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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: 5.9 TId. ClearTrial TETILIE L. EFEICETEITZ HBRDBEMNMEZ F L=, FHRkiZ
i’_;_)_ LE=EBOIR— FORAO A7y I E BHEGHBRT A OO R— rA5EESATL

SDVI Rz T77vITT—hIE 7y TIb—FEN=T35 /T 0T — MIRFTOXFIZERM
AETZILITYXLERBT DHLISIAR FETILNEFENFET,

Release Approach: Market and Customer Driven
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Remember to Visit the Oracle Help Center

ORACLE
CLEARTRIAL CLOUD SERVICE
Edit Report Maintain Admin Help Welcome, CT Product || Visit Oracle Help Center || Logout

Plans /
Filter
[Show: (O All Plans @ Active Plans Only (O Plans matching filter: | My Filter VI Modify // Configure List Options

““““““ e

2] Plan Name a Study Name Description Status Created By

O USA, Germany, UK, France, n=40 Imaging with 11C in Breast Cancer 4 sites, 4 countries, dose escalatio... Draft 5.8 badakhshanian, Leyla
O USA, Germany, UK, n=20 Imaging with 11C in Breast Cancer 3 sites, 3 countries, n=5/ arm, dos...Draft 7 badakhshanian, Leyla
O USA, Germany, UK, n=30 Imaging with 11C in Breast Cancer 3 sites, 3 countries, dose escalatio _Draft badakhshanian, Leyla

Visit Oracle Help Center
)y LT, N\—
va vER. FIEH
mONILTRIRESE
TEFY

Copyright ©® 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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ClearTrial Best Practice Reminders

- BEDODITZU0OA—YH—FEDTUITL— bEHEHDCearTrial 59aRX FEFILIZZ Yy THI L—FK
L. RFOERIELDOR MHETFITYURXLEFTHTAZIENTEET,

s FEEEMITHREINICTSIoZFEOVI L., HRECHEENEEINSIDEZH S ENTEET,

- ERFEOFAICHRBRLE-BEATISVOL— 2T —XLET,
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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
[Show: (O All Plans @ Active Plans Only (O Plans matching filter: I My Filter VI Modify Configure List Options
23] Plan Name a Study Name Description Status
USA, Germany, UK, France, n=40 Imaging with 11C in Breast Cancer 4 sites, 4 countries, dose escalatio... Draft 5.8 shanian, Leyla
O USA, Germany, UK, n=20 Imaging with 11C in Breast Cancer 3 sites, 3 countries, n=5/ arm, dos.. Draft 5.9 hshanian, Leyla
] USA, Germany, UK, n=30 5 g Ealatio“. Draft 5.9 M— shanian, Leyla
1. Select your existing plan from —
= / Change Attributes
the P]an List screen. | Click this button to change the stat del, and/or description of the selected pl
- " . ” ick this button to change the status, name, cost model, and/or description of the selected plans
2. Click on the “Other Actions...
menu.

3. Select “Change Attributes”

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

Edit Report Maintain Admin Help [k AR CLE bl

| Visit Oracle Help Center | Logo

Change the name, status, cost model, and/or description for the selected plan.
Plans . G e B

~Filter

lemember selections across pages help

Plan Name: I USA, Germany, UK, France, n=40

Show: (O AllPlans (@ Active Plans O

Status: [ Draft

| Cost Modeli 5.8

Custom Field Model:

Configure List Options

Ill

Plan Name a

(4

Created By
USA, Germany, UK, France, n=4

Short Description:

badakhshanian, Leyla
USA, Germany, UK, n=30

Long Description:

badakhshanian, Leyla

5.5

A single modifiable plan is se| >4 4 From the Change P]an

s3 | Attributes dialog, change the
presse choose the cost model frtre| - COST Model” value to the latest
T gvailable Cost Model.

Copyright © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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1. Plan/Template!) X FEIE CTXIZRDPlan/TemplateZEiRL T Copyl 29Uy o LET
2. Use Cost Model fromT59%&#RL. [OKl] 20Uy U LFET

3. ZA1)PFILDPlan/Template& . J E—Ef=Plan/Template%:EIR L T Compare] 7 1) v
LT, PEDLERZEITLET,
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Comparing Plans with Different Cost Models

s hsun s
Edit Report Maintain Admin Help Welcome, CT Product | Visit Oracle Help Center | Logout
Plans 2 plans are selected clear Remember selections across pages help
Filter
{Show: O All Plans @ Active Plans Only (O Plans matching filter: I My Filter Vl Modify Configure List Options ]
Plan Name a Study Name Description Status (¥ Compare Selected Plans

USA, Germany, UK, France, n=40 Imaging with 11C in Breast Cancer 4 sites, 4 countries, dose escalatio... Draft 5.8 badakhshanian, Leyla
USA, Germany, UK, n=20 Imaging with 11C in Breast Cancer 3 sites, 3 countries, n=5 / arm, dos...Draft 5.9 badakhshanian, Leyla
USA, Germany, UK, n=30 Imaging with 11C in Breast Cancer 3 sites, 3 countries, dose escalatio.. Dra 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.

Copyright © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Complex Trial Designs Support




& y
¥ 4 7 .
. - iz y # 'y -
A = o 4 WIS TE §FL s

Support for Complex Trial Designs

N—3 U59TIEEUTO7 Yy TTF—RIZ& Y., PlanZERT ABICHFLWLWVA—HF—IHARYI R %
L6 LFET,

« RAR26DIAFR— M/BEEFZERMIZETIVE

o JREBIEFEAD D ER

« RV )—ZVFHBDEE

- JAO0—T7yvIHIB/ R OA0—7v T, ERHEBOESE

c TRTCOHABREIT AV N CERBREZEEE RV )—=27., B, 7240—7v 7
« YA U IILDIENM

s FHELGIAINARF—2DOFRE, B E
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O —< 3 vE0EMB. Investigator GrantZ A 119 % 1HHALocation tab
M 5 Treatment tabIZFEI L F L 7=

USA, Germany, UK, n=20 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
CLEARTRUM. CLOUD SERVICE Indication: Oncology / Breast Cancer
Edit Report Maintain Admin Help Welcome, CT Product | Visit Oracle Help Center | Logout

Edit Plan [ Notes |

Overview | Add Location(s) Add Language(s) | Remove Language(s) | =
Locations g
B Location MOH/FDA Delay FSA Date
Site
= (] Germany [ oa days 09/18/21
reatmen
O uw A days 09/18/21
Data
o O usa A days 07/24/21
Monitoring
Provider
Meetings
Assignment
Labor
Costs
ESyIneuEs For 3 location(s), Total/Avg: 3 70
Summary
Reports Language Dialects/Variations Document Translations
German () All Documents (® No Documents () Specified Documents

Please enter the number of sites that will be active in this location [ Save | m

Copyright @ 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Subject Enrollment Assumptions% Treatment tabIZ#8h L, Subject tabh’
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USA, Germany, UK, n=20 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
vervi *
LUET Germany [ 50,000.00][usD v] [ 0.00][usp ]| [ 0.00| [usp v] % [ 0.00|[usp v]|
Locations
UK | 95,000.00|| UusD V| | 0.00||usD v| [ 0.00||usp v| % [ 0.00||usp v|
Site
T — UsA | 80,000.00| | usD V]| | 0.00||usD v| | 0.00||usD v | % | 0.00||usD v| ‘
Data .
Monitoring You have selected 1 of 4 treatments [clear]
Provider
X Treatment Follow-U,
Meetings o
Assignment ITreatment A Screening period: Treatment duration: days Follow subjects for: Ij ‘
Labor Enrolled subjects: E Screening visits per subject: Visits per subject: % completed subjects followed: %o
Costs FSFT/FPFT Date: | 07/26/21 CRF pages/screened subject: CRF pages per subject: First follow-up occurs after: Ij days
Payments Enrollment period: 2,100 days % Screen failure rate: Number of cycles: Follow-up visits occur every: E’ days
mm | : d . . :
=t ary T 0.02 s/s/m Screening period: Treatment duration: day Follow subjects for: E'
Reports istribution: hroni . . . . . :
P R SO Screening visits per subject: Visits per subject: % completed subjects followed: m %

FT/LPFT : . .
SEANLARRL A L P gened subject: CRF pages per subject: 148 First follow-up occurs after: Ij] ays

LSLT/LPLT Date: 06/26/27 ; 1 Follow-up visits occur every: El yS v

\Total Subjects:
N

> » O 5
Please specify the number of subjects to be randomized to this treatmg & O) % ﬁ% 7 ) l/— 7 b\ & 7
O 1 — | = |
. — —7 MEE LET
Copynright © 2021, Oracle Corporation and/or its affiliates. All rights resq D J 7 'ﬁ A é \ H E l./
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USA, Germany, UK, n=30 for Imaging with 11C in Breast Cancer (Marlinostat) M= e ey el 5 Tt pade

