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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:

e English interface Customer Support Portal (https://hsgbu.custhelp.com/)

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

e All Activities + Notes

*  Contract Module Status

» Delivery Dashboard

* Documents and Submissions

*  Milestone and Scheduled Activity Planning

1-1



ORACLE

Chapter 1

Open Activities

Regulatory Submissions and Approval Status
Site IP Release Package Dashboard

Study Summary Dashboard

Oracle Site Select

Survey Response Analysis
Site Study Interest and Exclusion
Site Progress

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 (BIl): This super user role can view all reports, and create
or edit reports.

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.
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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:

*  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

*  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.

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

e 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
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* Permissions: allows you to determine who can view, interact with, and edit
reports (if you have been granted permission to control permissions)

* 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)

e 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

e Save your work

* Manage subscriptions

* Refresh data or pause automatic updates

e Download views and workbooks
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* Use custom views
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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:

* 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.

* 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.

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

* 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 _
|studies over time ‘Study Name
s

Studies Detail sheet
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Studies Dashboard | Sites Dashboard | Activate Users Dashboard | Studies detall | Sites Detail | Activate Users Detall
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Sites Dashboard
The Sites Dashboard shows KPIs for:

* Total sites added

+ Total sites used

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

Below the KPlIs, 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
* ORsite 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:

e 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

hboard | Sites Dashboard | Activate Users Dashboard | Studies detall | Sites Detail | 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.
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Activate Users Dashboard sheet

Studies Dashboard | Sites Dashboard

‘Activate Users Dashboard

dies detal

Activate Users Detall

© analyze

total activate users activate users added last month activate users added this month Ste Brperonse Yeer

Has User Signed In?

Business Role

User Added Date

UserLogin Date

a

3 ozt

Activate Users Detail sheet

Studies Dashboard | Sites Dashboard | Activate Users Dashboard | Studies detail

User Name
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ORACLE"

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 KPIs 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

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

Choose a metric Study Name
i Total Studies Total Studies il N [70)

44 Study Status

(an)

729 Partfolio
85 93 112 (an)

58
2 — — .
Al
01-Jan-2013 01-Jan-2014 01-Jan-2015 01-Jan-2016 01-Jan-2017 01-Jan-2018 01-Jan-2015 01-Jan-2020 G
Choose a metric Country
Total Sites Total Sites ~ | [cam
7,209 Country Status
6362 [0
5 as8
Site Name
25,809 ()
4
122 576 Site Status

1 I [

01-Jan-2013 01-Jan-2014 01-Jan-2015 u -Jan-2016 01-Jan-2017 01-Jan-2018 01-Jan-2018 01-Jan-2020

Priaritized Site

Choose a metric -
Total Users Total Users — [cam

IRB/EC Type
(aI)

Vears

780

18

01-Jan-2019 01-Jan-2020

Data 2 of L/22/2021 91546 AMU.S. Pacifiz

account metrics dashboard

Choose Unit of Measure:

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

* Percentage of users who have logged in
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» Percentage of dormant accounts (no login for at least 90 days)

* Average logins per user
The lower section of the dashboard includes tabular data for the following:

e User Name

e Total Logins

e Average Logins Per Month

e Last Sign In Date

e Dormant Account (Yes/No)

e 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

user analysis dashboard

9% Assigned to Studies 9% Logged in 96 Dormant Accounts Avg. Logins Per User jcyiining
(an) -
Total Logins
3.3% 5.8% 97.2% 26.8 s o
Avg. Logins per Month
L 0 5073
a D
Total Logins Dormant Account? _Deactivated Account? Last Sign In Date %~
L o = e lo 17-0ct-2018 22-Dec-2020
be iil.com No No a D

No No
No No
No No No -

Dormant Account? "

No No
No No
No No
No No
No No
No No
No No
No No

Deactivated Account?

No -

m il.com a

No No
No No
No No
No No
No No
No No
No No

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
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familiar filters available in the 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 | Compliance Dashboard =~ Site User Dashboard =~ Completed Source Dashboard = Artifact Detail

milestone status dashboard

Total 9 Planned and 9 Milestones Total Total % C(xmpletpd ...... % Completed 5 Completed Study Name
Milestones Not Completed Unplanned Completed Past Due Early onTime Late (an) M

| Study Status
(an) -
% | 30.5% 32.9% @ 31.4% -
24.4 0 . (1} 46,814 . (] . 0 Portfolio
(an) -
Region
(an) -
Choose how to group data: Choose milestone metric: G
Country = ||36 of Milestanes unplannea (A1) -
A Country Status
Nul 94.61% o

(an) -

Afghanistan 100.00% .
(A =

Alandslends 100.00%
Site Status
(Al =
IRB/EC Type
3 S

Belize 50.00%
i R, .. . -/ ©

Data a5 of 1/22/2021 9:15:48 AW US. Pacific

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

O analyze

compliance dashboard
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Out of IP Status Compliance Out of Site Activation Compliance Out of Site Activity Compliance
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Study Status
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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).

site user dashboard

Total
Site Users

Total Sites with
No Site User Logins.

72 48,032 i6 | 32 | 3 | 42 |

Completed Source Dashboard
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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:

» Total activities completed via Activate placeholder widget

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

o 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. Portfolio
b. Study

c. Country
d. Region
e. Artifact
f. User

g. Business role
h. 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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All Activities + Notes

ORACLE

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 nalyze
E Atfact

oooooooo
=====

All Activities by User

This worksheet allows report users to filter the sheet by a single user.
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© analyze

sponaudit

Added 20201125

=" priotzed ste _ Completed By
e/ IRBECType  Adhoc

eeeee

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 name, 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.
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Export All Activities by User

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

*  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
*  Number of views by worksheet

*  Number of views by user

nalyze adoption | detal

total analyze views © analyze

Pro pla ct
100 3 lorkbool
R Worksheet

Date Range
21-0ct-2019 21-Apr-2020

G D

Total Views)
Distinct User(s)

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:
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» Date viewed

*  Project

Workbook name
* View name

e User name

Chapter 6

Date B

21-Apr-2020

21-Apr-2020

21-Apr-2020

21-Apr-2020

21-Apr-2020

21-Apr-2020

21-Apr-2020

21-Apr-2020

21-Apr-2020

21-Apr-2020

analyze adoption | detail

Project

Custom Ry

Custom Ry

Custom Reports

Workbook Name Views Name

bmission & approval status

expart reg.

