of the review package, including package information,
and document review and completion percentage.

about | package review = package document review | package details | package document details | data export

release package details

Study Name
Seum (an) -
Package Info Reviewed ¢
e ~ Study Status
(an) ~
A P release ready Portfolio
. (not._started) o - b: 30-DEC-2020 (Muttiplevalues) -
LI ty United States Not urgent Null 0.00% % p: 19-0CT-2020
active n activation Local aomraval Mo L Region
2] Sites Planned: 4 o (an) M
te : Added 2020-09-28
Added: 2020-09-28 oty
P release ready (A1) M
(not_started) ol P b }7'N5V;2°20 Country Status
Not urgent Y seEE p: 10-0CT-2020 ) -
Local approval: No = s
Site Name
(A1) ~
P release ready Site Status
(not_started) ol . b: 5-APR-2021 (an) -
’ u 0.00% % ;
p: S-APR-2021
C““‘”g“t . £ Prioritized Site
ocal approval: No
(An) ~
IRB/EC Type
(An) v
2 b
i D UnitedStates . ! e 100.00% Package Status
ot urgent approval P (Al S
Review n activation o L (A
ctive Sites Planned. 2 Local approval: No Pack e
ctive Sites < o
3 7 e semne Submission to FDA: No ackage Review
3 (An) ~
Added: 2020-08-26 Reason for Rejection
Final [ b (an) ~
) - 00% b
Not urgent approval i Urgent
Local approval: No ) =
v Local Approval
(A1 M
Unplanned Completed B Pastaue Due>15 days 81
Submission to FDA
(An) ~

Release Package Document Details

This worksheet shows you the details of the documents included in the review package,
including package status, document status, and rejection reasons.
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about | package review | package document review | package details

release package document details

Study Info Country Info Site Info

L 1 Germany 5 3
in_closedowm Closed central
Sites Planned: 4 in_actis
Added 2020-08-03 Prioriti

Added: 2020-07-28 Added 2020-08-13
z k
central

in_activation
Prioritized Site: No
-08-12

Package Info

P Release Package
Review
(in_progress)

Not urgent

Local approval: No

P Release Package
Review
(completed)

Not urgent

Local agproval: No

package document details

Package
Review

Null

Final
approval

data export

Country

Study

Country

Study

Document

1st SIV Conducted

forl e

CF Main - Master
Version |D: W\
Doc Date: 3-Aug-2020

1st Site Selected
Do Date: 3-Aug-20

EMR SDV Agreeme
Doc Date: 3-Aug-2020
for M rk

B-Master
Doc Date: 3-Aug-2020

© analyze
Study Name
Document  Reason for ) -
Review Rejection File Info B
test.txt.docx A Study Status
; (A1) -
Uploaded by .
Null Null o orEinlio
(Muttiple values) -
I L )
Sep-20200 Region
EMEA -
Country
Null Null Gy, s
Country Status
(any -
protocol_ Site Name
version pdf (0) (an) -
Uploaded by:
First review Null le @ Site Status
g om Inactivation v

03-Aug-20200 Prioritized Site

test 1t doox No -
9 IRE/EC Type
Uploaded by. HECHY)

First review Null h i central -
g m Package Status
22-5ep-2020 0 ) -

Package Review

(an1) -
Fina Incorrect
approval  Document Document Name
(A1) -
Reason for Rejection
Study Package (a) -
docx (0)
Final Uploaded by: Ad hoc
approval ! o @ No -
com 21 Replaced
(an) -

Data Export

This worksheet allows you to export the package details to Microsoft Excel or CSV.

about | package review

Submission Document
toFDA Document Name

Getals | dataexport
for data export puproses only Study Name Package Satus

Protocol  Artifact
Version  Version ID

PersonFirst
Nome

PersonLast  Reason for
Name Rejection File Name

Null Study Package.doox

Nl protocol_y

Study Status Package Review

File Version _Uploaded By v.‘ 1 e =
Portfolio Reason for Rejection
(Muitiple values) ] [any -
Region Document Name

(an) )

E . E ~ ] [ -
¥ Country. Adhoc
Germany -] v -
Country Status Replaced
) <] o -
Site Name Urgent
an <] [ -
Site Status Submission to FDA
[0} <] [ -

Local Approval
< o

IRB/ECType
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Site Reconciliation

ORACLE

Workbook synopsis

The Site Reconciliation Dashboard provides metrics to help managers understand the usage of
sites in the Oracle Site Activate system as related to your Master Services Agreement.
Standard Tableau functionality allows managers to easily download the dashboard and
associated worksheets for further analysis or distribution.

Dashboard and sheets
Site reconciliation dashboard

The Sites Dashboard tab provides a trend chart to visualize site fees over time as well as a
Rate Card table view of individual and total fees by type, contract, site type, etc. over a
selected time period. Managers have multiple filter options to create a preferred view -
including filters like Contract, Site Status, Date Range, and more. Finally, the dashboard
prominently displays site and fee metrics for the specified Date Range. These metrics include
Total number of sites, Total deleted sites, and Total fees, among others. To export the
dashboard, use Tableau's standard Download option.

Sites detail sheet

The Sites Detail worksheet, which is intended for export use only, provides comprehensive
information about sites as grouped by site type and study name. For instance, the worksheet
includes details like site created date, site license expiration date, milestone dates, and days
until the site will be dropped. To export this worksheet, use Tableau's Download option located
just above the filters panel.

Rate card sheet

The Rate Card worksheet includes the same rate data presented in the Sites Dashboard tab,
broken out into a separate sheet. Managers can adjust the data displayed using standard filter
controls located to the far right. For instance, filter controls include Contract, Fee Type, Site
Type, and Date Range, among others. Use the Download option, located just above the filter
panel, to export and distribute Rate Card information as necessary.

Site status history

The Site Status History worksheet provides details of changes to a site's status (e.g., In
activation, IP released, Dropped, etc.) and allows managers to easily view changes to a site's
status over time. This sheet provides several filters (Study Status, Study Name, Country
Name, Site Number, Site Type, and Current Site Status) that allow managers to create a
preferred view. To export this worksheet, use Tableau's Download option located just above the
filters panel.

