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Safe Harbor Statement

The following is intended to outline our general product direction. It is intended for
information purposes only, and may not be incorporated into any contract. It is not a
commitment to deliver any material, code, or functionality, and should not be relied upon
in making purchasing decisions. The development, release, and timing of any features or
functionality described for Oracle’s products remains at the sole discretion of Oracle.
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Agenda

E» Release Overview

E» Technical Requirements Update

E» New Oracle Help Center

E» Reminder of ClearTrial Best Practices
E» List of Primary Features by Edition

E» Overview of the Primary Features/Enhancements
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ClearTrial 5.7 Overview

* Release Objectives: ClearTrial 5.7 brings new and enhanced capabilities for
— Increased Accuracy, Configurability/Flexibility, Efficiency, and Transparency
— Configurable, Refined Reporting
— Improved Contract Alignment/Change Order Support

* Includes a New Cost Model Available for 5.7 to upgrade your plans and
user-defined templates to take advantage of the latest costing algorithms.

* Technical Requirements Update

* New Oracle Help Center

* Release Approach: Market and Customer Driven

ORACLE
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https://docs.oracle.com/health-sciences/cleartrial/index.html

Technical Requirements Update
Browser Support & Screen Resolution/Size

* ClearTrial 5.7.0 will no longer operate with versions of Microsoft Internet
Explorer for which Microsoft has ended support.

* Please upgrade to a currently supported version of Microsoft

Internet Explorer or as recommended, use Google Chrome to access the
service.

* Currently supported versions of Microsoft browsers are Microsoft Edge and
Internet Explorer 11.

* Verify your Screen Resolution/Size is set to the minimum configuration
1366x768.
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New Oracle Help Center

\ China 300 pts Test 2 5.7 for MK-3475 Japan PhIIB (Pembrolizumab) This plan is using the 5.7 cost mo
CLEAR|TRIAL Phase IIb

Indication: Oncology / Lung Cancer

Edit Report Maintain Admin Help Welcome, CT Administrator || Visit Oracle Help Center| | Logo

Edit Plan g -—cm

0 i

Verview Specify site-related information for each location in the study l// Current Edit Mode: | Advanced v
Locations .
- e The ClearTrial Support .
Subject To edit the site approval schedule for a location, click the nam Center haS been
Data China Oracle Help Center. 09/24/19 09/20/19
Monitoring
Provider
Meetings h

ORACLE
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New Oracle Help Center

ORACLE Help Center Industries

< Industries

Get Started

Videos

Books

ORACLE

L

Search products n

Oracle Health Sciences
ClearTrial Cloud Service

Get Started

Release Notes and other cus:
registered users on My Orac

' Oracle Help Center.

The ClearTrial Support
Center has been
replaced with the new
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New Oracle Help Center

Search products n Welcome Leylawv

< Industries OraCIe Health SCIEHCGS
et Started ClearTrial Cloud Service

Videos Videos

Books Watch these short videos to learn how to perform the most common tasks in
ClearTrial Cloud Service.

ORACLE" Help Center Industries v

The videos list may take a few moments to load.
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New Oracle Help Center

Search products n Welcome Leylaw

< Industries Oracle Health Sciences
Get Started ClearTral Cloud Service

ORACLE  Help Center Industries v

Videos Books

Books Release Notes and other customer communications are available for
registered users on My Oracle Support (MOS).

Release Notes

Release Notes
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ClearTrial Best Practice Reminders

* Upgrade existing plans and user-defined templates to the latest cost
model, ClearTrial 5.7 Cost Model.

— Important Consideration: Plans created from user-defined templates with a previous
cost model will inherit the template’s cost model. Upgrade your templates to the
latest cost model to ensure plans created from it are using the latest cost model.

* Lock plans to prevent other users from changing assumptions entered.

* Freeze rates in plans, anytime you are satisfied with your operational
budget’s forecast.

ORACLE
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Benefits of Upgrading to the Latest ClearTrial Cost Model

* Upgrading plans and user-defined templates to the latest cost model will
ensure you are working with the latest updates to fees and costs included
in both ClearTrial Work Breakdown Structures and indirect (pass-
through/miscellaneous) cost calculations.
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How Do | Upgrade my Plan or Template to the Latest
ClearTrial Cost Model?

Change Plan Attributes

) ; Change the name, status, cost model, and/or description for the selected plan.
Edit Report Maintd 0 Center | Logc

Plan Name:IMI{—3475 Australia, NZ, Japan Randomized DB Trial
ross pages help

Plans

Filter Statu5:| Draft v |

Cost Model:| 5.2 ¥
Show: All Plans

nfigure List Options

Custom Field Model: | 5.6
MNew 5.5
Short Description: | 5.4
| ] Plan Name 5.3 st Modified «
Long Description: [pembrolizumab (MK-3475) as Neoadjuvant/Adjuvant Therapy for Participants With Resactable Stage
Copy - MK-3 IIE Lung Cancer 25/18 09:05 AM
bd MK-3475 Au 25/18 09:04 AM

¥ Update last modified date and user (plan history)

A single modifiable plan is selected. You can change any of the attributes of this plan.

i —— ————————————— ——————————————

Please choose the cost model for the select...
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How to Evaluate the Latest Cost Model’s Impact

You may want to internally review the 5.7 cost model updates to determine
if you want to upgrade any existing plans.

1.

2.
3.
4

ORACLE

From the Plan/Template List screen, select an existing plan/template and click Copy.
Click on Other Actions...> Change Attributes.
Change the Cost Model value to the 5.7 Cost Model from the dropdown.

From the Plan/Template List screen, select the original plan/template and its copy
and click Compare to run any of the Comparison reports between the two different

cost models to quickly see the impact to the budget.
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Comparing Plans to Evaluate the Impact of Upgrading to the
Latest Cost Model

CLEAR |TRIAL"

Edit Report Maintain Admin Help

Welcome, CT Administrator | Visit Oracle Help Center | Logout
Plans 2 plans are selected clear |# Remember selactions across pages help
Filter
Show: () All Plans [ Active Plans Only (@ Plans matching filter: |MK—35?5 ¥ | Modify

Configure List Options

“ ——————— i ——— W—— i — Compare Other Actions...

Plan Name

Study Mame Description Status

Cost Model Compare Selected Plans Last Modified w
L Copy - MK-3475 Australia, NZ, Japan .. MK-3475 Japan PhIIBE o600 total subjects Draft 5.7 Administrator, CT 03/25/18 09:05 AM
[ MK-3475 Australia, NZ, Japan Rando... MK-3475 Japan PhIIE 600 total subjects Draft 5.3 Administrator, CT 03/25/18 09:04 AM

ORACLE
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5.7 Feature Edition Impact

Feature Standard Edition Enterprise Edition
Clinical Intelligence Update (including WBS Update) X X
Increased Transparency into Monitoring Efforts X X
Reporting Enhancements (including Enhanced Summary Grid) X X
Usability/User Experience (UX) Enhancements* X X
Enhancements for Increased Precision and Accuracy X X
Improved Contract Alignment/Change Order Support X

Import Additional Location-specific Overrides from a

Plan/Template* X X

Web Services APl Update* X

* These sets of features require direct action by users with the assigned ClearTrial System Administrator role before
users can benefit from the new functionality.