Dashboard 1

very dashbos

roval geners| data

submission &

User Name

lc.com

com

Project
(an) -
Workbook

(an) -
Worksheet

(an) -
User

(an) -

Date Range

21-0¢t-2019 21-Apr-2020
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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
* 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]vze
This Report is for: Key Features/Metrics:

- Track if users are updating milestone dates on time

which users are the most active by monitoring activities completed and
d
- Understand how accurately your organization is planning milestones
trends in milestone 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
- user activities and notes the milestone’s actual completed date? (Use tivity Dashboard)

- In which countries do | plan the site contr milestone least accurately?
(Milestone & Submission Planning Ac
- Has my milestone planning accuracy i
Summary)

is entering milestone completed dates several weeks after

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

7-1



ORACLE

Chapter 7

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

» aslider 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

about | Executive Summary | User Activity D & Submission Planni. Ci aneous Milestone &.

= ana]yze

Metric: Group Dates By: Metric Range: Global Milestone Name Milestone Name Study Name
Milestone Accuracy ~ | |Quarters |1 465 | Contracts Executed v | [cam v | [an

a D

Study Status
(A1) -
Portfolio

Region
(Wultiple values) -

Median of Metric

Country
(Multiple values) -

1

Country Status
o e oc-20 n activation
Slice Data by: Compare Data by: Site Name

Country ~ | [Region 3| =5 =

Milestone Count Median Site Status

8 (an) -

Prioritized Site

8

]

o

@

f

PR

3

4

= ()

IRB/EC Type

Process Name

(Wultiple 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

*  Milestones Entered

7-2



ORACLE

Chapter 7

« Notes

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

y | User Activity Dashboarc

abou
user activity dashboard

Study Name

Study Status

Site Name

Activities Total
Trend data by Site Status
Prioritized Site

IRB/EC Type

ser Name

u:
DateF:
G

-
|I||||||||||

roup.

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 D: & ion Planni... | Ci aneous Milestone &
milestone & submission planning accuracy o analyze
Min Diff Max Diff Study Status
100 100 i S
Site list final ~ [ contracts Executed ~ | Essential Docs Sent toSite + | IP Relesse Ready ~ B 1st site CDP app'd [ Mone: * | Study Name

HIZD! ~

11 8 15 58 | 6 ! 9

2total milestone(s) 4 total milestone(s) 16 total milestone(s) 3 total milestone(s) i 2 total mil 87 il  [ram E
Imedian days - baseli C Region
Slice Data: Select 5 KPL: Milestone Name {MEElcyalls) -
Country ¥ || Contracts Executed > || (An) -
- Country
sustrzi: [ (Muttiple values) hd
= Country Status
In activation -
0 2 4 ] B 10 1z 14 16 18 20 22 24 26 28

Site Name
(an) A

Site Status

Prioritized Site

(an) 2
Contracts Executed (days) IRB/EC Type

Australia 8 A
(an) ~
Germany 1
United States 28 FrreessCare w -
(Muttiple values) ~
Date Filter
Last 12 months S

Dataas of /22/2021

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 enfry © analyze
Min Delta: Max Delta: Study Status
0 100 (AIl) M
~ | Contracts Executed - 1st site CDP app'd - i’_s:s’.e CDP app'd ~ |/ 1stsite CDPapp’d - 1st site CDP app'd | Study Name
(an) -
4 1 4 4 4 4 Portfalio
425 total milestone(s) 5247total milestone(s) | 425 total milestone(s) 425 total milestone(s) 425 total milestone(s) 425 total milestone(s) (Al1) -
median entry delta (days) Region
(an) -
Slice Data: Select aKPI: Milestone Name =
Country A approv ~ | |[RAapproval - Country

D)

Country Status
(Al
Site Name

D)

Site Status

(All)

0 5 10 15 20 25 30 35 40 45 50 55 50 65 70 75 80 Prioritized Site
(A1)

RA approval (days)

IRB/EC Type

(Al -

Process Name

(Multiple values) -

User Name

W N w e

(Al

Date Filter

Last 18 years

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)

* 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
* 9% Contemporaneous

* Median entry delta
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about | Executive Summary | User Activity Dashboard | Milestone & Submission Planni... | Ci aneous Mil &. C an

us Activity Entry

contemporaneous activity e © analyze
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Country |3

Sortby
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Sort order
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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 contractactivity | site contract details | site budget details

This Report is for: Key Features/Metrics:

- Contract Manager - View the status of all site contracts for a study
- Contract Specialist \ tails of act artifact in order of occurrence
udget details for a study, including per subject cost and total cne time up

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

-How many sites have a contract out for signature in Pol
recent activity completed for site 00
buc ctivity

total number of allocated patients for a

? (site contract status)
egarding the contract

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
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bar chart(s) indicate contract status (e.g., not started, in negotiation, etc.). A selectable
parameter 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.

bout | site contract status | sie contract activity | site contract detals | site budget details | sits contract activity export | site contract datals export | site budget detalls expo
contracts executed milestone nalyze
: StucyName.

site contract status
Agreement Type GroupBy:

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.
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2bo e contract activity | site contract details | it budget deta export | siebu ot
'site contract activity analyze
s

Contracts Executed Contract Active
Study Info Country Info___Site Info Person _Milestone Contract Group Type Agreement Status

5 | site contract activty export | site cont

989999993
ctive

123abe
XVZ Sponsor Nem:
Added: 20-809:2020

Site Contract Details

Chapter 8

This worksheet includes a tabular view of metadata associated with the site contract (e.g.,

contract group, effective date, contracting party, negotiation information, etc.).

Ut | site contract status | site contract activty | site contract details | site budget detalls | site contract activity export | site contract details export | site budget detalls export

© analyze

Effective Date.|Template Origin Contract

Country Country Status

sitestatus

IRE/ECType

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.).

ract details | site budget details | site contract activity export | site

Country Countrystats
titutior person
Siteame Sie status
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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
* 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 | cycle detail

_ 8l analyze

This Reportis for: Key Features/Metrics:

- SSU Business Leader wn start and end points to evaluate site cycle times

- Activate Product Owner -Vien ds in cycle times
- Compare your data by study, country, therapeutic area and others to identify strengths
and weaknesses

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

- studies, countries, and sites
- milestones and submissions
-cycle times

o | complete my site contracts the fastest? (ke:
t take me after a site is contracted toreach IP Rel

Ready in Germany?