Study status history

The Study Status History worksheet allows managers to easily view study status changes over
time. Managers have the option to filter the sheet's data to one or more study, and columns
included in the sheet are sortable to reach a preferred view. Columns include: Study Name,
Study Status, Study Created At date, Prior Status, Status, and Set/End Dates. To export this
worksheet, use Tableau's Download option located just above the filters panel.
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Workbook synopsis

This dashboard gives Oracle Site Analyze users a unique view into their own organization’s
cycle-time performance relative to others in the industry. Benchmarks are available by country
and therapeutic area. Currently, this dashboard focuses on three cycle times for Oracle Site
Activate:

1. Essential docs sent to site — Contracts executed
2. Contracts executed — IP release ready

3. Essential docs sent to site — IP release ready

Dashboards and sheets
About

The About sheet provides a summary of key report features to help you understand if the
report is applicable to your, or another Study Startup Industry Benchmarking report user's, role.
The About sheet provides details like:

e Study startup roles that would use the report
* Key report features and metrics
e Types of data the report contains

* Examples of how to use the report to answer a business question

about | reportcard | cycle analysis | cycle trends | cycle detail | Export Industry Benchmarking | _filter | industry benchmark
_ = ana]yze
This Report is for: Key Features/Metrics:
- SSU Leader - Compare your internal cycle times to Ac industry benchmarks
- Activate Product Owner - Identify therapeutic areas and countries where you perform better or worse than the

y median

e times for countries you have not activated any sites in yet to aid in

planning
Types of Data in this Report: Business questions this report can answer:
- Activate industry cycle times -How do my cycle times compare to the Activate industry benchmarks in France?
- studies, countries, and sites -Do | contract sites faster or slower than the Activate industry benchmark in Oncology
- milestones studies?
- cycle times - Which business partners do | activate sites faster than the industry with?
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Industry Benchmark

The workbook’s Industry Benchmark worksheet is a configurable dashboard view. You can
specify the following data points to visualize cycle time comparisons in the dashboard:

e Cycle start
e Cycle end
e Cycle unit
e Cycle minimum
e Cycle maximum

The configuration section at the top of the dashboard includes an optional “Include my data”
setting. When set to Yes, your organizational data is included in the dashboard'’s industry
comparison. With the cycle time configuration values either selected or entered, the Industry
Benchmark dashboard’s top section displays these key performance indicators:

e Unique sponsors

* Industry median

e Industry cycles

*  Your median (with a trend graph below)
e Your cycles (with a trend graph below)

The dashboard's lower section presents therapeutic area and country benchmark tables. Both
tables include a bar chart of the industry median and your median. Hover over functionality
allows you to access site details in both benchmark tables including, for instance, the total
sponsor count in the tool tips for industry data.

You can optionally filter the dashboard by: Study Status, Therapeutic Area, Study Name,
Region, Country, and date range.

about | industry benchmark | report card | cycle analysis | cycle trends | cycle detall | Export Industry Benchmarking

AT

Select Cycle Start: Select Cycle End Select Cycle Unit Enter Cycle Minimum: _ Enter Cycle Maximum: Include Your Dataiin Industry: [ Study Status
nitial Protocol Receiv... v | [IP Released ~ | [oa -5 500 o

[ niguesponsors | nustrymedn | ngusiyorces | ourmedan | ouroes MR
234.0 paye) | 3,501
,

5

:

; 236 256.0 12,680 " f
| vy v i

[

Study Name

Report Card

The upper portion of the Report Card dashboard displays your statistics: site count by country,
site count by therapeutic area, and site count by study phase. Using the options to the right,
you can filter the dashboard by study status, study name, therapeutic area, region, country,
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institution, cycle end date, and minimum number of cycles completed. You can also optionally
exclude negative cycle times from the dashboard's calculations.

The lower half of the report card worksheet provides you with performance bar chart
visualizations. The left side includes two therapeutic area bar charts that show top performing
therapeutic area vs. industry and worst performing therapeutic areas vs. industry. The lower
right includes two vertical bar charts by country that show top performing countries vs. industry
and worst performing countries vs. industry.

You can filter the performance section by selecting:
e Cycle Start

e Cycle End

e Cycle Unit

e Cycle Minimum

* Cycle Maximum

e Include Your Data in Industry (Yes/No)

about | report card | cycleanalysis | cycle trends | cycle detail | PDF Export Industry Benchmark

o analyze

Study Neme

industry benchma

(am) -
Oncology
Study Status.
(am) -
Other 7,819
Portfolio
Cardiclogy/Vascular Disease - 6,562 (A hd
Region
o - sem (an) -
Country
- (am) -
Country Status
c Family Medici 170 =
(am) -
— P
y 3 3 (am) -
Select Cycle Start: Select Cycle End Select Cycle Unit Enter Cycle Minimum: Enter Cycle Maximum: Include Your Data in Industry:
Essential Docs Sent o5 | | 1P Released ~ | [pay - | s 365 Mo - Site Status
(am) -

top performel stry top performers vs industry Prioritized Site
— o

— T L Ll
S50 RB/EC Type

© (an) -
S8l Family Pulmonary Cardiology Hematolo Endocrinol Immunolo Oncology Infections  Other  Vaccines
[l 1iccicine /Respirsto fVascular ov i a & Infectio witzerla Belarus Romania Croatia Taiwan, Czech  Malaysia Thailand  New Greece  Therapeutic Area
u B b g - e 2 nd Provinc. Republic Zesland (A >
= y ea s ¢
& worst performers vs industry ELklyE s
o . (an) -
z
i Study Process

230 [(am) -

Hepatology Colombiz Nerway Ireland Portugal Argentin Denmark  South  Puerto  Chine

Nephrology Gastroenterclogy  Neurology Dermatology

Aia  Rico (1) hd
15-Aug-2008 13-Feb-2040
Date s of LY1G(20201.2531 PUUS Packic D

Cycle Analysis

The second tab in the Study Startup Industry Benchmarking workbook is a cycle analysis
dashboard. The upper portion of the dashboard includes a tabular version of the cycle time
diagrams at the bottom of the dashboard. You can quickly see the exact values of the industry
medians compared with your account medians.

