c
U
<
(qv]
)
(V]
)

o'

e

=

=

@,

O
O
o)

O
-

O

N/
o)
O

e

LY,
c
I

1

LN
-
o
N
A~~~
o_
O
O
N—"
v
=
)
O
S
| -
ol







Develop study protocol
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Develop standard operating

procedure (SOP) or work instruction
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Develop support systems and tools
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Generate, review and approve trial-

related documents
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Selection of trial sites & qualified, trained, and
o experienced investigators and study team
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Ethics committee review and approval of the

protocol
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Review by regulatory authorities (if applicable)
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Enroll subjects into the study and o

obtain informed consent
ARNLANDEIFNATAINNRANLNEUINNITAALADN
918181A3 (eligibility criteria)
LaALHUNISVDANNUYBULYITINNITIVE

00 O ®
(15 (1 4 (3 (2,

26 June 2018

8




Af'-...\. "!-'l§~k TN

Handle and account for investigational

products, and ensure their quality
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Ensure treatment fidelity or intervention fidelity in
social behavioral research (intervention integrity)
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Study conduct and study data acquisition
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Safety management and reporting
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Monitoring the trial
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control)
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Managing the trial data
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Quality assurance of the trial performance and
data
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Reporting the trial
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