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Substance: 
liraglutide 
 

Brand Name: 
SAXENDA™ 
 

Originator/licen
see: Novo 
Nordisk A/S 
 

Classification: 
NI 
 

ATC code: 
A10BJ02 
 

Orphan Status: 
Eu: No 
Us: No 
 

Mechanism of 
action:  
liraglutide 
appears to act 
on the parts of 
the brain that 
regulate 
appetite, by 
attaching to 
GLP-1 receptors 
in brain cells 
and thereby 
increasing 
feelings of 
fullness and 
lowering 
feelings of 
hunger [1]. 

Authorized Indication: 
EMA: liraglutide is adjunct to a 
healthy nutrition and increased 
physical activity for weight 
management in adolescents aged 
>12 years with obesity and BW 60 kg. 
Liraglutide treatment should be 
discontinued and re-valuated if pts 
have not lost at least 4% of their BMI 
or BMI-z-score after 12 weeks on the 
3.0 mg/day or maximum tolerated 
dose [2]. 
 

FDA: pediatric pts aged >12 years 
with BW >60 kg and an initial BMI 
corresponding to 30 kg/m

2
 for adults 

(obese) by international cut-offs [3]. 
 

Route of administration: SC 
 

Licensing status 
EU CHMP P.O. date: 25/03/2021 
FDA M.A. date: 4/12/2020 
 

EU Speed Approval Pathway: No 
FDA Speed Approval Pathway: No 
----- 
ABBREVIATIONS: 
AE: adverse events 
BMI: body-mass index (weight in 
kilograms divided by the square of the 
height in meters) 
BW: body weight 
CHMP: Committee for Medicinal Products 
for Human Use 
CI: confidence interval 
GI: gastrointestinal 
M.A.: Marketing Authorization 
GLP-1: glucagon-like peptide-1 
P.O.: Positive Opinion 
pts: patients 
sc: subcutaneous 
SDS: standard deviation score 

Summary of clinical EFFICACY: 
Study (NCT02918279): randomized, double-blind, 56-week of treatment, 26-week of follow-up, with 
adolescents (12 to <18 years of age) with obesity and a poor response to lifestyle therapy alone. Pts were 
randomly assigned 1:1 to liraglutide 3.0 mg/day (125 pts) or placebo (126 pts), plus lifestyle therapy. The 
primary end point was the change from baseline in the BMI SDS at week 56. Liraglutide was superior to 
placebo with regard to the change from baseline in the BMI SDS at week 56 (estimated difference, −0.22; 95% 
CI, −0.37 to −0.08; p=0.002). At week 82, after discontinuation, an estimated difference of 0.15 in the BMI SDS 
was observed between liraglutide and placebo groups (95% CI, 0.07 to 0.23; p=0.0002). 
 
Summary of clinical SAFETY: 
The percentage of pts who reported AE during the treatment was similar in the two groups (111 pts [88.8%] 
with liraglutide vs 107 pts [84.9%] with placebo). GI events (nausea, vomiting, and diarrhea) were more 
common with liraglutide than with placebo (81 pts [64.8%] vs. 46 pts [36.5%], p<0.001). 13 (10.4%) pts 
discontinued treatment due to AEs with liraglutide vs. zero with placebo; in 10 pts the discontinuation was 
related to GI AE. Three (2.4%) pts treated with liraglutide had serious AE vs. five (4.0%) receiving placebo. The 
serious AE reported for pts in the liraglutide group were postprocedural hemorrhage, myositis, completed 
suicide (assessed as unlikely related to the trial treatment). Appendicitis, pneumonia, acute cholecystitis, 
cholelithiasis, thrombophlebitis were reported for pts in the placebo group [4]. 
 
Ongoing studies: 

 For the same indication: No [5] 

 For other indications: Yes [6] 
[Phase III, but if it is an O/OE drug, also Phase II] 
 
Discontinued studies (for the same indication): No [7] 

----- 
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Economic impact: 
(if it is available in USA or UK) 
The Italian ex-factory price for a single 
liraglutide pen (3 ml 6 mg/ml) is € 47.08. 
Considering that a patient takes 3 mg daily, 
one pen could be used for six injections, so the 
monthly therapy costs € 235. [8] 
 
Epidemiology: 
Italy is one of the European countries with the 
highest prevalence of overweight and obesity 
in school-age population with 20.4% of 
overweight children and 9.4% of obese 
children, including 2.4% who are seriously 
obese [9]. 
----- 
POSSIBLE PLACE IN THERAPY 
(Guidelines, recommendations…) 
The Italian Society of Endocrinology and 
Pediatric Diabetology reported that drug 
therapy can only be implemented after failure 
of all multidisciplinary interventions in lifestyle 
and should be reserved for children and 
adolescents with high BMI (baseline BMI 2 
units greater than the weighted mean for the 
95

th
 percentile, based on age and gender) and 

with obesity-related comorbidities. Orlistat is 
the only drug currently indicated for the 
treatment of severe obesity in children and 
adolescent [10]. 
 
OTHER INDICATIONS IN DEVELOPMENT: No 
[11] 
 
SAME INDICATION IN EARLIER LINE(S) OF 
TREATMENT: No 
 
OTHER DRUGS IN DEVELOPMENT for the 
SAME INDICATION: No [12] 
[if it is..] 
*Service reorganization Y/N No 
*Possible off label use Y/N No 


