PO1-45

Twenty-four months efficacy and safety of LBO3002, a new
sustained release formulation of rhGH, in children with GHD:
Extension of a phase Ill randomized multicentre study”

P. Saenger!, V. Khadilkar?, K.A. Radjul?, E. Bolshova®, R. Khadgawat®,
M. El Kholy®, M. Desai’, V. Peterkova®, V. Mericq®, HJ. Ji%%,

Y]. Bae®, P. Lopez!!, D. Martin'. 'Albert Einstein College of Medicine,
Department of Pediatrics, New York, United States; 2Jehangir Hospital,
Department of Paediatric Endocrinology, Pune, India; 3LPU 2nd
Children's Hospital, Minsk, Belarus; “Academy of Medical Sciences,
Institute of Endocrinology and Metabolism, Kiev, Ukraine; SAll India
Institute of Medical Sciences, Department of Endocrinology, New Dethi,
India; ®Ain Shams University, Department of Pediatrics, Cairo, Egypt;
7Sir Hurkisondas Nurrotumdas Hospital & Research Centre, Mumbai,
Indio; 8Russian Academy of Medical Science, Endocrinological
Scientific Center, Moscow, Russian Federation; ®Institute of Maternal
and Child Research, Santiago de Chile, Chile; LG Life Sciences,

Ltd, Development, Seoul, Koreq, Republic of; " Biopartners GmbH,
Development, Buaar, Switzerland

We previously demonstrated that once weekly LB03002, a sustained
release formulation of rhGH, is comparable to daily rhGH regarding
efficacy and safety after 12 months treatment in a phase III
randomized multicentre study. This study was extended to assess
the long-term safety and efficacy of LB03002. We now present
24 months data.

167 previously untreated children with growth failure (HTSDS <-2
unless organic GHD, HVSDS <-1) due to idiopathic or organic GH
deficiency (GH peak <7 ng/ml in two tests) initially received either
once weekly LB03002 {0.5 mgfkg) or once daily rhGH (0.03 mg/fkg).
After the 12 month comparative period, patients treated with
daily rthGH were switched to LB03002 and all patients continued
treatment with. once weekly LB03002 (0.5mgfkg) for another
12 months.

LB03002 treatment maintained growth responses with expected HV
and HT gain during the second treatment year without excessive
bone maturation (BA/CA). Gain in HT from baseline to month 24
and improvement in HTSDS was comparable for both groups.

Table: Efficacy data

First year/second WeeklyfWeekly  Daily/Weekly
year treatrnent (N=87) . (N=80)

HV (cmfyr)  Baseline © 2644111 2.8711.04
1st year 11.72+2.58 12.16::3.09
2nd year 8.3311.92 728+2.34

HVSDS Baseline : -3.23+£1.52 -3.09+1.52
Month 12 5.74+3.35 6.26::3.66
Month 24 2.21+1.89 147£1.92

A HTSDS Baseline — Month 12 1.39+0.66 1441073

Baseline —~ Month 24 1952092 | 1924095

IGF-I levels increased notably during treatment and continued to
increase towards the normal range after switching from daily thGH.
No significant changes in laboratory parameters were ohserved and
LB0O3002 was well tolerated.

In conclusion, expected growth rates and a good safety profile were
maintained during weekly treatment with LB0O3002 for two years.
*In cooperation with Biopartners” and LG Life Sciences’ GH Study
Group



