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INTRODUCTION RESULTS

" Advanced soft tissue sarcomas (aSTS) represent a heterogeneous group of rare neoplasms with Patient disposition, and patient, disease and treatment characteristics Outcomes Safety
limited treatment options.!

Figure 2: Patient disposition in the study = Qver a median (IQR) treatment duration of = 3- and 6-month progression-free survival rates (PFSRs) after treatment initiation were = 79.7% (51/64) patients experienced =1 adverse event (AE), and 39.1% (25/64) 21 serious AE.
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:;z;f:;?(ljlz ::I\;ai\rr]]c;daore r:tztzft:t;c; rSn'tl;;,ast,:)cr]]us:ttrl]ael:esZ oel‘ncics)?;)l;;lzcilnnail;aj:d :he:g;)i:eir:gj :10nde 1 - 1.8 (0.8-3.9) months [mean (standard 67.9% (95% CI: 54.4%—78.2%) and 51.2% (95% ClI: 37.1%—-63.7%), respectively. " 46.9% (30/64) patients experienced =1 trabectedin-related AE (adverse drug reaction, ADR),

e s | J 2y 9approach be- S L LLETIES deviation, SD): 3.7 (4.6) months], the median = Median PFS was 6.6 (95% Cl: 3.5-10.1) months. and 14.1% (9/64) 21 serious ADR (Table 3).
Response rates with these treatment options range from 21% to 56%,2 while their use is further onsent Form (N=66) qumber of trabectedin cvcles received was 3
limited by toxic side effects. » Excluded as non-eligible (IQR: 2.0-6.0: range 1 2y7) " Median overall survival (OS) was 13.1 (95% CI: 5.5-18.8) months. = 18.8% (12/64) patients experienced AEs (other than disease progression) leading to
(n=2) P &m0, —el): . . . . . . on.

= Trabectedin is indicated for the treatment of patients with aSTS who have failed or are unsuited to — +t' - " OS rates at various time points are shown in Table 2. trabectedin discontinuation

receive anthracycline/ifosfamide.* i C:glsi oenpi?‘ Iti: ztﬂy " Ofthe pa’fients, 45 (70.3%) cr)eceived 23 * The objective response rate (ORR) was 7.8% (95% Cl: 1.2%—-14.4%). Table 3: Trabectedin-related adverse events
" The aim of ‘BEYOND-STS’ was to generate real-world evidence on trabectedin effectiveness in aSTS (N=64) trabectedin cycles, 19 (29.7%) = 6 cycles, and " The disease control rate (DCR) was 21.9% (95% CI: 11.8%—-32.0%). Full Analysis Set (N=64)

0 .
trabectedin (n=63) Nevents N, (%) N, (%) n, (%) n, (%)

> Levels (EQ-5D-3L) scores did not significantly change from enrolment at post-
STUDY DESIGN Reasons of discontinuation Table 1: Patient characteristics at enrolment enrolment visits among patients with available data (Figure 4). HeEL 2/ SR st A0k 1 (il
Disease progression (n:27) : Occurring in 22% of patients (>1 patient)
= This was a non-interventional, multicenter, prospective cohort study which included patients with aSTS Death (n=6) Characteristic Ll Ll Table 2: Landmark OS analysis Fatigue 17 14 (21.9) 1(1.6) 4 (6.3) 10 (15.6)
Toxicity (n=6) Set (N=64) 17 11 (17.2) 5 (7.8) 9 (14.1) 4 (6.3)