The lower section of the dashboard displays median cycle time vs. industry benchmark as a
whisker plot diagram. Hover over any star to view the Oracle industry benchmark. Hover over
any circle to view your own median cycle time over cycles. Hover over any bar to view upper,
median, and lower values.
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about | report card | cycle analysis | cycle trends | cycle detail | PDF Export Industry Benchmark
industry benchmarking © analyze

Select Cycle Start:  Select Cycle End: Select Cyele Unit Group Data By: Compare DataBy:  Enter Cyele Minimum: Enter Cycle Maximum: Include Your Data in Industry: Study Name
Essential DocsS... * | [IP Released - ~ | [country = | [Therapeuticares ~ 365 No () -
Study Status
_ Industoy Hedien = .
- Portfolio
Argentina  Cardiology/Vascular Disease 305 17 114.0 o
(an) -
Dermatology 3 830 0 Region
(&1 -
Endocrinology 30 59.0 0 S
Country
Family Medicine 0 23 1820 i -
Hepatology 2 425 0 Country Status
(am) v
mmunology 2 930 23 2100
Site Name
- A ara - R v
(am) v
Site Status

(an) v

Essential Docs Sent to Site to IP Released

Prioritized Site
(] 20 40 €0 80 100 120 140 160 180 200 220 240 260 280 300 320 340 360 380 (A v

A IRB/EC Type

Therapeutic Area

(A1) -

Australia +‘—* [ | | }—.—'—+ Study Phase

Study Process
¢ e ° I —] @ .
Region
(Air) -
Belarus +—{ q | }—+ . Institution

(A1) >
0 20 40 60 80 100 120 140 160 180 200 220 230 260 280 300 320 340 350 :
19-Aug-2008 13-Feb-2040
Data 2s of 11/16/2020 12531 PM US. Pacific
d D

Cycle Trends

The Cycle Trends sheet provides an easy method to evaluate performance over time and
compare your organization's cycle times to industry cycle times by month, quarter, or year.
Trend data is presented in line graph format in the lower section of the report, and the upper
section presents columns for the following data points:

e trend by parameter

e your number of cycles

e your cycle median

e industry number of cycles

e industry median

When you click a data point in the upper section (e.g., user clicks on a country name or a
Benchmark Median count), the trend graph below displays the data point in the graph. You can
then hover over points in the graph to view median, benchmark median cycle time, and/or your
organization's median cycle time.

The report also includes a toggle in the filter selection panel that allows you to easily include
and exclude your own organization's data from the industry benchmark for therapeutic areas
and countries.
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about | report card | cycleanalysis | cycle trends | cycle detail | PDF Export Industry Benchmark

industry benchmarking

Select Cycle Start: Select Cycle End: Select Cycle Unit: Group Data By: Compare Data By: Enter Cycle Minimum: Enter Cycle Maximum: Include Your Data in Industry: Study Name
Contracts Started ¥ | |Essential DocsS... ¥ | |Day v | |Therspeuticares ¥ | |Region v | |10 365 No - (any hd
Study Status
_ (ndustoy Medien ) =
2018 ~ Portfolio
2019 (A1) =
om0 Region
(any -
oncology APac 2014 0 9 780
Country
2015 4 955 14 50.0 (A1) hd
2016 4 405 11 89.0 Country Status
2007 106 91.0 23 52.0 , Z
Site Name
(an) hd
S = T = = Site Status
Contracts Started to Essential Docs Sent to Site
(an) hd
120 120 Prioritized Site
(any -
100 100 IRB/EC Type
(AN} -
80 % Therapeutic Area
(Multiple values) -
80 80
Study Phase
(any -
40 0 =
Study Process
20 z0 [(AN) h
Institution
o o AN -
2013 2014 2015 2016 2017 2018 2019 2020 "
19-Aug-2008 13-Feb-2040
Dote s LI/20201.2531 PUUS Pasfc (] D

Cycle Detail

The Cycle Detail worksheet includes a tabular view of data used to create cycle benchmarking
comparisons.

about | report card | cycle analysis | cycle trends | cycle detail | PDF Export Industry Benchmark

© analyze

Study Info TherapeuticArea Study Phase_Country _ SiteInfo Cycle Start Point . e Cycle Time
Study Name
() M
Study Status
, ) -
o 5 Newralogy Con ta 17-Jan-2 = 1 2z
in_closedown Portfolio
M. (A h
Added: 23-APR-2019
Region
(air) ~
Country
(i) M
en - Country Status
| Docs Sent -
Gert G s Started 28-Jan-2 = 23-Jun-2020 14 () s
Site Name
(air) ~
Site Status
(aar) ~
Prioritized Site
(i) ~
¢ Star 28-Jan-2 = 23-Jun-2020 147 IRB/EC Type
[C) M
Therapeutic Area
(Multiple values) ~
Study Phase
() ~
) Study Process
hen Contracts Started 28-Jan-2020 alDocsSent 53 Jun2020 147 (an) -
Institution
(i) ~
M
-Aug-2008  13-Feb-2040
Data = of 12/18/2020 12531 P U5, Pacific D

Export Industry Benchmarking

The Export Industry Benchmarking worksheet gives you a simple way to export high-level
benchmarking metrics to PDF or CSV format. The PDF or CSV format report can then be
shared with other interested parties, as preferred.

The export worksheet presents benchmark metrics in tabular format with the following
columns:
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» Data slice — reflects the “Group data by” dimension selected on the Cycle Analysis
worksheet

- Data compare — reflects the “Compare data by” dimension selected on the Cycle Analysis
worksheet

e Industry Cycles
* Industry Median
*  Your Cycles
*  Your Median

When you export the worksheet, the PDF or CSV version includes the worksheet data in the
same format it appears in the browser.

about | report card | cycle analysis | cycle trends | cycle detail | PDF Export Industry Benchmark

Industry Benchmarking
Contracts Started to Essential Docs Sent to Site

207 1080 693 720

{résoyedien
60

1250

LatAm 50 1595 151 120.0
Namer 92 735 712 430
Encocrinaogy  Apac 27 1050
54 103.0 9 93.0
a5 210 3 140
rology 26 190 6 445
8 940 48
3 179.0
Namer 7% 310 36
Neurolog Apac 97 770
416 1110 18 740
35 1730
Namer 533 310
356 83.0 138
806 1310 031 %40
97 2110 83 155.0
Namer 5 620 622 630
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Workbook synopsis

The Study Summary workbook, which is intended for Oracle Site Activate customers, provides
easy interpretation of overall study status; visibility into unplanned, past due, and upcoming
milestones; and milestone and submissions progress at the country and site level. Detailed
sheets, described below, complement the Study KPIs dashboard sheet, enabling report users
to quickly pinpoint milestones and submissions that are upcoming or past due.