ORACLE
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Includes updates to MOH
Delays by location to be
current with the latest
regulatory changes per

country.

Clinical Intelligence Update

Choose Locations

« Countries

Filter
(Show: [+ | Regions

Region Country Primary Language Primary Currency

UsA, Canada, Australia/Mew Zealand

Australia English Australian Dollar
Canada English Canadian Do
Mew Zealand English

Puerto Rico Spanish

usa English Us Dollar

Western Europe & Japan

Updated algorithm for the
MOH Delay default per ro

Austria

MOH/FDA Delay

70 -
70

150

45

120

20

a0

93

Region to use the median
value for all countries in the
CT-defined economic regions.

Close
[ ———
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5.7 Cost Model WBS Update Summary

* New Lead CRA resource on Site Visit tasks/activities
* Update to Major Tasks, Unit of Measure, Tasks, Resources

* Site Visit Algorithm Updates to account for Prep, Travel, Onsite,
Reporting/Follow-Up and Trip Report activities (PSSV, SIV, IMV, COV)

* New units of measure/cost drivers accessible for use in custom algorithms

» Month

» Day

» Phone PSSV
» Phone SIV
» Phone IMV

» Phone COV
ORACI_G Copyright © 2018, Oracle and/or its affiliates. All rights reserved. | 18



Increased Transparency into Monitoring Efforts

New assumption on MonitOring tab New assumption to quickly specify
the hours expected to perform
non-SDV related activities per visit

Edit Plan
— 7

Overview _ . ; I_

Fercentage of monitoring done by Regional Monito 0 of
Locations
Site Average travel time (in hours) for site monito I 6
Subject Percent of source document verification: I 100 o4
Treatment
Data Time to review queries from previ Isit (minutes): I 2.5
Monitoring Other hours onsite per visit:
Provider

Manage location-specific values: Edit location-specific UpdatEd defaUItS
Meetings L
Assignment
Labor ~Monitored Data
Costs Total CRF pages generated (without subject drops): 107,158
Payments . , ,

Total CRF pages monitored {accounting for subject drops): I 106,712
summary L
Reports

ORACLE
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Increased Transparency into Monitoring Efforts
Separate, distinct tasks accessible/included for SDV-driven effort vs. non-SDV effort

Task Manager

|_35k Search.. | -, I Onsite Monitoring Visit - Non-SDV Activity
[ LAPTEHIEW Jaisiy BERYIC Su s
: " Medical Data Listing Review RenamEd eXiSting Major TaSk to tk Detail.. Adjustments Distribution
| & subject Monitored separate out all non-SDV -
P # Cohort Escalation Review related activities b IOn5|te Monitoring Visit - Mon-SD
4. & Monitored, Clean CRF Page Description: |All activities for preparing for, traveling to, performing administrative or a
; maintenance activities, and reporting on a single onsite monitoring visit. For
w45y Collect and verify dat site against source docume effort related to Source Document Verification (SDV), see Clean, Monitored
al-i-- +¥ Onsite Monitoring Visit - Nen-SDV Activityl New defaU|t taSk fOr 'Other
} ------ %y Onsite monitoring visit - Preparation OnSite’ aCtiVitieS, driven by new
- . Onsite monitoring visit - Travel ‘ i | assumption on Monitoring tab BAcccicos ma  naa, -
------ +, Onsite monitoring visit - Perform other onsite activities |

------ + Onsite monitoring visit -

REP':'rt'"g"'FD”m’{ Onsite monitoring visit - Perform other onsite activities

Assignment Group

Summary Group
B[ L) U ¥

------ +, Onsite monitoring visit - Trip Report Review

+ Phone-based Monitoring Visit

1 . Site Monitoring/Manage... Clinical Monitoring, Clos...
4" Separate Drug Accountability Visit NeW defaUIt taSk for reVIeWIng ... Site Monitoring/Manage... Clinical Monitoring, Clos...
e site M t Week i

i e Hanagement tee - the Trlp Report' Site Monitoring/Manage... Clinical Monitoring, Clos...

- Meawclattar Dronzarad

4 » || Onsite monitoring visit - Trip Report Review Site Monitoring/Manage... Clinical Monitoring, Clos...

Close
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Increased Transparency into Monitoring Efforts
Additional tasks included for separate drug accountability visits

Task Manager

|_:-|5I< Search..

=Y

i~ ¢ IVRS Setup
-+ .1 Subject/Volunteer Randomized

(¥ Project Management Week prior to FSI

+ Project Management Week after FSI

' SAE Processed

(" Expedited Safety Report Completed

(" Medical Data Listing Review
i~ ;' Subject Monitored

{1 Cohort Escalation Review

(" Monitored, Clean CRF Page
+ Onsite Monitering Visit - Non-SDV Activity

(" One Hour of Phone-based Monitoring

4. - Separate Drug Accountability Visit

% Prepare for separate drur_ucnun:ahujr_\udsir_
o Travel to site to perform Separate Drug Accoun

ability Visit l

- Perform separate drug accountability visit

% Follow-up for separate drug accountability visi

- ¢ Site Management Week

+ Newsletter Prepared

(" CRF Page Entered into Database

" Query Resolution - by Monitor

Separate Drug Accountability Visit -
l Adjustments Distribution
FY
Mame: ISeparate Drug Accountability
Description: |Activities related to blinded drug accountability visits which are
separate from onsite monitoring visits and done by a monitor that does
not usually monitor data at the site.
centralized
New tasks added to account
for prep, travel and follow- o -
up efforts for separate drug
. L. L = ST —
accountability visits
Task Name Assignment Group Summary Group
| Prepare for separate drug accountability visit Site Monitoring/Manag... Clinical Monitoring, Clo...
| Travel to site to perform separate drug acco... Site Monitoring/Manag... Clinical Menitoring, Clo...
| Perform separate drug accountability visit Site Monitoring/Manag... Clinical Monitoring, Clo...
| Follow-up for separate drug accountability vi... Site Monitoring/Manag... Clinical Menitoring, Clo...

