Triptorelin 6-month Formulation Shows Good Efficacy and Safety in Patients with Central Precocious Puberty (CPP)
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Background Results
Triptorelin is an established treatment of Central Precocious | Patient Characteristics The percentage of girls with pre-pubertal estradiol ranged from 79.5% to Non-hormonal Parameters
Puberty (CPP) as 1- and 3-month formulations.  leasele 92.3%, while the percentage of boys with pre-pubertal testosterone * The percentage of children with reduction in bone age/chronological
This is the first study of the triptorelin embonate (pamoate) Sex Female 3215854 ranged from 80.0% to 100.0% from month 1 to 12 (Fig. 2). age ratio on-treatment was 56.8% at month 6 and 90.9% at month
) . . Male 5(11.4% o - o . 12.
6-month formulation in CPP, previously approved for e N 4 A . B i _
N P Yy app (completad year) MeanisD) raam - i * Mean growth velocity was 6.8 cm/year at month 6 and 6.1 cm/year
prostate cancer therapy. 0 . .
— Weight - “ e = at month 12 suggesting slowing down of accelerated growth.
Objectives - Median (min-max) 34.00 (15.30-54.00) g ® T g « The Tanner stage was stable or reduced in 90.9% of patients
The efficacy and safety of the triptorelin 6-month - Mean (50) 17.6 (2.6 ) between baseline and month 6 and in 88.6% patients between
° - Median (min-max) 18.00 (11.77-23.76) = 20 T P30 5 0] o & .
g . . Height N “ o | s baseline and month 12.
formulation in CPP were investigated. i Mean (5] 134.77 (10.88) T _
» The primary objective was to evaluate the efficacy in - — - i PRI Safety
achieving LH suppression to pre-pubertal levels <5 IU/L e T e o e 7 e - — = __j;:_:’t ) A” pa“e'.“s completed the study anpl there were no treatment
at month 6. White 26 (55.09%) ” - ' " interruptions. A total of 82 mostly mild (89.0%) treatment-emergent
e (Mewhiz T T —u e
N a 2 Fig. 2. A. Mean (SD) LH, FSH and estradiol levels in girls (ITT population). B. Mean (SD) LH, FSH and AES (Advers_,e EventS) were reported fOf 33 (750%) out Of 44
Methods ?n?:n‘ihife Mean (sD) 12955 (18.16) 136.92 (19.34) testosterone levels in boys (ITT population). patients durlng the study.
Design S T S E— Three patients failed to suppress LH at month 6 (Table 2). » Five of the AEs reported for 4 (9.1%) patients were considered as
This was an international, multicenter, non-comparative Medan (minmax) 136 (1152.69 b « A 9-year-old boy (0802) had a non-suppressed LH at months 6 and 12. triptorelin-related (2 patients with mild vaginal bleeding shortly after
phase Ill study over 48 weeks conducted at 18 medical Heightforage N o0 T 20 T s * Another boy (0803) had an LH of 5.1 IU/L at month 6, but it was treatment start, 1 girl [LH non-suppressed at month 6 following
. . ] Median (min-max 1.34 (-1.63-3.31 1.50 (-1.88-3.23 I I I I t
centers in the US, Mexico and Chile. Forty-four treatment Table 1. Demographic (baseline) ar(ld dise)ase chara((:teristic)s at baselin(e and a)t month 12 Suppressed o 3.'2 IU/L at month 12. _ _ teChm%a:I prot_)lems] W|th_ mens_,trual_ bleedlng thge be’Fween the 15
naive patients (39 girls and 5 boys) were included. oemograp | * An 8-year-old girl (2404) encountered a technical problem with the 15t and 2"¢ injections, 1 patient with mild injection site pain).
us: L * At baseline, 13.6% of the patients were defined as Tanner | triptorelin injection (LH: 83 IU/L at month 6). There were no difficulties * One serious non drug-related AE (infection of a vagus nerve
Inocntéséltogf g&ggz;ﬂ <8 years in girls and <9 years in boys stage 2, 65.9% as stage 3 and 20.5% as stage 4. with the 2"d injection and at month 12, LH was suppressed to a pre- stimulator) was reported.
- Age at treatment start 2-8 (<9) years for girls and 2-9 Hormonal Parameters | | pubertal level (3.6 1UL). _
(<10) years for boys In the ITT (Intention-to-treat) population, 41 patients out of w Age Body | BMI Time | LM PH | E2 | Test Conclusions
. o i - 44 (93.2%, 95% CI 81.3%; 98.6%) showed pre-pubertal LH b | ™ fmonth) | (O WO ne/l) ) {nefdl) : ,
Bgﬁ?ertal Ll_tl) rtesponsbe o Ieugrolr:de St||ml-J|at|lon Of>216 o Ievéls at r(r)10nth06 and ma(i)ntainedO)LH supprepssic?n until 0802 — M H 2 Black 0 50 49 142.0 * The results show that triptorelin embonate 22.5 mg 6-month
* vmerence between bone and chronological age =1 year . S G s4 04 - 400 formulation is efficacious in suppressing the pituitary release of LH
. Clini - . month 12 (Fig.1). ' ' _ : . .
Clinical evidence of puberty (Tanner 22 for breast in girls ( g ) : T I I and FSH, and consequently the gonadal secretion of estradiol in
and testicular volume 24 mL for boys) 5 S girls and testosterone in boys to pre-pubertal levels, with a
Intervention | 12 102 1.0 __ favorable effect on progression of clinical signs of puberty.
Two consecutive intramuscular triptorelin injections were o i S I e Bl B we | e | - | s « Administration of the triptorelin 6-month formulation was well
administered at an interval of 24 weeks. ! : s o B tolerated and safe with no unexpected AEs reported.
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