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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, timing, and pricing of any features or functionality described for Oracle’s
products may change and remains at the sole discretion of Oracle Corporation.
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Topics

1 Release Overview
2 Qracle Help Center Refresher
3 ClearTrial Recommended Best Practices

4 Overview of Primary Enhancements
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ClearTrial 5.9 Overview

Objectives: Release 5.9 expands the breadth of the types of trials to model and plan accurately in
ClearTrial. This includes better support for complex trial designs with multiple cohorts with staggered
starts and long-term follow-up.

This software update includes a new 5.9 Cost Model which offers the latest industry standard costing
algorithms for upgraded plans/templates.

Release Approach: Market and Customer Driven
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Welcome, CT Product |I Visit Oracle Help Center || Logout
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| Show: () AllPlans (@) Active Plans Only () Plans matching filter: | My Filter

v I Modify

// Configure List Options |

USA, Germany, UK, France, n=40 Imaging with 11C in Breast Cancer
UsA, Germany, UK, n=20 Imaging with 11C in Breast Cancer
USA, Germany, UK, n=30 Imaging with 11C in Breast Cancer

T e T il | [
& 2ILES; & COUNINES; QO05C €3Calatn.. wrar

3 sites, 3 countries, n=5 / arm

3 sites, 3 countries, dose escal

, dos.. Draft
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Click the Visit Oracle
Help Center link to
access application or
release-specific
resources

e e e b b e
Dagaknznaman, Leyia
badakhshanian, Leyia

badakhshaman, Leyia
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ClearTrial Best Practice Reminders

» Upgrade existing plans and user-defined templates to the latest ClearTrial 5.9 cost model to leverage
the latest industry standard costing algorithms.

* Lock plans before sending out budgets and to prevent assumption values and results from being
changed.

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

6 © 2021, Oracle and/or its affiliates. All rights reserved.



Upgrade Plans to the Latest Cost Model via Change Attributes

ORACLE

CLEARTRIAL CLOUD SERVICE

Edit Report Maintain Admin Help

Welcome, CT Product | Visit Oracle Help Center | Logout
Plans 1 plan is selected clear Remember selections across pages  help
Filter
[-Shm-.-: () All Plans (@ Active Plans Only () Plans matching filter: | My Filter '-'| Modify Configure List Options

008

Plan Name & Study Name
USA, Germany, UK, France, n=40 Imaging with 11C in Breast Cancer 4 sites, 4 countries, dose escalabio... Draft
Usa, Germany, UK, n=20 Imaging with 11C in Breast Cancer 3 sites, 3 countries, n=5 / arm, dos...Draft

UsA, Germany, UK, n=30 escalatio... Draft

1. Select your existing plan from

Lock Plans
Cost Model E )
5.9 hshanian, Leyla

Create RFP
Copy as Template

5.9 shanian, Leyla

the Plan List screen.

— Id'bmeﬁttributﬁ

2. Click on the “Other Actions...”
menu.
3. Select “Change Attributes”

Click this button to change the status, name, cost model, and/or description of the selected plans

Copyright @ 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Upgrade Plans to the Latest Cost Model via Change Attributes Cont'd

ORACLE

 CLEARTRIAL CLOUD SERVICE

Edt Report Maintsin Admin _Heb | Viit Oracle Help Center | _Logo

Plans Change the name, status, cost model, and/or description for the selected plan. member selections across pages  help

Filter Plan Name: IUSA Germany, UK, France, n=40 |

Show: () AllPlans (@ Active Plans O Configure List Options
Status: IDraFt

| Cost Mode1i

ctarm Fisld Maodel:

USA, Germany, UK, France, n=4 Short Description: badakhshanian, Leyla
] USA, Germany, UK, n=30 Long Description: badakhshanian, Leyla

A single modifiable plan is se 5.4 4 From the Change P]an
53 | Attributes dialog, change the

Please choose the cost model for the “COSt MOde]" Va]ue tO the ]atESt B '
T available Cost Model.

Copyright @ 2021, Oracdle Corporation and/or its affiliates. All rights reserved.
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How to Evaluate the Latest Cost Model’s Impact

You may want to review the 5.9 cost model updates to determine if you want to upgrade any existing

plans.
1.  From the Plan/Template List screen, select an existing plan/template and click Copy.
2.  Click on Other Actions...> Change Attributes.
3. Change the Cost Model value to the 5.9 Cost Model from the dropdown.
4. 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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Edit Report Maintain Admin Help Welcome, CT Product | Visit Oracle Help Center | Logout
Plans 2 plans are selected glear Remember selections across pages help
~Filter
Show: (O All Plans (@ Active Plans Only () Plans matching filter: IMy Filter VI Modify Configure List Options

Plan Name Study Name Description Status

USA, Germany, UK, France, n=40 Imaging with 11C in Breast Cancer 4 sites, 4 countries, dose escalatio... 5.8 badakhshanian, Leyla
UsA, Germany, UK, n=20 imaging with 1iC in Breast Cancer 3 sites, 3 couniries, n=5 j arm, dos...Draft 5.9 badakhshanian, Leyia
UsA, Germany, UK, n=30 Imaging with 11C in Breast Cancer 3 sites, 3 countries, dose escalatio... Draf 5.9 badakhshanian, Leyla

Select an existing plan and the
upgraded 5.9 copy from the Plan
List screen, and click Compare to

access the Plan Comparison
reports.
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Complex Trial Designs Support




Support for Complex Trial Designs

5.9 brings a new user experience when defining or modeling a plan in ClearTrial Cloud Service with the
following updates:

* Intuitively model up to 26 cohorts/treatments

o Stagger treatment starts

e Define a Screening period

* Define a Follow-up period/LTFU or Extension Study

» Specify operational characteristics across all trial segments: Screening, Treatment, Follow-Up
« Add cycles

* View precise milestones and more...
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RS

Number of Subjects, Investigator Grant Amount Per Location Moved

from Locations tab to Treatment tab

This plan is using the 5.9 cost model

USA, Germany, UK, n=20 for Imaging with 1 n Breast Cancer {Marlinostat)
ORACLE Phase I (Oncology/Vaccines) / Protocol ID: M 14
CLEARTRIAL CLOUD SERVICE Indication: Oncology / Breast Cancer
Edit Report Maintain Admin Help Welcome, CTProduct | Visit Oracle Help Center | Logout
Edit Plan ——
Overview | Add Location(s) AT T Add Language(s) emove Language(s -
Locations
] Location Sites MOH/FDA Delay FSA Date
Site
= (] Germany [ fa [ o0 days 09/18/21
reatmen
— 0w A days 09/18/21
ata e —_— - -
- usa ik days 07/24/21
Monitoring O L
Provider
Meetings

Assignment

Labor

Costs

Payments

Summary

Reports

For 3 location(s), Total/Avg:

Language

German

70

Dialects/Vanations

Document Translations

(") All Documents

(@ No Documents () Specified Documents

Please enter the number of sites that will be active in this location

Copyright @ 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Subject Enrollment Assumptions Moved Per Treatment, Removing the
Subject tab

USA, Germany, UK, n=20 for Imaging with 11C in Breast Cancer (Marlinostat) This plan i3 usng the 3.9 cost model