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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about | keycycles | cycle analysis | cycletrends | cycle detail
key cycle performance metrics o analyze
Compare Your DataBy: Choose a Unit of Measure: Study Name
Country v | [pay C All) M
Study Status
Start Level Start Point Start Category Start Type End Level End Paint End Category End Type " -
Numberof cycles  Cycle Median T
Portfalio
All) 2
" 205 ] } 4 e
Day(s) Al g
10 20 30 0 50 &0 80 S0 100 10 120 13 L4 Country
_ Start Level Start Point Start Category  Start Type End Level End Point End Category End Type All) M
Numberof Cycles  Cycle Median County St
Inactivation -
N 14.0 + Site Name
| Nu -
Day(s)
Site Status
0 1 z E a E s 7 5 5 10 1 1z 13 a 0 S
) Start Level Start Point StartCategory  Start Type End Level End Point End Category End Type Prioritized Site
MLTETES G I E— R .
IRB/EC Type
; o 4
Day(s) Therapeutic Area
. - - - All) -
Study Phase
" Start Level Start Point Start Category Start Type End Level End Point End Category End Type o
Numberof Cyces.  cycleedian — :
Process Name
All) -
9 36.0 Institution
pay(s) i =
140 150 160 Pl Name
All) -
Min/Max Cycle Day(s)
1 365
20Dec2006 05-May-2021

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:

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

» 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

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
detail 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

© analyze

key cycle analysis

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
Al - Country M Day M Data Slice M Country M Central IRB/EC-App... ¥ Country - Central IRB/EC- App... ¥ A1) h
Start Category Start Type End Category End Type Study Status
(A * ] [eany ~ | [protocor ~ | [am LRI M
Portfolio
No. of Cycles Median Cycle (A -
; Region
All -
A S 2 138.5 Country

Al U
Country Status
In activation -
Site Name
_ Site Status
A H q ‘ IS Prioritized Site
I T A s

IRB/EC Type

Therapeutic Area

Study Phase

Process Name

Institution

Pl Name

Min/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 eycles | cycleanalysis | cycle trends | cycle detail

[

Slice Your Data by:  Unit of Measure: Start Level Study Name

ANl ~ | [pay + | [stuay -

Start Name Start Category Start Type

Central 1RB/EC.. | [(aN) ] [ = | [country -

End Level End Name End Category End Type

Central IRB/EC..* | [Protocol v ] [ -

Study Status
No_of Cycles Median Cycle o =
a3 1 220 Portfolio
04 4 Al -
al s 210 Reuion)

o)
Country

Alr)
Country Status
n actrvation -

Site Name
Site Status

Prioritized Site

_ i

Therapeutic Arez
Al

Study Phase
Al

Process Name
o)

Institution
Alr)

Pl Name
Al -

Min/Max Cycle Day(s)
1 365

20-Dec2006 05-May-2021

a D

Cycle Detail

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

e Country

* Site

*  Cycle start point

*  Cycle start actual date

* Cycle end point

* 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 ycles | cycle analysis | cycle trends | cycle detail
cycle detail © analyze
Study Name
Cycle End Actual (Multiple values) A
Study Info Country Info Site Info Cycle Start Point Cycle Start Actual Date  Cycle End Point Date Cycle Time Study Status.
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ORACLE

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

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

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

e Planned date (current)
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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.

Tlestons and submission plan.. | milestons and submission plan | export milssk Sxport milestons and subms:
Imilestone and submission planning history © analyze
tudy Name

Curent Miestone  Miestone Actve
Actve Status Status Miestone info

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
F - 7 Study Name
export milestone and submission planning
1R/ ritized Artifact Ver.. VersionID _Submis: ul fRepl. Plannedvs. . MostRecen.
44, B687S, N nitial N o 1 Study Status
(an)
Portfolio
(Muttiple values)

Regi

Prioritized Site
No

IRB/EC Type
Local

Milestone Level
site

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.

‘millestone and submission plan.

export milestone and submission planning history

Institution

0240/0023, ,
May-2017, Sw

23-Nov-2

IRB/EC Type
|

Central

SiteStatus _ Prioritized
PReleased Yes
OnHold  Yes
PReleased Yes
vation Yes

Milestone

0P subm

Prelease ready

Preease ready (acie
Preiease reacy (sctive)

Site contrac

Site contracted

COP submission

Prele:

COPsubm

‘export milestone and submissi.

Protocol Ve.. Artifact Ver.. VersionID

Null Nul
Null Nul
Null Nul
Null Nul
Null Nul
Null Nul
Null Nul
Nall Nul
Nall Nul
Nl Nul
Null Nul
Nall Nul
Nall Nul
Nl Nul
Null Nul
Null Nui

‘export milestone and submissi,

Submission.

Null

Null

Null

Null

Null

Null

Submission.
Null
Nl

Null
Null
Null
Nl
Null
Nall
Naill
Nall

Null

Nall

Nall

Null

Null

Null

Submission.
Nul
Nul

Nul

Nul
Nul

Nul
Nul
Nul

Reason for Change

estimated CDP approval &

scription error

contract delay

User Name.

PlanEntered At Prior Planned .

6MNov-2017

13Nov-2017

Nov

1-May-2018

MR

Planned Date
Jun2020

Study Neme.
(an) -
Study Status

(an) -
Portfolio

(an) -
Region

(an) -
Country

(an) -
Country Status

(an) -
Site Name

[20) -
Site Status

[20) -

Prioritized Site

(an) -
IRB/EC Type

(an) -
Milestone Level

(an) -
Milestone

[20) -

Protocol Version
(an) -

Submission Type
(A -

Submission Category
(A -

ORACLE"

10-3



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
e Essential Documents Sent to Site

e 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
*  Country Information

e Site Information
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e  Start Milestone

* Target Milestone

*  Milestone Prediction

*  Planned/Actual Dates

e 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

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

e Therapeutic Area

*  Phase

* Region
e Country
e Study

* Site

« Pl

e Al
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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.