Dashboards and sheets
About

The About sheet provides a summary of key report features to help Study Summary report
users understand if the report is applicable to his or her role. The About sheet provides details
like:

e Study startup roles that would use the report
* Key report features and metrics
e Types of data the report contains

*  Examples of how to use the report to answer a business question

- about | delivery dashboard | study kpi | milestone kpi | study summary | study milestones | country milestones | country submissions | site milestones | site submissions | study artifacts | artifactd| >
_ S ana]yze
This Report is for: Key Features/Metrics:
-SSU Manager - Compare the progress of site milestones to view if any milestones are falling far behind
- Country Lead others

- visibility into unplanned, past due, and upcoming country and site milestones and

subr ns

- Ability te drill down inte any country or site to see artifact completeness

- View contextual notes taken in Activate for any site, country, artifact, or activity
Types of Data in this Report: Business questions this report can answer:
- country and site milestones and submissions
- country and site artifacts

- country, site, artifact, and activity notes

Delivery Dashboard

The Study Summary report's Delivery Dashboard is intended to help you to understand how
remaining study milestones are distributed over time (day, week, month) so that your
organization can correctly balance workload and achieve expected outcomes.

In a column on the left side of the dashboard, you'll find:

e Study status breakdown (active, inactive, completed, etc.)
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Completed milestones heat map (weekly trend of milestones completed, with darker green
meaning more milestones completed that week)

Past due milestones heat map (weekly trend of milestones past due, with darker red
meaning more milestones past due that week)

Upcoming milestones heat map (weekly trend of milestones planned, with darker orange
meaning more milestones planning that week)

The remainder of the Delivery Dashboard sheet reflects milestone status. For each country, the
dashboard shows a weekly trend of milestones past due, completed, due in less than 15 days,
due in greater than 15 days. The milestone statuses are represented by stacked bar chart.

Additionally, the milestone status dashboard includes shaded line graphs over the bar charts to
show you the relative volume of milestones each week. You can use the line graphs to interpret
milestone volume at a glance.

about | delivery dashboard | study kpi | milestone kpi | study summary | study milestones | country milestones | country submissions | site milestones | site submissions | study artifacts |_artifact detail | _doc

delivery dashboard

study breakdown milestone status tudy Name
(Multiple values) v

~
Study Status

(A1) -

Portfolio
(Multiple values) >

completed milestones -
Country

(am) v
Austria
Country Status

(A1) -

Region

Site Name

(an) -
Site Status

(an) -
Prioritized Site

(an) -
IRB/EC Type

(A1) -
Status

(an) -

08-Feb-1901  21-Jan-2021

a D

Study KPI Dashboard

This dashboard provides a high level graphical view of progress to plan over time for
milestones and submissions. Hover-over tool tips for circle and bar graphs provide additional
details. You can filter the dashboard by: Study Status, Portfolio, Study Name, Country, Site
Status, Site Name, Milestone Group, Milestone, and date range.
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about | delivery dashboard | stud:

milestone kpi | study summary | study milestones | country milestones

600

400

100

Mar18 Apr-18 May-18 Jun18 Juk18 Augl18 Sepd8 Oct18 Nov-18 Decd8 Jan-19
18 o
1
122
Baseline
Country 1st site. CDP app'd 7
Milestones
Contract templates. 1
1
108

country submissions

Febd9 MardS ApriS Mayds Jun-1

Todate

Planned

3

1

123

site milestones.

site submissions | study artifacts | artifact detail | _doc_d

Study Status
(A1) -

Pertfelio

Region

Country
(a1 -

Country Status
(an) -

Site Name

(an) -
Site Status

(A1) -

Prioritized Site

(an) -
IRB/EC Type
(an) ~

Sep1S Jan20 Feb20  Mar-20

Milestone Group

Baseline [l Planned Actual (21 -
Milestone
Actual =
. 05Feb18  01LMar20
2 a D
1
0

Milestone KPI Dashboard

The Milestone KPI dashboard allows comparison of up to three milestones at one time. Top

level KPIs show:

* % planned to actual - total number of milestones completed divided by the total number

of milestones planned up to the current day

* % actual to total - total number of milestones completed divided by the total number of

milestones created

about

delivery dashboard

milestone kpis

study kpi | milestone kpi | study summary | study milestones | country milestones

36%

400f112
completed

0%
40 of
completed ov

Mar-18 May-18 Jun-18 Jul-18 Aug-18 Sep-18
0of1
completed overall
Dee-18
Select a Milestone.
completed oy
Mard8  AprlS  May18  Juni8 Juk18 Augld  Sepls oct-18 Now-18

country submissions

Oct-18

Dec-l8

Nov-18

Jan-1g

site milestones

Dec-18

Feb-19

site submissions | study artifacts | artifact detail | _doc_
© analyze
Study Name
Study Status
(any v
100
Portfolio
Region
50 <
(any M
Country
o [ -
Jan-18 Mar-20 Country Status
(any M
Site Name
(Al -
©  SiteStatus
(A M
Prioritized Site
p o LA -
IRB/EC Type
(an) M
0 O6-Feb-18 01-Mar-20
a D
100
50
o}
Mar-19 May-13 Jun-19

ORACLE
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Study Summary

This worksheet provides a detailed tabular view of country and site global milestones, broken
down by month, over the length of the study to date. This data is a detailed representation of
the high-level graphical representation in the Study KPI dashboard.

You can filter this worksheet for a particular global milestone, or for any number of global
milestones. This dashboard can also be filtered to look at data for the duration of the study to
date, or other date range.

about | delivery dashboard | study kpi | milestone kpi | study summary | study milestones | country milestones | country submissions | site milestones | site submissions | study artifacts | artifact detail | _doc_

o analyze

Study Name
act templates 12 ritte 1 -

Planned Planned Cumulative C a Study Status
Planned

(A1) M
Feb-2018 0 3 0 3 4 4 4 -
Portfolio
Mar-2019 1 1 5 -
Apr-2019
May-2015 Pfﬂf”
Jun-2019 (an) =
Jul-2019 Country
Aug-2013 (A1) M
Sep-2019 Country Status
Oct-2019 3 3 3 3 [GD] h
Site Name
(A -
< > site Status
(A1) -

Prioritized Site

(an) -
IRB/EC Type
(an) ~

Milestone Group

(an) -
Milestone
(a1) -

06-Feb-18  01-0ct-20

D

Study Milestones

The Study Milestones dashboard worksheet allows you to review milestones at the study level.
The worksheet is intended to help you understand if the study is on track.

