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to 28 kg/m2 
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)
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– )
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resolved or stabilized per the investigator’s assessment.
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5 SELECTION OF STUDY POPULATION 

5.1 Inclusion Criteria 

aged 20 to 55 years

Subjects with Body mass index (BMI) between to 28 kg/m2 and total body 
weight between and 100 kg, at Screening 

essure 140 mm Hg and diastolic blood pressure 90 mm Hg. 

neutrophil count 
count 100

aminotransferase (ALT) and aspartate aminotransferase (AST)  ULN

Low density lipoprotein cholesterol 1
High density lipoprotein cholesterol  4

Blood urea nitrogen: 1.5 × ULN
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8.3.1 Adverse Events 



and asked about their condition by open questioning, such as “How have you been feeling 
ce you were last asked?”

’

Investigator’s (or designee’s) 

until resolution. This will be completed at the Investigator’s or designee’s

8.3.2 Clinical Laboratory Evaluations 

APPENDIX 1

APPENDIX 1

8.3.3 Vital Signs 

APPENDIX 1
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APPENDIX 1

QT interval corrected for heart rate using Fridericia’s meth
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APPENDIX 1
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maintained in the subject’s records.
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subject’s
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Appendix 1: Schedule of Assessments 







Appendix 2: Adverse Event Reporting 

’

ve been produced by the subject’



can be assessed as severe. An event is defined as ‘serious’ when it meets one 
section “Serious Adverse Events”

completed at the Investigator’s or designee’s

nvestigator’s 

Classification as ‘serious’ or ‘not serious’



substantial disruption of a person’s ability to conduct normal life functions)

eCRF under the seriousness criteria “Important Medical Event”.

and either ‘serious’ or ‘nonserious’ attributed 



d be reported to the Sponsor’s 



should follow the procedures for reporting SAEs. In the case of a live “normal” birth, the 



Appendix 3: Clinical Laboratory Evaluations 

Lactate  

 

 



Appendix 4: Total Blood Volume 