ORACLE Phase I (Oncology/Vaccines) / Protocol ID: MP17_14
CIEARTRIAL CLOUD) SERVICE Indication: Oncology / Breast Cancer
Edit Report Maintain Admin Help Welcome, Leyla badakhshanian | Visit Oracle Help Center | Logout
Edit Plan | totes |
Overview =

~w¥ Study Characteristics

Locations
Trial Design: @) Parallel (O Crossover Measure enrollment periods in: Measure treatment duration in:

Site - /

Treatment ¥ Investigator Grants ] \

Data Location Avg Grant/Subject Stipend/Enrolled Subject Payment/Screen Failure % Screen Failures Paid Stipend/Screen Failure

Monitoring (Default) | 0.00|[usp v| [ 125.00][usp v] [ 375.00|[usD v]| [ 100.00]% | 1,000.00||usD v]|

:o"i.der Germany [14,225.00| [EvR v] [ 225.00|[ER V] [ 375.00|[usD ] [ 100.00]% | 1,200.00] [ERR_v|

eetings
e UK | 12,500.00|| GBP v| [ 175.00||cBP V]| | 375.00||usD v| [ 90.00]% [ 1,175.00||GBP V]|

T UsA | 10,500.00||usD v| [ 125.00|[usD v]| [ 375.00|[usD v]| [ 100.00]% | 1,000.00|[usD v]| B
Sk ¥ Treatment(s) )
D A QB Edt L ]
Summary

Reports Screening Treatment Follow-Up

|Treatment A I Screening period: EI weeks Cycle duration: weeks Follow subjects for: }
Enrolled subjects: Screening visits per subject: Visits per subject: % completed subjects followed: | 100.00| %

FSFT/FPFT Date: | 09/28/21 CRF pages/screened subject: CRF pages per subject: ﬂ First follow-up occurs after: weeks
Enrollment period: 300 weeks WA | Screen failure rate:l 35.oo| %o A4 Number of cycles:l 4| o Follow-up visits occur every: 1| weeks

v

Copyright © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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USA, Germany, UK, n=20 for Imaging with 11C in Breast Cancer (Marlinostat) This plan is using the 5.9 cost model

ORACLG Phase I (Oncology/Vacci o\ / Drafacal I MD17 14
CLEARTRIAL CLOUD SERVICE Indication: Oncology / =
Edit Report Maintain Admin Help —_— 7\‘ NN 9% Welcome, CT Product | Visit Oracle Help Center | Logout
Z7U — 7 ~ /B3R 7TI:I
Edit Plan P %'t’ 7“ Vi Y= j%
. 7IITDEET AV RMIBLT,
> S -

SR Germany ] 90,000.00| I USD VI ]E ﬁ I 0) *#1& 75\; 7Ld: é EEX k26 0) E E % I O-OOI I usb VI

Locations

UK 95,000.00| | UsD v - I\ ;’é —/ == L 35 -g— 0.00| % [ 0,00l lusp v
Site | | [uso v] Dok E & 5
9,
om—— uUsA | 80,000.00|| usD v]| [ 0.00|% St o k v
Data h—
¥ Treatment(s) —
i treatments
“ —————

Provider

Meetings Treatment

Assignment ITreatment A Cycle duration [:I weeks 4L subjects for: ‘ =
Labor Enrolled subjects: :‘ Screening visits per subject: Visits per subject: - % comy €d subjects followed: Yo

Costs FSFT/FPFT Date: CRF pages/screened subject: CRF pages per subject: - rst follow-up occurs after: weeks

Payments Enrollment period: 300 weeks "‘) Screen failure rate: Number of cycles: E Follow-up visits occur every: :ﬂ weeks

SlLE Gy |Treatment B | Screening period: Treatment duration: El veeks A Follow subjects for:
s Enrolled subjects: Screening visits per subject: Visits per subject: - % completed subjects followed: %

FSFT/FPFT Date: | 08/26/21 E CRF pages/screened subject: 30 CRF pages per subject: m First follow-up occurs after: W

Enrollment period: 300 weeks '.'.) Screen failure rate: | 60.00| %o 44 Number of cycles:

PASD: 05/01/21 FSFV: 06/28/21 LSFV: 06/28/27 FSFT: 07/26/21 LSFT: 07/26/27 FSLT: 10/06/21 LSLT: 01/01/28 FSLV: 10/16/21 LSLV: 01/20/35

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

CLEARTRIAL CLOUD SERVICE Indication: Oncology / Breast Cancer
Edit Report Maintain Admin Help Welcome, Leyla badakhshanian | Visit Oracle Help Center | Logout
Edit Plan [ Notes |
Overview Germany | 50,000.00[usD v]| | 0.00|[usD_v| I 0.00|[usD V| | . )
0 t. E - — » —
S?tca 1ons UK I 95,000.00| I USD vl [ o_ool I UsbD vl I 0.00| I usD VI [: Eit"%ﬁ T -Ij- 4 ?/ E IEEE "

Ite — —_
= m——— UsA [80,000.00| [usD V| [ 0.00/[usp v] | 0.00| [usp v | + T)L1b-d- é T: &) 'h .
‘ AR C EICHEM

Data ~v Treatment(s) ;I:l ‘, -y — t 'u 0) -lj-
Monitoring [ A 5it v 47»%%%?%?70
Provider
Meetings Screening

Cycle duration weeks
Visits per subject:

Screening period: !:l weeks
Screening visits per subject:

2] [Treatment A I

Assignment

ollow subjects for: 3
mpleted subjects followed: %

Labor Enrolled subjects:
Costs FSFT/FPFT Date: | 09/28/21 CRF pages/screened subject: CRF pages per subject: First follow-up occurs after: E’ weeks
Payments Enrollment period: 300 weeks 'g Screen failure rate: | 35.00| %4 Number of cycles: E () Follow-up visits occur every: weeks
Summa — . j i s .
i J |Treatment B | Screening period: I:] weeks S E' Follow subjects for:

Reports : . . . : . .

P Enrolled subjects: Screening visits per subject: e % completed subjects followed: | 100.00| %

FSFT/FPFT Date:| 10/28/21 CRF pages/screened subject: Elissmacdecsase pages; First follow-up occurs after: veeks
. , Subj d te:| 35.00| % ’
Enrollment period: 300 weeks '&) Screen failure rate: % | pieck Clop rate 2 Follow-up visits occur every: veeks v
Total Subjects: PASD: 05/01/21 FSFV: 08/31/21 LSFV: 08/30/27 FSFT: 09/28/21 LSFT: 09/27/27 FSLT: 12/08/21 LSLT: 01/07/29 FSLV: 12/08/21 LSLV: 02/02/31
17 © 2021, Oracle and/or its affiliates. All rights reserved.




LocationZ & . TreatmentZ & DFEHIaFR— FDRIIREHEZEELETT

- § cost model
Edit Treatment A X
_ O
CLEARTH
Subjects Enrollment Screening Treatment Follow-up Schedule Grants Notes
Edit Re4 7 Logout |
1| ~Subjects Details 1
Edit P : otes
HName: ITreatment 2 Manage FSFT date: () By Treatment (@ Per Location =
. Enrolled subjects: FSFT/FPFT Date: 07/26/21 0 \
et Enrollment period: 2,293 days
Site - —
Treatm{| | LOcatlon — t 'ﬁ
=R LE
Data ~Location-specific Assumptions FS FT E 171- E B I
Monitori Location # Subjects FSFT Date ® Enrollment Period &® LSFT Date ar]
Providerl| | Germany 10/27/21|[=] @ 2,200|days 11/04/27 0.01
Meeting{l | uk 09/20/21] [ @ days 08/19/27 0.03
Assignm USA 07/26/21 i) days 04/25/27 0.03
Labor
Costs
Paymen 0 —_ -3 'ﬁ
-~ )
Summaij| LOcatlzn — & "/l:l T
l,jS
Reports F?Iﬁ yl:l E E &E
11/04/27 0.02

Copyright © 20271;0ra

€ Corporation and;/or arnates. A g eserved.
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o Edit Treatment A

§ cost model
X

ar]

