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ongress  Multicenter, randomized, parallel group, phase 2 study to establish the efficacy and safety of CBP501, cisplatin, 'd ( fanBaS
MADRID
M and nivolumab for 23rd line treatment of patients with exocrine pancreatic cancer and WBC <1 0,000/mm3 A\ o b7 Baste Faarch
T. Enzler', A. Nguyen?, J. Misleh3, V.J. Cline?, M. Johns5, N. Shumway?®, A. S. Paulson’, R. Siegel®, T. Larson®, W. Messersmith'0, D. Richards'!, J. Chaves'2,
FPN# 1625P E. Pierce3, M. Zalupski*, V. Sahais, D. Orr'6, T. Kawabe'?, S.A. Ruste'®, A. Haun'®
Medicine Department, University of Michigan, Ann Arbor, MI, USA;?Medicine Department, Comprehensive Cancer Centers of Nevada, Henderson, NV, USA;*Medical Oncology, Medical Oncology Hematology Consultants PA, Newark, Detroit, MI, USA;*Oncology, Texas Oncology Austin, Austin, TX, USA;*Medical Oncology, Oncology Hematology Can Inc.,
Cincinnati, OH, USA#Oncology, Texas Oncology San Antonio, San Anfonio, TX, USAMedical Oncology Depariment, Texas Oncology - Baylor Sammons Cancer Center, Dallas, TX, USA;*0ncology, llinois Cancer Speciaists, Arington Heights, IL, USA;%Oncology, Minnesota Oncology, Minneapolis, MN, USA;#Oncology, University of Colorado Can
Center Anschutz Cancer Pavilion, Aurora, CO, USA;"Oncology, Texas Oncology-Tyler, Tyler, TX, USA; 2Oncology, Northwest Medical Specalties, Tacoma, WA, USA;*Oncology, Ochsner Clinic Foundation, New Orleans, LA, USA; o2y, Unversty of Michigén Hoalth System, An Arbor, M. USAFOncology, University of Michigan, Ann Arbor, M,
USA;*Oncology, Mary Crowley Cancer Research Center, Dallas, TX, USA;"Oncology, CanBas Co., Lid., Numazu City, Shizuoka Pref., Japan; ®Medical Affairs, Veristat LLC, Southborough, MA, USA; *Global Medical Affars, Veristat LLC, Southborough, MA, USA.
INTRODUCTION RESULTS- EFFICACY: SECONDARY ENDPOINTS RESULTS- SAFETY
ic ductal (PDAC) is an aggressive di without third line Progression-Free Survival Safety was evaluable in 33 patients. Most treatment-emergent adverse events (TEAEs) were grade 1-2
standard-of—eare treatment option and a Iaw survival rate'. CBP501 is a synmehc cell-permeable Am 1 Arm 2 ‘Arm 3 Am4 Overall (20 patients, 60.6%). TEAEs leading to dose interruption were due to infusion-related reactions (IRR) related
dodecapeptide (12-amino acid) G2 abrogator and peptide that oy (N=9) (=) (N=9) (N=9) N=36) | to CBP501 (17 patients, 51.5%). TEAES that led to treatment discontinuation occurred in 1 patient (3.0%),
increases platinum ifluino tumor colls inducing tumor s ic cell death, M2 Events, n (%) 707.8) 9 (100) 5(66.7) 8 (38.9) 30(83.3] with disease progression as the primary reason for treatment discontinuation.
m cel ions and tumor cell migration and enhances anti- St = : 5 Z Am1 | Am2 | Am3 | Arm4 | Overall
tumor activity with anti-programmed cell death-1 (anti-PD-1). d,""‘ s progressive | g (66.7) 9(100) 5(55.6) 8(88.9) 28(77.8) A (N=8)
Patients who died 1(11.4) 0 1(11.4) 0 2(56) TEAE 7(87.5) | 9(100) | 8(100) | 8(100) | 32 (97.0)
OBJECTIVES Censored observations, n (%) 2(222) 0 3(33.3) 1(11.4) 6 (16.7) Treatment-related 7(87.5) | 9(100) | 8(100) |5(62.5)| 29 (87.9)
i : Median PFS, months 28 24 16 15 17 CBP501-related 7(87.5) |8(889)| 7(875) | - |22(66.7)
This multicenter, randomized, parallel group, 2 conducted to assess the efficacy and §
ety of GBPSG ciapit, vt sl o o 1 et padots i s pancoomts | | |__98% ) (135586) | (195303) | (138NA) | (118447) | (148280) || || TEAE Graveas 5(625) |4@44)| 3(375) | 0 |12(364)
cancer and white blood cell count (WBC) <10,000/mm® (NCT: 04953962). 6-Month PFS, % 156 14 0 125 104 Treatment-related 22500 | o |2@50 | o |4¢21)
(95% CI) (gguaog) (0.61-38.77) NA-NA) (0.66-42.27) | (2.67-24.38) CBP501-related 1(12.5) 0 2(25.0) = 3(9.1)t
A= abie; PFS — progrossion ioe suiva,
METHODS < Serious TEAE 3(375) |2(222)| 2(250) | 0 | 7212
Patients with metastatic PDAC, who received 2 or more lines of systemic therapy, with WBC Objective Resp Rate TEAE leading to dose reduction of any study drug | 1(12.5) | 1(11.1) | 1(125) | 0 | 3(9.1)
<10,000/mm?® were stratified by Eastern Cooperative Oncology Group (ECOG) status (0 vs 1) and | Am 1 | Arm 2 Am 3 | Am 4 | Overall Treatment-related 1(128) | 1(11.1) | 1(125) 0 3(9.1)