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 | preds
ilestone prediction analysis © analyze
Starthilestone - Choose Group Choose Group 2 Choose How to Compare Data: . Cycle tudy

Sssentinl Dosuments SenttoSte ¥ ces <] [ +] [regon <] [cours G 500 w -
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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 (Multiple values) =
Study Info Country Info Site Info Artifact Name Activity Name Age (days) User Role Backup User - -
Study Name
(any M
Study Document Activity 1 115 Admin Notassigned  MN/A
Study Document ot assig Y Portfolio
(Multiple values) M
Region
o (am) M
o S e s Document R,
Study Submission pprove 11! Mansge \ot assigned \ Country
(any M
Country Status
(A -
1st Fully Executed Contract Complete 115 Notassigned  N/A S
(an) v
Site Status
(Multiple values) M
Complete 115 Country Lead Not assigned N/A Prioritized Site
(AN) i
IRB/EC Type
(Any -
15t Site Selected Complete 115 Countrylead Notassigned  N/A [
(AN) 2
Version ID
(Al -
1st SIV Conducted Complete 115 Country Lead Notassigned  N/A Artifact Version
(Al -
Activity Name
(All) -
Budget Template (Country Upload 11 Not assigned NfA Assigned User Role
(any M
Assigned User
Not assigned M
o ™ Hiat ac Contract e nin v
B i B et Age (days)
8% 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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Open activities | export open activiies

lexport open activities Bty

Protocol

StudyNome StudyStatus Nome _ Portfolio
e S e

RE b

study._c

Country

N

Sites
Planned

Country
Created Date Site Number

Null

PIFirst
Name

Nl

PlLast Nome Institution

Nl Nl
Nl Nul
Nutt Nul

IRB/ECType Site Status

Nl

Nl

Priortized
Site

NA

Artifact Nome

Stuy Documer

Fully Executed Contract

ssentisl Document Pack:

SiteSelected

ClnicalTrial 4

Contract Template (Country

nsurance Certfeate (Cours

RB/EC - Registration (Counts

o (Courry

Fully Executed Contract

Activity Name

Age (daye)

Ao spuaytates
UserRe  Srudvstat
N -
i
Portlo

[(aspevaies)

regon
I .

Country
1)

Country Status
[0 -

Site ame
e -

it status
[owmevanes -

Priortized Site

[ -
REECTe
[can -

Artifact Name

[ -
Version D
[ -
Artfact Version

) -
Activity Name
[ -

Assigned User Role
[ B

Primary or Backup
) -

Assigned User

Mot asinee

Age (dars)

ORACLE"
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Planning Impact Analysis

ORACLE

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
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e Country information
»  Site information

*  Milestone/artifact

e Overall adjustment
* Notes/reasons

« Plan

Chapter 13

planning impact analysis | data export
[planning impact analysis (=] ana]yze
Global Reasons (Qptional) Enter up to 5 search terms, separated by a comma (e.g. contract, site delay) Search Type Case Sensitive StudyName  Study Status
(an) v | [study. contract. delay| = = 5 | [Muttipte...v | [cam) =
Portfolic  Region
ey <[y~
udy edian overall Country
sites i Country Status
[ camy | [cam -
Site Name: Site Status
9 i 18 i 25 8.0 8.0 //\\__/\\— HiED ey -
i i day(s) day(s) - i
Jui20 Aug20 Sep20 oct20 Nov-20 Dec20 | Prioritized  IRB/EC
Type
[ | [
Overall
Study Info one/Artifact _ Adjustment _Note/Reason(s) Site Network
[ - »m, 30-06t-2020] a [ran 5
Level Milestone
e " [ |
2( e ”
20 e ola Artifact Protocol Ver..
Addea 10-Au3:2020 £ m/300cE2020] DR | [N
plaodtest for 50 items complete Submission  Submission
Nul . odtest for 50 Type Category
(A1) + | am -
Event Type
(Al -
Prior Plan Date
i 12-Aug-2020 02-Oct-2020
items compl a D
=03 Plan Date
B o/ 30-0ct:2020] 01ul2020  09-Dec2020
1st Fully Executed plaodtest for 50 items complete a D
Contract Null st plete with uplaodtest for SO
(Complets) items complete with uplaodtest for 50 items complete with B et
30Ju-2020  07-Dec2020
S a

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

Protocol  Artifact sty Statis
Version __Version Re — Event Timestamp ___Date. (an)

Portfolio
(an)
Region

Namer

Country
om | [United states

Country Status
Site Neme
(an)
Site Status
(an)
Prioritized Site
NA
IRB/ECType
(an)
Global Reasons
(an)

Site Network
Nt

Level
(an) -
Milestone

Nt -
Artifact

(an) -

Protocol Version

Submission Type
(an) -

‘Submission Category T~

(Mutiple valuss)

Event Type
(an) -

Prior Plan Date
New Plan Date

Event Date
1201 17:06:2020

a D
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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

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

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.
o analyze
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
submissions

- Ability to drill down into any country or Site to see artifact completeness
iew 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
try, 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 | role as: export | user role and ol and permissions exp.

resource allocation by study © analyze

Study Name

Study Status

Portolo
]
actve

Region
ot =
Added: 2.un2022

County Status

Site Name

it Status

IRBEC Type

User

Site Expi
Study Role
Level

Primary

Actve User

Role Assigned

Role Assignment by User

Chapter 14

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 Info St Primary
Su
A acti
Analyze Us. A N N
Su
Cri
Added: 06-Aug-2X
Analyze Use Au o
Su
c
A ! \ \
rev
ilto Nov-:
2015
<

er
(an)
Study Name
(an)
Study Status
(an)
Portfalio
(an)
Region
(an)
Country
(an)
Country Status
(an)
Site Name
(an)
Site Status
(an)
Prioritized Site
(an)
IRBIEC Type

Site Experience User W% ~

(Muttiple values) -

Study Role
(an)

Level
(an)

Primary
(an)

Active User

v |ves

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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about | resource allocation by study | role assignment by user | data export | business role definitions | business role definitions export | user role and permission:

For data export purposes only ser
)

Study Stugy Stas Ste Experience User
ery = (utmpievaues
edDate Pillame  SiteNumber Insttution RB/ECType SiteStatus D Nam UserNam

5 ] F A portoio StudyRole
] 7 E @ <
. Region Level
Jepievalues) ste
a
County Prmary
- o (ntttevaies) —+ ] (@)

Country Status Adtive User
(an) < [ves

Site Name

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 role and permissions exp...

© analyze

business role definition

Business Role Name System Permission Study Level Country Level  Site Level Enabled? Business Role Name

= [an g

System Permission

Reg spon reviewer (Al o

Enabled
(Al v
Study Level

(ain -

Country Level

(ain -

Site Level

(Al ©

Enabled
|7
M No

M ves

G OO BSOSO OPOOPONNNNSNSIEOSNESEO®SESOSSDOSDSDOSNDOSNDIND

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:

* User name
* 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 | role assignment by user | data export | business role definitions | business role definitions export | user roleand per

issions | user role and permissions exp.

user role and permission © analyze

User Name

1! st.com (All) -

Role Type
(All) -
Role Name

(an) -

Enabled
(Al -

3] il.com

) and email only users

il, bu

Enabled
Mo
« HYes

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.