- about | delivery dashboard | study kpl | milestone kpi | study summary | study milestones | courmiryT &5 | couniry submissions | site milestones | site submissions | study artifacts | artifactd] >

study milestones

Study Milestones Study Name
Study Info oroco Study Status
(AN} ~

Portfolio

Milestones

(AN} ~
active
] p Region
< (A1) v
Added 25-Mar-2020 (A1)
Country
(all) -
Country Status
(A1) -
Site Name
(A1) M
Site Status
(All) -

Prioritized Site

(A -
IRB/EC Type
*select a cell above to view most recent notes [ =

most recent study note most recent reason for change:

Milestone Group

(an) ~
Milestone
(an) ~

Milestone Status

(an) ~
AtRisk
(an) ~

06-Feb-18  01-0ct-20

a D

Country Milestones
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This sheet details country milestone data by site and milestone dates. Hover over tool tips
(over the red and green boxes) provide additional information, such as "Latest re-plan note," if
appropriate. The sheet provides multiple data filters llike Study Status, Portfolio, Study Name,
Country, Active Status, Milestone Group, Milestone, Milestone Status, and date range.

You can also access notes related to country milestones on this sheet.

e Click on a country milestone and the most recent country note, most recent milestone note,
and most recent reason for change note will display at the bottom of the dashboard

e Click on a country name and a link will display in the tool tip that you can click on to be
taken the All Notes worksheet, which will display all notes for that country

e Click on a country name and a link will display in the tool tip that you can click on and be
taken the All Notes worksheet, which will display all notes for the country milestones

Country milestones | country submissions | site milestones | site submissions | study artfact

- bout | defvery dashboard | study kpi | milestons kpi | study summary | study milestor foctd >
country milestones © analyze
Ste Count

Country Submissions

This dashboard details study country regulatory submissions data. Hover over tool tips (over
the red and green boxes) provide additional information, such as "Latest re-plan note," if
appropriate. You can filter this sheet by Study Status, Portfolio, Study Name, Country,
Submission, Milestone Group, Milestone, Milestone Status, and date range.

You can also access notes related to country submissions on this sheet.

e Click on a country submission and the most recent artifact/activity note related to that
submission and the most recent country note will display at the bottom of the dashboard

e Click on a country name and a link will display in the tooltip that you can click on to be
taken the All Notes worksheet, which will display all notes for that country

e Click on a country name and a link will display in the tooltip that you can click on and be
taken the All Notes worksheet, which will display all notes for the country submissions
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~ about | delivery dashboard | study kpi | milestone kpi | study summary | study milestones | country milestones | country submissions | site milestones | site submissions | study artifacts | artifactd| >
country submissions © analyze
Study Name
Central IRB/EC - Approval (Couniry) Regulatory Submission - Approval (Country) TEST_CRO -
Study Status
‘Submission Info Initial Submission Final Approval Initial Submission Final Approval [0 -
Portfolio
[0 G
Region
TEST_CRO . o E A v
active o
APEX PROTO

Country

CR Pharmaceutical
Added 14-Sep-2020

Country Status

Site Name

Site Status

Priortized Site

N/A -

roval ONE b: N/A )
oval ONE 1 SN IRE/EC Type
a: 14SEP2020 -

Submission

Milestone Group

Milestone

most recent country note most recent artifact/activity note

Milestone Status

007:24PM At Risk

Site Milestones

This worksheet details completed and past due milestones at the site level. Hover over tool tips
(over the red and green boxes) provide additional information, such as "Latest re-plan note," if
appropriate. You can filter this sheet by Study Status, Portfolio, Study Name, Country, Site
Status, Site Name, Milestone Group, Milestone, Milestone Status, and date range.

You can also access notes related to site milestones on this sheet.

*  Click on a site milestone and the most recent site note, milestone note, and reason for
change will display at the bottom of the dashboard

* Click on a site name and a link will display in the tool tip that you can click on to be taken
the All Notes worksheet, which will display all notes for the site

e Click on a site and a link will display in the tool tip that you can click on and be taken the All
Notes worksheet, which will display all notes for the site milestones
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about | delivery dashboard | study kpi | milestone kpl | study summary | study milestones |_country milestones | country submissions | site milestones | site submissions | study arfifacts | arfifact detall | _doc
site milestones © analyze
Study Name
. - Es: _ - .
StudyInfo  Country Info Site Info Documente Sent P Release Ready  Site Selected i 3
Complete
Study Status
~ T
(A1) -
b N/A b: /& b:N/A b N/A b: NfA b: /A
p: /A o /A B N/A o /A o NjA oo N/A Eort il
a:N/A a Nfa a:N/A a:N/A a: NfA a NfA (am) -
Region
(A1) -
Finland
b: /& b N/A b: /A
Siteap 5
e o N/A o A o N/A Ty
a e a: N/ a: 12N0V2020 a: NfA G} M
Country Status
() -
ueden b N/A b: /& b:N/A b N/A b: NfA b: /A Site Name
e B e 22 P NjA P N/A p:N/A P NjA P NA P N/A ) S
POy a: NjA a: N aN/A a: N/A a: N/ /A =
Added 20-Nov-2020
Site Status
h (A -
be N/A be N/ b N/A b N/A be NfA b N/& ot Sits
p:N/A p:N/A p:N/A p:N/A p: N/A p:N/A o] M
a:NjA a Nfa a:N/A a N/A a: NfA a N/A
IRB/EC Type
(A1) -
Milestc G
b N/A b NfA b:N/A b N/A b: NfA b: /A Sl
p:N/A p:N/A p:N/A p: N/A p: N/A p:N/A (al)
a:N/A a Nfa a:N/A a N/A a NfA a N/A i
(i) -
on
Milestone Status
b:N/A b: N/ b:N/A b N/A b: NfA b: N/A () -
P NjA P N/A B N/A P NjA P NfA P N/A
- i PNy - - mLA Y/ PYIVY A i
AtRisk
(A1) -
most recent site note most recent milestone note

Site Submissions

This worksheet details completed and past due submissions at the site level. Hover over tool
tips (over the red, green, and white boxes) provide additional information, such as "Latest re-
plan note," if appropriate. You can filter this sheet by Study Status, Portfolio, Study Name,
Country, Site Status, Site Name, Submission, Milestone Group, Milestone, Milestone Status,
and date range.

