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Substance: 
Somapacitan 
 
Brand Name: 
Sogroya® 
 
Originator/licens
ee: Novo Nordisk 
A/S 
 
Classification: 
NCE 
 
ATC code: 
H01AC07  
 
Orphan Status: 
 
EU: Yes 
USA: No 
 
Mechanism of 
action: 
Somapacitan acts 
either directly via 
binding to GH 
receptor and/or 
indirectly via IGF-
1, the peripheral 
target hormone 
for GH, produced 
primarily in the 
liver [1]. 

Authorized Indication: 
EMA: somapacitan is indicated 
for the replacement of 
endogenous GH in adults with 
AGHD [1]. 
 
FDA: somapacitan is a human 
GH analog indicated for 
replacement of endogenous GH 
in adults with AGHD [2]. 
 
Route of administration: SC 
 
Licensing status 
 
EU CHMP positive opinion 
date: 28/01/2021 
FDA M.A. date: 28/08/2020 
 
EU Speed Approval Pathway: 
No 
FDA Speed Approval Pathway: 
No 
----- 
ABBREVIATIONS: 
AEs: Adverse Events 
AGHD: Adults Growth Hormone 
Deficiency 
CI: Confidence Interval 
GH: Growth Hormone 
hGH: human Growth Hormone 
IGF-1 SDS: Insulin-like Growth 
Factor Standard Deviation Score 
NVAT: Non-Visceral Adipose Tissue 
Pts: patients 
SAT: Subcutaneous Adipose Tissue 
TFP: Truncal Fat Percentage 
TAT: Total Body Adipose Tissue 
TSQM: Treatment Satisfaction 
Questionnaire for Medication 
VAT: Visceral Adipose Tissue 

 

Summary of clinical EFFICACY 
REAL 1 trial (NCT02229851): a phase III, multicentre, randomised, parallel-group, placebo-controlled 
(double blind) and active-controlled study to compare the efficacy and safety of somapacitan with 
somatropin and placebo in adults with AGHD. 301 AGHD pts were randomized in a 2:2:1 ratio to 
receive somapacitan, norditropin or placebo, respectively, during a 35-week period. The subjects were 
hGH treatment-naive or with no exposure to hGH or GH secretagogues for at least 180 days prior to 
randomization. The trial consisted of a 34-week main trial period (double-blind), followed by a 52-week 
open-label extension period. The primary endpoint was the mean change in TFP from baseline to end 
of main treatment period (34 weeks). 
Somapacitan vs. placebo: the estimated mean change in TFP from baseline to end of main treatment 
period (week 34) in somapacitan group vs placebo arm was -1.53% [95% CI -2.68; -0.38, p = 0.009]; 
Somapacitan vs. norditropin: the estimated mean change from baseline to end of week 34 in terms of 
TFP between norditropin and somapacitan was 1.17% [95% CI 2.11; 0.23] [3] [4]. 
 
Summary of clinical SAFETY: 
The most common AEs that occurred in subjects treated with somapacitan-beco in the REAL 1 study 
were nasopharyngitis (20% of subjects compared to 14.8% subjects on placebo), back pain secondary 
to fluid retention and nerve compression (10% of subjects; compared to 3.3% of subjects on placebo), 
arthralgia (6.7%; compared to 1.6% of subjects on placebo), allergic reactions (non-anaphylactic, 6.7%, 
compared to 14.8% of subjects on placebo). 16 subjects had at least one IGF-1 value above the normal 
range(>+2SDS) and they were all asymptomatic. Moreover, small and intermittent increases in blood 
phosphate and creatine phosphokinase levels of unknown clinical significance were observed in 
subjects treated with somapacitan-beco. The events resolved without dose-adjustment or treatment 
[3] [5]. 
 
Ongoing studies: 
● For the same indication: No 

● For other indications: Yes 

[Phase III, but if it is an O/OE drug, also Phase II] 

 
Discontinued studies (for the same indication): No 
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Cost of therapy:  
Not available 
 
Epidemiology 
An estimated 6,000 adults are diagnosed with GH 
deficiency every year in the United States. Adult GH 
deficiency has been estimated to affect 1 in 100,000 
people annually, whereas its incidence is approximately 2 
cases per 100,000 population when childhood-onset GH 
deficiency patients are considered. About 15%-20% of 
the cases represent the transition of childhood GH 
deficiency into adulthood. 
The age of presentation of acquired GH deficiency in 
adults often coincides with the discovery of pituitary 
tumors, usually between the fourth and fifth decades of 
life. [6] 
 
POSSIBLE PLACE IN THERAPY 
(Guidelines, recommendations…) 
GH replacement therapy is provided in the form of 
human recombinant GH. This is available in a once daily 
subcutaneous injection form. The starting dose of GH 
depends on the age and clinical condition of the patient 
[6]. 
Somapacitan is the first hGH therapy that adult pts only 
take once a week by injection under the skin; other hGH 
formulations for adults with growth hormone deficiency 
must be administered daily. [5] 
 
OTHER INDICATIONS IN DEVELOPMENT: Growth 
hormone deficiency in children, growth hormone 
disorder 
 
SAME INDICATION IN EARLIER LINE(S)OF TREATMENT: - 
 
OTHER DRUGS IN DEVELOPMENT FOR THE SAME 
INDICATION: Lonapeg somatropin, PEG-rhGH 

 
*Service reorganization Y/N: No 
*Possible off label use Y/N: Yes  
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