90 0000000000000 000O0CRNROOROIEONOSOSIONOSITOSETPBSODS

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 -

(al) -

User Name Role Type Role Name Enabled
1 Role o

tcom

No Role Type

Yes (Al -

No Role Name
™ (al) -

Enabled

D) -

3] .com
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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
* 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
_ = ana]yze
This Report is for: Key Features/Metrics:
- Regulatory Document Specialist - Track site IP Release package milestone statuses across a study
- IP Release reviewer re in the lifecycle each of your sites are (i.e. defin, package)

| documents inclu in each release pa

e most common documents added to a package and the most common reasons for

Types of Data in this Report: Business questions this report can answer:
- studies, countries, sites

-release package documents

-release packag facts

- reasons for package and document rejections kage document details)

what is the mest common reason for rejection of the PI
document review)

Vv in Canada? (package

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
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— past due
— 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
(a1 -
not planned due next 15 days completed :

Study Status
13 ¢ (Al M
Portfolio

release package review status (Multiple values) S
not started define package final approval eqion -

NAmer -

Country

\what is my performance te plan for release package milestones over time

Country Status
19 (aiy hd
15 Site Name
() -
Site Status
. (A -
Prioritized Site
0 1 Today A
() 5
Apr18 Ju15 Aug-19 oct1s Dects Feb20 Apr20 Jur20 Aug-20 0ct20 Dec20 Feb2l Apr-21
IRB/EC Type
Baseline Planned Actual

(any -
show me the total |[Count ~ lslicedby [Region S Package Status

'what are the reasons for package rejection

Package Review

(A -~
NAmer ncorrect Date 6 -
Urgent
ncorrect 2] -
Document
Local Approval
Document o) -
- 4 (A1)
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:

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

* 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

show methetop |5 most frequent document(s) included in review packsges by | Count ¥ | andslicedby |Region 2 Study Name
(Al -
~
APac pICY s Study Status
(A1) -
sta Protection Consent F s L
Pl Data Protection Consent Form e
. (Muitiple values) -
Site specific ICF (English) s
Region
Site specific ICF (English) - Main 5 (A1) -
Country
Protocol signature page 5 () B
Country Status
PICY 12 ry
(Al -
Sub-| FDF 8 Site Name:
(Al -
(CF Country Master (English) - Main ] -
(Al -
Prioritized Site
what are the reasons for document rejectior (A1) -
Mot @ ncorrect ~ IRB/ECType
s 12 APac 14 EvER Document I B (an) M
Package Status
Approved &6 ~ Type I 1 (1) -
EMEA 151 ¢
ot Package Review
EMEA 202 NAmer ncorrect Date 1 5 .
reviewed (aiy
LatAm |2
i ncorrect R Document Name:
Rpproved |2 Document = () -
Final . Namer I GB Missing version [l Reason for Rejection
approval fields () -
v
N . Ad hoc
o
yp No -
— v
Replaced
(A1) -

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 © analyze
Study Name
Package (Al h
Study Info Site Info Package Info Review E
WSS A Study Status
(Al M
3 P release ready Bordiolio
(not._started) b: 20-DEC-2020 (Muttiple values) -~
- (not_started) . R (Murtip! )
LI iy United States Noturaent Null 6 ).00% P 18-0CT-2020
active n activation Local sparaval No b Region
2 Sites Planned: 4 e (an) ~
t : Added 2020-05-28
Added: 2020-09-28 . Cinineg
P release ready () =
(not_started) Nl b: }7"\'0\’:2020 Country Status
Noturgent . p: 10-0CT-2020 (A1) -
Local approval: No B B
Site Name
) S
P release ready Site Status
(not_started) i b: S-APR-2021 @) =
Noturgent Hult 0.00% I
Local approval: No = rloritizedSite
(A1) ~
IRB/EC Type
ase Package =
(Al M
) F b:
U D UnitedStates / nal - 100.00% acknge Statis
Noturgent approval P (an o
Review nactivation i b (A1)
etive Cites Blanned 2 Local approval: No T
ctive sites . o Foa ackage Review
3 7 Added 2020-08-26 Homissionte ° o .
s Added 2020-08-26 (1)
Added: 2020-08-26 Reason for Rejection
F b: (Al ~
) o el S0.00% b (&)
Not urgent spprevel L Urgent
Local approval: No (A1) ~
v Local Approval
(Al M
Completed W Pastous Due > 15 days ()
Submission to FDA
(A1) M

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 | package document details | data export
release package document details O analyze
Study Name
Package Document  Reason for ) .
Study Info Country Info Package Info Review Document Review Rejection _File Info .
tast] et dooe A Study Status
0 ‘ (an) S
Uploaded by:
i 1 Germany B 3 PReleasePackage  Null Country 1st SIV Conducted Null Mull d - Portfolio
in_closedown Closed central Review j L (Muitiple values) -
1 Sites Planned: 4 in_activation (in_progress) e 20200
Added 2020-08-03 Prioritized Site: No Not urgent Hcoion
Added: 2020-07-28 Added 2020-08-13 Local approval: No EMEA e
Country
Site R Null Null Germany. -
Country Status
(A -
protocol SiteName:
CF Main- Maste it edf (0) (AL} =
o ploaded by:
Study Version ID: WWWWW First review Null 4 @ Site Status
Doc Date: 3-Aug-2020 d o Insctivation -
03-Aug-20200 —
oct.docx o 4
0)
IRB/EC Type
r o Pelease Pack : o 1st Site Selected T Uploaded by: = /f ‘yp =
clessePackage Final ountry o e 3 Aug 2020 irst review Nul d s central
Review approval
(completed) g m Package Status
¢ lete: 22-Sep-20200. I7
Not urgent aa-sep-2t (an) -
Added 2020-08-12 Local asproval: Na Package Review
EMR SDV Agreement (Any hd
Site Doc Date: 3-Aug-2020 Fina neorrect
. approval  Document Document Name
or M rk =
(A1) -
Reason for Rejection
Study Package (an) -
docx (0)
- B-Master o Uploaded by: Adhoc
sy Doc Date: 3-Aug-2020 o o @ No -
com 2L Replaced
(an) -

Data Export

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

oot = Gata export
for data export puproses only StutyNome PacageStotus
e 2 ¢
Submision bocument Protocl Attt s - vpioscea [N R
iy = " oate . .
Partfll Ressonfor Rejection
(Multiple values) - e -
. Region Document Name
o ) e < [
et w Cauntry Adhac
l Noturgens Mo i Germary ] [ne -
Country tatus Replaced
) < [ne -
stename vrgen:
Stestatus Submisionto A
Priortzedsite Locol Approvl
o e
RB/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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Study Startup Industry Benchmarking