Close | ~ave g saveatlese

Copyright © 2018, Oracle and/or its affiliates. All rights reserved.
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Increased Transparency into Monitoring Efforts
Updated Separate Drug Accountability Algorithm

Task Manager

|_35k Search.. | -4 I Separate Drug_Accountabilit... » Perform separate drug acco... » CR02 - Senior Clinical Researcher Associate
s-= ¥ Medical Data Listing Review N
i # Subject Monitored Resource Details Algorithm | Hours | Rates & Substitutio..
} " Cohort Escalation Review
1 «}" Monitored, Clean CRF Page Default Unit Hours: | | 100 Total Hours: 4.000
: " Onsite Monitoring Visit - Non-SDV Activity
i~ @ Phone-based Monitoring Visit USA, Canada, Australia/New Zealand
4-- ' Separate Drug Accountability Visit Service Provider Unit Hours % Adjust # Units  Ext Hours  +/- Hours
: ..... . Prepare for separate drug accountability visit y Major CRO I 4.CIDCI| 100 o X 1= 4.000 IT 4.000
... . Travel to site to perform separate drug accountabili
4.~ (o Perform separate drug accountability visit
% ------ 4 CRO1Ed - Clinical Research Associate ED
% ------ .. CROZ2 - Senior Clinical Researcher Associate
------ 4. CRO3 - Regional Clinical Research Associate Updated dEfaUIt resource
----- + Follow-up for separate drug accountability visit hours for ”PerfOrm

separate drug
accountability visit” task

ORACLE
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Monitoring Visit Time Calculation Update

Edit Treatment A

Treatment A

Details

Baseline Visit

10

= = [ [
= 2 M2 98]

—
=)

LI L

ORACLE

v

IR

Monitoring Time {minutes)
73.67
68.01
68.01
62.34
56.67
56.67
28.34

22.67

[

11.33

-
o
-

Revised monitoring visit time —
calculation for all visit types
(including Baseline Visit) to

use the same minutes per

page.

Percent of Grant

o680 -~
1269 o
105 o
52 o
516 %
o .

Copyright © 2018, Oracle and/or its affiliates. All rights reserved. |
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Reporting Enhancements
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Ability to Compare Templates

CLEAR |TRIAL"

Edit Report Maintain Admin Help

Welcome, CT Administrator | Visit Oracle Help Center | Logout

Templates 2 templates are selected clear |# Remember selections across pages  help

Filter

Show: () All Templates () Active Templates Only  [®] Templates matching filter: | My Filter v | Modify Configure List Options
“ ——— S —— —— — EE—
Template Name Therapeutic Area Compare Selected Templates
|+ 2018 Oncology LC 786-42 Late Stage ITb Oncology Lung Cancer
[ 2018 Oncology LC 786-42 Late Stage V2 5.7 IIb Oncology Lung Cancer

ORACLE
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Ability to Compare Templates

\

CLEAR|TRIA

Edit Report Ma

Templates

Filter

Show: ® All Te

MNew I

| | Template I
o 2018 Onc
v 2018 Onc
| LAM —Tes+
| LAM-Quer
L LAM_test
| TAG

| TCIS Glob

Compare Templates

Please choose the type of comparison and any applicable options below

~Available Comparisons

L'ﬁ Compare Assumptions
® Compare Fees and Costs

' Compare Fixed Unit Prices
' Compare Resources

' Compare Milestone Dates

# Show Provider Details
# Show Location Details

# Include Inflation

Please choose the providers to include

#Providers To Include

All Providers

[+ CT Product Review

[Td Premium CRO

OR Cl_e Copyright © 2018, Oracle and/or its affiliates. All rights reserved.
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New Reporting Options

Resources By Department

Please choose the providers to include and the level of detail to display

~Providers To Include

All Providers

L

¥ CT Product Review

¥ Madium CRO

-

New options to include
all or only those
indirect cost items
specified for reporting
in your plans.

"

Enhanced report input
screen layout for
Resources by Dept, GL
Code reports

s

~Departments To Include

All Departments

¥ Clinical Operations
#| Data Management
Medical Writing
Regulatory

Safety

L & & s

Unmapped

~Options

/

Include Fees Only

® Include Fees and All Indirect Costs

Include Fees and Marked Indirect Costs

Ability to filter out costs

or resources that are )

zZero.

Show Default and Variance Details

how Section Headers

Include Costs with Mo Amount

+| Include Inflation

L

# Include Private Motes

Include Cost Notes

A 4

| Include Resources with Mo Hours

| Include MNotes

Group by Billing Rate Location

ORACLE
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Ability to show deleted
users and when they

New Reporting Options were deleted by your

ClearTrial System
User Report Administrator

Choose report options below

Options /

+ Include user roles « Include deleted users

Additional Roles Created By Last Modified By Last Modified

Exchange Rates Administrator CT Administrator CT Administrator 11-5ep-17
Hesources Administrator

Reporting Regions Administrator
Departments/GL Codes Administrator
WES Manager

Can access W3-API

Can export report data

Can edit notes EXpOSQd Created date
Exchange Rates Administrator Laura Bloechl 27-Jan-14 CT Admin Mo 11-Sep-17
Resources Administrator and Deleted date per v
Reporting Regions Administrator
Depariments/GL Codes Administrator user
WBS Editor

WBS Manager

Can export report data
Can edit notes
Exchange Rates Administrator CT Administrator 27-Jan-14 CT Administrator
Resources Administrator

Reporting Regions Administrator
Departments/GL Codes Administrator
WBS Manager

Can access WS-AP

[ 3]
[1¢}
]
=

No 11-8ep-17

Copyright © 2018, Oracle and/or its affiliates. All rights reserved.



New Reporting Options

Fixed Unit Prices

Flease choose the providers to include and the level of detail to display

~Providers To Include

all Providers
L CT Product Review
L Premium CRO

~ Level of Detail to Include

Summary e Detail

+ Include Inflation

| # Include Estimated Dates and Duration for Major Tasks

L

~Group By

+ Location

ORACLE
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Fixed Unit
Prices in 5.6

Formatting Updates

Meetings - Investigator Meeting 17-Jan-2019 End:

17-Jan-2019

1ed

(Investigator Meetings) Start: Duration:

UOM: Meetings | Unit Hours Unit Cost #Units Ext Hours Ext Cost
Investigator Meeting: Medium CRO - CRIM (US) 31.000 4,447 26 1 31.000 4,447
Investigator Meeting: Medium CRO - CRO& (US) 35.000 7,49550 1 35.000 7,496
Investigator Meeting: Medium CRO - DMO3 (US) 24.000 4,245.00 1 24.000 4,248
Investigator Meeting: Medium CRO - DSD1 (US) 23.000 7,429.00 1 23.000 7,425
Investigator Meeting: Medium CRO - RGO02 (US) 23.000 3,565.00 1 23.000 3.565 Fixed Unit
Investigator Meeting: Medium CRO - 5T02 (US) 15.000 3,510.00 1 15.000 3.510 Prices in 5.7
157.000 30,694.76 1 157.000 30,695
Meetings - Investigator Meeting
Task Unit Hours Unit Cost Ext Hours Ext Cost
Investigator Meeting: Medium CRO - CROM (US) 31.000 5,245 61 31.000 5,249
Investigator Meeting: Medium CRO - CROE (US) 356.000 8,136.94 356.000 8,137
Investigator Meeting: Medium CRO - DMO3 (US) 24.000 447960 24.000 4,430
Investigator Meeting: Medium CRO - D501 (US) 23.000 10,513.76 23.000 10,514
Investigator Meeting: Medium CRO - RG0Z (US) 23.000 3,633.41 23.000 3,833
Investigator Meeting: Mediurm CRO - ST02 (US) 18.000 5.846.76 15.000 5,847
1 Fu-*leeting 157.000 58,059.08 157.000 38,058

ORACLE
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New Reporting Options

Pass-Through and 3rd Party Costs

~— Service Providers

Select the service providers to include in the report.

