v InspectionReady

Create PRISM Tab
Study Tasks Color Bar

This reference guide is an overview of the Study Tasks color bar within the Create PRISM tab. The following process steps are covered
within this document:

¥ Add study tasks
¥ Edit study tasks
¥ Delete study tasks
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Anticipated Inspector
Section Id Questions | Requestfor  Supporting Documentation Pending Action D-M
Information
|Show All |;| |Cl; Id | |an9pect0r Q, Supporting

Determine the overall
organization of the clinical
research activities and
maonit...

Summary of clinical development
plan/program for inspected molecule List of
al...

Response
Owners

NEW TASK

Question 7
Mone change
Owner* @

Action*

Due Date* ©

) —

MESSAGES

Send message when...

Turn On All

The document was created and assigned.

9 on

B 1.7 On

[ save Changes T
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Anticipated Inspector Questions / Request for
Information

Section Id Supporting Documentation

Pending Action Owner

ED At ac @

v A

a. Describe monitoring procedures, frequency,  gop_sop003217 RO-GME: Monitoring and Site
scope, process used to monitor the... Oversight gcp_for004158 RO-GNE: Trial...

Flease update the Edit
status of the question -

Vil VIILE

have all been reported?

What measures are taken to ensure that SAEs  Trial Menitoring Plan, Quality Risk Management
{QRM} signals

Can you check the Jaohn

. Delete Edit
window Janzen

EDIT TASK

Action®*

Please update the status of the questiun-

MESSAGES

Send message when...

Status

Turn On All

The document was created and assigned.

O or

‘Turn on
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Delete Study Task
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Anticipated Inspector Questions / Request for

Saction Id —— Supporting Documentation Pending Action Owner
Cseor | B | CORR O
v VA a. Describe monitoring procedures, frequency, gop_sop003217 RO-GME: Monitoring and Site Please UMWelete
scope, process used to monitor the... Oversight gcp_for004158 RO-GNE: Trial... status of the -
What measures are taken to ensure that SAEs  Trial Monitoring Plan, Quality Risk Management  Can you checkthe John

Vil VIILE Delete

have all been reported? {QRM} signals window Janzen
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