ORACLE Phase I (Oncology/Vaccines) / Protocol ID: MP17_14
CLEARTRIAL CLOUD SERVICE Indication: Oncology / Breast Cancer

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

Edit Plan )=

EXSNE ‘Germany [ 90,000.00|[usp ~] [ 0.00][usp ] | 0.00|[usp ~] [ o.0]% | 0.00| [usD ~| -
Locations
UK | 9500000/ |usD | | 0.00||usp | | 0.00||usp ~| 0.00| % | 0.00| |usp |

Site

Troatment {us:« | 80,000.00||usD +| | 0.00|[usp +| | 0.00||usp | [ o.00]% | 0.00| [usp |

Data

* Treatment(s)

Honttering —— e —— You have selected 1 of §trestments [cear]

Provider

Meetings

Assignment ITreatment A | Screening period: days - Treatment duration: days Follow subjects for: El -
Labor Enrolled subjects: Screening visits per subject: l:l Visits per subject: % completed subjects followed: %
Costs FSFT/FPFT Date: @ CRF pages/screened subject: ‘ CRF pages per subject: First follow-up occurs after: days

Payments Enrollment period: 2,100 days "ﬂ Screen failure rate: e Number of cycles: |:’ Follow-up visits occur every: El days
Summa Enrollment rate: - m . "
ry 0.02 s/s/ Screening period: days Treatment duration: days Follow subjects for:
Rannrte [ | (PP A (P W S gy P r— — —
= SR R e Screening visits per subject: 1 Visits per subject: 7 % completed subjects followed: 0.00| %

FT/LPFT - . .
LSFT/LPFT Date 04/25/27 &greened subject: CRF pages per subject: First follow-up occurs after: days
ke T Date:  06/26/27 : cycles: E Follow-up visits occur every: days -

ota hje 0 T: 04/25/27 FSLT: 08/15/21 LSLT: 06/26/27 FSLV: 08/15/21 LSLV: 06/26/27

Specify which enrollment group
enters which treatment and

Please specify the number of subjects to be randomized to this treatms

Copynght © 2021, Oradle Corporation and/or its affiliates. All rights resd
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All Investigator Grants-specific Assumptions Moved to One Place

USA, Germany, UK, n=30 for Imaging with 11C in Breast Cancer (Marlinostat) This plan is using the 5.9 cost mode

ORACLE Phase I (Oncology/Vaccines) / Protocol ID: MP17_14

CLEAHTRIAL CLOUD SERVICE Indication: Oncology / Breast Cancer

Edit Report Maintain Admin Help Welcome, Leyla badakhshaman | Visit Oracle Help Center | Logout
Edit Pian —votes—
Over\;iew ~w Study Characteristics :
:‘:tcatlons Trial Design: (@) Parallel () Crossover Measure enrollment penods in: Measure treatment duration in:
ite . ol
Treatment ¥ Investigator Grants \
Data Location Avg Grant/Subject Stipend/Enrolled Subject Payment/Screen Failure o Screen Failures Paid Stipend/Screen Failure
Monitoring (Default) | 0.00| [ usp | | 125.00||usp v| | 375.00| |usp v | % | 1,000.00|[usp v]
Provider
= Germany | 14,225.00|| EUR w] | 225.00|[EUR +| | 375.00|[usD +| [ 100.00]% [ 1,200.00|[eur |
Assignment UK | 12,500.00| | GBP +]| | 175.00|[cBP +| [ 375.00|[usD +| % [ 1,175.00|[cBP +|
e USA | 10,500.00||usD v/| | 125.00[|usD v| | 375.00/|usp w| % | 1,000.00|[usp v] )
Eoss ~¥* Treatment(s)
e T ST T fouhoveselecied 1 f ¢ resmerts ()
Summary
Reports Screening Treatment Follow-Up
ITreatment A I Screening period: [:I weeks Cycle duration: weeks Follow subjects for:
Enrolled subjects: Screening visits per subject: Visits per subject: % completed subjects followed: e
FSFT/FPFT Date: m CRF pages/screened subject: EI CRF pages per subject: First follow-up occurs after: DI weeks
Enrollment period: 300 weeks  ad Screen failure rate: m‘ Yo il Number of cycles: ’_4I o Follow-up visits occur every: l_ll weeks

mm

Copyright ® 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Define Multiple Subject Cohorts/Treatments with Staggered Starts

ORACLE

CLEARTRIAL CLOUD SERVICE

USA, Germany, UK, n=20 for Imaging with 11C in Breast Cancer (Marlinostat)

Phase I (Oncology/Vacci e —
Indication: Oncology [/ E

LI kamg - 4.4

This plan is using the 5.9 cost model

Define up to 26 unique cohorts

with varying operational

Edit Report Maintain Admin Help

Edit Plan

P :

Verview Germany [ 50,000.00|[usp +]
Locations

UK [ 95,000.00|[usD +]

Site

Troatment UsA | a0,000.00|usp |
Data ¥ Treatment(s)

= (T — : '
Provider

Meetings

Assignment

Labor

characteristics across Screening,

Treatment and Follow-Up

segments

Welcome, CT Product | Visit Oracle Help Center | Logout

0.00| % |
[ 0.00]% :

0.00| %

0.00||usp v|

ooollusn vl
)

Screening Treatment

O | Treatment A

Screening penod: Ij weeks .. Cycle duration Ij weeks

{FP
Enrollmant per

Enrolled subjects:lj

FSFT/FPFT Date

: Corraerai] 8
H 300 weeks

Screening visits per subject: |:I
CRF pages/screened subject:

Serasn failurs rn!l-l an.on| %4 MNumhbar of mHM:I al i
Screen falure rate: | 20.00) %o 2 ! lumber of cycles: | L

Visits per subject:

CRF pages per subject: 175

-+

&

H ITreatmer't B

| Screening penod: E weeks Treatment duration: E weeks

Enroliment period:

Enrolled subjects: EI
FSFT/FPFT Date:| 08/26/21

300 weeks o9

Screening visits per subject: Visits per subject:
E CRF pages/screened subject: CRF pages per subject:
Screen failure rate: | 60.00( % &y Number of cycles: I:]

PASD: 05/01/21 FSFV: 06/28/21 LSFV: 06/28/27 FSFT: 07/26/21 LSFT: 07/26/27

FSLT: 10/06/21

treatments

i,

= ‘
% Comp d subjects followed: %

irst follow-up occurs after: weeks
rayvery: 1| wask

L 1
Y Follow subjects for:
% completed subjects followed: Y
First follow-up occurs after: - weeks
Follow-up visits occur every: weeks

LSLY: 01/01/28 FSLV: 10/16/21

Follow-up vi

sits oo

!