You can also access notes related to site submissions on this sheet.

e Click on a site submission and the most recent artifact/activity name and the most recent
site and country notes will display at the bottom of the dashboard

e Click on a site name and a link will display in the tool tip that you can click on to be taken
the All Notes worksheet, which will display all notes for the site

e Click on a site and a link will display in the tool tip that you can click on and be taken the All
Notes worksheet, which will display all notes for the site submissions
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- about | delivery dashboard | study kpi | milestone kpi | study summary | study milestones | country milestones | country submissions | site milestones | site submissions | study artifacts | artifactd| >
site submissions © analyze
_ Study Name
IRBIEC - Site Approval —
EST_CRO M
‘Couniry Info Site Info ‘Submission Info Initial Submission Final Approval [LLEESTEER  Study Status
(A1) -
TEST_CRO Portfolio
active A S
APEX PROTO beN/A —
E s vl 1 0 Region
o0 i NAmer -
Added aNA
30-Mar-2020 Gountay]
United States -
Country Status
(1) -
esr_cro g . b: A b N/A Site Name
active pNA peNA [2D) -
— /A a: N
c Site Status
a =
Added 14-5ep-2020 D) S
Prioritized Site
(Al -
- N b: N/A be N/A IRB/EC Type
R - p: /A o N/A (A1) =
Amendme A a: A
Submission
(a1 M

Milestone Group

Milestone

Milestone Status

01-Mar-15  01-Nov-20

a D

Study Artifacts

The Study Artifacts worksheet provides a comprehensive view of artifact status (e.g., total
artifacts completed, % of artifacts completed, in progress, not started, and discontinued, etc.).
You can drill into a Study Artifact Dashboard from the Country Milestones, Country
Submissions, Site Milestones, and Site Submissions sheets. From the Study Artifact
Dashboard, you can then drill into the Artifact Detail sheet.

about | delivery dashboard | study kpi | milestone kpi | study summary | study milestones |_country milestones | country submissions | site milestones | site submissions | study arfifacts | artifact detail | _doc

study artifacts o analyze
[__overallartifact status [N -
282

Study Status

(Multiplevalues) ¥
Portfolio
(any -

Region

Country
(Multiplevalues)  +
Country Status

n activation -
Site Name: %~
(Multiplevalues)

Site Status

Prioritized Site

0% (an) -

country artifact status Argenting Australia 2 United Kingdom United States |RE_/E( Type
ot started D ued progress Co d (A1) -

sbove to view details below Ll

Artifact Level
(A1) -

Artifact Name
—— (any -

122 I Artifact Version

(Any -

Ad Hoc Artifact

No -
o Post IP Artifact
Mo -

Inactive Staff Artifact

Ho ©

Document Type
Null 2
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Artifact Detail

The Artifact Detail worksheet includes the status of each individual artifact at the site. The filter
panel to the right side of the worksheet provides multiple options for subsetting artifacts. For
instance, you can filter by Artifact, Artifact Status, Artifact Version, and more.

=< ry dashboard | study kpi | milestons kpi | study summary | study milestones | country milestonss | country submissions | site milestones | site submissions | study artifacts | artfact detal | alnotes

artifact detail © analyze
Study Name * Artifact Level

Study nfo ountry Info info. e Info 5 =

All Notes

The All notes worksheet includes detailed note text associated with study artifacts. Using the
options in the filter panel to the far right, you can filter the All Notes worksheet by study status,
portfolio, study name, country, site status, and more.
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Workbook synopsis

This workbook, intended for Oracle Site Activate customers, shows country and site
submission and approval activities and status, as well as all documents associated with a
submission package.

Dashboards and sheets
Submissions and Approvals Dashboard

The Submissions and Approvals dashboard provides an at-a-glance view of a study’s
submissions and approvals so you can easily identify countries that are falling behind.

The dashboard’s top level trend graph shows baseline, planned, and actual dates for all initial
submissions and final approvals in two separate graphs. You can shift focus to baseline,
planned, and actual by clicking a trend line in the graph.

The lower section of the dashboard displays submission and approval data in a stacked bar
graph. The graph shows the number of submissions not planned (open), past due, and
completed by country. Click on any bar in the graph to drill down to that detailed data in the
Study Submissions worksheet.

Use the options in the filter panel to subset the dashboard’s data to your preferred view.
Among others, the filter panel includes options to filter by submission level, version, and
category, as well as protocol and protocol version.

SUbmissions and approval das bission and approval status | sites i submission | submission package details bmission and apr ot submission package 4o
submissions and approval © analyze

Submission and Approval Status

This worksheet shows the submission and approval activities for all submissions in a study and
includes the most recent note and note replies related to the submission, if available. Hover
over tool tips, in the Initial Submission and Final Approval columns, provide summary detail.
When appropriate, the Submission Info column includes information related to study level (EU)
submissions. For example, the Submission Info column includes validation, Part 1, or Part 2
package description as well as “Reporting” with a Yes or No value for the member state
displayed in the Country column.
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Click on submission dates on the Submissions and Approval Status worksheet, to see the sites
associated with the country submission (if any) display in a table at the bottom of the
worksheet.

The Submission and Approval Status worksheet also provides columns like "Reporting
Member State," "Country Approved," "Country Info," "Ready for Submission," "Site approved,”
and "Site Info" that will help report users to track the site and country status within a study level
submission.

This sheet provides multiple filters to allow users to drill to the preferred view. Filters are: Study
Status, Portfolio, Study Name, Country, Site Status, Site Name, Submission Level,
Submission, Submission Version, Protocol Version, Submission Version ID, Submission Type,
Submission Category, and Submission Status.

Jstudy submissions © analyze

Sites in Submission

The Sites in Submission worksheet allows report users to leverage standard reporting features,
like filtering and report export, as preferred.

submissions and approval das... | submission and approval status | sites in submission | submission package details | export submission and approv... | export submission package de.

sites in submission Study Name Submission Level

Initial

Submission Final Approval site Study Status
Study Info Country Info Submission Info Dates Dates Site Info Approved Active

Submission
v | [centraiira/EC- Anpro
Portfolic Submission Version
Al v o
active
P v

KCR
Added 30-Sep-2020

Region Study Protocol

~ ] [PoosasTuDY

Country Protocol Version

Country Status Subm. Version ID

Site Name Submission Type
Al <] [nar

Site Status Submission Category

Prioritized Site Submission Status

IRB/ECType

Submission Package Details

This worksheet lists all the documents included in the associated submission package along
with the document status. Use the filters, to the right, to search for specific documents or filter
for documents that are not yet completed.
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submissions and approval das

Submission and approval status | sites in submission | submission package details | export SUbMIssion and approv... | export submission package de

study submission package details o analyze

Study Name %% ~ Subm. Status

(Multipie values) ~ |[(Multipie values) ¥

Package

Study Info Country Info Submission Info Package Info Submission Dates Document Info

Study Status

Subm. Version ID
[0 ~ ][an v

Portfolio Submission Type
[0 = |[an -

b: _Doc

v Region Subm. Category

° () ~ |[(an -
Country Package Status
(Multiple values) = |[(AI) -

Country Status Package Name

(an) - ][can -
GMP Certi
Site Name Package Version
(an) ~ ] [(an) -
Site Status Subcommittee
(an) ~ ][ -

Prioritized Site Document Level

IRB/EC Type

Document Name

Submission Level  Doc. Version ID
(a) ~ | [tan -
Submission

Document Version
(A ~ ][can -

Subm. Version Document Status

Study Protocol  Protocol Version

Export Submission & Approval Status

This worksheet, which is intended for export, provides detailed submission and approval status
information, including detailed notes related to the submission reason. The worksheet includes
multiple filters that allow you to adjust content prior to download.