All Service Providers

¥  CT Product Review

¥  Premium CRO

~Level of Detail to Include

Include Motes

# Show Inflation on a Separate Line

# Include Estimated Dates for Costs

Include Costs with Zero Value

ORACLE
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Additional Data Points Exposed and Easy Access

Resources by Department, GL Code Reports

Resource Name

Clinical Research Associate

Senior Director, Clinical/Therapeutic
Froject Manager

Senior Biostatistician

Clinical Research Associate

Resource Code

CRD1

CRO5

CRO6

Unit Hours  Default Unit Hours Variance Unit Hours

10.000

6.500

15.000

4.000

ORACLE

wﬂ

10.000

6.500

15.000

4.000

8.000

Resource Name and
Resource Code
separated into two
distinct cells

0.000

0.000

0.000

0.000

0.000

# Units | Unit

Meetings
Meetings
Meetings
Meetings

Meetings

/

#Units and Unit of
Measure separated
into two distinct

cells for easy access

Copyright © 2018, Oracle and/or its affiliates. All rights reserved.
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Enhanced Summary Grid Reporting
Configurable Bid Grid Views

\ USA Single Site AMP
CLEAR |TRIAL" Phase II / Protocol ID: 100001C1

Indication: Oncology / Metastatic Melanoma

This plan is using the 5.7 cost model

Edit Report Maintain Admin Help Welcome, CT Administrator |  Visit Oracle Help Center | Logout

Edit Plan [ Notes |
Overview #Costs Y -
Locations Plan Summary Printable view of the Summary tab

Site Fees By Major Task Fees by major task report

Subject Fixed Unit Prices Fixed unit price report

Treatment Pass-Through and 3rd Party Costs Pass-through and 3rd party costs

Data Monthly Budget Monthly budget report

Monitoring Monthly Budget By Reporting Region Maonthly budget by reporting region report

Provider Labor Adjustments Breakdown of unit level adjustments by major task

Meetings Cash Flow Planned Value (PV) versus payments

Assignment Milestone Payment Schedule Schedule of payments at each milestone

Labor Meetings Report Meeting costs and assumptions report

costs Configurable Plan-specific Bid Grid View

Payments Inflation Rates Inflation Rates by Location and Year

Summary .

Reports ¢ FTE/Resources L

This report generates a plan specific report based on the tasks assigned to a particular provider, optionally pre-populate...

L= |

ORACLE
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New Summary Grid Reporting Options

Summary Grid

Please choose the providers to include and the level of detail to display

~Providers To Include

¥ Miche CRO

¥ Premium CR

v ~Group By

Available groups:

Choose from available reporting groups in the left box. Set the order of the

all Providers . .
groups using the buttons on the right.

Groups to show:

~Options

L

ORACLE

3

Location - Major Task [ Cost -
Provider
. Resource
Ability to Task
include multiple New available reporting - .
providers roups to report by: Ability to configure the
groups pOr® by: sort order of the data |
Location, Provider, displayed in the report
Major Task, Task and
OUtpUt —
Resource
¥ Rollup provider level data l# Rollup location level data # Populate values for hours/costs New OptiOHS to rollup across All
¥ Include zero hours/costs | Include inflation ¥ Include excluded tasks/costs Providers, A” Locations, gener‘ate
(L) Format for Excel Analysis (Creates a flat table format suitable for analysis with a pivot table in Excel) a blank or popu|ated grid’ the

ability to include zero hours/costs
and include tasks and costs that

34



New Flat-File Format Available For Summary Grid

[ T IR = S % B L

[wis]

11

12

13

14

Updates to report header data
including Study Name, Plan
Name and Time Stamp

Flexibility to include Tasks
in your bid grid or for
internal reporting

Flan Name: Clarity

Study Name: MK-3475 Japan PhllB
Currency: US Dallar

Report generated: 25-Mar-2018 05:08 PM

All monetary values are displayed in US Dollar (USD) based upon

Major Task/Cost regardless of

Report will always display

format selected

exchange rates as of 26-Feb-2018.

Mote: Inflation has been added to the costs in this report.

N\

ORACLE
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Location Provider Cost Type Major Task/ Cost Task

All Locations ALL PROVIDERS Labor Project Initiated Develop scope of work, tin
New static data field work assignments

All Locatiol before Major Task/Cost to [ Labor Project Initiated Develop scope of work, tin
. work assignments

filter data by Cost Type

All LocatiolTs AL FRUVIDERS Labor Project Initiated Develop scope of work, tin

work assignments
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Data Updates and Formats

displayed regardless of

\/

Static columns

format selected

Flat file format for excel
analysis to include as
your Bid Grid report in
your SOW

—

Resource Name Unit Number of Units Unit Hours Unit Cost Extended Hours Budget Comments
Clinical Research Associate Study 2 2.344 38495 4688 769.91
Senior Clinical Research Study 2 4 000 841 52 8.000 1,.683.04
Associate
Senior Vice President Clinical Study 2 4.000 1,808.80 8.000 3,817.60
Export to XLS (Excel)
_ : _ format
Summaw Grld Plan Name: Clarlw y
Study Name: MK-3475 Japan PhllB
Report generated: 25-Mar-2018 06:29 PM New static data fleld US Dollar
before Major
All monetary values are displayed in US Dollar (USD) ba Task/Cost to fiIter 18.
Naote: Inflation has been added to the costs in data by Cost Type
Cost Type Major Task / Cost Task Unit Hours Unit Cost Extended Hours Budget
Labor Project Initiated Develop scope of work, timeline, 49718 12,658 99 457 25316
work assignments
[2 Studies] —
Finalize contract (post award) 6.000 1,317 12.000 2634

ORACLE
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Timestamp Added to all Reports

FiKEd Unit Prices Double Blind Randomized Placebo Controlled
Phase lll
| Distinguish between

4l menetary values are displayed in US Dollar (USD) based upon exchange rates—s

multiple reports run on
the same day by the
new timestamp

‘ote that for display purposes, all extended costs are rounded to the nearest US Dollar.

Provider: CT Product Review

Major Task Name Unit Hours Unit Cost  # Units

Project Initiated (Project Initiation) 136.534 13,382.49 1 136.

Study Setup (Study Setup - Centralized tasks) 363.998 32,775.79 1 363.

Study Setup Per-Location (Study Setup - De-centralized tasks) 53.749 5,482.41 1 53.