LSLV: 01/20/35

Stack 2 |

-

Copyright @ 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Add Multiple Treatment Cycles

USA, Germany, UK, n=30 for Imaging with 11C in Breast Cancer

(Marlinostat)

This plan is using the 5.9 cost model

Assignment

] | Treatment A

Screening period: 4| weeks

Enrolled subjects: 10|
FSFT/FPFT Date: | 10/28/21 3

Enrollment period: 300 weeks

Total Subjects:

@

Labor Enrolled subjects: Screening visits per subject: EI
Costs FSFT/FPFT Date:| 09/28/21][) CRF pages/screened subject:
Payments Enroliment period: 300 weeks @ Screen failure rate: | 35.00| %oy
L b O ITreatmert B Screening period: E weeks
Reports

Screening visits per subject: 1

CRF pages/screened subject:

PASD: 05/01/21

Screen failure rate: Yo

FSFV: 08/31/21

Cycle duration __|20| weeks
Visits per subject: I:I
CRF pages per subject:
Number of cycles: E’ i
Subject diary pages: Ijl
QOL pages:
Pharmacoeconomic pages: | 40|

Subject drop rate: %

—

LSFT: 09/27/27 FSLT: 12/08/21

Follow subjects for: | 104| [ weeks v]| =

pleted subjects followed: | 100.00| %

First follow-up occurs after: weeks

Follow-up visits ocour every: |:| weeks

Follow subjects for:

% completed subjects followed: | 100.00| %
First follow-up occurs after: -4 weeks
Follow-up visits ocour every: E weeks -

LSLT: 01/07/29

FSLV: 12/08/21 LSLV: 02/02/31

ORACLE Phase I (Oncology/vaccines) / Protocol ID: MP17_14
CLEARTRIAL CLOUD SERVICE Indication: Oncology / Breast Cancer
| Edit Report Maintain Admin Help Welcome, Leyla badakhshanian | Visit Oracle Help Center | Logout |
P CP l  hotes— |
Edit Pian [~ o]
Overview T [ so,000.00|[uso v | 0.00][usp v] [ 0.00|[usp +] % [ 0.00||usp | =
Locations
- UK | 95,000.00|| USD | | 0.00||usD | | 0.00]|usp ~| - .
Sie | Define multiple cycles
Treatment usA | 80,000.00|| usp v| | 0.00|{usD v| | 0.00|[usD | |
i per treatment arm to |-
== ~w Treatment(s) —
e N | | accurately model the
Provider StUdy dES]gn
. Screening Treatment
Meetings -
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CLEARTH
Edit Rep

Edit P

Overvie

Location|

Site

Treatm

Data

Monitori

Provide

Meeting

Assignm

Labor

Costs

Paymen

Summa
—urnmar

Reports

| Subijects ] Enrollment Screening Treatment Follow-up

Schedule

Notes

~Subjects Details

MName: ITreatment A

Enrolled subjects: I:I

Manage FSFT date: (_) By Treatment

(® Per Location

Enrollment period: 2,293 days

FSFT/FPFT Date:

07/26/21 @

N

cost model

Logout

rLocation-specific Assumptions

Germany

UK
UsA

# Subjects FSFT Date (& Enrollment Period ()

10/27/21| 9 @ 200| days
1= - y

I 1|
—]
— [zt @

Stagger Treatment
Starts Per Location

11/04/37
08/19/27

04/25/27

11/04/27

o o o
[=] (=] (=]
L

Choose Manage
FSFT date Per
Location

(=

La

Copynght © 2
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Enroliment Distribution Moved per Treatment per Location
P it rreatmentA . x R

CLEARTH
Subjects I Enrollment I Screening Treatment Follow-up Schedule Grants Notes
Edit Rep Logout
~Options -+
Edit P Manage enrollment distribution values: () By Treatment (®) Per Location
Overvie Location: | USA v| =
Location| Enrollment distribution: [Custom V|
Site Distribution resolution: () Quartiles @ Weekly
Treatm .
Data -Location-specific Assumptions
Monitori
All subjects have been allocated
Provide
Period Week Of Subjects Percentage
Meeting
- Week 1: 09/28/21 25.0 % -
Assignm
Week 2: [ 4 0 9
e Veek 2 10/05/21 0.0 %
[T 1) LT E] I 1I LT - T el
COStS L L= AV ALy L4 I J.I = -] )
Payrnen Wesk 4: 10/19/21 25.0 9%
Summa Week 5: 10/26/21 I:I 0.0 % L
Reports Week 6: 11/02/21 [ 0.0 % =
Total 4 s.-uhjer_ts 100.0 %
Clear Custorn Values
Subjects -

Copynight © 20
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Define Screening Assumptions per Treatment per Location
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Define Intervention Assumptions per Treatment per Location

| cost model
O Edit Treatment A X

CLEARTH
Subjects Enrollment Screening [ Treatment ‘ Follow-up Schedule Grants Notes
Edit Fbe;{ ~ ITEaTMEnt Uetals 2 Logout
Edit P Treatment duration: days Visits per subject: CRF pages per subject: 170
it
% = Subject diary pages: I:l QOL pages: Pharmacoeconomic pages:
vervies -

Location Subject diary is electronic: () Yes @ No Lab/Diagnostic tests/subject: [ 20] Colort escalation reviews: [ g

Site Number of cycles: |:I Subject drop rate: % Subjects expected to complete all study visits: [

Treatm Monitoring minutes per CRF page: 10.032 LSLT/LPLT Date: 08/26/27

Data ) . .

rLocation-specific Assumptions

Monitori ar]
S e Enrolled subjects Subject drop rate Subjects expected to complete all study visits

Meeting Germany 3 40.00| =6 2

Assignr| | |U¥ 3 % 2

Labor UsA 4 50.00] % 2

Costs

Paymen

Summafg

Reports
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Define Follow-up Assumptions per Treatment per Location

fi cost model

Edit Treatment A

o

CLEARTH

Subjects Enrollment Screening Treatment I[ Follow-up ] Schedule Grants MNotes

Edit Re|4

cFollow-up Details

Edit P Follow subjects for: | 104|| weeks w | Percent of completed subjects who will enter follow-up: 100.00| @

Overviey Follow-up drop rate: | 35.00| % First follow-up occurs: 4] weeks after last treatment visit
Location Number of subjects expected to complete follow-up: Follow-up visits occur every: weeks

3
Site - .
CRF pages per follow-up visit: QOL pages per visit: I:l

Treatm . n r . o
Subject diary pages per visit: Pharmacoeconomic pages/visit: El

Data
LSLV/LPLV Date: 12/09/29

Monitori

rLocation-specific Assumptions

Meeting Follow-up drop rate Number of subjects expected to complete follow-up

Assignm

Labor

Costs

Paymen

Summar

Reports
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Define the Subject Visit Schedule Across Screening, Treatment, Follow-
up per Cohort

cost model

__1 al i eatment A l X

CLEART
Subjects Enrollment Screening Treatment Follow-up [ Schedule ‘ Grants Notes I
Edit Rep _ Logout
~Subject Treatment Schedule t
Edit P Use example grant amount: () Yes (@ No m
Overvie Number of CRF Pages Monitoning Time (minutes) Percent of Grant i N
Location -4 100.317 - I
Site = -3 10 100.317
z [ — I
. - 5-.’ | e | e
Treat w5 10 100.317 I
S 1 100.317 B
Monitori . | [ esaoiol [ 323 o &]
- il i i 3
Provider — — — L
= 2 | 73] 584.919 | 3.33| % -
Meeting —
Accinnm 3 I_l?S [—]634‘919 3.35| % Iln
Acsionn
Labor 4 I SDI 547.936 2.66| %, I|
— —— — | |B
Costs Total screening CRFs: 40 Total screening visits: 4 I|
Paymen Total treatment CRFs: 1,205 Total treatment visits: 19 I|
Summa I
Reports Total CRFs per subject: 2,295 Total visits per subject: 128 I
Displaying weeks -4 to 100 of 132 View Last 28 weeks I
Clear CRF Defaults | Restore CRF Defaults | Clear Grant Overrides I 3
— P