ORACLE

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
* 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 mark
_ e analyze
This Report is for: Key Features/Metrics:
-5SU Leader - Compare your internal cycle times to / ndustry benchmarks

- Activate Product Owner - Identify therapeutic areas and countr you perfol
vate in: an
times for countries you have not activated any sites inyet to aid in

-\ ndustry cy
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 | contr. 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
 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 Unigue sponsors

e Industry median

e Industry cycles

e 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 detail | 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

| Receiv... > -] s 500

T BT T BT T
234.0 osy9) | 3,501
‘ 4

236 256.0 12,680 o &
i A o B4

Study Name

I
I
|
|
|
|
|
|
|
|
|

7 cycle(s) from 3 sponsor(s), Industry median Initial Protocol Received/Sent to IP Released cycle time fo
Genetic Disease is 228 Day(s)
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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, 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

* Include Your Data in Industry (Yes/No)

about | reportcard | cycle analysis | cycle trends | cycle detail | PDF Export Industry Benchmark

industry benchmarking

sites by country sites by therapeutic area by study phase Study Name
~

Oncology 11,
Study Status
- Other (A -
Other
Portfolio
e - - an) 5
- * ) =
I“ —
‘ - ) -
Country Status
— M M (A -

— SiteName

(Am) -
Select Cycle Start: Select Cycle End: Select Cycle Unit Enter Cycle Minimum: Enter Cycle Maximum: Include Your Data in Industry: —

Essential Docs Sent toS... ¥ P Released v | |Day v |15 365 No - Site Status

‘top performers vs industry

G070 030 oo @85 885 s 708 80

Switzerla Belarus Romania Crostiz Taiwan, Czech Malaysia Thailand New  Greece Therapeutic Area
nd rovinc..  Republic Zealand (A1) -

‘top perform Prieritized Site
N —

(airy -
IRB/EC Type

480 -57.0 -56.0 515

Family Pulmonary Cardiology Hematolo Endocrinol Immunolo Oncology Infections  Other  Vaccines
Medicine fRespirato /Vascular gy ogy ay & nfectio
ry Disease us

country

Sludy Phase

worst performers vs industry

10
---—_

Hepatology Nephrology Gastroenterology  Neurology

worst performers vs industry

therapeutic area

Sludy Process

Institution
Eroen Rowmy (R RO O CEm S GEB @
Africa  Rico

Dermatology
(am -

19-Aug-2008 13-Feb-2040
Satm a5 of LSOO 125 ANUS Facic 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

17-3



ORACLE

Chapter 17

any circle to view your own median cycle time over cycles. Hover over any bar to view
upper, median, and lower values.

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

industry benchmarking

Select Cycle Start:  Select Cycle End: Select Cycle Unit: Group Data By: Compare DataBy:  Enter Cycle Minimum: Enter Cycle Maximum: Include Your Data in Industry: Study Name
EssentialDocsS.. | [IP Released ~ | [pay’ ~ | [country ~ | [therapeuticares ~ | [15 365 o ~ ] [ean ~
Study Status
_ izt Ocles (ré=tedian o :
-  Portfolio
Argertina Cardiology/Vascular Disease 4 305 17 1140 @ B
3 830 0 Region
Endocrinalogy 30 59.0 0 (&) z
Country
Family Medicine 0 23 182.0 Ay -
Hepatology 2 425 0 Country Status
(an) -
mmunology 2 930 23 2100
Site Name
e ran ~ P v
(an -
Site Status

[20) ~
Prioritized Site

[ N
IRB/EC Type

Therapeutic Area

[ -
Australia H d | }—Q—Q—+ Study Phase

(A ~

Study Process
+—¢—| ° « *—+ @ 5

Region

(AN -
Belarus +—{ q | |—+ . Institution

(AN -

20 a0 60 80 100 120 140 160 180 200 220 240 260 280 300 320 340 360
15-AUg-2008  13-Feb-2040

D

Data a5 of 11/16/2020 L2531 PN, Pacific

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 | reportcard | cycle analysis | 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 Maximurn: Include Your Data in Industry: Study Name
Contracts Started ¥ Essential Docs S... ¥ Day - TherapeuticArea ¥ Region M 10 365 No - (An) h
Study Status
_ Industoy Gycles (ndusty Median tour e ) =
2018 ~ Portfolio
2019 (An) M
om0 Region
(An) hd
Oncology APac 2014 0 9 78.0
Country
2015 4 955 14 50.0 (An) -
2016 4 405 1 89.0 Country Status
2017 106 91.0 23 520 L e z
Site Name:
(An) hd
Site Status
(An) hd
120 120 Prioritized Site
(Al -
100 100 IRBJEC Type
(Al -
D 9 Therapeutic Area
(Multiple values) -
80 80
Study Phase
(an) hd
40 40 :
Study Process
20 20 [(AN) h
Institution
] o

(AN} -
2013 2014 2015 2016 2017 2018 2019 2020
S-Aug-2008 15-Feb-2040

D

Datz as of LY/1§/2020 12531 P11 US. P

Cycle Detail

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

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

© analyze
Cycle End Actu:

Study Info Therapeutic Area_ Study Phase Country __ Sitelnfo Cycle Start Point Cycle End Point Date Cycle Time
. StudyName
(A -
Study Status
(airy -
] Neurology France 32
in_closedown Eort ol
M (any M
Added: 23-APR-2013
Region
(A -
Country
(A -
. Country Status
Gen Ly (an) -
Site Name
(A -
Site Status
(A -
Prioritized Site
(airy -
28-18n-2021 o 23-Jun-2020 147 IRB/ECType
(A -
Therapeutic Area
(Multiple values) -
Study Phase
(A -
Study Process
28-Jan-202! ST 23.un2020 147 (an) =
Institution
(an -
v 5
ug-2008 13-Feb-2040
Data as of 11/16/2020 1:25:31 PM U.S. Pacifi 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.

