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Key Risk Defense Strategy
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Systems from 3d Parties
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Data Quality Evaluatic olin\ -
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Result 1: Site Visits Optimization
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Result 2: Absolute Data Quality
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Result 3: Effective Communication and Knowledge
Sharing within Team and among Trial Groups

Internal Risk-Chat Risk Mitigation To-Do plan

& Risk Based Monitoring TODO BECAO

Internal Ticketing System

subject Priority = AssignedTo CreatedAt = Actions

Local Ticket Chat AX

00 YOU
HiJane, could you help me.

243 Check a patient signature in patient agreement is differentto 3 Ms.MandyM.  5/6/20141:30 Details X
handwriting in the CRFs. Young PM 23 Site 3445:

344 Check if patient agreement form is available. 3 Ms.Courtney | 5/6/20141:30 | Details i
. payne o Responsible: & studymanager
o] YOU Updated by: 28 EarlyBird
. 315 Check if returned investigational drug is very clean for all El Ms.WendyG.  5/6/2014130  Details

would need a name of the patients and has no signs of use. Cox PM Updated Sun, Sep 28, 2014 2t 01:47 PM
; is si Created: Sun, Sep 28, 20142t 01:47 PM

Investigator for this site? 346 Known correlation between age and blood pressure could not | 3 Mr. Kevin J. 5/6/20141:30 | Details reate un, Sep. @

be detected. Salazar P

347 No free text and no comments found in questionaires. 2 Ms.DebraD.  5/6/20141:30  Details ents than nurses.
Kaplan PM
showing 1 to 5 of 14 entries «— Previous - 2| 3| Next—

@ Task

Designee None

Contact
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Result 4: Continuous Improvement
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