. . : " : Anemia
initiated on trabectedin under routine care conditions in Greece. v Physicians’ decision (n=8) _ ) o _ _ _ _ . . _
_ _ _ _ _ _ Completed throuah : ) ) = Age, median (IQR) 58.3 (46.9-64.8) Analysis timepoint (exact timepoint), months Survival rate (95% Cl), % Neutropenia 8 6 (9.4) - 3(4.7) 4 (6.3)
= Patients were consecutively enrolled by 13 hospital-based oncologists (of the private and public 242 o (n_1)9 Eatl’[tht?‘ ﬁhOICG (n-1é3) Gender, n (%) Nauses 6 6 (9.4) ) 6 (9.4) ]
e . : : : = ost to follow-up (n= ' '
sector) specializing in the sarcoma care and practicing in geographically diverse locations throughout y P (n=6) Female 40 (62.5) 3(2.9%) 75.33 (62.44-84.33) Thrombocytopenia 5 5 (7.8) 2 (3.1) 3 (4.7) 2(3.1)
Greece. Male 24 (37.5) 6 (5.54) 62.62 (48.87-73.64) Vomitin 5 5 (7.8 i 4(6.3 1(1.6
= From 21 December 2015 to 06 June 2018, 64 BMI classification Yonng ; ot M (16)
= Each participant was treated with trabectedin, and followed-up in the context of this study, until the last cligible patients were enrolled and comorised the <18.5 4(6.3) 12(10.69) 50.65 (36.8-62.95) eukopenia (4.7) - (4.7) -
patient enrolled plus up to 54 weeks of treatment or until disease progression, death, withdrawal of full analysis set (Figure 2). At the end of study, one 18.5-24.9 24 (37.5) : : : : Hepatitis ot 2 (3.1) 2 (3.1) 1 (16)
. . L » . : _ ek ! 25.0 —29.9 23 (35.9) ) - : - :
con-sent, unacc.eptablle toxicity, study completion, or physician’s decision whichever occyrred .earlle.r. patient (1.6%) was still on treatment and had 5200 13 (20.3) S— _ 36 |(|3O.:-39? 7.75 (0.80-25.83) Pancytopenia 5 2 (3.1) 2 (3.1) i 2 (3.1)
Patients who discontinued treatment were followed for up to 24 weeks pOSt'treatment discontinuation. received 24 cycles. Educational level, n (%) , confidence interval OS, overall surviva T One event of febrile neutropenia and one event of hepatitis, experienced by 1 patient each, had fatal outcome.
: : : Figure 4: Change in HRQoL and symptom burden from enrolment AE, adverse event; n.,.s number of events; n,, number of patients with 21 event of the respective category
Figure 1: ‘BEYOND-STS’ study design = Patient characteristics at enrolment are shown in No education 7(10.9) < < Sl
d y Primary education 14 (21.9) at Weeks 6 and 12
rabected Table 1. Secondary education 26 (40.6) CONCLUSIONS
rabectedin Enrolment End of observation = At enrolment, median (interquartile range, IQR) Tertiary education 17 (26.6) A B
treatment : ’ ’ 0 0.31 (1.67) 0.65 (2.32) . L : , - o :
STS diagnosis initiation Day 0 = Month 6 period disease duration was 15.3 (7.8-35.6) months: Employment status, n (%) 4 . p=03413 -0.39 (1.59) 7 | p=0.1504 05 (2.36) The findings of this study support that trabectedin offers a clinical benefit in aSTS patients who
l l l l l ] h t ent histol ) | Unemployed 10 (15.6) E 35 ] b = 0.328 S 6 ‘ 1 p = 0.3954 have failed or are unsuited to receive anthracycline/ifosfamide, without imposing additional
-sarcomas were e. most preva en. '_S ologica Employed 27 (42.2) g 5 E | burden on patients’ quality of life and symptom interference with daily functioning.
21 to 0 days prior 24 weeks after treatment Un to 162 weeks subtypes (50.0%) (Figure 3); the majority of the Retired 13 (20.3) > o s ° , . . . . . .
e, initiation (8 cycles) P patients had metastatic disease (43, 67.2%). Household duties 11 (17.2) 5 g 25 ; L 4 T The safety profile was consistent with the drug class, with no new safety signals emerging.
. . o Other 3(4.7) a2z 2 < 3 o i - - i i -
On-site clinic visits at  On-site clinic visits at " Prior to trabectedin treatment initiation, 82.8% PS (ECOG), n (%) =5 1.78 oa 3 3.10 2.92 Faalt_ents \I’_Ve_lt;e_l_tenro_l,:ed_ from Stefografhhlcally ;Illvetrsg LOC;;“OES throughgut Greece fV\Igth gorl
: : . . 2 =} —_ ] IMItNg eligibiity criteria apart rom those inaicate € curopean summary or Froauc
6-week Intervals 12-week Intervals (53/64) of the patients had received chemotherapy; 0 38 (59.4) o 8 3 2 g SIGILILY Pe 4 . y -rop nary
_ _ - o Characteristics of trabectedin,* thus enhancing the generalizability of the findings.
\ Primary endpoint 1 \ 53.1% had received only one, and 29.7% =2 prior 1 22 (34.4) o s
] . : . : . 2 2(3.1) = = 0
Ke;}; :jnT:uslontF:rl:er;aS N Y PESE AL S el seRsreEmE treatment lines (Flgl:re 3). Among patle:]ts with 3 2 (3.1) - s o © o REFERENCES
u PR i 3 2
e:de(iu patients (18 years and older) of either initiation available data, 41.3% (26/63) and 24.6% (15/61) Presence of at least one 34 (53.1) Q@Q;,ﬁ,\ @@//ﬁ&@@;@ @@/’,@rﬁ@‘i(\\ 1. Casali, P.G., et al. Ann Oncol, 2018. 29(Suppl 4): p. iv51-v67.
: _ _ _ _ _ Secondary endpoints had received prior surgery and prior radiotherapy, comorbidity, n (%) ' % Q7O ERT N 2. Nagar, S.P., et al. Sarcoma, 2018. 2018: p. 5467057.
= Patients with a histologically confirmed diagnosis PESR at 3 months post-treatment tivel BMI, body mass index; ECOG, Eastern Cooperative Oncology Group; C D 3. Wesolowski, R. and G.T. Budd. Cleve Clin J Med, 2010. 77 Suppl 1: p. S23-6.
T P (IocaIIy . metastatic) STS rronat ; pj respectively. IQR, interquartile range; N, number of patients; PS, Performance Status '2-_8 (16.6) 0.2 (21.6) 4. European Medicines Agency. Yondelis®. Summary of Product Characteristics.
. ) . initiation; PFS ’; OS’; ORR and DCR ¢ 0.002 (0.198)  0.026 (0.132) p=0.3957 A
who had failed treatment with anthracyclines and 5 = 0.9632 > = 0.4221 00 . p=0.9736
- : : : i . . - .- 1.2 ' s I
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