Sport card | cycle analysis | cycle trends | cycle detall | PDF Export Industry Benchmark

hmarking

to Essential Docs Sent to Site

806 1310
57 2110
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Study Summary

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
* 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| >

_ il analyze

This Report is for: Key Features/Metrics:

- SSU Manager - Compare the progress of site mi
- Country Lead others

stones are falling far behind

into unplanned, past due, and upcoming country and site milestones and
submissions
lity to drill down into any country or site to see artifact completeness
w 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 milest:
y and site arti
- country, site, artifact, and activity notes

s and submissions

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:

»  Study status breakdown (active, inactive, completed, etc.)
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e 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 | studykpi | milestone kpi | study summary | study milestones | country milestones | country submissions | site milestones | site submissions |_study artifacts | artifact detall | _doc_

delivery dashboard © analyze
ly breakdown mile Syludy Name :
(Multiple values) -

Study Status

(am) -
Portfalic

(Multiple values) -

Region
(am) -
Country

Country Status

— =2 - Site Name:
ue milestones (am) -

Site Status
(Al -

Prioritized Site
(am) -
upcoming milestones IRB/EC Type
(am) -
Status
(an) -

08-Fep-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 | study kpi | milestone kpi | study summary | study milestones | country milestones | country submissions | site milestones | site submissions | study artifacts | artifact detail | _doc_d
study k © analyze
Study Status
600 p
(an -
Portfolio
500
823
Region
40 Country
(an -
submissions completed
Country Status
) e i) -
- Site Name
) (A -
110 = 200 (e
Site Status
o (an) -
100 Prioritized Site
(an) -
5 IRB/EC Type
N (Al -
MariB AprlS Mayls LniS Ju8 AUglS SeplS Oct18 Nowis Decls Jandd Fepls Mardd Aprid Mayld Jundd Sepls Jan20 Feb2o Mar2o LD
g Milestone Group
Baseline [l Planned Actual (a) -
122
2 - Milestone
7 Todate -
Baseline Planned Actual
, 06Fedls  OLMar20
1t site COPapp'dl 7 7 2 G D
Contract templates 1 H 1
1 1 0
109 123 35 v

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 dasnboard | study kpi | milestone kpi | study summary | study milestones | country milestones | couniry submissions | site milestones | site submissions | study artifacts | artifact detall | _doc_

milestone kpis

© analyze

Study Name
Study Status
(A1) -
100
Portfalio
Region
50
(an) -
Country
o [any -
Mar-13 Way-18 Jun-18 ks Augls Sep18 oct-18 Nov-18 Dec-18 Jsan-g WMar-20 Country Status
(an) -
Site Name:
(an) -
©  Site Status
of 0
(an) -

completed

Prioritized Site

1 [en -
IR/EC Type
0%
®efal . 06Feb18  01Mar-20
completed overall [ 0 a D
Dec-18 -

100

=

0

Marl3  Aprl Myl  Jund8  JuME  AuglS  SepdS  Octd8  Nowl8  DecdS  Jandd  Febdd  Merdd  Mayld  Jun-9
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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_¢

© analyze

Study Name

Study Status

Feb-2015

Portfolio
Mar-201% 1 1 5 =
Apr-2018
May-2019 r{e.gion
Jun-2019 (an) M
Jul-2013 Cotntay
Aug-2019 () hd
Sep-2019 Country Status
Oct-2019 H H 3 2 (an) -
Site Name
(a1 -

> Site Status
(a1) -

Prioritized Site

(am) -
IRB/EC Type
() -

Milestone Group

(an) -
Milestone
(an) -

06Feb-18  01-0ct20

a 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 dashboard | study kpi | milestone kpi | study summary | study milestones | country milestones | country submissions | site milestones | site submissions | study artifacts | artifactd] >

study milestones o analyze

Study Milestones Study Name
Study Info S Study Status
(an) 5]

Partfolio

Milestones
active

p 5 Region
A (A -
Added 25-Mar-2020 (A1)

Country

Country Status

Site Name

Site Status

Prioritized Site

(a1) -
IRB/EC Type
select 3 call above toview most recent notes [, =
most recent study note
Milestone Group
[20) -
Milestane
[20) -

Milestone Status

(an) -
AtRisk
Can) -
06Feb-18  01-0ct20
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

dy artifacts | artfactd >
© analyze
Stu

«««««««

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 IRBIEC - Approval (Country) Regulatory Submission - Approval (Country) =ST_CRO -
Sutm Study Status
Study Info Country Info ‘Submission Info Vorson Initial Submission Final Approval Initial Submission Final Approval (A -
Portiolio
(A -
Region
TEST_CRO [0 -
active
APEX PROTO e
CR Pharmaceutical Z <
Added 14-Sep-2020 (Al
Gountry Status
[0 -
6 Site Name
Site Status
Prioritized Site
A -
roval ONE b /A )
oval ONE 1 o N IRB/EC Type
a: 14SEP2020 -
Submission
(A -
Wilestone Group
(A -
Wilestone
@ 5
Milestone Status
(A -
24-5ep-2 AtRisk
[0 -
01Fenls  01-0ct20
a D

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.

e 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

* 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 kpi | study summary | study Country milestones | country submissions | site mil Site submissions |_study artifacts | artifact detail | _doc.

site milestones o analyze

i Contracts Fully ContractsSent to ool Essential Pt
< . All Contracts Fully Contracts Sent to Ssentia <
D it: 15 - M
Studylnfo  Country Info Site Info i Py ocuments | Essentiel  IPRelcascReady  Site Selected
B Complete
Study Status

D ek

>

(A -

central_and_local
e b: /A b: /A b: /A b: N/A b /A b: /A
" p: N/A p:N/A p: A p: /A P /A p: /A Honttotiol
- [ -
1 a:N/A a:N/A /A a:NjA a:NjA a:N/A (21)
Region
(A1) -
Finland
Sites Planned: 7 =0T Lo =7 Country
dded 10-Nou-2020  Priorit oA L P:N/A o
8 e aN/A a: 12NOV2020 a:N/A (A1) -
Country Status
(al) M
b: /A b: /A b: /A b: /A b: /A b: /A Site Name:
P N/A p:N/A e N/A p:N/A p:N/A P N/A (Al -
a:N/A aN/A a A a:NjA a WA a:N/A
Site Status
h Ay v
b N/A b /A b N/A b /A be /A b N/A Rrforitized SRe
p:N/A p:N/A prN/A p:N/A p:N/A p:N/A Mo M
a:N/A a:N/A a /A a:N/A a N/A a:N/A
Added 221 IRB/EC Type
(Al -
Milestone G
b:N/A b:N/A b: /A b:N/A b: N/A b:N/A == nEeEn
Prioriti e No prN/A p:N/A N/ prN/A P N/A prN/A (81 2
Added 22-Now-2020 = N/A =NA =N/ = NA = NA = N/A Milestone

Milestone Status

AtRisk

most recent site note most recent milestone note most recent reason for change

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.