 CLEARTH
Subjects [ Enrollment } Screening Treatment Follow-up Schedule Grants Notes
Edit Rep _
] Options \
Edit P Manage enroliment distribution values: () By Treatment (@ Per Location
Overvie Location: | USA v|
Locationy Enroliment distribution: ICustom VI
Site Distribution resolution: () Quartiles @ Weekly
Treatm
Data rLocation-specific Assumptions "
Monitori
All subjects have been allocated
Provider] . :
Period Week Of Subjects Percentage
Meeting A
: Week 1: 09/28/21 25.0 %
Assignm
Week 2: 10/05/21 [ 9 0.0 %
Labor
ke Week 3: 10/12/21 25.0 %
paymen Week 4: 10/15/21 25.0 %
Summa Week 5: 10/26/21 [ 0.0 %
Reports Week 6: 11/02/21 [S—— 0.0 % ad
Total 4 subjects 100.0 %
Clear Custom Values
\ 7
Subjects [ Cancel J ok J

Copynight © 20

ights reservea.
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Edit Treatment A
o

§ cost model
g cost mode

CLEARTH
Subjects Enrollment Screening I Treatment Follow-up Schedule Grants Notes
Edit Rep . . i Logout
~ || gScreening Details \ e
Edit P Screening period: days Screening visits per subject: CRF pages/screened subject: I:il =
Qvervie ) : -
Screen failure rate: % A Number of subjects to screen: 18

Locationf( J

Site rLocation-specific Assumptions \

Treatm Location Screen failure rate Number of subjects to screen

Data Germany 35.00| % 4 5

Monitori UK 35.00( % 4 5 ar]
brovidal| | oA % A& 2

Meeting

Assignm

Labor

Costs

Paymen

Summa

Reports

20 © 2021, Oracle and/or its affiliates. All rights reserved.
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O Edit Treatment A

§ cost model
X

CLEARTH
Subjects Enrollment Screening I Treatment l Follow-up Schedule Grants Notes
Edit Rep|[ ¢ TTeatment Detars Yl Logout
. Treatment duration: days Visits per subject: CRF pages per subject: 170 -—
Edit P Notes
= Subject diary pages: E QOL pages: Pharmacoeconomic pages:
Overvie =
Location Subject diary is electronic: () Yes @ No Lab/Diagnostic tests/subject: Cohort escalation reviews: [:
Site Number of cycles: |:| Subject drop rate: % Subjects expected to complete all study visits: 6
Treatm Monitoring minutes per CRF page: 10.032 LSLT/LPLT Date: 08/26/27
Data ] . .
1| rLocation-specific Assumptions 3
Monitori ar]
T Enrolled subjects Subject drop rate Subjects expected to complete all study visits
Meeting Germany 3 40.00| % 2
Assignm| UK 3 35.00( % 2
Labor Usa - % 2
Costs
Paymen
Summa
Reports
& v

21 © 2021, Oracle and/or its affiliates. All rights reserved.
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§ cost model
O Edit Treatment A X

CLEARTH
Subjects Enrollment Screening Treatment I Follow-up \ Schedule Grants Notes
Edit Rep Logout
~ || gFollow-up Details \ .
Edit P . : : Notes
Follow subjects for: I 1o4| [ weeks v Percent of completed subjects who will enter follow-up: 100.00| %

Overvie Follow-up drop rate: 35.00| % First follow-up occurs: [:l weeks after last treatment visit 8
Locabion Number of subjects expected to complete follow-up: 3 Follow-up visits occur every: [:I weeks

Site CRF pages per follow-up visit: QOL pages per visit: [j

bbby, Subject diary pages per visit: I:’ Pharmacoeconomic pages/visit: [:l

Data

LSLV/LPLV Date: 12/09/29

Monitori]| | J ar]
Provider|| -Location-specific Assumptions )

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

Assignm| Germany 40.00| o 1

Labor UK 35.00| % S

Costs USA 35.00| % 1

Paymen

Summa

Reports

Close

22 © 2021, Oracle and/or its affiliates. All rights reserved.
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CLEARTI

Edit Rep

Edit P

/4.

- 4
—— o F .

7177

Qvervie

Location|

Site

Treatm

Data

Monitori

Provider

Meeting

Assignm

Labor

Costs

Paymen

Summal

Reports

ADEDY NRFTa—)L, BE. T#

~l

684.915

547.936

Total screening visits: 4

Total visits per subject: 128

3.33| %

3.33| %

%

Edit Treatment A ugeCst model
Subjects Enrollment Screening Treatment Follow-up Schedule Grants Notes
Logout
-Subject Treatment Schedule \ EE—
Use example grant amount: () Yes @ No Notes
Week Number of CRF Pages Monitoring Time (minutes) Percent of Grant EN
B
7
i
.
[ &
- =

Total: 100.00 %

Displaying weeks -4 to 100 of 132
Clear CRF Defaults | Restore CRF Defaults

Clear Grant Overrides

View Last 28 weeks

Copyright © 2

U Ooracie orporation ana/o

’
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.g—

§ cost model

Logout

P

ar]

Edit Treatment A X
_ Ol
CLEARTH
Subjects Enrollment Screening Treatment Follow-up Schedule Grants Notes
Edit Rep
~ || rSubject Treatment Schedule \
Edit P Use example grant amount: () Yes @ No
Overvie Percent of Grant
— s -
P : HER)—FAFRYALDIL | [ oed %
z N — | — A
2 NRRICEENFTT |
Treatm | ) - |
Data
11 30 R %
Monitori
oy 12 %
rovider
: 289.921 0.75| ¢
TEer [ 289.521] Z
Assignm R %
Labor S %
S JEE— X
Costs Total screening CRFs: 35 Total screening visits: 1
Paymen »tal treatment CRFs: 2,948 Total : 68
Summa
Reports Total CRFs per subject: 4,033 Total visits per subject: 174 Total: 100.00 %
Displaying weeks -4 to 100 of 192 View Last 88 weeks
Clear CRF Defaults | Restore CRF Defaults | Clear Grant Overrides
Copynight © 20271, Oracle Corporation and;o q erved.
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TreatmentZ & . LocationZ & [CGrantsDEEEZEE L FT

O Edit Treatment A

CLEARTH
Subjects Enrollment Screening Treatment Follow-up Schedule l Grants ] Notes
Edit Rep
|| ¢Grants Details "
Edit P . . : ; = r ;
Avg Grant/Subject Payment/Screen Failure % Screen Failures Paid For Stipend Per Screen Failure
Overvie
Germany 14,225.00| EUR 225.00| EUR 375.00| USD 100.00| %% 1,200.00| EUR
Location
UK 12,500.00| GBP 175.00| GBP 375.00| USD 90.00| % 1,175.00| GBP
Site
USA 10,500.00| USD 125.00| USD 375.00| USD 100.00| % 1,000.00| USD
Treatm
Data
Monitori
Provide
Meeting
Assignm|
Labor
Costs
Paymen
Summa
Reports
Close [ Ok "
Copyright © 2027, Oracle Corporation and/or 1ts arfiiates. Al rights reserved.
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o

CLEARTH
Edit Rep

Edit P

Overvie

Location

Site

Treatm

Data

Monitori

Providen]

Meeting

Assignm

Labor

Costs

Paymen

Edit Treatment A

Subjects Enrollment Screening Treatment Follow-up Schedule Grants Notes

Summa

Reports

Dose escalation phase of the study using the combination of ML-44598 with ML-4422.
For this dose escalation phase a rolling 4 arm design has been chosen staggered to start every 30 days. Dose assignment will be based on the number of patients currently enrolled in the cohort, the number of dose
limiting toxicities (DLTs) observed, and the number of patients at risk for developing @ DLT. Once the MTD has been exceeded the cohort at the next lowest dose level will be expanded to 10 additional patients.

Copynight ©®

Enter any additional information about this treatment in this field m “
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USA, Germany, UK, n=30 for Imaging with 11C in Breast Cancer (Marlinostat)

This plan is using the 5.9 cost model

B

-

2,544,520

0
5,889,841

0

0

0
2,544,520

0

0o

ORACLE Phase I (Oncology/Vaccines) / Protocol ID: MP17_14
CLEARIRIAL COUD SERVICE Indication: Oncology / Breast Cancer
Edit Report Maintain Admin Help ,r b I\ N ‘ j: o I J ~ | ogout
NANWAS=2EFT7T)F5—23
Edit Plan - é ) -
— vER, LIR—FTEHFINT,
MR Specify the payment schedule for each provider. Note that the amounts shown include inflation and discounts. J: [, iE ‘ - 7’-\ L L, 7‘—
3 S d~ ~ 0
Locations 5
Filter
Site Show: [] excluded milestones //I
Treatment
Data % 5 ;
Set Payment Terms Edit Recurring Payments Add Miles*_ clude Milestone Exclude estone Delete Milesto
Monitoring
- All monetary values are displayed in US Dollar (USD)
iDL Milestone Inv. Date Major CRO
Meetings : : : 2
9 []  First Subject/Patient First Treatment (FS 09/28/21 15.00| % 2,944,920
Assignment
9 [[]  Agreement on Statistical Analysis Plan (SAP) 10/08/21 o 0
Labor
[]  First Subject/Patient Last Treatment (FSLT) 12/08/21 30.00| 9% 5,889,841
Costs
[J  First Subject/Patient First Follow-up (FSFFU) 12/18/21 o 0
Payments
= [[]  First Subject/Patient Last Visit (FSLV) 05/05/25 o 0
ummary
[J  Last Subject/Patient First Visit (LSFV) 08/30/27 % 0
Reports
[ Last Subject/Patient First Treatment (LSFT) 09/27/27 15.00| % 2,544,520
[J  Last Subject/Patient Last Treatment (LSLT) 01/07/29 9% 0
[(]  Last Data Query Resolved (QRY) 01/17/29 | o_ool o 0
Budget Total 100.00 % 19,632,803