A Written Protnral (Protnrnl Prenaratinond 3R9 334 329 712 0R 1 3R9
FixedUnitPriceByMajorTaskRepor @ y »

e ®
OR Cl_e Copyright © 2018, Oracle and/or its affiliates. All rights reserved. 37




Days between Each Milestone

Milestone Dates Report Update

Milestone Dates

Report generated: 26-Mar-2018 06:25 P

China 300 pts Test 2 5.7 for MK-3475 Japan PhlIB
Fhase lIb
Indication: Oncology / Lung Cancer

Milestone Date Days From Last
Project Activity Start Date 01-May-2018 0
Investigator Meeting 31-Jul-2018 91
Drug Available to First Site 07-Aug-2018 7
First Subject/Patient In (FSI/FPI) O7-Aug-2013 0
Agreement on Statistical Analysis Plan 21-5ep-2018 45
First Site Approved 24-5ep-2019 368
Last Site Approved 30-5ep-2019 4]
Last Subject/Patient In (LSI/LPI) 06-May-2024 1680
Last Subject/Patient Observation (LSO/LPO) 04-Aug-2024 a0
Last Data Query Resolved 14-Aug-2024 10
Database Lock 16-Aug-2024 2
Final Report 14-Nov-2024 90
Study Duration (approx months) 78.3

ORACLE
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Usability/User Experience (UX)
Enhancements™
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The Admin menu is accessible
to those users who are
assigned the ClearTrial System

New Customer Preferences Available
for assigned ClearTrial System Administrators

CLEAR|TRIAL — Administrator role.
Edit Report Maintain | Admin| Help LaunChed from the Welcome, CT Administrator |  Visit Oracle Help Center
] Users Admin menu, select
Edit Customer P Customer Preferences to

Default Language: configure preferences. English Y
Default Currency: US Dollar (USD) ¥
Number of future years users can create billing rate cards for vendors: Conf-igu ra ble CT System |—15
Name of support personnel/department responsible for this customer's user administration: Administrator contact Lola Whitfield
Email address of support personnel/department responsible for this customer's user administr ion:details when users need lola.whitfield @customer.com
Phone number of support personnel/department responsible for this customer's user administItiuH.ser account aS.SiStance or 708-990-99389
Mumber of days deleted items are kept and can be restored before being purged: When your adr_nln Changes’ I—SD
Hide the ClearTrial Default System Template {when there are user-defined templates): over time. False ¥
Prohibit use of the ClearTrial Default System Template (when there are user-defined templates): False ¥
Allow user to choose a plan or template from which to pull location-specific data when adding locations to a plan: True ¥
Combine the Algorithm and Hours Tabs in Task Manager: True ¥

1
Choose “True” to enable this

feature for your users.

ORACLE
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Combined Algorithm and Hours Tabs in Task Manager
Refined Task Manager user experience

Task Manager

‘_EIEK Search.. ‘ -\I PM Oversight » PM0O010: Admin Time » CRO06 - Project Manager
} R ey
;= ¢ Issued Repeat Summary Resource Details Algorithm / Hour.. Rates & Substitutio..,
7 @ Issued Repeat Summary View or Define LOE Algorithm and Hours
1 ----- « Issued Repeat Summary —All Locations §
‘e ' stat Report I
1; - P Calculate as: hours per: 100.00 % of: | (The Study) v 25.000 275.000
@ Draft Report Add another expression... Switch to Script 25.000 275.000
"~ ¢ Final Report (CSR)
:' o ) : .
.. P Prepared Publication Dverrld-:as for Medium CRO . _
i B Unit Hours % Adjust # Units Ext Hours + /- Adj Hours
- (' EDC Help Desk | 25000 | 100 % X 11 = 275.000 | 0.000 = 275.000
1 ----- " EDC Training !
- « Sponsor Oversight
4= 7 PM Oversight
4. {& PM0010: Admin Tim
L. i CRO6 - Project | w
4 4 275.0..

ORACLE
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Combined Billing Location, Rates & Substitutions Tabs

Refined Task Manager user experience

Task Manager

|_35k Search.. | i I -
. Study Setup *» Negotiate central laboratory » CRO1 - Clinical Ressarch Associate

-i . Study Setup -

J ‘. Megotiate central laborz
L 4 cRo1 - Clinical Rese

#= I CRO2 - Senior Clinic
L. 1 CROT - Project Admi Service Provider Billing Rate Location Substitute Rate % Adjust Pinned

+ %7 Establish committees o1 CT Product Review | (Back Office) v | {Mnical Ressarch Assoc ¥ || 102.00 USD I 100 o

% Coordinate DSMB setup
- 45 Produce and distribute !

Algorithm Hours | Rates & Substituti... |

i Design study document

- % Review protocol

H 4

i Develop distribute and .

b i Write Investigator Brocl

i Edit Investigator Brocht . L

. & perform ICF, diary and Combined Billing Rate

. () safety System Setup Location and Rates and

" & Design the specific ranc Substitutions tabs to see all
" & Develop SAE Managem related data on one screen
¥ % Prepare therapeutic trai

ORACLE
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Filter Enhancements on List Screens

Define Plan Filter X

Choose criteria below to filter plans.

When this filter is applied, only plans matching all of these criteria will be displayed.

rFs

~Plan Filter Criteria
| Created or modified in the last

| Include deleted plans

180 days v

¥ Plan name starts with I.S'_Dl? EU 50

¥ Study name starts with IF'hase 2 Doub

¥ Product name starts with ICBRDIS

|| Any Status =L
| Incomplete |
|+ Draft L
[ Final v
| Approved L
! RFP L

S S [ [P

Status: Phase:

Any Phase

I {Healthy Volunte...
I (Oncelogy/Vaccin...
II

IIa

ITb

TTT

Created by: Last Modified by:
& Any User ¥ Leyla Badakhshanian -
2dmin admin [ Maolly Blake-Michaels
¥ Leyla Badakhshanian [ Laura Blozchl
Maolly Blake-Michaszls ¥ Kristin Carroll
Laura Bloechl ya
e Ability to filter by Study |in-cinadmin :
- name, Product name
Therapeutic Area: on Ilst screens
“ | Any Therapeutic ion -
(Healthy Volunteers) L WindWind\y,
1Lucid Therapeutic Area L Aneurysms
2Lucid Therapeutic Area I Angina
Blood and Blood Forming ©rgans | Atherogenic Dyslipidemia
#| Circulatory System ¥ Atherosclerosis
h —m e e PP ] Y T P B ' S T SR U .1 v hd

ORACLE
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Consistent Mapping Key and Codes for Grid Mappings

Assign a Code per Indirect Cost

Shipping (not including study drug/test article shipping)

Definition ‘ Assignments Adjustments Distribution

r Category Information

Mame: Shipping {not including study drug/test article shipping)

Type: | Pass Through v Code: | NIy
Costs and Adjustments: vary by location are study level Mapping Key: CO0018

I Include in Payment Schedule | Include in Resources by Department/GL Code report

| Apply inflation over time
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Renamed Line Item Discount to Bottom Line Discount

Specify Provider-Specific Details

Details Inflation

Owverride default rates and responsibilities for this service provider
UPS
#Billing Rate Information {
Rate Year in effect: 2015 LY Discount rate to apply to this study: I 0 g4
Back-Office Billing Rate Location: UsA ¥ Bottom Line Discount: I 1,000.00 (USD ¥
Billing Rate Currency: Us Dollar {UsSD)
Currency Exchange Rates: (@) Use rates defined on the Overview tab 1 Use rates defined below...

