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BACKGROUND METHODS

CONCLUSIONS

• Turner Syndrome (TS) is a rare condition that occurs 1 in 2500 live female births and
is characterized by the complete or partial absence of one X chromosome1

– Common clinical features include skeletal disproportion (growth failure, skeletal
dysplasia, and low bone mass) and premature ovarian insufficiency in addition
to a range of comorbidities including increased risk of thyroid disease, heart
abnormalities, and diabetes mellitus1,2

• At this time, individuals with TS are treated with daily somatropin (human growth
hormone [hGH]) which is effective at promoting height gain and may improve body
composition3

– However, daily somatropin therapy has been associated with poor adherence
in growth disorders such as growth hormone deficiency (GHD), small gestational
age (SGA), idiopathic short stature (ISS), Prader Willi Syndrome and  TS which may
result in reduced therapeutic efficacy4,5

• Lonapegsomatropin-tcgd (SKYTROFA™; TransCon™ hGH), a prodrug of somatropin, is
approved for once-weekly treatment of pediatric GHD by the FDA (pediatric patients 1 year
or older and weighing at least 11.5 kg), and by the EMA (pediatric patients age 3 years to
18 years)6-8,11

• The phase 2 New InsiGHTS trial will investigate the safety, tolerability, and efficacy of
once-weekly lonapegsomatropin-tcgd in individuals with TS (NCT05690386)

TRIAL DESIGN AND STUDY POPULATION

Design:

• The New InsiGHTS trial is a phase 2, multicenter, open-label, active controlled, parallel
arm, dose-finding study randomizing 48 individuals, 1:1:1:1, to lonapegsomatropin-tcgd
(0.24, 0.30, 0.36 mg hGH/kg/week) or daily somatropin (0.05 mg/kg/day [0.35 mg/kg/week],
a dose consistent with treatment guidelines) and stratifying them by chronological age
(< 4 and ≥ 4 years) (NCT05690386)

Objectives:

• The primary objective is to evaluate and compare three different doses of once-weekly
lonapegsomatropin-tcgd to daily somatropin in promoting linear growth at 26 weeks

Subject population:

• Prepubertal individuals with Turner Syndrome (TS) (confirmed by genetic testing),
exhibiting impaired growth that are growth hormone (GH) and GH secretagogue-naïve,
from the US

• The phase 2 New InsiGHTS trial is the first time that once-weekly lonapegsomatropin-tcgd
will be studied in individuals with TS

• The New InsiGHTS will provide an opportunity to examine the impact of
lonapegsomatropin-tcgd in a population whose short stature is not due to GH deficiency

• States with registered study sites for the New InsiGHTS trial across the US

Figure 1. Lonapegsomatropin-tcgd (TransCon® hGH) Design6,10

Table 1. Inclusion and Exclusion Criteria

Table 2. Outcomes

Figure 3. New InsiGHTS Trial Site LocationsFigure 2. Inclusion and Exclusion Criteria

• Lonapegsomatropin-tcgd is a prodrug of somatropin, administered
once-weekly and designed to provide sustained release of active,
unmodified somatropin

• The unmodified, unbound somatropin released from
lonapegsomatropin-tcgd has the identical 191 amino-acid
sequence and size (22 kDa) as endogenous growth hormone (GH)

ABBREVIATIONS

AHV = Annualized Height Velocity; EMA = European Medicines Agency; GH = growth hormone; GHD = growth hormone deficiency; hGH = human growth hormone; IGF-1 = insulin-like growth factor 1; ISS = idiopathic 
short stature; SDS = standard deviation score; SGA = small gestational age; TS = Turner Syndrome
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Key  
Inclusion Criteria

• Diagnosed with TS confirmed by
genetic testing

• Ages 1 year to 10 years (inclusive)

• Tanner Stage 1

• GH/GH secretagogue-naive

• Biochemically euthyroid (including
when on thyroid hormone
supplementation)

• Exhibit impaired growth defined by
at least one of the following:

– If ≥ 2 years: AHV < 6 cm/year
or < 25th percentile over a time
span of 6 to 18 months

– If < 2 years: Height (or length)
< 10th percentile for sex and age

• Bone age within normal limits
(no more than 20% above or below
chronological age in months)

Key  
Exclusion Criteria

• Any known or history of clinically
significant condition(s) likely to
affect growth

• Diagnosis of diabetes mellitus

• Presence of Y-chromosomal material
provided there is no history of
gonadectomy

• Receiving prior or concurrent
treatment with any agent that might
influence growth or interfere with
GH secretion or action such as, but
not limited to, nonsteroidal anabolic
agents, sex steroids, etc

Primary • Annualized Height Velocity (AHV) (cm/year) at 26 weeks

Secondary

• AHV (cm/year) at 52 and 104 weeks

• Change from baseline in height standard deviation score (SDS) at
26, 52 and 104 weeks

• Change from baseline in bone age at 52 and 104 weeks

• Change from baseline in ratio of bone age/chronological age at
104 weeks

Other • Insulin-like growth factor 1 (IGF-1) SDS at 26, 52 and 104 weeks

Selected Lonapegsomatropin-tcgd dose (TBD)

Lonapegsomatropin-tcgd
0.24 mg hGH/kg/wk

Phase 2

n = 48

52 Weeks Treatment

Lonapegsomatropin-tcgd
0.30 mg hGH/kg/wk

Selected Lonapegsomatropin-tcgd 
dose (TBD)

Lonapegsomatropin-tcgd
0.36 mg hGH/kg/wk

Daily Somatropin 0.35 mg/kg/wk

 26 Weeks Treatment  26 Weeks Treatment

Week 26:
Primary Analysis

Week 52:
Interim Analysis

Week 104:
Final Analysis
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