19,632,803

Copyright ©® 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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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
CLEARTRIAL CEOUD SERVICE Indication: Oncology / Breast Cancer
Edit Report Maintain Admin Help Welcome, Leyla badakhshanian | Visit Oracle Help Center | Logout
Edit Plan [ Notes ]
Overview ~¥ Project Management \ In
L Reduce Project Management effort during Follow-up by:
Site
Number of newsletters: |:| will there be an ICF Video?: (O Yes @ No

Treatment
Data Number of years to archive data: Number of online EDC training sessions:
Monitoring ~¥ eTMF (Electronic Trial Master File) \\ .
Provider Number of eTMF Country/Region Files: A 2l
Meetings g
e Number of months for the Vendor to archive the eTMF: D “ o

ssignment \ N 7]' —_— ) -
Labor ~¥ Medical Writing / Timelines L L \ 9 Z 7 0) 7": &2!: —
Costs . . . 2

Number of pages in the Investigator Brochure: 125 PM % T% % *ﬁ:\ ﬁ . %{E [J\
Payments
Summary Days from LSLT/LPLT until Database Lock: Days from Datab = -
Reports Database Lock date: 02/25/2% Stat Report date: 04/01/29
Days from Database Lock until Draft Report due: Days from Database Lock until Final Report due: 106
Draft Report date: 05/06/29 Final Report date: 06/11/29

\

J

rv End of Study
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4% Project Management Week prior to FSFT

% Project Management We

&

4% Project Management Week after FSFT

- Follow-up

Follow-up - Manage quality assuranc

503X FETILTIE, PMEHK%
3 DMMajor TaskIZ$E L F L 1=,

Follow-up - Manage project personnel (excludes data manag

Follow-up - Manage CRO/sponsor interactions
Follow-up - Manage information support functions
Follow-up - Manage administrative support functions

Follow-up - Report study status

Follow-up - Report on milestone tracking, monitoring quality, and performance

Follow-up - File all data

Follow-up - Make payments to investigators

Follow-up - Maintain EDC

Follow-up - Manage interaction with affiliates

Follow-up - Manage third-party vendors

Follow-up - Review and approve invoices and study costs
Follow-up - Manage sponsor's CTMS

Follow-up - Manage safety processes

¥ eTMF Maintenance

«&' SAE Processed

[ |
|

L

Project Management Week —

—

Follow-up® T 7 # JL kTask

ollow-up

nit of Measure: Week

Dis| v
v
WeEW Task e SOl i) e b i) it i)
Task Name Assignment Group Summary Category

[] Follow-up - Manage quality assurance activities

[] Follow-up - Manage project personnel (excludes data manage...

[] Follow-up - Manage CRO/sponsor interactions
] Follow-up - Manage information support functions
[] Follow-up - Manage administrative support functions

] Follow-up - Report study status

Fallcie v L e O e T b TSP PR

Quality Assurance

Project Management
Project Management
Project Management
Project Management

Project Management

Project Management / Study Ov...
Project Management / Study Ov...
Project Management / Study Ov...
Project Management / Study Ov...
Project Management / Study Ov...

Project Management / Study Ov...

-

Please specify a name for this Major Task

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




¥142 X% : Site Management Week Follow-up Labor Fees
~
- 59X METITIK, 14+

Task Search... - 7
. ~ . BIRZETEF3DMNDMajor TasklZ

Medical Monitoring - Follow-up i \*E
Subject Monitored 7] = L/ i L/ T—

& Cohort Escalation Review
' Monitored, Clean CRF Page :

' Onsite Monitoring Visit - Non-SDV Activity

g

¢ | Activities related to managing a site during follow-up. These are activities that occur at a central location
for the monitoring CRAs (only in house activities). Does NOT include monitoring.

' Phone-based Monitoring Visit nit of Measure: Site Week (Medical Monitori...

Site Management Week -

Follow-up® 7 7 # JL kTask

' Separate Drug Accountability Visit
 Site Management Week - Startup

/' Site Management Week - Treatment

.+ Site Management Week -

- 42 Manage study site during—=*
Site Management Week - Follow-up

- - 48 Manage/pay central labs'wormgTromovwup [PPSO T — cisadanaia i ol [T P —) i’ oo dacie

H P ¢g¢ Conduct weekly telephone communication with site staff during Follow-up Task Name Assignment Group Summary Category

] ' Newsletter Prepared [} Manage study site during Follow-up Site Monitoring/Management Clinical Monitoring, Closeout, and ...
3 ' Query Resolution - by Monitor [C] Manage/pay central labs during Follow-up Site Monitoring/Management Clinical Monitoring, Closeout, and ...
] ' Interim Analysis [} conduct weekly telephone communication with site staff during Foll... Site Monitoring/Management Clinical Monitoring, Closeout, and ...

& Quality Assurance - Site Audit
4 Annual Drug Safety Update Report (DSUR)

' Site Close-out Visit

30 © 2021, Oracle and/or its affiliates. All rights reserved.




Medical Monitoring Labor Fees®D B ¥

Task Manager X
|T:35':3553'C‘"-~ I = § I Medical Monitoring - Follow-up

[ /¥ Data Entry Screen Developed = Major . . . o

- & RS setup Medical Monitoring/\Site :

[ ...... & Subject/Volunteer Randomized Ma nagementh\ [5 zi g 0) - — ' e t
[ ..... ¢ Project Management Week prior to FSFT Majo r TaSk ' : *z@] L, i L, 7(_: u qu judg 5

' Project Management Week after FSFT

" Project Management Week - Follow-up

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

' €TMF Maintenance

Medical Monitoring -
Follow-up® 7 7 #+ JL
k Task :

' SAE Processed

Display this Major Task: after
' Expedited Safety Report Completed

' Medical Data Listing Review

" Medical Monitoring

+ Medical Monitoring - Follow-up [EINEW g —aitl o
{48y Medical Monitoring during follow-up Task Name Assignment Group Summary Category
i ¢ Subject Monitored [[] Medical Monitoring during follow-up Site Monitoring/Management Clinical Monitoring, Closeout, and Site Audi...

' Cohort Escalation Review

' Monitored, Clean CRF Page

- ¢4 Onsite Monitoring Visit - Non-SDV Activity
[ ~~~~~ % Phone-based Monitoring Visit

[ ------ " Separate Drug Accountability Visit

[ ------ & Site Management Week - Startup

31 © 2021, Oracle and/or its affiliates. All rights reserved.




i L L\End of Study (EOS) D15

J+0—7v7J

~
USA, Germany, UK, n=30 for Imaging with 11C in Breast Cancer (Marlinostat) (LS LT+1) 75\ b I; ﬁ%g T stimade)
ORACLE Phase I (Oncology/Vaccines) / Protocol ID: MP17_14 - | —
CLEARTRIAL CLOUD SERVICE Indication: Oncology / Breast Cancer i —C: (\%ﬂi a %) %ﬁ L/ ll \
== =/ 2=
Edit Report Maintain Admin Help / EOS O) Idl:l% E % E ﬁ L/ i Logout
Edit Plan / l E
Overview ~ -
¥ End of Study / N
Locations
e Wil there be a Supplemental CSR?: @ Yes () No Reduce effort for Supplemental CSR by: 75.00| %
Treatment Days from LSLV/LPLV until Database Lock (EQS): Days from Database Lock (EQS) until Statistical Report (EOS) due:
Data Database Lock (EQS) date: 03/23/31 Stat Report (EOS) 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: 05/01/31 Final Report (EOS) date: 07/07/31
Meetings Days from Final CSR (EOS) to Study/Budget End Study/Budget End date: 08/06/31
Assignment ) ‘
Labor ~w¥ Safety and Medical Management \
Costs SAE rate as a percent of randomized subjects: % S SAEs
Payments Hours medical monitor will spend with each SAE:
Summary Expected percent of SAE Reports to be expedited: % 1 expedited SAEs
Sops Provide data to the DSMB: I Monthly Vl
From: | First Subject/Patient First Treatment Vv | 09/28/21
Until: I Last Subject/Patient Last Treatment VI 01/07/29
w VRS (Interactive \loice Resnonse Svstem) . X

[ Ganeel B Save et
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Task Manager

¥142 X% : End of Study Labor Fees

m

gl w

o
)

el

o

o
7

G % HHh & % % % %% % e %H%e%%e%

Site Close-out Visit by Phone
Third-party Data Import

All Data Cleaned and Database Locked
Data Transfer

Final Data Audit

Issued Unique Summary Table

Issued Unique Summary Listing
Issued Unique Summary Figure/Graph
Issued Repeat Summary Table

Issued Repeat Summary Listing
Issued Repeat Summary Figure/Graph
Stat Report

Draft Report

Final Report (CSR)

€TMF Close-out

Prepared Publication

End of Study Database Locked

End of Study Stat Report

End of Study Draft Report

End of Study Final Report (CSR)

End of Study Database Locked
Major Task Details ‘ Adjustments Distribution

Name: End of Study Database Locked

=1 End of Study® T
7 # )L FTask

Display this Major Task: En

Description: | Activities reguired to get clean data, prior to a database lock.