ORACLE
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Enhancements for Increased Precision and
Accuracy

ORACLE



Change Provider on ClearTrial-defined Costs
Ability to edit the Provider Assignment for built-in Costs

Edit or Adjust

Shipping (not including study drug/test article shipping)

Definition ‘ Assignments

‘ Adjustments Distribution

Provider|| Major CRO v
CT Product Review

{USA, Canada, Australia/New Zealand

Department:

Clinical Operations v GL Code:| Postage & Shipping

Major CRO

ORACLE

Editable Provider for
ClearTrial-defined costs to
change the provider
assignment to align
accurately with contract.
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Increased Precision for Milestone Payments

Precise Payments

Payment Terms X
Specify the payment terms negotiated with each service provider

Payment Terms

Provider Payment Term

Major CRO Payment is expected 92| days from the date of the invoice

Flexibility to enter the
precise number of days
from invoice to payment .

ORACLE

Please enter the expected number of days from invoice date to the date of payment
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Exclude ClearTrial-defined Milestones
Configurable Payments

New filter to show
excluded milestones on
the Payments tab.

Edit Plan Flexibility to exclude i

Over\fiew Specify the payment s e for each provider. Mote that the amounts SeleCted ClearT”aI' Current Edit Mode: ‘ SRR ' ‘
Locations Citer _~ defined milestones

Site .
Subject {Show: [# excluded milestones / from the ||St
Treatment

Data Set Payment Terms Add Milestone (R RlesToneTE L nclude Milestone |
Monitoring
Provider R ———— | Delete Testone

i All moneta ! B Afe—remelar (USD
Meetings Exclude the selected milestone(s) ( )

#~Zcurring Payments

Assignment Milestone Inv. Date Premium CRO
Labor W  Project Activity Start Date 05/01/18 m % 0 0 =
Costs

¥ Investigator Meetin 0.00 ¢
Payments 9 9 07/31/18 I o 0 o

| s Armilalnlo b Ciee iE N WY I o i~ i~ M
Summar'}f ™ Y I= -1 + I + Cat (A aTal

Budget Total 80.00 % -26,979,321 -26,979,321

Rennrts

ORACLE
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Distinguishable Excluded Milestones on Payments Tab

Edit Plan
f;:ar;:nt Specify the payment schedule for each provider. Note that the amounts sh Excluded milestones Current Edit Mode: | Advanced v
site Filter are displayed with
Subject Show: # excluded milestones St”ke_through on the
Treatment Payments tab with the
abilty to include them | ISR
Manitorin .
— | | back in your plan at
Provider .
Meetings All monetary values are displayed in US Dollar, any time.
Assignment Milestone Inv. Date Premium CRO
LeEar Project Activity-Start Date
Costs
¥ Investigaterteeting AL THET 0.00"% 0 0
Payments ’
Summar'}f | Fiviim Awrsilabla #0 Clect Citna Y .Y I i O O i T ) i - M
Budget Total 80.00 % 26,979,321 -26,979,321
Reports

ORACLE
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Back Office Added to Billing Rate Location for Meeting

Attendees

Meeting Details

Investigator Meeting

Meeting Details ‘ Attendees

Service Provider:| Premium CRO ¥

{Back Office) -

Albania

Argentina
Armenia

Australia
Austria
Belarus

#Provider Attendees

Attendees Resource Type &

1 CRO1 - Clinical Research Associate

System Managed

CROG - Project Manager

System Managed

DMO3 - Data Manager
System Managed

6 people attending

ORACLE

L

Belgium
Bosnia
Brazil
Bulgaria
Canada bd
Chile

China

Colombia

Costa Rica

Croatia

Cuba

Cyprus

Czech Rep ~

usa L

nal v

Travel Domestic L4

Billable Hours Indirect Costs

Travel:

41.000 Edit | 2,000.00| USD
Other: m UsSD
38.000 Edit TFHVE':m USD
Other: 0.00| USD
24.000 Edit Tfa"e'ilm UsD

167.000 hours 7,000.00
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View Plan Errors
Impacts Users Assigned Custom Fields Designer/Expert Algorithm Editor Roles

This plan is using the 5.5 cost model

MDF - CM v1-cp for 02:30:00 Study (Alphal7:48:35) This plan is using custom fields, version 38
CLEAR |TRIAL" Phase IIIb / Protocol ID: 02:30:00 Study
Indication: ID [/ Parasitic View Plan Errors...
Edit Report Maintain Admin Help Welcome, Auto Administrator |  Visit Oracle Help Center | Logout
Edit Plan
Overview ) L. . ) . i
X This page shows basic information about this plan Current Edit Mode: |Advanced v |
Locations
Site ¢ General Information .
Subject -
Treatment Plan Name: IMDF - CM v1-cp Project Activity Start Date: I 1/1/17 ==
Data Status: | Draft v Start pre-study planning: I 10/3/16 E
Monitoring
Provider I Study will be: ') Conducted Internally ) Outsourcad ® Combination
Meetings
Agsignment i DESCI’i[]tiC}n )
Labor Short Description: ITeat
Costs
Payments Long Description: | 24798912
Summary
Reports -
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Errors in Custom Algorithms via Script

This plan is using the 5.5 cost model
This plan is using custom fields, version 38

\ MDF - CM vi-cp for 02:30:00 Study (Alphal7:48:35)

CLEAR|TRIA Phase IIIb / Protocol ID: 02:30:00 Study
- - - [S...
Plan Errors X
Edit out
s Task Resource Algorithms 3
Ec Major Task Resource Location Error
Ovy Study Setup Per-Location - EDITED Produce and critique country specific CRO8 - Secretarial one or more expressions uses an unavailable work
Germany .

MNAME ICFs Support unit

— Study Setup Per-Location - EDITED Produce and critique country specific CROS8 - Secretarial one or more expressions uses an unavailable work
. Luxembourg = .

Sits MAME ICFs Support unit
su Study Setup Per-Location - EDITED Produce and critique country specific CRO8 - Secretarial Mew one or more expressions uses an unavailable work

NAME ICFs Support Zealand unit
Tre|
Dat
Mol
Pro
Meg
Ass
Lab
Pa
Summary
Reports -
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Errors in Custom Fields

: ~ This plan is using the 5.5 cost mod:
_ Test naresh bug 27757584 1 for 11 10181 (123) This plan is using the draft version of custom field
CLEAR R 1A Phase II / Protocol ID: Test

Plan Errors
Edit

#Custom Field Default Value Formulas

Ed Custom Field Tab Location Error

Ov Number of Edit Checks Subject  All Locations script returnad a value less than the configured minimum value of 1
Loc

Sitd
Suh
Tre
Daf
Mo

CF20 Data All Locations script returnad a value greater than the configured maximum value of 9,999

%

Pro
Me

Asgl
Lah

Pa

ORACLE
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Create Negative Custom Field Value to use as Script Variable

Create Custom Field

~Field Definition

MName

ORACLE

Data Type:
Label:
Prompt:

Help Text:

Values vary by location:

: INumEditChecks
whaole number {allows negative values) ¥ ‘ This selection controls what kind of numbers users can enter when populating this field.
positive whole number For fields meant to collect assumptions used as units of measure {a.k.a. work units), the data

positive number {decimals allowed)

percentage value

whole number {allows negative values)

any number {decimals and negative values allowed)

type must be "positive whole number"

This assumption is to capture the number of edit checks.

