
Conclusions
This prospective, real-world study evaluated lonapegsomatropin in 
the first 100 children and adolescents with GH deficiency for 2 years 
following enrollment in the SkybriGHt registry.

Lonapegsomatropin dosing remained stable, with continued increases 
in height SDS: 

• Height SDS increased from enrollment to month 24.

• AHV was consistent with clinical expectations for age and
treatment duration.

• As expected, AHV was higher among participants without
prior GH therapy than among those previously treated with
GH therapy.

Mean values of IGF-I SDS were maintained within a typical treatment 
target range (0 to +2) over time, consistent with adequate GH 
replacement.

Over 24 months, mean BMI SDS remained stable near 0.

There were no serious or severe treatment-related AEs, no AEs that 
led to discontinuation, and no deaths.

Safety and effectiveness were consistent with clinical trial findings  
and similar to outcomes reported with daily somatropin, supporting 
once-weekly lonapegsomatropin use in routine clinical practice.

SkybriGHt Registry Study
• Enrollment in SkybriGHt is ongoing across the US and will occur over a 5-year period.

• Children prescribed lonapegsomatropin in routine clinical practice are eligible.

• The decision to treat with lonapegsomatropin is made prior to and independent of study
participation.

• The study is planned to continue for a total duration of 10 years.

• Lonapegsomatropin is administered subcutaneously using the GH Auto-Injector, which
automatically reconstitutes the preservative-free lyophilized drug from prefilled cartridges.

SkybriGHt Registry Study (cont’d)
• Clinical outcomes evaluated include height SDS, AHV, and IGF-I SDS.

• Safety is assessed through AE reporting

Statistical Analyses
• Data cut-off: November 14, 2025

• Analyses were based on the first 100 children at 24 months of follow-up after enrollment.

• Descriptive statistics were used:

– Subgroup analyses for children initiating GH therapy with lonapegsomatropin and
children switching from prior GH therapy

• Lonapegsomatropin (TransCon® hGH), a prodrug that provides sustained release of
unmodified somatropin, is approved in the US as a once-weekly treatment for children
and adults with GH deficiency and in Europe and other regions for pediatric GH
deficiency.1-3

• Phase 3 heiGHt and fliGHt trials established robust efficacy and a safety profile of
lonapegsomatropin comparable to that of daily somatropin therapy; data from enliGHten
demonstrated sustained efficacy and established longer term safety profile.4-7

• Real-world data complement clinical trial findings by providing insights into disease
management, treatment utilization, and long-term outcomes in routine clinical practice.8

• SkybriGHt is a US-based, multicenter, prospective, long-term study evaluating the safety
and effectiveness of lonapegsomatropin in children and adolescents in the post-marketing
setting.

• We report outcomes of lonapegsomatropin treatment for the first 100 children, 2 years
post-enrollment in the registry.
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Background

Figure 1. SkybriGHt Registry Design (NCT05820672)

Figure 2. Treatment Exposure

Table 1. Demographics and Baseline Characteristics Figure 4. Height SDS From SkybriGHt Enrollment to Month 24

Note: Unless otherwise specified, values are based on the total study population (N = 100). For variables with missing data, the number of participants with 
available assessments is indicated. 
aAge was determined by assigning June 15 as the birth date within the reported birth year. 
bDefined as the last assessment prior to the first dose of lonapegsomatropin.
cTanner stage was reported for n = 75 patients.

aLonapegsomatropin treatment may have been initiated at varying times and for varying duration prior to enrollment. Patients may have participated 
in lonapegsomatropin clinical trials prior to SkybriGHt. Initiation of lonapegsomatropin may have been preceded by other GH therapies such as daily 
somatropin or another long-acting GH.

Variable
Total 

(N = 100)

Sex, n (%)
Male 82 (82)

Female 18 (18)

Race, n (%)

White 86 (86)

Asian 6 (6)

Black or  
African American

3 (3)

Other 1 (1)

Not reported 4 (4)

At diagnosis

Indication for  
GH treatment, n (%)

GH deficiency 100 (100)

Age, mean (SD)a
Years 8.0 (3.4), n = 99

Min, max 1.3, 15.4

At first dose of 
lonapegsomatropin

Age, mean (SD)a
Years 9.7 (3.0)

Min, max 2.7, 15.6

Height SDS, mean (SD)b -0.79 (0.99)

IGF-I SDS, mean (SD)b 0.2 (1.5), n = 64

BMI SDS, mean (SD)b -0.06 (0.95)

At SkybriGHt 
enrollment

Age, mean (SD)a
Years 11.1 (3.0)

Min, max 3.1, 16.3

Height SDS, mean (SD) -0.59 (0.98)

IGF-I SDS, mean (SD) 1.20 (1.05), n = 67

BMI SDS, mean (SD) 0.01 (0.91), n = 99

Bone age/chronological 
age ratio, mean (SD)

0.9 (0.1), n = 32

Tanner stage, n (%)c

Stage I 50 (50)

Stage II 7 (7)

Stage III 11 (11)

Stage IV 6 (6)

Stage V 1 (1)

Figure 3. Lonapegsomatropin Dosing2

Note: Enrollment is the dose when enrolled into the SkybriGHt registry.

Figure 7. BMI SDS Over 24 Months

Figure 5. Annualized Height Velocity

Figure 6. IGF-I SDS Over 24 Months

First 100 patients enrolled in SkybriGHt 

By prior GH treatment

By prior GH treatment Lonapegsomatropin

Lonapegsomatropin 
(initial GH therapy)

Lonapegsomatropin 
(switch from prior GH therapy)

Lonapegsomatropin

Lonapegsomatropin 
(initial GH therapy)

Lonapegsomatropin 
(switch from prior GH therapy)

First 100 patients enrolled in SkybriGHt 

SkybriGHt enrollment
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Note:  At each visit, n is the number of children with non-
missing IGF-I data. Timing of postdose IGF-I sampling was 
not reported for all children; therefore, values presented as 
measured and may not reflect weekly average levels.
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Increases in IGF-I (defined as a 
level that necessitated a dose 
reduction) occurred in 14 (14%) 
participants and were not 
associated with symptoms.
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Adverse Event Summary
• AEs were reported in 48/100 (48%) children; most were mild or moderate.

• The most commonly reported clinical AEs were upper respiratory tract infection (4%);
scoliosis (4%); and otitis media, limb injury, arthralgia, and headache (each 3%).

• No serious or severe treatment-related AEs were reported.

• No AEs led to treatment discontinuation.

• One case of injection site reaction was reported.

• No cases of benign intracranial hypertension or slipped capital femoral epiphysis were
observed.

SkybriGHt enrollment

n

Month 6 Month 12 Month 18 Month 24

Recommended lonapegsomatropin 
starting dose: 0.24 mg hGH/kg/wk
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0.35
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0.22 0.23 0.23 0.23 0.23

Total median (min, max) duration of lonapegsomatropin treatment: 
2.7 (0.8, 8.6) years

Prior to enrollment During SkybriGHt registry

Time (months)

Lonapegsomatropin treatment 
(N = 100)

Median duration: 
7.9 months

Median duration: 
24.3 months

Initiating GH therapy with 
lonapegsomatropin (n = 41)

Switch from prior  
GH therapy (n = 59) 

median duration  
9.4 months 6-month data collection

intervals (up to 10 years)

SkybriGHt enrollment

Initial GH therapy

Month 6 Month 12 Month 18 Month 24

0.5

0.0

-0.5

-1.0

-1.5

41 40 35 21 15

Switch from prior GH therapy 58 57 54 40 33

Median mid-parental height SDS = -0.58

Median mid-parental height SDS = -0.29
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