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2 SYNOPSIS  

Study Centre 
The study was conducted at one site in Germany. 

Publications 
None at the time of writing this report. 

Objectives and Criteria for Evaluation 

Table S1 Objectives and Endpoints  
Objectives Endpoints 

Primary 

To assess the safety and tolerability of 
multiple ascending doses of MEDI0618 
versus placebo in male and female 
healthy participants 

• AEs and SAEs 
• Vital signs, body temperature, body weight measurements, 

and BMI 
• Clinical chemistry, haematology, coagulation, thyroid 

function, renal function, and urinalysis test results 
• 12-lead dECG results (heart rate and PR, QRS, RR, QT and 

QTcF intervals) and overall evaluation from 12-lead safety 
ECG/paper printout and cardiac telemetry 

• Physical examinations 
• Treatment-emergent suicidal ideation and behaviour as 

assessed by C-SSRS 
• Injection site and infusion site reaction assessments 

Secondary 

To assess the PK of multiple ascending 
doses of MEDI0618 in male and female 
healthy participants  

PK parameters, including: 
After the first dose: 
• Cmax, tmax, AUCtau 
After the last dose: 
• Cmax, tmax, AUCtau, t1/2, CL, Vss, Vz (IV 

administration), CL/F, Vz/F, F (SC administration) 
To assess the immunogenicity of multiple 
ascending doses of MEDI0618 in male 
and female healthy participants 

ADA incidence and titres 

ADA = anti-drug antibody; AE = adverse event; AUCtau = area under the concentration-time curve over the 
dosing interval; BMI = body mass index; CL = total body clearance; CL/F = apparent total body clearance; 
Cmax = maximum observed concentration; C-SSRS = Columbia-Suicide Severity Rating Scale; dECG = digital 
electrocardiogram; ECG = electrocardiogram; F = absolute bioavailability; IV = intravenous; 
PK = pharmacokinetic; PR = ECG interval measured from the onset of the P wave to the onset of the QRS 
complex; RR = Time between corresponding points on 2 consecutive R waves on ECG; QRS = ECG interval 
measured from the onset of the QRS complex to the J point; QT = ECG interval measured from the onset of the 
QRS complex to the end of the T wave; QTcF = QT corrected by Fridericia's formula; SC = subcutaneous; 
t1/2 = terminal half-life; tmax = time to reach maximum observed concentration; SAE = serious adverse event; 
Vss = volume of distribution at steady state; Vz = volume of distribution based on terminal phase; 
Vz/F = apparent volume of distribution based on terminal phase. 
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