® Yes () No
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Leveraging Month as a Unit of Measure

Site
&« G | Cohort Escalation Review 3
CRF Book Printed
=% Apps Bookmarks bar () My WebEx & BugDB ¢ lira CT Active Backlo: [@] Customer Deprovisic denOlfge (5.7) : CTPF  [Y) | CRF Page (Total w/ Drops) er bookmark
CRF Page Audited
et oata tmpart —
ata Impo
C(l+ . . . Data Transf
‘ ask Search.. | A, I PM Admin Oversight D:ya ranster -
L ¥ Issued Unique Summary Table -~ Drug Shipment
= I Major Task Detail..| Adjustments Distribution DSMB Report
] « Issued Unigue Summary Listing EDC Training Session N
i Expedited SAE
Il i~ ¢ Issued Unique Summary Figure/Gr Mame: IPM Admin Oversight Grant Payment
| i & Issued Repeat Summary Table Interim Analysis
4l i Description: |Oversight activities performed by the PM team. Medical Data Listing Review
1| &= ¢ Issued Repeat Summary Listing Monitoring Visit
; Month
| &= ¢ Issued Repeat Summary Figure/Gr Mewsletter hd
ql i Labor: (e : ; & i i : . :
]| & & Stat Report ®) varies by location () is centralized Unit of Measure: | Location v
i . Draft Report 1
I ! ] " [ 1 T 1 v
1l & ¢4 Final Report (CSR)
§ ! N New Task
| b @ Prepared Publication B ——

ORACLE
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New Duration-based Scripted Variables
Leverage when Defining Algorithms via Script

6 new duration-based scripted variables to choose from for using month as a
variable depending on how you want it to calculate.

* numMonths: Number of months between the PASD and Final CSR

* numMonthsForCost: Number of months during which this cost occurs

* numMonthsForTask: Number of months during which the effort occurs for
a task.

* numDays: Number of days between the PASD and Final CSR

* numDaysForCost: Number of days during which this cost occurs

* numDaysForTask: Number of days during which the effort occurs for a task

ORACLE
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Switch to Script When Defining Custom Algorithms for Fees
and Costs

Task Manager '

|_: sk Search.. | -\I PM Admin Oversight » PMO01: Admin time for PM » CRO06 - Project Manager -
1 ------ ¢V Issued Unique Summary “ . . S
i Resource Details | Algorithm | Hours Rates & Substitutio..
b @ Issued Repeat Summary
i Unit Ho... Ext..
= 4% Issued Repeat Summary
i _ ~—All Locations )
i ¢ Issued Repeat Summary Calculat
; alculate as:
i ' 1 25 ="num'-1cmths|
s g Stat Report - . = .
in ZnumMonths he number of months between the study start date and the date the final report is due
e & Draft Report fnumMonthsForTask The number of months during which the effort for this task occurs

»-- ¢ Final Report {CSR)

...... ¥ Prepared Publication 4 The script contains unrecognized or unsupported tokens Use Expressions

25.000 25.000

‘- g% EDC Help Desk

p-- g% EDC Training

i % Sponsor Oversight
4 & PM Admin Oversight
- 40 PM0OO01: Admin time

. i CROG - Project |

ORACLE
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Delete ClearTrial-defined Major Tasks

CLEAR|THR

China 300 pts Test 2 5.7 for MK-3475 Japan PhIIB (Pembrolizumab) This plan is using the 5.7 cost mod

Phase IIb
Indication: Oncology / Lung Cancer

Edit Report Maintain Admin Help Welcome, CT Administrator | Visit Oracle Help Center | Logou
Edit Plan o=
Overview . . [

Wiew or adjust effort and labor fees Current Edit Mode: |Advanced r |
Locations |
: Filter
Site . . .
Subject Shaw hours and fees for: | Premium CRO v [« Show major tasks with no planned effort for the selected provider
Treatment New Major Task Edit Major Task COF 3jor Tas Delete Major Task | Adjust Hours or Fees |
Data

—— All calculated costs and adjustments are displayed in US Dollar (USD) - values displayed do not include inflation
Monitoring ’ Delete selected major task , ,

Pin Labor | Unpin Labor
Provider . . - .

- Major Task Unit Hours Unit Cost # Units Ext Hours Ext Cost
Meetlngs B ite anagemen Wee = ,0 = % 10, 0.180 390,708, N
Assignment

'®  Newsletter Prepared 0.000 0.00 0 0.000 0.00
Labor
Costs ) CRF Page Entered into Database 0.036 65.32 34,865 1,258.740 220,978.80 «
Payments Total Hours/Fees: calculated: 90,547.747 7,739,001.88
SHmmary
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Delete ClearTrial-defined Major Tasks

. . This plan is using the 5.7 cost model
\\1 China 300 pts Test 2 5.7 for MK-3475 Japan PhIIB (Pembrolizumab) P 9
CLEAR|TRIAL® Phase IIb
J_f Indication: Oncology / Lung Cancer
Edit Report Maintain Admin Help Welcome, CT Administrator |  Visit Oracle Help Center | Logout
Permanently Delete Major Task
Edit Plan "
Permanently delete "Mewsletter Prepared"?
Overview lew or adj Current Edit Mode: | Ad d v
LT o View or adjust effol 1f you click Yes, the selected major task and all of its tasks and associated resources will be deleted HrTEnt Bdit Hode: vance
- immediately and permanently.
— Filter
Subject (Show hours and fd This operation cannot be undone. Continue? Dr the selected provider ]
Treatment Mew Major T:
Data _ _ _ _
— All calculated cos alues displayed do not include inflation
Monitoring , ,
Pin Labor | Unpin Labor
Provider .
Major Task Ext Hours Ext Cost
Meetings
Assignment
® Mewsletter Prepared 0.000 0.00 0 0.000 0.00
Labor
Costs CRF Page Entered into Database 0.026 5.32 34,865 1,258.740 220,978.80 «
Payments Total Hours/Fees: Calculated: 90,547.747 7,739,001.88
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Delete ClearTrial-defined Tasks

Task Manager '

|_:-|5k Search..

|'-\

a1

4

= ¢ Site Management Week

' Mewsletter Preparad

. Prepare newsletters

' CRF Page Entered inte D
" Query Resolution - by M
" Interim Analysis

" Quality Assurance - Site
~Annual IND Report Activi
' Site Close-out Visit

' Site Close-out Visit by Pt
' Third-party Data Import
- All Data Cleanad and Dal

' Data Transfer

ORACLE

Y

Mewsletter Prepared

F

Major Task Detail..| Adjustments Distribution
il
VETEHE INewsletter Prepared
Description: |Activities related to the writing and publishing of newsletters.
Labor: & varies by location is centralized Unit of Measure: MNewsletter
-
[ 1 I 1
Edit Task | CopyTask | Delete Task Edit Assignments
Task Name Assignment Group Click this button to delete the selected Tasks l
¥ Prepare newsletters Project Management Project Management / Study Over...
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Improved Contract Alignment/
Change Order Support
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Apply Floating Adjustments for Contract Alignment

Scenario 1: You have a change to your contract and there is an increase in the
# of Sites Approved line item in your SOW. You don’t want to change the
number of calculated units, in case the timelines change from the plan.

