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CONCLUSIONS Results

e CEB-01 biocompatible and resorbable implant matrix | Table 1. Baseline Characteristics |« First cohort of 9 mg SN-38 was completed in feb
2021, with the inclusion of three patients with

Ioaded Wlth SN38 (9mg) IS Safe upon ﬁrSt human o it dedifferentiated liposarcoma, (grade 2-3) Patients

Tumor diameter (mm) 192 (144.1)

Background

* Currently, local recurrence after radical surgery (SX) is
frequent and a major cause of death in retroperitoneal soft
tissue sarcoma (RPS) patients®. About 41-50% will develop

. il 1 e o . . . . aracteristic (categorica % i -
locally recurrent disease within 5 years'. administrations in RPS patients, with scarce low grade [ cammr a— AR St
. Histology Liposarcoma 3 (100%) Optimal SX were performed for recurrent disease (1
* We hypothetized that locally delivered chemotherapy (CHT) Adverse EventS and TOX'CltleS. Primary Il 2 (66%) patient) or locally advanced disease (2 patients)
by CEB-01 placed in the surgical bed during SX may increase et 1822 with complete (RO) and optimal (R1) outcomes (Fig.
local control and survival in RPS patients with reduced ® Pre“mina ry PK indicates |OW, prolonged, systemic SN-38 321‘:1‘2:; 3 1(33:/0) 1). There were no surgical complications attributed
systemic toxicity. ;“etm ——— 31((1%%‘02) to the SN-38 treatment. One patient suffered from
exposure aS eXpeCtEd. Iurm:_r supraﬁenm glands 1 (33%) grade 2 (Dlndo Clavien ClaSSiﬁcatiOn) intestinal
CEB-01 membrane Gosected) Kidney 1(33%) subocclusion and other from grade 1

. other 1 (33%) . . .
* Biocompatible and biodegradable membrane of poly lactic-co-glycolic acid (PLGA) e After a median fO”OW-Up of 16 (ra nge 9-32) weeks from Metastasis_no 3 (100%) PREUmopEritoneum due to SX complication
nanofibers loaded with the anti-tumour drug SN-382. SX all patients were disease-free Prior o 3 (100%) resolved with medical treatment.

‘ Table 2. Adverse events classified by frequency and severity ‘

PATIENT INTERVENTION FIRST 12 WEEKS WEEK 12 and 0s
Screening S Weekly up to wé | Every 4 w: 1 T e ey e Seroma 1 3(100%) no no no
Newly Eligibility, Medical % Eo o8 E every 2w up to Vital Signs 1= adverse events (AE) was. low Sepression P T e — —
diagnosed history, Vital Signs, | | [ & 5 S8 E s E wi2: | Physical Exam = (Table 2). All the patients |irrhea 1 2(66%)  no no | no
or local Physical Exam x 3 ) oo o < c Vital Signs | ECOG, 24 < > o L - . ; ; Hiccups 1 2 (66%) no no no
relapsed ECOG, ECG, Lab. 3 = = E 9 % %‘.2 Physical Exam Lab. tests ‘ a j\uj _E' p_resented tran5|tory abdominal Nausea 1 2 (66%) no no no
advanced ||| tests, MRI, C. 0og,e|l2 52 8| |ECOG, C. medication - g S discomfort and seroma. Only Vomiting 1 2(66%) o no o
dedif. RLS medicgtion, 9 g %§ s g § e Lab. te§ts . Adverse events é ;‘_3 : one treatment related AE  Alkaline phosphatase increased 3 1(33%) no no no
Age >18 Biological sample Q= Eallm = C. medication I 5 . . Catheter related infection 3 1(33%) no no no
ECOG <2 collection (tumor E g () 3 E % Adverse events Every 12w: S O (TRAE) consisting of aIOpeC|a Hypomagnesemia 3 1(33%) no no no
and blood), QoL - PK(D1,2 4,8 1528) | || MRI e C— o S Co— ‘ grade 1 was reported. There Pneumonia 3 1(33%)  no  VES__ no
: omplete ptima relate esolve . : %
. ICF Patle.nt ((:{0)] (R1) complications complications complications were no DI-TS Observed dUl’lng PneL'Jmopentoneum . 1(330/) no = no
signature Inclusion th first dministrati ¢ ALT increased 2 1(33%) no no no
e Both at surgery > D2 D15 W4 W6 W12 W16  Upto24m . . Time (hours) € Tirst -administrations —Of - anemia 2 | 1(33%) | no fo | no
days N Rx PET/ QoL MRI Basel. BaselMRI  from SX Future Directions for Research CEB-01 (9 mg SN38). Aol 2 1:33"; o | no | no
CT ECG Rx MRl (only if needed) « SN38 and its glucuronidated —ioermem 28 o e e
Q o Pl | effusi 2 1(33%
Study desi & Method R Currently the second cohort (18 mg SN-38) of CEB-01-RLS trial is SN-38 systemic levels were low, viouioalsseonion O BT R B m
u e S I n e 0 S 1 . s Alopecia 1 1(33%) YES no no
Yy 8 open for recruitment. rezc?rzmg a pefk (sza>((j) é)fho.76 s W TR
+ This is a multicentre, open label, first-in-human phase 1 trial comprising a Evaluate CEB-01 efficacy for local control of RPS in phase 2 trials. - ngl/ At 2 GNE D oW [etaneirenes L
) . . respective an were 6
dose-escalation phase (3 cohorts with total SN-38 doses of 9, 18 and 36 mg respectively), Clinical trials in other cancer types in wich control of local detzctableyz’7 davs after CEB.O] 2 dscomor 1 1(33%) o o | no
followed by an expansion cohort at the recommended phase 2 dose (RP2D). e G Ui o h FelaE i olantati , y th cal Left thigh Hypoesthesia 1 |1(33%) | no no | no
: . . . Limbs ed 1 1(33%
* Recurrent or locally advanced RPS patients candidates for local surgery, with no option of AEGIATEES (5 R Liaanieks MESUEINES Bhidn ¢ lledlkeiioinek Lmz an: 'gnl N g 86 surg/lcaL e 1 1§33%; - —
. : ed, at 0.1 an .6 ng/m ,
systemic treatment, age 218 years old, ECOG < 2, life expectancy > 6 months, and normal : : P 2 e _ Paresthesia 1 1(33%) rno no | no
: » 95 i ’ : ’ First author contact information: Dr. J.A. Gonzalez respectively (Fig. 2). S e E ¥ o7 B R
organ function are eligible. Tumor size >50 mm at staging. .
) e : : : email: JGonzalezL@santpau.cat N T Platelet count decreased 1 1(33%) _uk  no  no
* Primary objective is to determine RP2D, defined as the dose level at which less than 33% Th thor dec| flicts of int ' Rash acneiform 1 1(33%) no no  no
of patients present dose limiting toxicity (DLT) in @ minimum of 6 at-risk patients during € author geciares no contiicts of INterests. REferenceS Welght loss 1. 1(33%)  no no | no

the first two weeks after SX. DLT is defined as any Grade 23 toxicity.
* Secondary objectives include safety, time to recurrence, biomarkers, pharmacokinetics
(PK) and quality of life (QoL). Here we report preliminary safety, and PK data for the initial

patients enrolled. ClinicalTrials.gov | NCT04619056
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