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Trial Budget

1. Identify the Potential Members of a Budgeting Team
Identify your Clinical Trial Team
Project Lead
Clinical Trial Manager

Medical Manager

Data Manager
Safety

2.

v

v

v

v Trials Assistant
v

v

v Etc.
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3.  Work with the final version of the study protocol and CRFs

4, Dissect the Protocol

- Study Calendar

- Laboratory Assessments

- Procedures, etc.
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I Study Calendar

An Organization of International Cooperative
Groups for Clinical Trials in Gynecologic Cancers

Treatimein
Davy 15
Procedure Pre-Studv|Dav 1| Dav 8
Eligibility criteria/Signed informed =
—jconsent
Demographic data/tumor =
=—jcharacteristics
gTuluor historv surgery, radiotherapywv, >
= systemic therapies
% Medical history >
z= Baseline conditions >
S5 Phvsical exam X =
%; MNon drug therapies for tumor = If approg
% Other diagnostic procedures If approg
==1Vital signs (BP, pulse) > >
— ECG and chest X-rayv (if not already = Omnly if clinicall
== performed to follow tumor. )
=1 ECOG PS ) >
I Hematology X > > P4
== Rlomd ~hearma stews = = = T
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GYNECOLOGIC BUDGETING

CANCER INTERGROUP

An Organization of International Cooperative
Groups for Clinical Trials in Gynecologic Cancers

Fundamentals for Preparing a Clinical
Trial Budget

5. Categorise Budget Items

= Upfront /Start Up Costs
= Per-Subject Costs

= Pass through costs (per invoice, IRB fees, etc.)

=  Additional Costs

GCIG Chicago 2016, Harmonisation Meeting,
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Trial Budget

= Start Up Costs
- Funds that are needed before enrolling the first subject.
Separate from the per subject costs and non-refundable regardless

iIf trial enrols subjects or not.
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s or Gl Freirm Eii‘éilﬁg’i‘i"ce;iilii Fundamentals for Preparing a Clinical Trial
Budget

= Per Patient Costs

-Costs related to Subject visits:

IC process

Physical Exam

Types and Number of Procedures
Lab Exams

Dispensing of Drug

All Clinical Visits

Unscheduled visits

Etc.

N N N N NN

GCIG GCIG Chicago 2016, Harmonisation
Meeting



GYNECOLOGIC BUDGETING
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An Organization of International Cooperative

Groups for Clinical Trials in Gynecologic Cancers P o
er Patient

Fhiveical £
Hematoiogy - CECPD :
Senum Chamisny - COMP | $75.00 A AL AL AL AL A A
Direct Blirubin $30.00 | 53000 | 53000 $30.00 530.00 $30.00 53000 $30.00
jonc Acd 54500 | 4500 | 54500 $45.00 $45.00 $45.00 S25.00 T2E00
| oH §50.00 | 550.00 | 55000 $50.00 550.00 $E0.00 $50.00 $50.00
Senum Pregnancy Tes 550,00 | INVOICE JHJOICE] INVOICE INVOICE
niratysls - Macro 525.00 AC__ | 32500 RC AC
riratysls - Micro 52500 | 52500 | 52500 525.00 525.00
CT Sean - Abdomen :1.53:0.[:- A RC
CT Sean - Chest :1.53:0.[:- A RC
CT Scan - Pelvis :1.5;:0.[:- A RC
Ecne Mamow Aspirae SE0000|  AC INVOICE SE00.00 AL
& Mamow Blopsy :1.::]nu.n A INVOICE $1,000.00 RC
G (12 Lead) $100.00| 5300.00 | 5500.00| $500.00 | $600.00 | $500.00 | 5300.00 | 5200.00 | 5300.00 | $300.00 $300.00 $300.00
$50.00 $50.00
5475.00 547500
$150.00 5150.00 | 5150.00 $150.00
EEEanh Murse $375.00| 555600 |5566.00] 535000 | 5569.00 | 535000 | 5375.00 | 5375.00 | 5375.00 | 537500 | 537500 | 5375.00 537500 $375.00
cal Asgistant S7500 | 512150 |S14150] 57500 | 57500 | 57500 | 57500 | 575.00 | 57500 | 57500 | 57500 | 575.00 57500 575.00
ata Manager 5250.00| 5250.00 |5250.00| 525000 | 5250.00 | $250.00 | 5250.00 | $250.00 | 5250.00 | 5250.00 | 525000 | 5250.00 £250.00 $250.00
equiatony Associate $100.00( 510000 |S100.00( 5100.00 | S100.00 [ 5100.00 | 5100.00 | $100.00 | 5100.00 | 5100.00 | S100.00 | 5100.00 £100.00 $100.00
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Groups for Clinical Trials in Gynecologic Cancers Per Patient
91650 | 52500 | §2,125 (52383 $2125 | 33,425 | 31775 (51,8000 31,775 | $1,825 (51,775 51,800 1,775
414 | 30827 | 3531 [ 3586 | 5N 5308 | MY | BTH| $43 | BA06 | Be4d 5400 3443
§2,074 | §3.136 | $2,656 ($2,991) $2.656 [ §4.281 [ $2.218 [§2.373($2.218 |$2.031|52.18 $2,000 §2,218