Unit of Measure: CRF Page (Total w/ Drops)

Task Name
al o8ta coding (during follow-up)
Annotate CRFs to database specs (during follow-up)
[] conduct query resolution (data group, during follow-up)

[C] Prepare information for DSMB reporting (during follow-up)

Please specify a name for this Major Task

Copyright © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Assignment Group

Summary Category

Data Management Data Management

Database Programming Data Management
Data Management Data Management

Database Programming Data Management
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MOH/FDA Delay® E i

USA, UK, Japan, n=90, 3 centers for Imaging with 11C in Breast Cancer (Marlinostat This plan is using the 5.5 cost model
OR Choose Locations X
CLEARTRIAL
_Edit  Report] Region Country Primary Language Primary Currency MOH/FDA Delay | Logout
Edit Pla (| USA, Canada, Australia/New Zealand 70 = Re——
A li li li
eI O ustralia English Australian Dollar
Locations O e 5
- () New Zealand —_ 45
- _ thisk = & MMOH Delay®
Treatment| |U Puerto Rico RN 7 }l/ I\ 1_5 ‘j: 2021 120
Data USA 7 j_ I_ ~ E 30
—_> =
Monitoring| L[| Western Euroe & Japan 'g ]Eﬁ é h 6 i’miﬂj%” 0) Ex%ﬁ 0 =
Provider Choose the template or plan from which to import location-specific overrides iﬁ%] JIN E - ﬁ E %ﬁ é
= DIRFNEEIZHE - T
eetings *L —C \ i j—
Assignmen Show: @ Templates (O Plans  with names like: L o
Labor
Last Modified

Costs

ClearTrial Defaults Any Phase --- --- ---
Payments
Summary
Reports

Close ———

Copyright © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Data Management Resource D E i

CLEARTRIAL CLOUD SERVICE
Edit Report Maintain Admin Help Welcome, CT Product | Visit Oracle Help Center | Logout
Resources
Filter
Show: (O All Resources (@ Active Resources Only (O Resources matching filter: IMy Filter VI Modify Configure List Options

Last Modified Last Modified By
O DMO1 - Data Coordinator 11/10/06 12:00 AM Administrator, ClearTrial i
O DMO2 - Data Entry Clerk 11/10/06 12:00 AM Administrator, ClearTrial
[J  DMO3 - Data Manager 11/10/06 12:00 AM J
[] DMO04 - DM Programmer 11/10/06 12:00 AM 7_—“ 7 7]- )l/ I\ 0) Data
O DMO6 - Senior DM Programmer 11/10/06 12:00 AM
O DMO7 - EDC Help Desk Support Specialist 06/18/11 12:00 AM M a n ? ge m e nt Reso u rces
@) DMO8 - EDC Help Desk Manager 06/18/11 12:00 AM 75\ E ¥ﬁ é *L i L’ T:
(]  DMOS - EDC Trainer 06/18/11 12:00 AM
O DM10 - Senior Director, Data Management 11/10/06 12:00 AM Administrator, ClearTrial
J DS01 - Medical Monitor 11/10/06 12:00 AM Administrator, ClearTrial
O DS02 - Medical Associate 01/05/16 12:00 AM Administrator, ClearTrial
O GAO1 - Records Clerk 11/10/06 12:00 AM Administrator, ClearTrial
—

oann o do 28 14 lanine an.nn ans A i s ol Tl
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Task Manager

Data Management Labor Update

Y

4

¥ Unique CRF Page Developed

¢ Design CRF page (or EDC equivalent)
------ 4. DMO3 - Data Manager

------ 4 DMO6 - Senior DM Programmer
¢3¢ Review CRF (or EDC equivalent)

