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with acromegaly switching from long-acting somatostatin
analogues (SSAs) — preliminary results
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The PK profile is similar to that observed in healthy volunteers (see ref. 1).

IGF-1 data over time are presented in Figure 3. During the Run-in period, IGF-1 varied relative to screening (see Table 1, baseline vs.
screening).

Of the 16 patients enrolled, 1 had IGF-1 >1.3x ULN at baseline and at the end of the fourth dosing interval (C4D85). Of the remaining
15 patients with baseline IGF-1 <1.3x ULN, 14 patients (93%), 95% confidence interval (Cl) [68%; 99%], remained with
IGF-1 <1.3x ULN at their last available assessment. Out of 12 with IGF-1 <1x ULN at baseline, 9 patients (75%), 95% CI [43%;
94%], maintained normal IGF-1 at their last available assessment.

Treatment-related treatment-emergent adverse events (TEAES) are presented in Table 3. No deaths or serious adverse events (SAES)
were observed. Cholelithiasis was reported in 5 patients, all asymptomatic. In 1 assessment in 1 patient, a Grade 3 alanine
aminotransferase per Common Terminology Criteria for Adverse Events (CTCAE) was observed. The event resolved spontaneously. All
other TEAEs were Grade 1-2. All events were manageable. The overall safety profile corresponds to the safety profile expected for
SSAs.

monotherapy.

The trial design is presented in Figure 1. At the beginning of the
Run-in period, 4 weeks before Day (D)1, patients received a last
dose of the somatostatin analog (SSA) they were receiving
previously. On D1 of the treatment period, patients received
Debio 4126 at a starting dose corresponding to the SSA dose (see
Table 2).

Octreotide was measured centrally in plasma samples using a
validated LC-MS/MS method. IGF-1 was measured centrally in
serum samples using a validated chemiluminescence assay (IDS-
ISYS). Abdominal ultrasounds were performed at least every
3 months to check for cholelithiasis.

Figure 1 : Debio 4126-102 trial design
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CONCLUSIONS

Debio 4126 administered IM Q12W provides sustained release of octreotide over the 12-week dosing interval, with dose-proportionality
between 30, 60, and 90 mg doses, and limited accumulation after repeating dosing. IGF-1 levels are maintained relative to baseline until
the end of the 48-week treatment in a majority of patients with acromegaly. The safety profile is consistent with that of other SSAs.

These preliminary data support the potential of Debio 4126 administered Q12W to be an effective maintenance therapy for patients with
acromegaly. The reduced injection frequency would decrease patient burden.

Debio 4126 efficacy and safety will be further assessed in a pivotal Phase 3 trial planned to start in 2025.

CONTACT DOWNLOAD

Debiopharm International S.A., This poster is available via:

Lausanne, Switzerland. www.debiopharm.com/medias/publications

www.debiopharm.com
dalit.rechavirobinoson@debiopharm.com



http://www.debiopharm.com/
mailto:Dalit.rechavirobinoson@debiopharm.com
http://www.debiopharm.com/medias/publications

	Slide 1