* Ability to apply a (+/-) offset/floating adjustment to the Number of Units
per Major Task (on the Adjustment Tab within Task Manager)

Scenario 2: Your Provider informs you that specific pieces of a task were
performed in addition to those planned in the SOW.

* Ability to apply a (+/-) offset to the extended hours for a resource working
on a task (on the Hours tab within Task Manager)

* Impacted reports will inherit the final adjusted values

ORACLE
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Apply Floating Adjustment to Major Task Units

Task Manager X

|_: sk Search.. | A I Site Approved
1 ----- « Meetings - Kickoff Meeting -
i Major Task Details ‘ Adjustments ‘ Distribution
b= " Meetings - Investigator Meeting . R
i Show hours and fees for: | Premium CRO W | Expand All Clear Overrides

----- " Meetings - Face to Face Meeting

----- 4" Meetings - Status Update to Sponsor Location Planned  +/- Adjusted Pinned

b= 87 Meetings - Internal Team Meeting

- ¢ Site Identified by Sponsor

j ----- « Site Identified by Vendor CIICk Expand A” Ilnk to

----- o Pre-study Site Visit 1 app|y incremental or

= (0 Pre-study Site Visit by Phone ﬂoating adjustments to

4 i site Approved the number of units for a
-~ & Distribute protocal Major Task by location.
----- ' Negotiate site contract

+-- 42y Provide IRB submission support

----- «, Collect regulatory documents

----- ., Collect miscellanecus study preparatior . v

a ®
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Ability to Provide a (+/-) Offset to Units

Task Manager

New ability to apply
adjustments that “float”,

Task Search.. | 4 I

i o Site Identified by Vendor
e ¥ Pre-study Site Visit
----- « Pre-study Site Visit by Phone

4-- & Site Approved

----- .. Distribute protocol

s~ oy MNegotiate site contract

----- . Provide IRBE submission support

e o Collect regulatory documents

----- ., Collect miscellaneous study preparation doc

----- ., Set up regulatory files at the sits
-~ 4 Request and approve drug shipment

- + Impeort, ship, certify, package and label stuc

ORACLE

s " Site Identified by Sponsor -

Site aApproved

when timelines change

Major Task Details ‘ Adjustments | Distribution
Show hours and fees for: | Premium CRO ¥ pse All Clear Overrides =
Location Planned +/- Adjusted Pinned
w China # Units: 1[ I 3
Unit Hours: 26.875 26.875 Grl 100 o
Unit Cost:  1,691.32 1,691.22 or| 100 o

Extended Hours: 26.875 80.625
Extended Cost: 1,691.32 5,073.96
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Apply Floating Adjustment to Resource’s Extended Hours

Task Manager

|_35k Search.. | - I Site Approved > Distribute protocol » CRO1 - Clinical Research Associate

B «" Site Identified by Sponsor “ |

Resource Details Algorithm Hours | Rates & Substitutio..

bee 80 Site Identified by Vendor

b 80 Pre-study Site Visit

...... & Pre-study Site Visit by Phone Default Unit Hours: | 30.000 | 100 o Total Hours: 100.000

A W Site Approved

41! ----- . Distribute protocol China
1 ...... .. CRO1 - Clinical Research Associate Service Provider Unit Hours % Adjust # Units Ext Hours +/f- Adj Hours
- 4. CRO2 - Senior Clinical Research Associa |4 Premium CRO I BD.CIEICII 12,000 5 X 3 = 90.000 = 100.000 -
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Import Additional Location-specific
Overrides from a Plan/Template*
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Import Additional Location-specific Overrides From a

Template/Plan

CLEAR | EETEE LD
J

!
Edit Repo Filter
) (Shgw: [« Regions |# Countries
Edit PI4

Overview|

Currently, when you add a
location to your plan (N2),
you have the the capability
to choose the template/plan
from which to pull in the

} | Logo

MOH/FDA Delay

(Cocation) [0 usw conads, austraiiaen zesand location-specific overrides 120 -
Site from. 70
Subject Canada ETTOTET TETTETaT Do 150
Treatmen] |« New Zealand English MNew Zealand Dollar 60
Data L Puerto Rico Spanish s Dallar 120
Monitorin| | UsA English US Dollar 30 .
Provider
Meetings : . i . .
Choose the template or plan from which to import location-specific overrides

Assignmsg Filter
Labor (Shuw: Templates #* Plans with names like:
Costs
Paymentd Custom Field Model Last Modified

gooon N L L) Fhase None A:07 P .
Summary

00000 US CAN NZ Phase II 5.6 (Mone) 5/23/17 4:09 PM
Reports

00001 NZ Us Phase II 5.6 (Mone) 5/23/17 3:52 PM

00002 NZ USs Phase II 5.6 (Mone) 5/23/17 4:06 PM -

Page 1 | 2 | 3 | 4 |

ln
=3

ORACLE
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What types of overrides will be pulled into my plan?

5.7 adds to the existing list of location-specific overrides you can pull into
your plans/templates, including:

— Grant amount by treatment arm
— Monitoring Approach data (see below)
— Plan-level provider assignments

Edit Per Location Monitoring Approach

Enter monitoring approach assumptions per location below.

~Monitoring Approach

Australia - - . . e e -
Percentage of time monitors spend in the field: 50 o 4 Percent of source document verification: 50 o

Restore Defaults
Percentage of monitoring done by CRAs (vs. SCRAsS): 50 o4 Time to review gqueries from previous visit (minut...l 6.3

Percentage of monitoring done by Regional Monitors: I 0 of Average travel time (in hours) for site monitors:l 6
Japan FPercentage of time monitors spend in the field:l 50 o A Percent of source document ver‘ification:l 80 g

Restore Defaults
Percentage of monitoring done by CRAs (vs. SCRAs): 100 of Time to review queries from previous visit {minut... 10.0

Percentage of monitoring done by Regional Monitors:l 0 9, Average travel time (in hours) for site monitors:l 6

ORACLE
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Existing Types of Overrides you can Pull into Plans as of 5.6

— Custom Fields — Resource Assignments

— MOH Delay — Indirect Cost Assignments

— Ave Grant Amount — Indirect Cost Departments/GL Codes
— Site Information (Number of sites) — Indirect Cost Adjustments

— Subject data (Screening, Drops) — Indirect Cost Algorithms

— Task Assignments — Meetings

— Task-Resource Department/GL Code
— Task-Resource Algorithms

— Task-Resource Billing Rate Location
— Task-Resource Rate Overrides

— Task-Resource Unit Hours

ORACLE
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5.7 Web Services APl Update

* As a reminder, ClearTrial’s Web Services APl is available at no charge for
Enterprise Edition customers only.

* If your development or IT group is interested in leveraging ClearTrial’'s Web
Services API to get data exports, please contact Oracle Support / file an SR
in My Oracle Support (MOS).

* For more technical details, please leverage the

Web Services API Developer User Guide from the Books tab of Oracle Help
Center.

ORACLE
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