------ & CRO1 - Clinical Research Associate
~~~~~ 4. DMO3 - Data Manager

------ 4. STO01 - Junior Biostatistician

¢57 Write and approve instructions for CRF pag

------ 4. DMO3 - Data Manager

¢ Create database edit specifications

------ 4. DMO3 - Data Manager

------ 4. DMO6 - Senior DM Programmer

' Meetings - Kickoff Meeting
’ Meetings - Investigator Meeting

' Meetings - Face to Face Meeting

i Meetings - Status Update to Sponsor

4 Meetings - Internal Team Meeting

Unique CRF Pag

------ 4. CRO2 - Senior Clinical Research Associ:

------ 4. DM10 - Senior Director, Data Managen

Unique CRF Page Distribution

" Developed® % &

HFLELT

E)Y—X ~
ment, design, and approval of the Case Report Form (CRF).

s centralized

Unit of Measure: Unique CRF Page

Display this Major Task: | after VI I Protocol Amendment per Location v
Wew Task e — \—— o i— S——————ibaia—
Task Name Assignment Group Summary Category
("] Design CRF page (or EDC equivalent) Subject Document Preparation Data Management
[[] Review CRF (or EDC equivalent) Subject Document Preparation Data Management
[] write and approve instructions for CRF page {or EDC equivalent) Subject Document Preparation Data Management
[} Create database edit specifications Subject Document Preparation Data Management

Please specify a name for this Major Task

Copyright © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Data Management Labor® & ¥

Task Manager

ITase Search...

A

4

4

. Database Designed

L

(& ]
a

45 Create database design specifications

DMO1 - Data Coordinator

DMO3 - Data Manager

------ 4. DMO04 - DM Programmer

DM10 - Senior Director, Data Managen

STO1 - Junior Biostatistician

- f. ST02 - Senior Biostatistician

Build the study database
------ & DMO1 - Data Coordinator
------ 4. DMO3 - Data Manager

------ 4. DMO04 - DM Programmer

DMO6 - Senior DM Programmer

44 Data Entry Screen Developed

¢5 Design data entry screen
4. DMO3 - Data Manager

- 4 DMO6 - Senior DM Programmer

¢g7 Program data entry screen

i § DMO4 - DM Programmer

49 Conduct UAT and validate EDC system =

Unique CRF Page Developed

Major Task Details ]

Adjustments Distribution

Display this Maj

Database Designed,
Data Entry Screen
Developed® 2 X 4
EVY—REEHL
L1

-

|approval of the Case Report Form (CRF).

Unit of Measure: Unique CRF Page

-

Task Name

=l aS! LOpY 13S

[] Design CRF page (or EDC equivalent)

[[] Review CRF (or EDC equivalent)

[T} write and approve instructions for CRF page (or EDC equivalent)

[] cCreate database edit specifications

Assignment Group

Subject Document Preparation
Subject Document Preparation
Subject Document Preparation

Subject Document Preparation

Summary Category
Data Management
Data Management
Data Management

Data Management

Copynight © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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USA, UK, Japan, n=90, 3 centers for Imaging with 11C in Breast Cancer (Marlinostat)
Phase I (Oncology/Vaccines) / Protocol ID: MP17_14

ORACLE

CLEARTRIAL CLOUD SERVICE

Edit Report Maintain

Admin Help

=

Indication: Oncology / Breast Cancer

Welcome, CT Product |

Visit Oracle Help Center |

This plan is using the 5.9 cost model

Logout

Edit Plan | totes |
Overview ~¥ eTMF (Electronic Trial Master File) v B
Locations S0
Number of eTMF Country/Region Files: < Number of eTMF Site Files: E
. NS
. eTMFODIE B A%iE
Number of months for the Vendor to archive the eTMF:
L ‘ mEnxELT
=

Data ~¥ Medical Writing / Timelines = +
Monitoring Number of pages in the Investigator Brochure: 125 Number of manuscripts: [:O—I
Provider
Meetings Days from LSLT/LPLT until Database Lock: Days from Database Lock until Statistical Report due:
Assignment Database Lock date: 07/20/23 Stat Report date: 08/24/23
Labor Days from Database Lock until Draft Report due: 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 () No Reduce effort for Supplemental CSR by: %

Days from LSLV/LPLV until Database Lock (EOS): Days from Database Lock (EOS) until Statistical Report (EOS) due:

Database Lock (EQS) date: 09/14/23 Stat Report (EOS) date: 10/19/23
Days from Database Lock (EQS) until Draft Report (EQS) due: Days from Database Lock (EQS) until Final Report (EOS) due: 106

Please indicate the data collection method for this study m [ Save

Copyright ® 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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eTMFa X FDFEHT - #15

USA, UK, Japan, n=90, 3 centers for Imaging with 11C in Breast Cancer (Marlinostat)

ORACLE

CLEARTRIAL CLOUD SERVICE

Edit Report Maintain Admin

R R

Phase I (Oncology/Vaccines) / Protocol ID: MP17_14
Indication: Oncology / Breast Cancer

This plan is using the 5.9 cost model

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 ]
i [ New ] '
Data
o All calculated costs and adjustments are displayed in US Dollar (USD)
Monitoring -
Calculated Adjustment
Provider g
Meetings [[]  shipping - Central Lab Test Kits CT Product -- -- --
Assignment [(]  stability Studies Fees & Expenses CT Product -- -- --
Labor [[]  Subject Stipends - Enrolled CT Product 90,000.00 - 90,000.00
Costs [[J  sSubject Stipends - Screen Failures CT Product 9,000.00 -- 9,000.00
Payments (]  TMF Archival Major CRO 6,000.00 -- 6,000.00
Summary (] TMF Shipping o 00 -- 225.00
Reports [[]  Translation Services - 3rd Party CT Produ ETM F @ / \ Z Z )l/ - -- --
-
[CJ  Travel - Monitoring Travel Expenses Major CRO : x I\ % ] E j]u 00 -- 233,667.00
[]  Travel - Other Travel Expenses Major CRO -- -- =
Total: 1,781,588.51 0.00 1,781,588.51

Copyright © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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eTMFa X FDFEH - #15

ORACLE

Edit

CLEARTRIAL CLOUD SERVICE

Report Maintain Admin Help

Resources

Filter

Show: (O All Resources @ Active Resources Only

(O Resources matching filter:

My Filter v| Modify

L HOEROEROULRONLNOELREORLN]

PV03 - Safety Database Administrator
QAO01 - Quality Assurance Manager

QAD2 - Quality Assurance Auditor

RGO1 - Regulatory Submissions Specialist
RGO2 - Regulatory Submissions Manager
RGO3 - Director Regulatory Affairs

STO1 - Junior Biostatistician

ST02 - Senior Biostatistician

STO3 - Statistical Programmer

STO04 - Director Biostatistics/Data Management
TMFO1 - TMF Manager

TMFO02 - TMF Coordinator

01/05/16 12:00 AM
11/10/06 12:00 AM
11/10/06 12:00 AM
11/10/06 12:00 AM
11/10/06 12:00 AM
11/10/06 12:00 AM
11/10/06 12:00 AM
11/10/06 12:00 AM
11/10/06 12:00 AM
11/10/06 12:00 AM
10/02/19 12:00 jaid

TMF®D!') YV —X
Z BN

Last Modified By

Administrator, ClearTrial
Administrator, ClearTral
Administrator, ClearTrial
Administrator, ClearTrial
Administrator, ClearTrial
Administrator, ClearTrial
Administrator, ClearTral
Administrator, ClearTrial
Administrator, ClearTral
Administrator, ClearTrial
Administrator, ClearTrial

Administrator, ClearTrial

© 2021, Oracle and/or its affiliates. All rights reserved.
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eTMFaOX FDEF -FHRFI XY

Task Manager

ask Search...

BN

eTMF Setup

¥ Site ldentihed by Vendor

4. & eTMF Setup

4 €TMF Master File Setup
e @ TMFO1 - TMF Manager

&» €TMF Country/Region File Setup
i &4 TMFO1 - TMF Manager

4 & €TMF Site File Setup

e @ TMFO1 - TMF Manager

v

Pre-study Site Visit

v

& &

Pre-study Site Visit by Phone

"

Site Approved

v

Site Initiation Visit

®

Site Initiation Visit by Phone

& & & %

' Drug Packaging and Supply Audit

.8

Study Drug Shipment Tracked
Completed Statistics & Analysis Plan (SAP)

h & &

.8

Database Designed

Data Entry Screen Developed

18

IVRS Setup

& &

v

Subject/Volunteer Randomized

Project Management Week prior to FSFT

s
.8

-

- Major Task Details l Adjustments

Distribution

\_I

#Major Task

/

“eTMF Setup” & T

udy-specific eTMF instance, including the Master File, Country/Region File(s) and Site File(s) setup.

7 # )L FdDTask

Varies by 10catio

n is centralized

Unit of Measure: Study

Display this Major Task: I after VI I Site Identified by Vendor N
‘ v
New Task | Edtrask  §  Copylask J  Deletefask
Task Name Assignment Group Summary Category
[[] eTMF Master File Setup eTMF Clinical Monitoring, Closeout, and Site A...
[T)] eTMF Country/Region File Setup eTMF Clinical Monitoring, Closeout, and Site A...
[[] eT™F Site File Setup eTMF Clinical Monitoring, Closeout, and Site A...

—opyright © 2021, Oracle Corporation and/or its affiliates. A
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eTMFaOX FDEF -FHRFI XY

Task Manager

|‘~'<=|

' Subject/Volunteer Randomized -

k Search...

€TMF Maintenance

Major Task Details l

Adjustments Distribution

Project Management Week prior to FSFT
Project Management Week after FSFT

Name: I €TMF Maintenance |

Expedited Safety Report Completed
y K ) Task Name
' Medical Data Listing Review

Medical Monitoring

Subject Monitored
[[] eTMF Site File Maintenance

Cohort Escalation Review
Monitored, Clean CRF Page
Onsite Monitoring Visit - Non-SDV Activity

Phone-based Monitoring Visit

[[] eTMF Master File Maintenance

[[J] eTMF Country/Region File Maintenance

' Project Management Week - Follow-up Description: |The ongoing maintenance of eTMF Master, Country/Region and Site Files.
4. & eTMF Maintenance
- 45 €TMF Master File Maintenance %ﬁ 7 7 z
I i TMFO1 - TMF M a] or Ta Sk cation is centralized Unit of Measure: Month
------- 2 1 - TMF Manager
! NS eTMF
- 497 €TMF Country/Region File Maintenance . 7 t —_—
i @ TMFO2 - TMF Coordinator M a] nte na n Ce J Jroject Management Week - Follow-up v
4... o5 eTMF Site File Maintenance J 7 T )l/ I\ 0) TaSk S
~~~~~~ L. TMFO02 - TMF Coordinator
H S Rieesced SERE 0 o )\ S ) oL i)

Assignment Group Summary Category

eTMF Clinical Monitoring, Closeout, and Site A...
eTMF Clinical Monitoring, Closeout, and Site A...
eTMF Clinical Monitoring, Closeout, and Site A...

Copyright © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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eTMFaOX FDEF -FHRFI XY

Task Manager

’T.as

BN

K

' Issued Repeat Summary Figure/Graph
" Stat Report

* Draft Report

* Final Report (CSR)

4. & eTMF Close-out

€TMF Close-out

Major Task Details l

Adjustments

Distribution

L [eTMF Close-out

‘. § TMFO2 - TMF Coordinator

457 €TMF Country/Region File Close-out
E &L TMF02 - TMF Coordinator

i 457 €TMF Master File Close-out

------ & TMFO1 - TMF Manager

' Prepared Publication

* End of Study Database Locked

* End of Study Stat Report

* End of Study Draft Report

* End of Study Final Report (CSR)

* EDC Help Desk
“ EDC Training

' Sponsor Oversight

- New...

L
H ‘ ----- ¢57 €TMF Site File Close-out \ =

HMajor Task “eTMF
Close-out” T 7 #
JU kTask

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

is centralized

Unit of Measure: Study

bort (CSR)

New Task

Task Name
[[] eTMF Site File Close-out
[C] eTMF Country/Region File Close-out
[T] eTMF Master File Close-out

Assignment Group
eTMF
eTMF

eTMF

Summary Category
Clinical Monitoring, Closeout, and Site A...
Clinical Monitoring, Closeout, and Site A...

Clinical Monitoring, Closeout, and Site A...