Copyright © 2uZTy
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CLEARTH
Edt Rep

Edit P

Edit Treatment A

Subjects Enrollment Screening Treatment Follow-up

Overvie

Location

Site

Treatm

Data

Monitori

Provider

Meeting

Assignim

Labor

Costs

Paymen

Summai

Reports

Schedule

Grants

MNotes

rSubject Treatment Schedule

EaCh treatment CyCIe nitoring Time (minutes)

Total screening CRFs: 35

Total CRFs per subject: 4,033

is included and
1 [ 231.037
displayed
I—SDI | 289.921

Total screening visits: 1

Total visits per subject: 174

Use example grant amount: () Yes (@ No
Percent of Grant

&

ol|loe]l|e [=]
) =]
w | | | (=]

o o o o o
N S A

]
o

L

0.75| %

il

Total: 100.00 %

Displaying weeks -4 to 100 of 192
Clear CRF Defaults | Restore CRF Defaults | Clear Grant Overrides

Copyright ©
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y model
Edit Treatment A cost mode

o

CLEART!

Subjects Enrollment Screening Treatment Follow-up Schedule ‘ Grants ‘ Notes

Edit Rep Logout

+Grants Details
Edit P

Overvie

Location

Locati ct olled j ai i i Screel i b
Site
Treatm - .
Data
Monitori
Provider
(V] t:n

Costs

Paymen

Summa

Reports

Copyright © 20
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Enter Study Design Notes per Treatment Arm

Copyright & 02T, OFacie CoOrporation andyor 1ts arates. Al rghts Teserved.
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Precise, Unambiguous Milestones

USA, Germany, UK, n=30 for Imaging with 11C in Breast Cancer (Marlinostat) This plan is using the 5.9 cost model

A~ a— X
I A L i Phase I (Oncology/Vaccines) / Protocol ID: MP17_14
CLEARTRIAL CLOUD SERVICE B T, [ - T T

Indication: Oncology / Breast Cancer

T — Milestones have been —
Edit Plan updated throughout the

H e |
Ovaryiew Specify the payment schedule for each provider. Note that the amounts shown include inflation and discounts. / a pphcat]on a nd I n re pO rt] ng lpert kv
Locations =
---------- Filter to be more precise —
Cita — . a — p
e | Show: [_| exciuded miiestones |
Treatment H )
Data S R | e e

Set Payment Terms Edit Recurring Payments Add Milestone - estone | Include Milestone W Excude Milestone | Delete Milestone |
Maonitoring
= All monetary values are displayed in US Dollar (USD)
Dhammn v oA e
btk Milestone Inv. Date Major CRO Total
Meetings —
ssme [ First Subject/Patient First Treatment (FSFT) 05/28/21 | 15.00] % 2,944,520 2,044,920 *
- [[] Agreement on Statistical Analysis Plan (SAPF) 10/08/21 % 0 o
[ S
WiV ]
= [T} First Subject/Patient Last Treatment (FSLT) 12/08/21 30.00( %% 5,889,841 5,889,841
Costs
— [ First Subject/Patient First Follow-up (FSFFU) 12/18/21 % 0 0
Payimenis
— (] First Subject/Patient Last Visit (FSLV) 05/05/25 % 0 0
Summary
— [ Last Subject/Patient First Visit (LSFV) 08/30/27 | 0.00] % 0 0
Reports e
[J  Last Subject/Patient First Treatment (LSFT) 09/27/27 15.00| % 2,944,920 2,944,920
[C]  Last Subiect/Patient Last Treatment (LSLT) 01/07/29 I 0.00] %= 0 1]
[Tl Last Data Query Resolved (QRY) 01/17/29 [ 0.00] 2%
Budget Total

Copyright © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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New Assumption to Scale PM Effort During Follow-Up

ORACLE

CLEARTRIAL CLOUD SERVICE

Indication: Oncology / Breast Cancer

Edit Report Maintain Admin Help

UsSA, Germany, UK, n=30 for Imaging with 11C in Breast Cancer (Marlinostat)
Phase I (Oncology/Vaccines) / Protocol ID: MP17_14

This plan is using the 5.9 cost model

Welcome, Leyla badakhshanian | Visit Oracle Help Center | Logout

Edit Plan [ Notes |
Overview ~¥ Project Management -
Hreoal Reduce Project Management effort during Follow-up by: %
Site
Number of newsletters: I:I will there be an ICF Video?: () Yes (@) No
Treatment
Data Number of years to archive data: Number of online EDC training sessions: E
Monitoring - eTMF (Electronic Trial Master File) \\
Provider Number of eTMF Country/Region Files: SitaElac: | 2l
Meetings ay= -
9 Mumber of months for the Vendor to archive the eTMF: ljl Ab]hty tO Sca]e PrO]eCt
Assignment L -
N
Labor ¥ Medical Writing / Timelines Management effort )
Costs Number of pages in the Investigator Brochure: 125 for neW taSkS d u r] ng
paymentg FO]IOW-U
Summary Days from LSLT/LPLT until Database Lock: Days from Database—mmer—errer=ewers poTTTTeTT p I
Reports Database Lock date: 02/25/2% Stat Report date: 04/01/29

!

Days from Database Lock until Draft Report due: 7

Draft Report date:  05/06/29

Days from Database Lock until Final Report due:

Final Report date: 08/11/29

rv End of Study
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New Project Management Follow-Up Labor Fees

Project Management effort
has been broken out into

Task Search... l - | Prd . .
[ e
gl| G- ¢¥ Project Management Week prior to FSFT three Malor TaSkS In the 5'9
----- ¥ Project Management Week after FSFT I Cost M Od e‘
|| 4 . Project Management Week - Follow-up
L ----- - ¢y Follow-up - Manage quality assurance activities I — post-treatment follow-up
L I ------ i+ Follow-up - Manage project personnel (excludes data management N eW defa UIt ]a bor
| ) ) » i“ =
L - it Follow-up - Manage CRO/sponsor interactions effo rt u g] d e r P rO] ect a Unit of Measure: Week
L ----- - 4o¢ Follow-up - Manage information support functions Ma na e ment Wee k
L - &¢ Follow-up - Manage administrative support functions g - .
Dis - k after FSFT v
U | 1 @ rolow-ue - Report study status Follow-up” Major Task
i | ------ i5¢ Follow-up - Report on milestone tracking, monitoring quality, and performance 4 =
i i & Follow-up - File all data
1] i & Follow-up - Make payments to investigators = —— ) Sl S i
| @
W ' & Follow-up - Maintain EDC Task Name Assignment Group Summary Category
I T Follow-up - Manage interaction with affiliates [ Follow-up - Manage quality assurance activities Quality Assurance Project Management / Study Ov..
L 5 Follow-up - hird- ) .
I 1 & Follow-up - Manage third-party vendors ) Follow-up - Manage project personnel (excludes data manage.. Project Management Project Management / Study Owv...
Ll -~ 4o Follow-up - Review and approve invoices and study costs . . ) )
["] Follow-up - Manage CRO/sponsor interactions Project Management Project Management / Study Ow.__
o §b Follow-up - M ’
1 | @ Follow-up - Menage sponsor's CTHS [T Follow-up - Manage information support functions Project Management Project Management / Study Qv
[ {2F Follow-up - Manage safety processes
“ [] Follow-up - Manage administrative support functions Project Management Project Management / Study Ow...
----- ¥ €TMF Maintenance ) )
- () Follow-up - Report study status Project Management Project Management / Study Ov...
------ =& SAE Processed T
4 3 | [ R Mecssch am ssilccheme benalice cmeciblece s aelib. - bk Menibesome Bilcee e eos = - [ N o lhd

