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Objectives GX-H9 is a long-acting form of recombinant 
human GH under clinical development for both adults 
and children with GHD. In this report, 24-month efficacy 
and safety of once weekly and every other week (EOW) 
administration of GX-H9 were evaluated, in addition to 
Genotropin® switch-ability to GX-H9 after 12-month of 
treatment. Methods Subjects were randomly assigned 
to receive either one of three doses of GX-H9 (0.8 mg/kg/
week, 1.2  mg/kg/week or 2.4  mg/kg every other week) or 
0.03  mg/kg/day of Genotropin®. Treatment duration is 
24-month for all patients in GX-H9 arms while patients in 
Genotropin® arm were re-randomized to one of three doses 
of GX-H9 at the completion of the first 12-month of treat-
ment. Doses of GX-H9 were adjusted throughout the treat-
ment period whenever necessary, based on IGF-1 levels. 
Results Out of 56 randomized, 54 received either GX-H9 
or Genotropin®. Fifty subjects completed the 12-month 
treatment period. Of 50, 45 subjects completed the next 
12-month, comprising 33 patients from GX-H9 and 12 
patients who switched from Genotropin®. First year/second 
year mean±SD annualized height velocity (aHV) for 0.8 mg/
kg/week, 1.2 mg/kg/week or 2.4 mg/kg every other week of 
GX-H9 were 10.50±2.54/9.14±1.96, 11.76±1.96/9.88±1.92 
and 11.03±2.92/9.72±1.90 cm/year, respectively. First year 
mean±SD aHV for Genotropin® was 9.14±3.09  cm/year. 

Patients switched to one of the three doses of GX-H9 in the 
second year showed comparable aHV in the second year (8.
73±2.69/7.60±0.90/9.13±1.07  cm/year for 0.8  mg/kg/week, 
1.2 mg/kg/week and 2.4 mg/kg/EOW GX-H9, respectively). 
No significant slow-down of the growth was observed in the 
second year from patients who received GX-H9 throughout 
and patients who switched from Genotropin®. Mean change 
in height SDS after 12 months/24 months of GX-H9 treat-
ment throughout from baseline treatment improved con-
tinuously (+1.10/+1.61 and +1.31/+1.89 and +1.15/+1.69 
for 0.8  mg/kg/week, 1.2  mg/kg/week and 2.4  mg/kg EOW 
GX-H9, respectively). First year mean change in height 
SDS for Genotropin® was +0.92 SDS, and showed compa-
rable improvement in height SDS after switching to GX-H9 
weekly arms (+0.76 and +0.79 SDS for 0.8 mg/kg/week and 
1.2  mg/kg/week, respectively). Most treatment-emergent 
adverse events were evaluated as unrelated to the study 
drug and were mild or moderate in severity. No new safety 
concerns were observed throughout 24  months of long-
term GX-H9 treatment or after switching to GX-H9 from 
Genotropin®.Conclusions Growth response and safety pro-
file of GX-H9 in children with GHD is comparable to those 
of daily GH, achieving robust growth rates after 24-month 
treatment. Subjects switched from Genotropin® in the 
second year, also showed substantial catch-up growth indi-
cated by improvement in height SDS. GX-H9 has a unique 
potential to be a convenient long-term GH providing not 
only weekly but also twice-monthly treatment.
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Background: A  new lanreotide autogel/depot (LAN) sy-
ringe was developed based on feedback from a human 
factors study to improve user experience.
Methods: PRESTO was a multinational, simulated-use 
study in nurses with ≥2 years’ experience injecting LAN or 
octreotide long-acting release (OCT LAR) in patients with 
acromegaly and/or neuroendocrine tumors, which aimed to 
assess injector preference between the LAN new syringe 
and the current OCT LAR syringe. Participating nurses 
were invited to test both the LAN new syringe (120  mg) 
and the current OCT LAR syringe (20 mg or 30 mg), using 
injection pads. The sponsor was not involved in these ses-
sions. In an anonymous web-based questionnaire, nurses 
reported overall preference (‘strong’ or ‘slight’; primary 
endpoint), and rated and ranked the importance of nine 
attributes for each syringe (1 [not at all] to 5 [very much]).
Results: In total, 90 nurses attended injection sessions and 
completed valid questionnaires. Overall, 97.8% of nurses 
expressed a preference (85.6% ‘strong’, 12.2% ‘slight’) 