Please specify a name for this Major Task
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Study Phaseh% BN EE L 7= : Phase | (Patients)

CLEARTRIAL CLOUD SERVICE
Edit Report Maintain Admin Help Welcome, CT Product | Visit Oracle Help Center | Logout
Create Study
-General Information \
Study Name: IPhase I Active Chron's Disease Patients of CT-X13 I Protocol: ICT-X13 1.6
Product/Compound: I Xinfliximab V| Phase: | I (Patients) v
Sponsor: | CT Product v| Status:
Billing Code: | | 1 (Healthy Volunteers)

rTherapeutic Area & Indication

\

Therapeutic Area: I GI v
[[] Substitute the names below for therapeutic area and indication
Therapeutic Area (Alias): Ing
rDescription/Notes

An Open-label, Randomized, Parallel-Group, Phase I Study to Evaluate Pharmacokinetics, Efficacy and Safety between Subcutaneous CT-X13 and Intrg

\

Please choose the appropriate Phase for this study

Copyright ® 2021, Oracle Corporation and/or its affiliates. All rights reserved.

1 (Oncology/Vaccines)

11

IIa

11b

III

IIIa

11Ib

IV with IND

IV no IND

—

—————— A4

h Create Plan
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Cost Model/S\—< 3 UHTemplate ListEHEICT 7+ )L F TREShET

ORACLE
CLEARTRIAL CLOUD SERVICE

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

Templates

Filter
[Show: (O All Templates @ Active Templates Only () Templates matching filter: I My Filter Vl Modify Configure List Options
Template Name a Phase Therapeutic Area Indication Cost Model
O Breast Cancer Oncology Template I (Oncology/Vaccines) Oncology Breast Cancer 5.9

Copyright © 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Plan ListEE[ZCalculated CostMERTE=AEOICHRYFE LS

Visit Oracle Help Center |

Logout

CLEARTRIAL CLOUD SERVICE
Edit Report Maintain Admin Help Welcome, CT Product |
Plans
My Filter vl Modify l Configure List Ogtronsl
Calculated Cost*

O Active Plans Only

Show: (O All Plans

$27,231,705

Filter
[ @ Plans matching filter:

Study Name Description Status

Plan Name a
Imaging with 11C in Breast C...4 sites, 4 countries, dose esc... Draft

“Configure List Options”
T“Calculated Cost”" D FE R

AREXRELFET

USA, Germany, UK, France, n=40

USA, Germany, UK, n=30

shanian, Leyla

badakhshanian, Leyla

$23,001,280
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Product ListEE A 5 StudyDER DS AIBEICAE Y E L 1=

ORACLE

CLEARTRIAL CLOUD SERVICE

Edit Report Maintain Admin Help

Welcome, CT Product | Visit Oracle Help Center | Logout
Products 1 product is selected clear Remember selections across pages  help
Filter

{Show: (O Al Products @ Active Products Only (O Products matching filter: | My Filter V| Modify Configure List Options
4 |

— . = :

®B Product Name a

— , ProductZ:EiRd 5 &
' Desnptlon ‘ — ‘ Last Modified Create Study % 7 IJ ‘y -
O Marlinostat Martinostat is a histone deacetylase inhibitor (HDACI) th..02/10/21 03:21 PM

Xinfliximab

TNF blocking agent that can treat rheumatoid arthnitis, ... 03/05/21 02:47 PM 7 : % a ;
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ProductD{ERL. ZEHZICStudyDERMAIBEIZAZ Y F L T-

ORACLE

CLEARTRIAL CLOUD SERVICE

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

Edit Product

~—Product Details

Product ID: I CT-X13| I Name: | Xinfliximab

Description: | TNF blocking agent that can treat rheumatoid arthritis, psoriatic arthritis, ankylosing spondylitis, Crohn’s disease, plaque psoriasis, and ulcerative colitis.

ProductD{ERL/¥RE H

& . Product ListiE @&

TStudy D ERL AV AT BE (=
Y ELT-

Please specify the Product ID (example: AB-12345) [ Save | Create Study
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LocationsiEIE D Translations TAll Documents™MT 7 #JL F TRIREShFT

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
CIEARTRIAL CLOUD SERVICE Indication: Oncology / Breast Cancer
Edit Report Maintain Admin Help Welcome, CT Product | Visit Oracle Help Center | Logout

Edit Plan [ Notes |

Overview | Add Location(s) e e T R Add Language(s) =move Language(s
Locations
Site
[] Germany 07/24/21 =
Treatment rn &
J UK 07/24/21 = =
Data All Documentsh\ 7 7 #
T USA 05/29/21 *
Monitoring - }l/ I\ _GL‘;E *R é ;h-' i d
Provider
Meetings
Assignment
Labor
Costs For 3 location(s), Total/Avg:
Payments
Language Dialects/Vanations Document Translations
Summary
= = German @ All Documents () No Documents () Specified Documents
eports
Number of Translations/Dialects 1

Select this choice if you want to plan to translate all documents for this language m

Copyright ® 2021, Oracle Corporation and/or its affiliates. All rights reserved.
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Sitelf [l M Grant PaymentsIZXILEH DA T 3 vtEmMEshEz L1

This plan is using the 5.5 cost model

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

ORACLE Phase I (Oncology/Vaccines) / Protocol ID: MP17_14
CLEARTRIALCLOUD SERVICE Indication: Oncology / Breast Cancer
Edit Report Maintain Admin Help Welcome, CT Product | Visit Oracle Help Center | Logout
Edit Plan Notes
. R -~
Ovenyiew Percent of sites requiring a pre-study site visit (in-person): 110.00( % 3 sites
Locations .
Percent of sites requiring @ phone-based pre-study site visit: % 0 sites
Site
Treatment
Data Percent of sites requiring site initiation visits (in-person): 100.00( % 3 sites
Monitoring Percent of sites requiring only phone-based site initiation: % 0 sites
Provider
Meetings Percent of onsite close-out visits: 100.00( % 3 sites
Assignment Percent of sites requiring only phone-based close-outs: % 0 sites
Labor
Costs
Grant payments frequency: Monthly v
Payments
Number of grant payments per site:
Summary
Reports Weekly
Percent of sites using local monitoring: 0 s . — _ "'F =
Site Z & IMBIZ:H; L\O)’/‘EJX %
I
Quarterly ) = E -d" é G
Percent of sites requiring overhead: 0 sites 4 ra nt payl I lents
7 > E
Averaae nercent overhead: I 25 OOI ° freq ue ncy % | j]u 2
Please choose how often Investigator Grant Payments will be made m
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I 4 7 - . S
_ | W Y - o I F?/’SL' /fr.ﬁ(/ I/ = - S XA

<TreatmentE E>Manage FSFT Date CPer LocationZ&ER L TLV5FRIZ.
EEESLIEZVVT7PLTTI7HIMIREET

z § cost model
Edit Treatment A X
Ol
CLEARTH
Subjects \ Enrollment Screening Treatment Follow-up Schedule Grants Notes
Edit Rep A Logout
B 1| ~Subjects Details
Edit P : otes
Re ITreatment = Manage FSFT date: () By Treatment (@ Per Location
o ecs:[ 10
: Enrolled subjects: 10 FSFT/FPFT Date:  09/28/21 &
e Enrollment period: weeks
Site
Treatm
Data ~Location-specific Assumptions
Monitori # Subjects FSFT Date & Enrollment Period Enroliment Rate
Provider]

I

Germany _ 11/23/21 B‘ lear Overrides / Restore Defaults ks 01/03/22 2.17
R | | ux [ 3 11/23/21| ] @ [ elweeks 01/03/22 2.17

I

Assignm|| | ,ca :] 09/28/21|[=] @ weeks 01/03/22 1.24

Labor

Costs

Paymen ar]

Summ Manage FSFT DateCPer

Reports LocationhEIR SN TLVBI545.
e MOV E 7 ) v T B EFSFT 1.05
DateD LEZEZV U7 LEFT :

Manage FSFT date
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<TreatmentEH>Managing FSFT Date By TreatmentZ: &R L TUL\5ERIZ.
EEELIEZVV7PLTTI74HIMIREET

Edit Treatment A
)

§ cost model
X

CLEARTH

Subjects l Enrollment Screening Treatment Follow-up Schedule Grants Notes

Edit Rep -
: ~Subjects Details \

Edit P :
M |Treatment & Manage FSFT date: @ By Treatment () Per Location

: Enrolled subjects: 10 FSFT/FPFT Date:| 06/28/21] ] ©
Locationf .
Enrollment period: weeks

Site

Treatm

Data ~Location-specific Assumptions

Monitori|| | [ # Subjects FSFT Date © Enrollment Perixd ® Enrollment Rate
Provider Germany 08/23/21 o = | Clear Overrides / Restore Defaults —
Meeting]| |, 08/23/21 @ 10/17/21 1.63
Assignmy| | ,ca |:] 06/28/21 © weeks 10/17/21 1.08
Labor

— Managlng FSFT date™T By

= Treatment A EIREN T L\éiﬁ a.