Please specify a name for this Major Task
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New Site Management Week Follow-up Labor Fees

Site Management effort has
been broken out into three
Major Tasks in the 5.9 Cost

Model

New default labor
effort under “Site
Management Week —
1 Follow-up” Major Task
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Medical Monitoring Labor Fees Update

Task Manager ) X
'f?—«'q—*-f&’:"--- |;| Medical Monitoring - Follow-up
I g Oots Gy Sraem Dovelcped Il — " Medical Monitoring effort -
IS\:JZ]S'e::c:unteer Randomized h a S m Ove d fro m Site
¥ Project Management Week prior to FSFT M dand 8e me nt to ]ts own bool issues that require medical judgment.
: & Project Management Week after FSFT M aj or Ta S k_

= ¢ Project Management Week - Follow-up

es by location is centralized Unit of Measure: Site Week (Medical Monitori...

New default labor
effort under “Medical

+ eTMF Maintenance

# SAE Processed

Display this Major Task: after
' Expedited Safety Report Completed

) Medical Data Listing Review Monitoring — Follow- -
+ Medical Monitoring 7 up" Malor Task
“ Medical Monitoring - Follow-up [ Newlasx X = L e

&3¢ Medical Monitoring during follow-up

e Assignment G mmary

Subject Monitored (J Medical Menitoring during follow-up Site Monitoring/Management Clinical Monitoring, Closeout, and Site Audi...
' Cohort Escalation Review

Monitored, Clean CRF Page
¥ Onsite Monitoring Visit - Non-SDV Activity

# Phone-based Monitoning Visit

' Separate Drug Accountability Visit

= &% Site Management Week - Startup
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New End of Study (EOS) Assumptions

ORrRACLE

Phase I (Oncology/Vaccines) / Protocol ID: MP17_14

CLEARTRIAL CLOUD SERVICE

Edit Report Maintain

Indication: Oncology / Breast Cancer

Admin Help

USA, Germany, UK, n=30 for Imaging with 11C in Breast Cancer (Marlinostat)

Define End of Study
assumptions for new
default effort that
occurs from Follow-up

e

(LSLT+1) until Budget

Edit Plan / E ! d
Overview /
¥ End of Study / -
Locations - o R
- will there be a Supplemental CSR?: (@ Yes () No Reduce effort for Supplemental CSR by: 75.00| 2%
P pp pp y: | 75.00|
Treatment Days from LSLV/LPLY until Database Lock (EQS): Days from Database Lock (EQS) until Statistical Report (EOS) due: Ijl
Data Database Lock (EOS) date: 03/23/31 Stat Report (EQS) date: 04/27/31
Monitoring Days from Database Lock (EOS) until Draft Report (EOS) due: Days from Database Lock (EOS) until Final Report (EOS) due:
Provider Draft Report (EOS) date: 06/01/31 Final Report (EOS) date: 07/07/31
Meetings Days from Final CSR (EQS) to Study/Budget End Study/Budget End date: 08/06/31
Assignment -
Labor ¥ Safety and Medical Management -
Costs SAFE rate as a percent of randomized subjects: 23.00| =% 9 SAEs
Payments Hours medical monitor will spend with each SAE:
Summary Expected percent of SAE Reports to be expedited: 11.40| % 1 expedited SAEs
Reports .
: Provide data to the DSMB: | Monthly v|

pst model

From: | First Subject/Patient First Treatment V| 09/28/21

Until: I Last Subject/Patient Last Treatment V| 01/07/29

L

~w TWRS (Interactive Woice Respanse Svstem?)
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New End of Study Labor Fees

New default labor
effort under new
“End of Study”
Major Tasks.

Copyrght & 2021, Oracle Corporation and/or s aiiates. Al rights Teserved;
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Clinical Intelligence Update




MOH/FDA Delay Update

USA, UK, Japan, n=90, 3 centers for Imaging with 11C in Breast Cancer (Marlinostat) This plan is using the 5.9 cost model

OR Choose Locations X

CLEARTRIAY
Edit Report eaion | Logout
Edit Pla [J  usaA, Canada, Australia/New Zealand 70 - E
Overview ] Australia English Australian Dollar
Locations 0 Canada = L
o o New Zealand MOH Delay default values s
Treatment| |0 Puerto Rico by location have been 120
Datz updated to be current with .
A the latest regulator B
Provider Choose the template or plan from which to import location-specific overnides g N y
Mectings | (Filter changes per location, |
Assignmen Show: (@ Templates (O Plans  with names like: l effectlve for 2021.
o Last Modified
Sfl_s_t_s__t_ ® ClearTrial Defaults Any Phase
FayInenws
Summary
Reports
[ Cloce [
Copynight © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Data Management Resource Update

Updated default
Data Management
Resources
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[—c_, Search... | A I Unique CRF Pag
- ¥ Unique CRF Page Developed i ] Distnbution
i Design CRF page (or EDC equivalent) ~~\ U pdatEd taSkS’ :
resources for

- 4. DMO3 - Data Manager

4. DMO6 - Senior DM Programmer U niq Ue CRF Pa ge ment, design, and approval of the Case Report Form (CRF).
| #-- & Review CRF (or EDC equivalent) Developed

- 4. CRO1 - Chinical Research Associate

E centralized Unit of Measure: Unique CRF Page
DMO3 - Data Manager

[

fww @ STO1 - Junior Biostatistician

{=]

J ----- i Write and approve instructions for CRF pa

- 4 DMO3 - Data Manager

i fww § DM10 - Senior Director, Data Managen New Task = it Tas ~oov Tas elete Tas SR

d-. (. Create database edit specfications

Task Name Assignment Group Summary Category

fww 4 DMO3 - Data Manager

1 ) [} Design CRF page (or EDC equivalent) Subject Document Preparation Data Management
4 DMO6 - Semior DM Programmer
. Mmoo e P mmemam i g% P N N T S L . F R S
MEVIEW LKF (O CLA. uivalent =UDJect LOoCUument Fre ration ata Management
Mestings - Kickoff Meeting - ' = ! ’ P ¢
] . . . [] write and approve instructions for CRF page (or EDC equivalent) Subject Document Preparation Data Management
Meetings - Inveshgator Meeting
| [T} cCreate database edit specifications Subject Document Preparation Data Management

Meetings - Face to Face Meeting

Display this Major Task: | after V] | Protocol Amendment per Location il I

Meetings - Status Update to Sponsor

Meetings - Internal Team Meeting -

Please specify a name for this Major Task

Copynight © 2021, Oracle Corporation and/or its afmliates. All nghts reserved.
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Data Management Labor Update

Task Manager

= = el

------ 4 DMO1 - Data Coordinator
— § DMO3 - Data Manager
— 4. DMO4 - DM Programmer

— L DM10 - Senior Director, Data Managem

— § STO1 - Junior Biostatistician

{ - & STO2 - Senior Biostatistician
i i Build the study database

- 4. DMO1 - Data Coordinator

i DMO3 - Data Manager

= § DMO4 - DM Programmer

‘e f DMO6 - Senior DM Programmer

L DMO3 - Data Manager

- § DMOS& - Senior DM Programmer

J ----- i5¢ Program data entry screen

- i DMO4 - DM Programmer

l_ sk .Ei"I'.. l;l

.

