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W 1E KRB F 0T ik AT (3T 1R &k /1@ £) - Subject 2103008 didn't
take his first dose at clinic. Subject came to the clinic for Baseline visit on 21-Mar-2017 {
He ate his breakfast after all visit procedures had been done except taking IMP.|
According to the protocol, a subject needs to fast at least 8 hr before taking IMP,
therefore the drug was skipped. Study nurse instructed the patient to leave the hospital
and took the IMP tomorrow at home. On 22-Mar-2017 morning, study nurse called the
subject to ensure he fast 8hr before taking IMP. The subject took IMP at 6:00 AM and
no adverse event took place right after taking the IMP.

This is an one time incident, and do not systematically affect the trial's quality. Study
nurse has reminded and re-educated the subject about the instructions on taking this

IMP. The sponsor has been notified about this PD on 23-Mar-2017. 33816 £ &7
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