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Worse of primary disease no yes As it is within the normal fluctuation range for the disease by the investigator’s discretion
it will not be classified as AE
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Add new AE no yes ) ) . L .
The investigator’s discretion it will not be classified as AE
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Change of ongoing AE no yes
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Another hospital visit no yes (detail)
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Trial participation card Presentation not presentation
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The subject doesn’t take painkillers at least (8or12)hours.
10 | 8 BREILL EOBAERECERELE Yes - No
The subject fasted for at least 8hours.
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Drawl/interrupted no yes Reason for drawl/interrupted
OB male
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Urine pregnancy test Done/not done/no need Reason for not need Female(1year postmenopausal or surgically sterile.)
CIEA#X menopause
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As for items 4-6, they were content heard directly from the investigator recorded by CRC.
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