-

Unigue CRF Page Developed

| Major Task Details 1 Adjustments Distnbution

Display this Majo

Updated tasks,
resources for
Database Designed,
Data Entry Screen
Developed

]

|zpproval of the Case Report Form (CRF).

Unit of Measure: Unique CRF Page

-

Task Name

[ Design CRF page (or EDC equivalent)

[[] Review CRF (or EDC equivalent)

[C] write and approve instructions for CRF page (or EDC equivalent)
O

Create database edit specifications

m“mmw=' sl acn

Assignment Group

Subject Document Preparation Data Management
Subject Document Preparation Data Management
Subject Document Preparation Data Management

Subject Document Preparation Data Management

Summary Category
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eTMF Costing Update — New Assumptions

USA, UK, Japan, n=90, 3 centers for Imaging with 11C in Breast Cancer (Marlinostat)
ORACLE Phase I (Oncology/Vaccines) / Protocol ID: MP17_14

This plan is using the 5.9 cost model

CLEARTRIAL CLOUD SERVIICE Indication: Oncology / Breast Cancer
Edit Report Maintain Admin Help Welcome, CT Product | Visit Oracle Help Center | Logout
Edit Plan ———
Overview — T RAE ] bt m Tado | Bl o mbmee 1Y -
¥ S1Fir | CI8CU0NoNIC 1Tid fidsier ring)
I neatinne
e Number of eTMF Country/Region Files: | 3| Number of eTMF Site Files: | 3|
Site
Number of months for the Vendor to archive the eTMF: | 12| N eW eTM F
i assumptions
Data -+ Medical Writing / Timelines p \
Monitoring Mumber of pages in the Investigator Brochure: [ !_-l Mumber of manuscripts: [ Dl
= = l—l L l—l
Provider
Meetings Days from LSLT/LPLT until Database Lock: | 49' Days from Database Lock until Statistical Report due: | 35|
[P R ——— - Mabtabharas | asle Aabas aTManiae Chab Damert Aabas narmAMme
Assignment Satshass Lacl dabe:.  OFfonfon Skt Danask date: nofa4fas
Labor Days from Database Lock until Draft Report due: | 70| Days from Database Lock until Final Report due: | 106]
Costs Draft Report date: 09/28/23 Final Report date: 11/03/23
Payments - ’
Summary -+ End of Study <
Reports Will there be a Supplemental CSR?: @ Yes (0) No Reduce effort for Supplemental CSR by: | 51| %
o E e mens atiew a E o u i deeuen [——] B e e b Feeet et e st st o s demeey i [——]
ays Trom LoLV/LFLY Untl atapase LOCK (Vo 8 I ‘IEI Lays ITom wataDast LOCK (CUS ) Unitll SLaustical Report (CWVo ) aues I JJI
Database Lock (EOS) date: 09/14/23 Stat Report (EQS) date: 10/19/23
Days from Database Lock (EOS) until Draft Report (EOS) due: Days from Database Lock (EOS) until Final Report (EOS) due:

=
Please indicate the data collection method for this study m —— L —

Copynght © 2021, Oracle Corporation and/or its affiliates. All nghts reserved.
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eTMF Costing Update — New Indirect Costs

USA, UK, Japan, n=90, 3 centers for Imaging with 11C in Breast Cancer (Marlinostat) This plan is using the 5.9 cost model
ORACLE Phase I (Oncology/Vaccines) / Protocol ID: MP17_14
CLEARTRIAL CLOUD SERVICE Indication: Oncology / Breast Cancer
Edit Report Maintain Admin Help Welcome, CT Product | Visit Oracle Help Center | Logout

Edit Plan [ Notes |

Overview Specify pass-through or other indirect costs for this study Current Edit Mode:
Locations ¢Filter )
Site Show: excluded cost(s) categories where costs total 0.00 ("] per location values and assignments ‘
ENrent v — gt — , = : - 1 :
Data S et s i i  —ete—————————ee |aeeseee—————  \e————————— i ———————]
— All calculated costs and adjustments are displayed in US Dollar (USD)

Monitoring
Provider
Meetings []  shipping - Central Lab Test Kits CT Product = - -
Assignment [[)  stability Studies Fees & Expenses CT Product - - .
Labor []  Subject Stipends - Enrolled CT Product 50,000.00 -~ 90,000.00
Costs [[]  Subject Stipends - Screen Failures CT Product 9,000.00 -- 9,000.00
Payments {J  TMF Archivai Major CRO 6,000.00 - 6,000.00
Summary [  TMF shipping - 225.00 - 225.00
Reports [_]  Translation Services - 3rd Party CT Produ N eW eTM F Pa SS == == ==

[0 Travel - Monitoring Travel Expenses Major CRO Throu gh Costs  [es70 - 233,667.00

[C]  Travel - Other Travel Expenses Major CRO - -- ==

1,781,588.51 1,781,588.51

Copynght © 2021, Oracle Corporation andfor its affiiates. All nghts reserved.
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eTMF Costing Update — New Resources

T
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eTMF Costing Update — New Labor

Task Manager
[‘.a:‘--\ Search... B | A\ | eTMF Setup
" Site ldentihied by Vendor ) -
l & s y = Major Task Details ‘ Adjustments Distribution
4 & eTMF Setup I N
j - _— -
‘33 eTMF Master File Setup — N eW d efa u]t effo rt I
i - 4 TMFO1 - TMF Manager “ - _ _ _ _ — —
] g u nder new eTM F udy-specific eTMF instance, including the Master File, Country/Region File(s) and Site File(s) setup.
4 {5} €TMF Country/Region File Setup ” .
] _______ £, TMFO1 - TMF Manager Setup Ma]or TaSk
H i & €TMF Site File Setup == varies Dy location is centralized Unit of Measure: Study
I Le g TMFO1 - TMF Manager
I Pre-study Site Visit Display this Major Task: | after V| | Site Identified by Vendor v|
I Pre-study Site Visit by Phone
2 ) 4 '
Site Approved
] ¢ Site Initiation Visit
Site Initiation Visit by Phone
1 Drug Packaging and Supply Audit Task Name Assignment Group Summary Category
] Study Drug Shipment Tracked [C] eTMF Master File Setup eTMF Clinical Monitoring, Closeout, and Site A...
I Completed Statistics & Analysis Plan (SAP) () eTMF Country/Region File Setup €TMF Clinical Monitoring, Closeout, and Site A...
] J Database Designed [[) eTMF Site File Setup €TMF Clinical Monitoring, Closeout, and Site A...
7 Data Entry Screen Developed
IVRS Setup
Subject/Volunteer Randomized
Project Management Week prior to FSFT -