SUbimissions and approval .| Submission and approval status | Stes T submission | SUBMISSon packags detals | Sxport subssion and approv.. | export submISaon packags 8%
export submission & approval status Study lame Submission Level
Study Nome Study Proto. Stucy Status Port Country  SiteNumber PIFirstla.._PlLostName Instfution SiteStatus _ Prioritized.. RB/ECType Submission Protocol Ve Submisson.. Submision.. Submission. St
12355 n nited 8/17/20 tivate n. o Cer Nui Study Status Submission
7 [ A
o
.,

Port

Site Status Submission Category
A < e

Prioritized Site Submission Status
@ <] [

IRB/ECType

7

Export Submission Package Details

This worksheet, which is intended for export, provides detailed study submission package
information. The worksheet provides multiple filters, in the panel to the right, that allow you to
adjust content prior to download.
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export study submission package details

PlLast Name Institution _ SiteStatus _ Site

Re
R
Re

Study Name
Study Status

Region
[ —
Country

e —

Country Status

@ -
Site tame

ampesie v
Sitestotus

Prioritized Site
Al -

1RB/ECType

[ED) N

Submission Level

Submission

Submission Version

Study Protocol

Submission Status

Submission Version ID

Submission Type.

Submission Category

PackageStatus

Package Name

Subcommittee

Document Level

Document Name

Doc. VersionID

Document Version

Document Status

Protocol Version

ORACLE
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Workbook synopsis

The User Groups and Workbook Permissions report provides information related to user
accounts and groups setup in Oracle Site Analyze for Oracle Site Activate users. The report
lists each user, the group with which the user is associated, and the permissions for the
workbook(s) associated in that group. This report is intended for managers who are
responsible for ensuring that report access across users and groups is properly assigned.

Report samples

Workbook Permissions

Workbook Permissions Report

Site Project Name

User Groups Report

Workbook Permissions

Capability

Authorization

© analyze

Project Name

Workbook Name

User Group

All Users o

Capability

Authorization
Yes 2

User Groups

User Groups

Site
I

Workbook Permissions Report

User Groups Report

User Group

User Name

© analyze

User Group

All Users 2

User Name

Email Domain

com =

Last Login Period v
31-90 days M
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Data Export Utility

ORACLE

The Data Export Utility for Oracle Site Activate is a self-service export that allows permissioned
Oracle Site Activate users to design a CSV extract with selected data columns and filters.
Currently, the extract includes data columns for study sites, study level documents, milestones
and submissions, and artifacts and activities.

Permission required to access the utility

You must have at least one business role with “Enable access to the Data Export Utility”
permission to access the export utility from the Oracle Site Activate Reports menu. The Data
export option does not display in the Reports drop-down menu if you do not have permission.
Contact your super user or administrator.

Data extract cubes

You can create new extracts, for one or more studies, based on:

e Cube - You'll select one cube per extract. The available data cubes are:

Study Sites

Study Level Documents

Study Milestones and Submissions
Study Notes

Study Artifact

Study Activity

Study Submissions

e Columns (dimensions) — You can add columns in any order

*  Filters — You can add filters in any order

You'll see columns categorized into groups in each data cube. For instance, the Study Sites
cube groups columns into Date, Site, Study, and Principal Investigator categories. When you
create or edit a report, available columns display in alphabetical order within grouped
categories.
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. Hi, Test Userl v
O activate o wdy e i e s o 09999
ogout

Study Sites Cube

Report name* 999-9999.2 study sites as of 170ct2022

sivactualdate x| [{crossteid x | [ sitesid x | [ sponsorssteid x | [ stans

Filters added @)

Columns added (@)
Q

Select the dimensions you would like to add as columns

created at | | sivbaselinedate | | sivdate1 | | sivdate2 | [ sivdate3 | | sivplanneddate | | updatedat

city | | comments | | displaystatus | | email | | institution || ibectype | | ibname | | nonresponsive | | phonenumber

postal code | | prioritized | | sipsiteid | | sitenetwork | | sitenumber | | sourcestudysitestatus | | street1 | | street2

study siteid

account name | | compoundname | | countryabbr | | countrycode | | countryname | | crostudyname

first protocol approval | | flexstring1 | | flexstring2 | | flexstring3 | | flexstring4 | | flexstring5 | | flexstring6

# Note:

The Data Export Utility user interface does not display columns in grouped categories
when users view reports created in a 22.2 or earlier release. This is expected
behavior.

The utility's Filter list sorts alphabetically so you can quickly find your preferred filters. For study
name, you can select one, multiple, or all studies. For other filters, select a field from the drop-
down menu, an operator (e.g., Contains, Equals, etc.) and enter a text value for an individual
filter you would like to find. All text values are wildcard matches and case sensitive. To add
multiple filters, click Add to add a new field.

Study Sites Cube Cancel

Report name* 999-9999.2 study sites as of 170ct2022

Columnsadded @)  Filters added (@
@ | studyname* v| = [ 89999999

Please select an item *

@ and | Field

Select all

1234567890 1234567890 12345678910
19.3.0.55mokeTest

19-Remedies
CHILDBigclientHugeCpy
2020MWBaseline
2022.0714MCH Test
2022.08.26.MHB.Test

203 CD Deploy Test Reed

000000000

The utility displays a "No matching records found" message if the columns and filters you
selected for the export will not return any data. In this case, update your selections to refine the
data included in the export.

Additionally, you'll see report data only from those studies to which you currently have access.
The Data Export Utility "Study" filter hides a study when you no longer have explicit access to it
and will also hide any deleted study. Existing Data Export Utility reports are still available to
you, even when created with a study to which you no longer have access. When you access or
preview the report again (after initial creation), the report's study filter automatically updates to
exclude any unavailable study and its data. This applies reports you create and to those
reports that have been shared with you.

