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Prepare and Contact the

Study team 1-2 months
Audit 1-4 hours

3

Inform findings
1. Close out meeting 3 working days
2. Audit report

3

Follow-up in 6 months

1. Conform that
findings are fixed. <6 months

2. Follow-up audit
report
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* Informed consents

* Inclusion/exclusion criteria

* Physicians’ notes (medical records)
* Primary efficacy end points

* (Key) secondary efficacy end points
* Recording and reporting of SAE

* Drug accountability

* Visit dates as per the window period of the
protocol

Drug information Journal 2010;44:745-56
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