—opyright © 2021, Oracle Corporation and/or its atfiliates. All rghts reserved.
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eTMF Maintenance

q : Major Task Details |

i g8 Project Management Week prior to FSFT .
Name: [e‘l’MF Maintenance

Adjustments Distribution

Z ------ ¢ Project Management Week after FSFT

i & Project Management Week - Follow-up Description: |The ongeing maintenance of eTMF Master, Country/Region and Site Files.

| i Lg;' eTMF Master File MaintenancE\ NeW defa UIt effort -ation is cantralized Unit of Measure: Month
| ] —~ under new “eTMF

ion Fils M nan - ”
4 TMFO2 - TMF Coordinator M a] nte N a N Ce Jroject Management Week - Follow-up sl
€THF Site File Maintenance M a j O r Ta S k

a N 4 -
i i & TMFO2 - TMF Coordinator

1| | @ SAE Processed New Task | Edtvask ) Copyvask | DeleteTask )| EditAssignments
¢ Expedited Safety Report Completed

1 ) o ) Task Name Assignment Group Summary Category
¢ Medical Data Listing Review

I Madical Maritodi (] eTMF Master File Maintenance eTMF Clinical Monitoring, Closeout, and Site A...
L}’ edica oni CII"II"Ig .

] & Subject Monitored || &TMF Country/Region File Maintenance eTMF Ciinical Monitoring, Cleseout, and Site A...
e upje onitore

] [T] eTMF Site File Maintenance eTMF Clinical Monitoring, Closeout, and Site A .

Z ------ ¢ Cohort Escalation Review

: ------ ¢ Monitored, Clean CRF Page

e e S e

i & Onsite Monitoring Visit - Non-SDV Activity

¢’ Phone-based Monitoring Visit

Copynight © 2021, Oracle Corporation and/or its afmliates. All nghts reserved.
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1:: 7 APPUTU NOPTOL SUITHITIDNF Wiy

----- ¢ Issued Repeat Summary Figure/Graph
“ i Stat Report

----- ¢ Draft Report

Final Report (CSR)

eTMF Close-out

eTMF Close-out

Major Task Details |

Adjustments

Distribution

L & TMFO2 - TMF Coordinator

4 ----- ¢ eTMF Country/Region File Close-out

4 i €TMF Site File Close-out \

New default effort
under new “eTMF
Close-out” Major Task

Description: [The clasing out of eTMF for the entire study to ensure compliance, accuracy and completeness.

is centralized

Unit of Measure: Study

bort (CSR) )
! L. g TMFO2 - TMF Coordinator
‘ ..... i €TMF Master File Close-out :
! ------ L TMFO1 - TMF Manager — Task W Edit A nments
| """ ¢¥ Prepared Publication - — — —
""" ¢ End of Study Database Locked Task Name e, el et
1 lllll & End of Study Stat Report [[] eTMF Site File Close-out €TMF Clinical Monitoring, Closeout, and Site A...
..... & End of Study Draft Report ] €TMF Country/Region File Close-out €TMF Clinical Monitoring, Closeout, and Site A...
{~ o End of Study Final Report (CSR) (] eTMF Master File Close-out eTMF S o Morstormnor Choseouty anc Sie &
: ----- ¢ EDC Help Desk
: ----- ¢ EDC Training
: ----- ¢ Sponsor Oversight
------ New... ! -
Please specify a name for this Major Task - - :

Copynght © 2021, Oracle Corporation and/or its affiliates, All nghts reserved.
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Usability Enhancements




B S

New Study Phase for Phase | (Patients)
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Cost Model Displayed by Default on Template List Screen

ORACLE
CLEARTRIAL CLOUD SERVICE
Welcome, CT Product | Visit Oracle Help Center | Logout

Edit Report Maintain Admin Help

Templates
~Filter \
Show: (O all Templates @) Active Templates Only () Templates matching filter: | My Filter v | Medify LConfigure List Options
Indication Cost Model

Therapeutic Area
5.9

Template Name &

Oncology Breast Cancer

] Breast Cancer Oncology Template I (Oncology/Vaccines)

Copyright ©® 2021, Oracle Corporation and/or its affiliates. All nghts reserved.
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Calculated Cost Available for Display on Plan List Screen

ORACLE

CLEARTRIAL CLOUD SERVICE

Edit Report Maintain Admin Help

Welcome, CT Product | Visit Oracle Help Center | Logout

Plans
~Filter
Show: (O AllPlans (O Active Plans Only (@ Plans matching filter: | My Filter v| Modify Configure List Options
_u..:._ _'-..n ._ _-uu__n.c D3 ._ _vul..-.-un _

Imaging with 11C in Breast C...4 sites, 4 countries, dose esc...Draft 5.9

D ..?_. USA, Germany, UK, France, n=40
O

USA, Germany, UK, n=30

ose esc.. Draft

£27,231,705
$23,001,280

View “Calculated Cost”
per plan from the Plan
List screen by selecting to
include it from “Configure

List Options”

Copyright © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Create Study from Product List Screen

Create Study when
selecting a Product

Copynght @ 2021, Oracie Corporation and/or its athiliates. All nghts reserved.
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Create Study after Creating / Editing a Product

Create Study capability
available from the

New/Edit Product or
Product List screen \

Coovright ® 2021. Oracle Corporation and/or its affiliates. All riahts reserved.
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All Documents Selected by Default for Location Translations

All Documents is
selected by default for
all locations with
translations

Copyright @ 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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New Frequency Options for Number of Grant Payments/Site

New assumption
“Grant payments
frequency” to change
the frequency of grant
payments per site

Copyright © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Clear Overrides/Restore Defaults when Managing FSFT Date By Location

§ cost model

Edit Treatment A X
(-
CLEARTH
Subjects I Enroliment Screening Treatment Follow-up Schedule Grants Notes
Edit Rep . . :
~Subjects Details
Edit P MName: [Tl‘eatm"—'“t A ] Manage FSFT date: () By Treatment (@) Per Location
Overve SN
: Enrolled subjects: 10 FSFT/FPFT Date: 09/28/21 6
Location

[ | A

Site

Treatm

Data rLocation-specific Assumptions \
Monitori FSFT Date X Enroliment Period LSFT Date Enrollment Rate
E

Provide Germany :I 11/23/21 | [ENN\Clear Overrides / Restore Defaults ks 01/03/22 2.17
assignny| | ,ea 4 0s/28/21| ) © [ 14| weeks 01/03/22 1.24

Labor

Costs

Paymen 1

S when managing FSFT by
s locationto clear FSFT TN
date overrides .

