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Study Design Sponsor Scope of

(Protocol
Synopsis) Standards Work?

Study Program Sponsor
Timeline Budget Study Team
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Pre-study Activities
CRF design

IB Preparation

CRF Print Mgt
Study Ref Manual
Patient Diaries

Japan Region

nnnnnnnnnnnnnnnnnnnnnnn

Start-Up & Initiation
Meetings

Planning + Training
Data transfer setup
Feasibility

Site selection

Regulatory
Investigator Mgt.
Monitoring/Site mgt.
Medical/Scientific
Pharmacovigilance
Independent Osight
Clinical QA

Speciality Clinical DM

Cardiac safety Biostatistics

Clinical supplies Medical Writing
Study Management
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Develop RFP

Develop RFP for F.S.

Qv

\ 4

Obtain Proposal from
CROs
(Desktop F.S. basis)

10 Feb — 21 Feb

Obtain Proposal

@

CRO Evaluation

@ W/O execution
¢ 17 Feb — 28 Feb
24 Feb — 14 Mar
@ Feasibility Study
17 Mar — 4 Apr Obftain ’rheJr final . MEM o My
repor
Qgii?OD (ReSUHS be|ongs -I-O
11 Apr SDOnsor)

Scope fixed
Obtain budget
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