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Clinical Budget — Main C

Clinical Manufacturing

Research & General and
Development Administrative




Clinical Budget — Timeframe

Engagement Receiving data Su_bmission of
with CRO trial to the FDA

Engagement with

clinics Data Analysis




Clinical Budget planning

Known-in-advance expenses

&

Unforeseen expenses
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Financial risks in clinical trials

Delay




Financial risks in clinical trials

Patient Recruitment Assumption

m Patient recruitment Actual m Patient recruitment Assumption
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Investigator Meeting Preparation/Attendance
Project Oversight

Recruitment and/or Retention Materials
Development

Internal Team Meetings

Trip Report Review
Sponsor Teleconferences

Project Oversight
Internal Team Meetings
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Meeting 80, 030.800 0
Months 2.00 1, 759. BQ 50
Materials 15 1,000.06, 06
Meeting 30 200%$006, 009
212, %

Reports 425 500%$00 0
Teleconference 130 250%$0032, 56
Months 45. 00 625%$0028, 13

Meeting 110 150%$0016, 56



Financial risks in clinical trials

More engagements with t
clinics
More visits on site .

Total budget




Financial risks In clinical trials

Assumptions of the trial duration for each patient

150
patfents

@
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First-line need

R
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Second-line need ’.

Third-line need




Financial risks in clinical trials

Manufacturing

KIT items defensing

Shipping cost Missing Component







Quality Assurance Budget

trail integrity and quality is the main objective




Quality Assurance Budget
Assuring high quality has its price

Audit
[ ]

‘ controls

Monitoring




Quality Assurance Budget

Visits on site

Monitoring plan & _
CRO I

communication

plan

Audit plan by an
independent
quality consultant




Quality Assurance Budget

CT Center Central Lab







Controls & Monitoring

Payment Approval Process

20
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Controls & Monitoring

Challenge - Complexity

Solution

flow of information

between the clinic and
faience




Control & Monitoring

Monitoring of Invo

Budget vers
for each

controls

Required controls

Monitoring the clinics
invoicing (in\addition tc
the CRO)
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