»  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

* 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

» 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
IRB/EC - Site Approval R
EST_CRO -
y ‘Submission
Study Info Country Info Site Info ‘Submission Info e Initial Submission Final Approval Initial SubmissionSNENSCHIE
(an) -

TEST_CRO Portfolio
active ; (a1 -
APEXPROTO p o
: L £:NA Region
b - oA b
Amer -
Added =NA
20-Mar-2020 Country
UnitedStstes v
Country Status
)
esT cRo . B NA bNjA Site Name
ctive prlV/A piIV/A (a1) -
= b a:N/A a:N/A
¢ o n S’\tE‘Status
Added 14-Sep-2020 (A M
b:N/A b N/A IRB/EC Type
R p:N/A p:N/A (a1 M
""" aN/A aN/A
Submission
(aa1) -

Milestone Group
(A1) -
Milestone

Milestone Status

. At Risk

o eom M B 5
e a 01Mar-15  01-Nov-20
Ty a

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 country country site site study artifacts | artifact detail | _doc

study artifacts © analyze

ouerall artifact status

Study Status
(Multiplevalues) v
Portfolio

(am) -
Region

(AN -
Country
(Multiplevalues)  ~

EE
Country Status
n activation -
Site Name T
(Multiplevalues) ¥
Site Status.
(am) -
Prioritized Site
z (an) M
srerena = : P
*select above to view details below o o - e - (A1) -

Artifact Level

(Al -
Artifact Name

(an) -

Artifact Version
(am) >
Ad Hoc Artifact
Mo ~
Post IP Artifact
Mo -
Inactive Staff Artifact
Mo -~

Document Type
Nl -

Artifact Detail
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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.

artifact detail lyze
~ rtifoct Level
Stuiynfo ey e tofo : scinto 5 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.

S p—
=

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.

© analyze

tudy submissions

Prioritized Site

IRE/EC Type

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 p

ails

export submission and approv... | export submission package de.

sites in submission Study Name

Initial

Submission Final Approval site Study Status
Study Info Country Info Submission Info Dates Dates site Info Approved Actve

Portfolio
0

Region

KCR
Added 30-Sep-2020

Site Name Submission Type
AL <] [

Site Status Submission Category
n Activation ~ ] [nun

Prioritized Site Submission Status

IRBJEC Type

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 © analyze

Study Name Y& T Subm. Status

(Multiple values) * |[{Multiple values) ¥

Package
Submission Dates Document Info

Study Inf Country Inf Site Info Submission Inf; Package Info
udy Info untry Info ite In: Emisenn i et Study Status Subm. Version ID

(Al ~ [ -
Portfolio Submission Type
(Al v || (any -

_Do (A1) (an)

Region Subm. Category
(A1) « |[¢an) -
Country Package Status
(Murtiplevaives) ¥ |[(a1) -
Country Status Package Name
(a) ~ [ ¢an) -

GMP Certi

Site Name Package Version

Site Status Subcommittee

Prioritized Site Document Level

(A ~ |[ean -
IRB/EC Type Document Name
() ~ ] [(an) ~
Submission Level  Doc. Version ID
(A1) + | [(an) -

Submissien

Document Version
(il v |[(an) -

Subm. Version Document Status

(Al v |[(an -
Study Protacol Protocol Version
[0) ~ | [(an -

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.

Jbmissions and approval das... | submission and approval status | sifes in submission | SUbmission package details | export Submission and approv-. | export submission packags de.

export submission & approval status

Study Name _Study Proto.. Study Status Portfolio SiteNumber PIFirstNa.. PlLastName Institution Sit 220 . IRB/ECType Subm

Prioritized Site

IRE/EC Type

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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Submissions and approval & ; a ot ; a package de.
export study submission package details Study Name Submission Status, |
ampevae v () .
study Pifirst Prioritasd Submission Protocol  Submission Submission Submisson Submission  Submissi  Stuy Status Submision Version D
StudyName Protocol  StucyStatus Portiol  Country  SteNumber Name PLastiame Insttutin  SeStatus  Ste IRS/ECType Level  Submission Versin  VersonlD Category  Type  Resson  Descript |(al <1 [y |
. n 7 mAcsntion E Nt ol Nall
RN el ol porticln Submission Type
Region Submission Cotegary
G =] [
Country Package Sttus
e e (Muttiple vaiues) ~ ] [tan -
[} Nai ] [} Nul Country Status Packege Name
Purple Nall N Null Nall N 5 <7 Bl
Nar ol Nl Nar ol
Stetiame Subcommitee
[Cvumpevaives) ~7 Tan g
o o s Document Levet |
Bron e o it fat o Prioritized Site Document Name
o0 Nt i i Nt Wi IRG/ECType Dsc. Verzion 10
sl b P (T —— 17T -
- el Nl ol Nl Nl i
SubmissionLevel Document ersion
ol w i o i i Document Status |
Submission Version Protocol Version
Study Protocol
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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 | User Groups Report

Workbook Permissions

Site Project Name

Workbook Name
| .

User Group

Capability

Authorization

© analyze

Project Name
Workbook Name

User Group

All Users i

Capability

Authorization
Yes v

User Groups

Workbook Permissions Report | User Groups Report

User Groups

Site User Group User Name
I All Users ar

© analyze

User Group
All Users M
User Name

Email Domain

@ com v

Last Login Period v

31-90 days <
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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

Study Sites Cube

Rej

siv actual date J [ cros sitei

Columns added @)  Filters addec

Q

Select the dimensions you would like to add as columns

siv baseline date

# 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

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

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

Please select an item *
Field v

O selectall
() 1234567890 1234567890 12345678910

19.3.0.55mokeTest

O 20.3CD Deploy Test Reed

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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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 f Total records: 3

Study Site Id Status Country Code Country Name Pi First Name Pi Last Name Prioritized

30271 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

© activate o

Data export reports

My Reports

Activate - Study Sites Cube

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
S Samplereport &

Column
study status || process name

Filter

study name=1234 1234567890 |
|213EU 1]213€U 1213EU
EADemo | 213EU

1203 CD Deploy Test Reed | 20.4 WW | 211 Test 6 | 21.3 EU Submission 3
5|213EU Demo | 213EU Demo2 | 213EU
| 213 test bedTriggers | 221 AL CS Testing | 222 AL Study_v2

RL | 213 Study | 21

@ Share Edit report Preview

Provided you are the report author, you can Share (B) 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:
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* Private (Accessible by author only) — default selection

* 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.

* 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.

*  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 name.

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),
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View existing export

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.

Click Save and Preview.

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.

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 »

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.

ORACLE

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

2. On the 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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