
 

About Adakveo® (crizanlizumab-tmca)  
 

Adakveo (uh-DAK-vee-oh) is the first and only targeted biologic that works by binding to  

P-selectin, a cell adhesion protein that plays a central role in the multicellular interactions 

that can lead to vaso-occlusion in sickle cell disease.1,2 

 

Vaso-occlusive crises (VOCs) are considered the hallmark of sickle cell disease and the 

main reason why patients go to the emergency room and are admitted to the hospital. 

VOCs are unpredictable severe events associated with life-threatening complications.3,4 

 

How it Works 

Sickle cell disease is a complex and debilitating, genetic blood disorder that goes beyond sickle-

shaped red blood cells. The disease is associated with chronic inflammation, causing higher 

levels of cell adhesion proteins, including P-selectin, which make both the blood vessels and 

certain blood cells stickier and prone to multicellular interactions, or clusters, in the bloodstream.5 

 

By binding to P-selectin on the surface of the activated endothelium and platelets, Adakveo 

blocks interactions between endothelial cells, platelets, red blood cells, and leukocytes.1 

 

Dosage and Administration 

Adakveo is FDA approved to reduce the frequency of VOCs, or pain crises, in adult and pediatric 

patients aged 16 years and older with sickle cell disease.6  

 

Adakveo is administered by IV infusion for over 30 minutes at Weeks 0 and 2, then every 4 

weeks.1 The recommended dose of Adakveo is based on patient weight (5.0 mg/kg). Please refer 

to the full Prescribing Information for additional dosing and administration. 

 

Key Clinical Trial 

Study to Assess Safety and Impact of Crizanlizumab With or Without Hydroxyurea Therapy 
in Sickle Cell Disease Patients with Pain Crises (SUSTAIN) – NCT01895361 

The safety and efficacy of Adakveo was evaluated in patients with sickle cell disease in the pivotal 

study SUSTAIN [NCT01895361], a 52-week, randomized, multicenter, placebo-controlled double 

blind study. A total of 198 patients with any genotype of sickle cell disease (HbSS, HbSC, 

HbS/beta0-thalassemia, HbS/beta+-thalassemia, and others) and a history of 2-10 VOCs in the 

previous 12 months were eligible for inclusion. Patients were randomized 1:1:1 to Adakveo 5 

mg/kg (N = 67), Adakveo 2.5 mg/kg (N = 66), or placebo (N = 65) administered over a period of 

30 minutes by intravenous infusion on Week 0, Week 2, and every 4 weeks thereafter, for a 

treatment duration of 52 weeks.1  

 

The primary efficacy outcome was the annual rate of VOCs leading to a healthcare visit. A VOC 

leading to a healthcare visit was defined as an acute episode of pain with no cause other than a 

vaso-occlusive event that required a medical facility visit and treatment with oral or parenteral 

opioids, or parenteral NSAIDs. Acute chest syndrome, hepatic sequestration, splenic 

sequestration, and priapism (requiring a visit to a medical facility) were also considered VOCs. 

Key secondary and other efficacy endpoints include annual rate of days hospitalized, time to first 

VOC leading to healthcare visit, and number of patients that did not experience a VOC.1  
 
Results from the study were published in the New England Journal of Medicine.  

 



 

 

Efficacy 

In the SUSTAIN trial, Adakveo 5mg/kg significantly lowered the median annual rate of VOCs to 

1.63 vs. 2.98 compared to placebo (P=.010), which is equivalent to a 45% reduction. Reductions 

in the frequency of VOCs were observed among patients regardless of sickle cell disease 

genotype and/or hydroxyurea use.6 

 

Results also showed a decrease in the median annual rate of days hospitalized to 4 vs. 6.87 days 

when compared with placebo (a 42% reduction). Thirty-six percent of patients treated with 

Adakveo did not experience a VOC, compared to 17% of placebo-treated patients.  

The median time to first VOC was 4.1 with Adakveo vs. 1.4 months for placebo.6 

 

Safety Profile 

The safety profile of Adakveo has been evaluated in patients with sickle cell disease the 
SUSTAIN trial. The most common adverse reactions (incidence > 10%) were nausea (18%), 
arthralgia (18%), back pain (15%) and pyrexia (11%).6  

  

Indication 
Adakveo® (crizanlizumab-tmca) is used in people 16 years of age and older, who have sickle cell 

disease, to help reduce how often certain episodes of pain (crises) happen. It is not known if 

Adakveo is safe and effective in children under 16 years of age.  

 

Important Safety Information 

Adakveo may cause serious side effects, including infusion reactions. Infusion reactions may 
happen within 24 hours of receiving an infusion of Adakveo. Patients should tell their health care 
provider right away if they get any of the following signs and symptoms of an infusion reaction 
such as fever, chills or shivering, nausea, vomiting, tiredness, dizziness, sweating, hives, itching, 
or shortness of breath or wheezing. Health care providers may monitor their patients for signs and 
symptoms of infusion reactions. 
  
Adakveo may interfere with automated platelet counts (platelet clumping). Patients should tell 
their health care provider that they are receiving Adakveo before having any blood tests. Health 
care providers should run blood samples as soon as possible or use tubes containing citrate. 
  
Before receiving Adakveo, patients should tell their health care provider if they are pregnant or 
plan to become pregnant. It is not known if Adakveo may harm an unborn baby. 

 
The most common side effects (incidence ≥10%) include nausea, back pain, joint pain, and fever. 
  
Please see full Prescribing Information for Adakveo at 
https://www.pharma.us.novartis.com/sites/www.pharma.us.novartis.com/files/adakveo.pdf. 
 

  

https://www.pharma.us.novartis.com/sites/www.pharma.us.novartis.com/files/adakveo.pdf
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