Per

Fer Per
patient |$10.812 | patient | 3B, 875

total total

patient
total

35,775

Owverhead| 52,703 Owverhea| 32,218

Cnverhes| 31,683

F13.5915 | TOTAL $113'DD

TOTAL

TOTAL

35,488

Per
patient 326,482
total
= Edrhea' 36,6815
TOTAL 333,077
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GYNECOLOGIC BUDGETING

CANCER INTERGROUP

An Organization of International Cooperative

Groups for Clinical Trials in Gynecologic Cancers Fu N d am ental S for Preparl N q a CI | N | Cal Trlal

Budget
= Additional/Hidden Costs

Event that may or may not occur during the study, but it has to be in the
budget.

v Screen Failure
Queries

SAEs

Protocol Amendments
Delayed Start

Overhead

D N N N N N

Audits
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Groups for Clinical Trials in Gynecologic Cancers G C I G B U DG ETI N G TE M P LATE (Draft)

Y1l

Total expenses

Start-up expenses S 3,600 S
Administrative expenses S 4,800 S
Drug Costs S 1,840 S
Central Lab Costs S 1,440 S
Travel & Subsistence S 32,832 S
Monitoring S 20,344 S
Regulatory S 26,280 S
Other Costs S 12,280 $
FTE Expenses S 3,711,200 S
Total expenses S 3,814,616 S

Y2

Y3

Total USD per Year

- S
4,800 $

1,840 S

1,440 $
32,832 $
20,344 $
26,280 $
12,280 $

3,785,424 S

3,885,240 S

-5
4,800 $

1,840 S

1,440 $
32,832 ¢
20,344 $
26,280 $
12,280 $

3,861,132 S
3,960,948 S

Y4

- 5
4,800 $

1,840 S

1,440 $
32,832 $
20,344 $
26,280 $
12,280 $

3,938,355 S
4,038,171 $

Y5 Total USD

S
- 3,600

4,800 S 24,000

S
1,840 9,200

S
1,440 7,200

32,832 S 164,160
20,344 S 101,720
26,280 $ 131,400
12,280 S 61,400

4,017,122 $ 19,313,234
4,116,938 $ 19,815,914
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Groups for Clinical Trials in Gynecologic C

Lead and Participant Groups:

- Who would be the final Control Data Consolidator?

- For groups using their current template, having a GCIG
template would it be useful?

- Should we have one template for both Lead and

Participant groups?
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COMMENTS ??2??
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BUDGETING

THANK YOU !!

GCIG Harmonisation, June 2,, 2016
Chicago, USA
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