Reports TAAVED VYY) T HELEES

& f=Enrollment PeriodD{E % ¥
V)7 LET

ar]

10/17/21
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4 4 & 2
r ,-'4'//$A //J‘x(/ ///)’,"",_». =

Undo7 4 3 > TFSFT Overrides by Location D& EZERXTTEET

o

CLEARTH

Edit Rep

Edit P

Overviel

Location|

Site

Treatm

Data

Monitori

Provide

Meeting

Assignm

Labor

Costs

Paymen

Summa

Reports

Edit Treatment A

Subjects \ Enrollment Screening Treatment Follow-up

Schedule Grants

Notes

§ cost mode

~Subjects Details

Name: [Treatment A

Enrolled subjects:
Enroliment period: weeks

Manage FSFT date: @ By Treatment () Per Locatiof ¥

FSFT/FPFT Date: -

Undo (Restore Overridd

en FSFT Dates)

rLocation-specific Assumptions
Location # Subjects FSFT Dat

Germany 08/23/21
UK 08/23/21
USA [ 4 06/28/21

| E== _1-FSFT DateAATZ7E T B IE(- |

Enrollment Rate

Manage FSFT date% By Treatment|Z

JYEBEZI-5E.

Undoicon& %7 ') v

D94 BHE, LEEZLTUL=FSFT Date
DIE % &5 L TPer Location(ZH] U &

HYFRT

2.17
2.17

1.24

10/03/21

1.86

Copyright © 2
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Mg L ICE=A Y VT HEERET AEEICAMARREINET

USA, Germany, UK, n=30 for Imaging with 11C in Breast Cancer (Marlinostat) This plan is using the 5.9 cost mod
O Edit Per Location Monitoring Schedule X
CLEARTH =
Germany
Edit Rep KL
—_— rMonitoring Methods
Edit P|| Monitoring will be performed: on-site  [] via phone
Overvie y a
= ~On-Site Monitoring Schedule
Location| )
Number of Sites: 1
Site
Monitor every: weeks O until LSLV @ until week I:l (09/13/21) and then...
Treatme
=T Monitor every: weeks O until LSLV @ until week E (09/27/21) and then...
ata
Monitos Monitor every: weeks @ until LSLV O until week
Provide 4 Total visits: 370 Monitoring Travel Strategy:

e “until week” QOEIZ B {FH
e RESNBHOT, HWHT
Reports & 0):E : /)7\\ U >7 &‘EFE_ %
EFIEICETIIETEET

Please enter the start period for the next monitoring segment
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J291) 99 TETDAssignment GroupsZEBR/ITVEL CENTEZET

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
CLEARTRIAL CLOUD) SERVICE Indication: Oncology / Breast Cancer

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

Edit Plan

Overview Assign tasks to specific service providers Current Edit Mode:
Locations Task Assignments
Site Values apply to: l Centralized Tasks/Location Defaults v |
Treatment : ! =
Default service provider for outsourced tasks: l Major CRO v |
Data
— Hide Tasks Override Resources or Rates

Monitoring
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 Location Pinned
Assignment (All Providers) I (Back Office) Vl e =
Labor Protocol Prep, - I CT Product v| | (Back Office) v|
Costs +) % 9 7 7 ) > 7 a ;Q;

»  Protocol Amendments ( ) l/ J CT Product v I [ (Back Office) = VI o
Payments & é ]

b Site Startup C dassli gnn ient Major CRO * v|  |(Local) v| s
NEREhET
Reports P  Site Identification g fou p\ E F*ﬁ o Major CRO v I I (Local) v | '

Y
P  Collect Regulatory Documents (_) % 9 7 )l/ 7 |) \\J 7 d é Major CRO VI [ (Local) vl P
P Investigator Brochure & 1:J':I- [,) ==1 'i *L 'i 'd"' CT Product * vl I (Back Office) = Vl g
=N o
P Site Initiation Major CRO VI I (Local) * Vl g
v

Determines the set of tasks for which the assigned providers are responsible m | Save |
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EDCRiEEE

ORACLE

CLEARTRIAL CLOUD SERVICE

Edit Report Maintain

Admin Help

T 2+ FDERFIFIZERTE Z B

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

Indication: Oncology / Breast Cancer

Welcome, CT Product |

This plan is using the 5.9 cost model

Visit Oracle Help Center |

Logout

Edit Plan
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 ]
TeeTmen [ New '
Data
S All calculated costs and adjustments are displayed in US Dollar (USD)
Monitoring
—
Provider Fﬁ*%%ﬂ% j: 7\ I\
: (7]  Drug Distribution - Special Handling Clinical Operations EDC H M ‘ 7 T )L
Meetings -C: uD t M tn ‘ —_
Assignment [(]  Drug Distribution - Standard Shipping Clinical Operations a a a n a ge m e n ~—
(=] a7 ~

Labor [[J Drug Packaging Clinical Operations %IJ L) é i b *L i g
Costs [[] DSMB Reporting Regulatory g
Payments I:I EDC - 3rd Party Costs Data Management
Summary [(J] EDC Hosting Data Manageme 93,600.00 = 93,600.00
Reports I:I EDC Licensing Data Management 35,625.00 -- 35,625.00

[:] EDC Setup Data Management 8,000.00 -- 8,000.00

O

—

Event Committee Costs

Clinical Operations

T e

2,757,262.48

2,757,262.48
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MeetingsEliEER : T 74 )L FDGL CodeB 4R EEZEH

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

This plan is using the 5.5 cost model

ORACLE

CLEARTRIAL CLOUD SERVICE

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

Edit Plan | Notes
o 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 (7] per location values and assignments ]
Teerment [ New ]
Data
— All calculated costs and adjustments are displayed in US Dollar (USD)
Monitoring
Provider MGEtI ngo) Fﬁﬁ ?&li‘iﬁ ‘j: ~
Meetings [CJ  Meeting - Face to Face Meeting (CT Product) Qutside Services —_— 7 71_ )b I\ —6 “OutS] de =
Assignment [[]  Meeting - Face to Face Meeting (Major CRO) Outside Services . ” 00.00
Labor [CJ  Meeting - Internal Team Meeting (Major CRO) Qutside Services Se rV] Ces 0) G L COd e " -
7 : 7 3 7 El'-l:_l L sz 52

Costs [[]  Meeting - Investigator Meeting (CT Product) Qutside Services =] z b 00.00
Payments [CJ  Meeting - Investigator Meeting (Major CRO) Qutside Services 00.00
Summary [[]  Meeting - Kickoff Meeting (CT Product) Qutside Services - -- ==
Reports [ Meeting - Kickoff Meeting (Major CRQ) Outside Services 4,000.00 -- 4,000.00

[[]  Meeting - Status Update to Sponsor (CT Product) Qutside Services - -- -

[  Meeting - Status Update to Sponsor (Major CRO) Qutside Services -- -- --

— SO = e e e ALl o -~ =An AN -~ —=nn AA

Total: 2,757,262.48 0.00 2,757,262.48
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FHEEHZYHR— FTZE5& S5ICAssumptions ReportZEH L EL 1=

File Home Insert Draw Page Layout Formulas Data Review View Help £ Tell me what you want to do 1% Share 7 Comments

?D E)[;E:;y ) Arial 0 AR E=E= - | BWapTet General - i==1 @ @ el o @ /:i:tfsum ’ é? /O
o e |7 450 A |E= == | NN | § % 5 %8 | Critost e G| et Do o | SO7 ot oo
Clipboard = Font 7 Alignment 7 Number = Styles Cells Editing A~
C46 ¥ fe Enrolled subjects v
AB & D E E: G H | E M N 0 -
Ml Sites and Site Management
81-
- ...
63 Germany 21
64 Num weeks to site approval UK 21
66 Germany 24-Jul-2021 -
s |FsADate UK 24-Jul-2021 %E*E m%d) JF+—~v

68 USA 29-May-2021 l\\ ': é *) 'ﬂ' —C i’li],tEjz %Ij 3:5 J:\
69 Germany 30-Jul-2021 U . . M EE }EIJI] 0) I*‘E E % 14: 75‘
Last Site Approved UK 30-Jul-2021 t‘ﬁjﬁ% % ': 7:3: l’) i L/ T:

70
7 USA 04-Jun-2021
72 Germany i
| = Number of sites : UK 1 -
AssumptionsReport | (¥ . »

ii2 E - i + 100%
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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 your password to automatically unlock your account.




ORACLE