Summa Click the new clear icon [

Manage FSFT date ancel 0
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Clear Overrides/Restore Defaults when Managing FSFT Date By
Treatment

M eanmeeatmenta T

Ol
CLEART
Subjects ‘ Enrollment Screening Treatment Follow-up Schedule Grants Notes
Edit Rep -~ Logout
~Subjects Details

Edit P Name: | Treatment A Manage FSFT date: (® By Treatment () Per Location
Overvie Enrolled subjects: l—lﬂl FSFT/FPFT Date: | 05/28/21 'E [i] ]
el Enrollment peril:ld: weeks
Site L
Treatm h
Data
Monitori i FSFT Date @ Enrollment Penoc (%) LSFT Date Enrollment Rate
F’FOVi-der Germany 0&/23/21 o ‘ Clear Overrides / Restore Defaults ——
Meeting UK I:’ os/23/21 O ' feeks 10/17/21 1.63
Assignm| | ;sa [ 4 os/28/21 @ ’ /16| weeks 10/17/21 1.09
Labor
Cost ] 1

Click the clear icon when |
Paymen - r]
— managing FSFT date by
e treatment to clear

enrollment period by
— location overrides w -
Copynaght © 20271, Oracie Corporation and;or 1t arrniates. All rgnts reserved.
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Click Undo to Restore FSFT Overrides by Location

Edit Treatment A

§ cost mode

-

T CLEARTH

I Subjects I Enrollment Screening Treatment Follow-up Schedule Grants Notes

Edit Rep -
~Subjects Details

Edit .p Name: | Treatment 4 Manage FSFT date: @ By Treatment () Per Locatiof ¥

O\.l'en-lfle Enrolled 5ubjen:t5: ESET/FPET Date: ﬁ i Undo (Restore Overridden FSFT Dates)
SLERIE Enrollment period: weeks

Site

Treatm s

Data rLocation-specific Assumptions

— # Subjects FSFT Dal If location-specific FSFT date
rovider] . . ;

2] | cermany “=2  overrides exist and you switched to 217
eeting UK 08/23/2 - 2.17

assignt]| | uea —y .. Manage FSFT date by treatment, click .

Labor the new undo icon to restore the

costs FSFT overrides so they are preserved

Paymen

Summa

Reports

10/03/21 1.86

Copyright © 2
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Date Displayed When Adjusting Monitoring Frequency by Location

This plan is using the 5.9 cost mod

USA, Germanv, UK. n=320 for Imaging with 11C in Breast Cancer (Marlinostat)

Edit Per Location Monitoring Schedule

on-site ] via phone

i

370

O until LSLY @ until week 4', {03/13/21) and then
O until LSLY @ until week [ 6] (09/27/21) and then...
(@ until LSLV ) until week

Monitoning Travel Strategy:

CLEARTH

Germany

Edit Rep o
rMonitoring Methods

i Monitoring wi performed:
Edit P Il be performed
Qvervie
- On-Site Monitoring Schedule
Location )
" Mumber of Sites:

Site )
Monitor eveny:

Treatme
Monitor every:

Data ery

Monitof Monitor every:

Providel 1 Total wisits:

Meeting

Assignmy

Labor

Costs

Paymen

Summa

Reports

7/

Please enter the start penod for the next monitering segment

Copyright @

2021, Oracle Corporation and/or its affiliates. All nghts reserved.
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“until week” so you can
model the monitoring
frequency by location
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Expand/Collapse All Assignment Groups in One-Click

USA, Germany, UK, n=30 for Imaging with 11C in Breast Cancer (Marlinostat) This plan is using the 5.5 cost mode

_QF’?\E:J_—_E_ Phase I (Oncology/Vaccines) / Protocol ID: MP17_14
CLEARTRIAL CLOUD SERVILE Indication: Oncology / Breast Cancer
Edit Report Maintain Admin Help Welcome, CT Product | Visit Oracle Help Center | Logout

Edit Plan [ Motes |

Overview Assign tasks to specific service providers Current Edit Mode:
Locations ¢Task Assignments y
Site Values apply to: I Centralized Tasks/Location Defaults A4 | |
s D Default service provider for cutsourced tasks: ! Major CRO hd l
Data
Monitori Hide Tasks Override Resources or Rates |
onitoring

Provider For the location selected above, use the section below to assign a group of tasks to a different service provider. To assign at the task level, expand an Assignment Group and choose a service provider for each task.
Meetings ‘ +  Assignment Group / Task Assign to Billing Rate Locabion
Assignment 3 (All Providers) | (Back Office) v | ¢ .
Labor }  Protocol Prep CT Product VI I (Back Office) V| W
Costs

}  Protocol Amendments - CT Product b Back Office) ™ bl <
Payments L Double-click the (+) to - : :( ice) :

Site Startup = Major CRO * v (Local) hd g

Summary R expand all assignment , K J _
Reports ite Identification o Major CRO v Local) v i

b Collect Regulatory Documents gro u Ft)s' Dlolu bl e Ft::;c k th e Major CRO W I I (Local) A | -

- (-) to collapse them.  [=oi Y [eswona- 0w

b Site Initiation Major CRO v| | (Local) * v +

Determines the set of tasks for which the assigned providers are responsible - — m
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Updated EDC Indirect Costs Default Department Assignment

USA, Germany, UK, n=30 for Imaging with 11C in Breast Cancer (Marlinostat) This plan is using the 5.9 cost model

ORACLE : Phase I (Oncology/Vaccines) / Protocol ID: MP17_14
CIEADTEIAL £ OAIM CERVNSE - e P - . » - L am
LSRN AL SInRs Indication: Oncology / Breast Cancer
Edit Report Maintain Admin Help Welcome, CT Product | Visit Oracle Help Center | Logout

Edit Plan [ Notes |

Overview Specify pass-through or other indirect costs for this study Current Edit Mode:
Locations Filter
Site [ Show: excluded cost(s) categones where costs total 0.00 [] per location values and assignments 1
IiEstment T —
New —— |, d——— o s — — | t——— Jon— "y ||} | o— j s ma—
Data
e All calculated costs and adjustments are displayed in US Dollar (USD)
onitering o c
P——— EDC indirect costs are h
Meetings [ Drug Distribution - Special Handling Clinical Operations assi gned to the ki Data -
— []  Drug Distribution - Standard Shipping Clinical Operations ”

Assignment

[l Drug Packaging Clinical QOperations Management 0
department by default
Costs ] DSMB Reporting Regulatory : e pa rimen y erau o
Payments [  EDC - 3rd Party Costs Data Management -
Summary []  EDC Hosting Data Management 93,600.00 - 93,600.00
Reports ] EDC Uicensing Data Management 35,625.00 -- 35,625.00

]  EDC Setup Data Management £,000.00 - &,000.00

[]  Event Committee Costs Clinical Qperations - - -

— [ AP " . M
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Updated Meetings Indirect Costs Default GL Code Assignment

Meetings indirect
costs are assigned to
the “Outside Services”
GL Code by default
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Updated Plan Assumptions Report to Easily Support Change Orders
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£ assumptions are now
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= _ vertical to align with
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Your account is locked. Please contact CT Product to unlock your account.
You may contact CT Product at product@cleartrial.com

You can also reset vour nassword to automatically unlack vou

New instructions to “reset
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are locked out.
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