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Substance: artesunate 

 

Brand Name: Artesunate 

Amivas 

 

Originator/licensee: Amivas 

Ireland Ltd 

 

Classification: NCE 

 

ATC code: P01BE03 

 

Orphan Status: 

Eu: Yes* 

Us: Yes 

 

Mechanism of action:  

Artesunate is an 

antiprotozoal which is 

expected to generate an 

unstable organic free radical 

followed by alkylation. The 

free radical binds to malarial 

proteins, triggering the 

destruction of parasite 

membranes [1]. 

Authorized Indication:  

EMA: Artesunate Amivas is 

indicated for the initial treatment 

of severe malaria in adults and 

children [2]. 

 

FDA: Artesunate is an antimalarial 

indicated for the initial treatment 

of severe malaria in adult and 

pediatric pts. Treatment of severe 

malaria with artesunate for 

injection should always be followed 

by a complete treatment course of 

an appropriate oral antimalarial 

regimen [3]. 

 

Route of administration:IV 

 

Licensing status 

EU CHMP P.O. date: 15/09/2021 

FDA M.A. date: 26/05/2020 

 

EU Speed Approval Pathway: - 

FDA Speed Approval Pathway: - 

----- 

ABBREVIATIONS: 

AEs:Adverse Events 

BW: Body Weight 

CDC: Center for Disease Control 

and Prevention 

CHMP: Committee for Medicinal 

Products for Human Use 

EU/EEA: European Union/European 

Economic Area 

IV: Intravenous 

M.A.: Marketing Authorization 

OR: Odds Ratio 

OS: Oral Administration 

P.O.: Positive Opinion 

Pts: patients 

Q8h: Every eight hours 

SAEs: Serious Adverse Events 

TEAEs: Treatment-Emergent 

Adverse Events 

WHO: World Health Organization 

Summary of clinical EFFICACY: 

SEAQUAMAT study was a randomized, open-label, phase III, active ontrolled trial conducted in 

Asia in adults and paediatric pts (≥ 2 years) with severe P. falciparum malaria. Subjects (n=1,461) 

were randomized 1:1 to the artesunate (n=730) or quinine group (n=731). Study drug was 

started with dosage based on BW, as follows:  

● Artesunate IV: 2.4 mg/kg as an IV bolus at 0, 12 and 24 hours, and then daily.  

● Artesunate OS: 2 mg/kg/day was started once a patient was able to take tablets, to complete a 

total course (including parenteral treatment) of seven days, providing a total cumulative dose of 

17–18 mg/kg. 

● Quinine IV: 20 mg/kg loading dose infused over four hours, then 10 mg/kg infused over 2–8 

hours three times a day. 

● Quinine OS: 10 mg/kg q8h was started once a patient was able to take tablets, to complete a 

total quinine course of seven days. 

The primary efficacy endpoint was in-hospital all-cause mortality due to severe malaria.  

In-hospital mortality was 13% (n=96) in artesunate recipients compared to 21% (n=150) in 

quinine recipients [OR = 0.59, 95% CI (0.44, 0.79), p=0.0002][4,5]. 

 

Summary of clinical SAFETY: 

In the artesunate arm, pts that reported at least one AEs were 296 (40.5%) vs. 339 (46.4%) in the 

quinine arm.TEAEs that occurred more frequently in recipients of artesunate compared to those 

receiving quinine included dialysis (8.9% vs 7.3%, respectively), hemoglobinuria (6.7% vs 4.4%, 

respectively), and jaundice (2.3% vs 1.9%, respectively). SAEs were not reported. 

Overall in-hospital deaths were 246 (34%).Higher mortality rates were observed in subjects with 

hyperparasitemia, severe malaria, cerebral malaria, and in subjects ≥65 [4,5]. 

 

Ongoing studies: 

● For the same indication: Yes 

● For other indications: Yes 

Discontinued studies (for the same indication):Yes 
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Cost of therapy: 

The cost per 110 mg vial of IV artesunate 

provided by the manufacturer is set at 

$4,980.Based on the studies conducted in 

the US, the average number of vials used per 

dose (2.4 mg/kg) resulting in an estimated 

cost per dose of roughly $35,403 [6]. 

 

Epidemiology: 

For 2018, 8,349 malaria cases were reported 

in the EU/EEA, 8,347 (> 99%) of which were 

confirmed. Francereported the highest 

number of cases, followed by the UK and 

Germany [7]. 

----- 

POSSIBLE PLACE IN THERAPY 

The CDC and the WHO currently recommend 

parenteral artesunate as the first-

linetreatment of severe malaria in adults, 

children and pregnant women [4,8]. 

 

OTHER INDICATIONS IN DEVELOPMENT: Yes 

(Hepatocellular Carcinoma, Vulvar Dysplasia, 

Lupus Nephritis, Metastatic Breast Cancer) 

[9]. 

 

SAME INDICATION IN EARLIER LINE(S) OF 

TREATMENT: - 

 

OTHER DRUGS IN DEVELOPMENT for the 

SAME INDICATION: Yes 

(Cipargamin,SAR97276A) [8]. 

*Service reorganization: Yes 

*Possible off label use:  Yes 

----- 

Note: 

*This medicine has an orphan designation 

because malaria has a low prevalence in the 

European Union [2]. 

 


