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 Dinutuximab beta in combination with 13-cis-retinoic acid (13-cis-RA) demonstrated an acceptable and manageable safety profile as maintenance therapy in pediatric patients with high-risk neuroblastoma in China
 The safety profile of dinutuximab beta in combination with 13-cis-RA was consistent with the known risks of each treatment agent, no new safety signal was identified
* The pharmacokinetic data for dinutuximab beta supports the implementation of this regimen in Chinese patients with high-risk neuroblastoma

Conclusions

Safety of Dinutuximab Beta + 13-cis-RA

BaCkg round Results . Median duration of exposure to both dinutuximab beta and 13-cis-RA was 180.0 days

« Median relative dose intensity per cycle was 99.7% and 90.9% for dinutuximab Patients, n (%)
beta and 13-cis-RA, respectively

Table 3. Grade 23 TEAEs by Preferred Term

Dinutuximab Beta + 13-cis-RA
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Neurobla§tome(1) IS thg most common extracranial peghatrlc so_lld f[umor, Figure 1. Dinutuximab Beta Mechanism of Action Patients and Treatment . Safety data are summarized in Table 2 Patients With Any Grade 23 TEAE 8 (100)
representing 8%—10% of childhood tumors and ~15% of pediatric « As of Julv 19. 2023. 8 patient lled: all leted studv treatment . , Pyrexia 4 (50.0)
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' 5-6 — . . . . o inqiti
Ie.ast. partial response after standard-of—pare therapy \ B vervrone ateck compi Table 1. Patient Demographics and Disease History 0 s ed to eg or treatment discontinuation | Myringtis 1(12.5)
. Binding of dinutuximab beta to GD2 activates immune system effector A : : : - All patients experienced 21 Grade 23 TEAE, the most common were pyrexia Diarrhea 1(12.5)
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No 1 (12'5) Leading to treatment modification 8 (100) AUC AUC C n n CL Y, v
« BGB-dinutuximab beta-101 (NCT05373901) —— — _ — ' Dose interruption 6 (75.0) P 0-t 0- max max 1/2 z ss
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L : : : o Dinutuximab beta 0 (0) SD 1502.36 1542.21 4.971 NA NA 5454 2627.13 1250.82
combination with 13-cis-RA as maintenance Key eligibility criteria Phase 3 1(12.5) 13-cis-RA 3 (37.5) CV (%) 2615 24,84 35 134 NA  NA 30301 3842 3300
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. . . transplantation Exploratory endpoint el b et e pldieds systemlc t U L) B = (range) ( ) sqrt, square root; t/,, half-life; t. ..., time to maximum serum concentration; V., volume of distribution at steady state; V., volume of distribution during terminal phase
was performed for all patients included in + Event-free survival Best overall reponse from last prior systemic therapy, n (%) Related to 13-cis-RA 8 (100) | e A e i |
the safety analyses Complete response 7 (87.5) Infusion-related reactions 5 (62.5) E -

- e o vent-Free Survival

AEs, adverse events; AUC, area under the serum concentration-time curve; C,,,5,, maximum serum concentration; EOT, end of treatment; INSS, International Neuroblastoma Staging System; Partial response 1 (1 2'5) Srade 23 mfusmn-relatgd reactlons 5 (37.5) ° There were no events Of disease prog reSSion deaths relapses or Secondary

IV, intravenously; NCI-CTCAE, National (}ar_mer Ins’gitute-Common Terminology Criteria for Adverse Events; PK, pharmacokinetic; PO, orally; 13-cis-RA, 13-cis-retinoic acid; t4,», half-life; aA patient could have multiple metastatic sites. %?’gfaedgvze:;‘}f]fg;roengrea}g,?eddf?erasceti\ger:g%vﬁ'engul\éq[g%;%ﬁ‘iivs'o' | b d d . th t d ’ ’ ’

tmax. time to maximum serum concentration; v, version. BMI, body mass index; GNB, ganglioneuroblastoma; INSS, International Neuroblastoma Staging System; Max, maximum; Min, minimum; NCI-CTCAE, National Cancer Institute-Common Terminology Criteria for Adverse Events; TEAE, treatment-emergent adverse event; 13-cis-RA, 13-cis-retinoic acid; ma Ignancy OoDsSEerve Ur|ng e Stu y

13-cis-RA, 13-cis-retinoic acid. TRAE, treatment-related adverse event; v, version.
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