ORACLE
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Preview an export

Export preview mode includes pagination controls and page count to ensure acceptable
response time for multistudy reports that could include high data volume. The utility displays up
to 100 records in Preview mode, and each individual previewed page can include up to 10,000
rows. Additionally, a "Total records" value displays to the left of the pagination controls and
shows the total records returned based on the report's filters.

When clicked, the Export function exports the page currently being previewed, and the prompt
text, "You have exported this page of the report,” displays next to the Export button to indicate
the download/export of the page of the report has started.

« Data Export Reports

999-9999.z study sites as of 170ct2022 § Total records: 3 o re . Nex
Study Site Id Status Country Code Country Name Pi First Name Pi Last Name Prioritized

39271 in_activation AUS Australia Scarlet Sitelast true

63749 in_activation AUS Australia Eye Pea false

64237 in_activation AUS Australia Investigator John true

Share exports with other users

You can optionally share reports you've created with other users in your account who have
permission to access the Data Export Utility. The Data export reports page includes two tabs:

1. My Reports: lists all reports you created

2. Shared Reports: lists all report shared with all Data Export Utility users in the account

. ) Hi, Test Userl v
© activate o . o 09999

logout

“ a2z Eaw v e == =27 a
Data export reports New Report

My Reports

Activate - Study Sites Cube @ Share Edit report Preview

9 999-9999.z study sites as of 170ct2022 g

Column )
status || country code || countryname || pifirstname || pilast name ‘nvlorsz(\

Eltar study name=gB 999-9999

Activate - Study Artifact and Activity Cube @share | | Editreport | | Previe
S Sample report &

Column
study status || process name

Filter
e study name=1234 1234567890 | 1 20.3 CD Deploy Test Reed | 20.4 WW | 211 Test 6 | 21.3 EU Submission 3

|213EU 11213EU 12130 5|213E0 Demo | 213EU Demo2 | 213EU
EADemo | 213EU RL| 213 Study | 21, | 213 test bedTriggers | 221 AL CS Testing | 22.2 AL Study_v2

Provided you are the report author, you can Share (C‘.-) that report from the My Reports tab, or
share the report while in Preview mode. When you click Share, a modal displays where you'll
set the report's access type as:

e Private (Accessible by author only) — default selection
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Create a new export

e Shared (Read only to other DEU users)

The Data Export Utility indicates a shared report (**), and as report author, you can unshare
your report at any time by returning to the access type modal to select "Private." You can also
edit your shared reports as preferred, and other Data Export Utility users will see the updated
report in their Shared Reports list.

Shared reports are read only for all users except the report author, who has full access to edit,
delete, etc. When non-authors view shared reports, they do not have the option to edit or
delete; however, they can Preview and Export shared reports as preferred.

e Create a new export
If you have the appropriate business role permission in Oracle Site Activate, you can
access the Data Export Utility to create a unique export that contains your preferred data
and export the result to a .csv format file.

e View existing export
The Data export report page lists all of your previously-created reports, as well as any
reports authored by others and shared with you.

*  Edit existing export
The My Reports tab on the Data export reports page lists all of your previously created
reports, and you can edit any of them as you prefer.

e Delete an export
When you no longer need a report you created, you can delete it as necessary.

e Share or unshare an export
Share an export when you want others in your account to have access to an export you
authored. When you no longer want others to have access, change the report's access
level back to private.

Create a new export

ORACLE

If you have the appropriate business role permission in Oracle Site Activate, you can access
the Data Export Utility to create a unique export that contains your preferred data and export
the result to a .csv format file.

1. From the Oracle Site Activate top navigation, hover over Reports and click Data export.
2. On the Data export reports page, click New Report.

3. On the New Report pop-in, choose Study Sites Cube, Study Level Documents Cube,
Study Milestones and Submissions Cube, Study Notes Cube, Study Artifact Cube,
Study Activity Cube, or Study Submissions Cube from the drop-down list.

4. Click Continue.
5. At the top of the pop-in, enter your preferred Report hame.

6. Under Columns added, choose the dimensions you would like to add as columns. You
can scroll through the list or search for a specific dimension. As you add dimensions, the
"Columns added" count increases.

7. Click Filters added. The "study name" filter is required. Click the drop-down list and select
one, multiple, or all studies to include in the export. To add additional filters, choose a field
from the drop-down menu (below the study name field), choose a filter operator (e.g.,
Equals, Contains, etc.), and enter a text value to filter by. All text values are wildcard and
case sensitive. Click Add to include another filter.

8. Click Save and Preview.
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View existing export

You can optionally Share the report with other users in your account. At the upper right in
Preview mode, click Share. In the share modal, confirm selection of the Shared option,
and click Save.

At the upper right in Preview mode, click Export to generate a CSV file, or click Edit
Report to adjust the report data before exporting.

View existing export

The Data export report page lists all of your previously-created reports, as well as any reports
authored by others and shared with you.

1.
2.

3.

From the Oracle Site Activate top navigation, hover over Reports and click Data export.

On the Data export reports page, click the My Reports or Shared Reports tab and locate
the export you want to view.

At the far right, click Preview.

Edit existing export

The My Reports tab on the Data export reports page lists all of your previously created reports,
and you can edit any of them as you prefer.

1.
2.

© g & w

From the Oracle Site Activate top navigation, hover over Reports and click Data export.

On the Data export reports page, click the My Reports tab and locate the report to be
edited.

To the far right, click Edit report.
Adjust the report name, columns, and filters as preferred.
Click Save and Preview.

At the upper right, click Export to generate a CSV file, or click Edit Report to adjust the
report data before exporting.

Delete an export

When you no longer need a report you created, you can delete it as necessary.

1.
2.

3.
4,

From the Oracle Site Activate top navigation, hover over Reports and click Data export.

On the Data export reports page, click the My Reports tab and locate the report to be
edited.

To the right of the export's title, click delete ().

In the confirmation modal, click Yes, delete report.

Share or unshare an export

Share an export when you want others in your account to have access to an export you
authored. When you no longer want others to have access, change the report's access level
back to private.

1.

ORACLE

From the Oracle Site Activate top navigation, hover over Reports and click Data export.
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Share or unshare an export

2. Onthe Data export reports page, click the My Reports tab and locate the export you want
to share.

3. Click Share (&),

4. In the confirmation modal, select Shared (Read only to other DEU users), and click
Save.

To unshare an export, return to the confirmation modal and select Private (Accessible by
author only), then Save.
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