liver metastasis (present vs absent) and randomized 1:1:1:1 to one of the following 4 arms: Parameter (N=9) (N=9) (N=9) (N=9) (N=36) | (CBP501-related 1(12.5) 0 1(12.5) . 2(6.1)
1 - CBP501 25 mg/m? + cisplatin 60 mg/m? + nivolumab 240 mg Best Overall Response, n (%) . . -
2-CBP501 16 mg/m? + cisplal:n 60 mg/m? + nivolumab 240 mg n = 9 ) 9 36 TEAE leading to study discontinuation 0 0 1(12.5) 0 13.0)
3-CBP501 25 mg/m? + cisplatin 60 mg/m? Complete R CR) 0 0 0 TEAE leading to death 0 0 1(125)$| 0 1(3.0)
4 - cisplatin 60 mg/m? + nivolumab 240 mg - T anemia, acute kidney injury, fyperiension ¥ ~CBP501
Therapy was administered every 3 weeks. Patients received up to 4 cycles of combination therapy, ;::: ;:'::” e f g—?'ﬂ ] d_‘) 3 :33 52 (%;‘9))—
m.n,lorpenamsvnﬁmndmnssprogressm up to 6 cycles of single-agent nivolumab every 21 days 2444 8(83.9) 5550) 5(_)_556 22611 Most Common TEAES (220% of Patients Arm 1 Arm 2 Am 3 Arm4 | Overall
(nivolumab arms only). The primary endpoint was 3-month progression-free survival rate (3M PFSR) (44.4) (88.9) (55.6) (556) | (61.1) - (Ne8) | ves3) |
in the Intent-To-Treat (ITT) population. Secondary endpoints were safety, free survival Not Evaluable 2(22.2) 0 4(444) 1011.1) 7(194) Infusion-related reaction 7(875) |6(66.7)| 7(87.5) | 0 |20(60.6)
(PFS), confirmed and timepoint objective response rate (CORR/ORR) by Response Evaluation Criteria Confirmed ORR, n (%) 2(222) 0(0.0) 0(0.0) 0(0.0) 2(5.6) Fatigue 3 (37'5) 6 (86A7) 3 (37'5) | 4(500) | 16 43'5)
hesd {gg:rs (RECIST) v1.1, duration of response (DOR), disease control rate (DCR) and overall (95% CI) (2.81-60.01) | (0.00-33.63) | (0.00-33.63) | (0.00-33.63) | (0.68-18.66) 1(125) | 4444y | 4(500) |2(250)] 1 (333)
AFleming 2-stage design was used. In stage one, if S1 patient was progression-free at 3 months, the 1 Nausea 2(25.0) | 4(44.4) | 1(125) \[ 3(37.5) | 10 (30.3)
treatment group was stopped for futility. If 24 patients were progression-free at 3 months, the Decreased appetite 2(25.0) | 5(558) | 1(125) |1(125)| 9(27.3)
weatment group was stopped, and the null hypothess rejected. Otherwise, 14 additional patients were | | _DISease Control Rate Fr 2 tzs 0; 2 :22 2; 3 :37 5} ‘ (o " 521 2;
folbe sccried fo Suelsi iy em I he second siage: (i :_.'_'.; ;':: :,','_".: ';.: oyl Weight decreased 2(250) | 1(114) | 2(250) [2(250)| 7(212)
ek o iy | o [ ou | s [ s ||| S m e e e e e St
RESULTS- PATIENT CHARACTERISTICS (95% CI (749-7007) | (028-4825) | (0.003363) | (7.487007) | (8.19-36.02) | 0L iDoprace D LS pooTed Oy, & DY) e 70 ol
Between 09 December 2021 and 03 August 2022, a fotal of 36 patients enrolled at 14 sites in the US; CI— confk DOR—d —T g;eﬁmtsly related to cisplatin [Arm 3]). One TEAE (pancreatic carcinoma) led to death but was not related to
nine patients were randomized to each of the 4 treatment arms. Overall, the median age was 69.0 D of
years (range 41-81 years); the majority were male (19 patients, 52.8%), white (32 patients,
Am 1 Arm 2 Arm3 Am 4 Overall
88.9%) and had baseline ECOG status of 1 (23 patients, 63.9%). Most patients had liver metastases
(24 patients, 66.7%) and received a median of 3 prior lines of systemic therapy. No significant Parameter (N=9) (N=9) (N=9) (N=9) CONCLUSIONS
in ics and baseline were across treatment anms. Median DOR', days 1245 NA NA NA 1245 CBP501 with cisplatin and yielded durable and dlinically
95% CI (107.0-NA) (NA-NA) (NA-NA) (NA-NA) (107.0-NA) in 3M PFSR, PFS and OS wlth tolerable safety as third-line treatment for metastatic
* Comy =2) PDAC. This warrants further investigation.
RESULTS- EFFICACY: PRIMARY ENDPOINT (3M PFSR)
Arms 1 and 2 met the primary efficacy objective, achieving the end-point threshold pre-defined for the Overall Survival REFERENCES
study (35%). On 28 October 2022, the safety monitoring committee recommended not to proceed to Arm 1 | Arm 2 | Am 3 | Am 4 | Overall Orth M, Metzger P,
the second stage for all treatment arms due to the favorable outcomes in the experimental arms. (e st (N=9) (N=9) (N=9) (N=9) Radiat Onco. doi: 10.1188 6. PMID: 31305088,
Am1 Arm 2 Am 3 Am 4 Overall (83.3)
] o) oy e || sy Eeos :"9 - : ‘:—:‘;' ‘1’ ‘?—?‘?’ 9 ‘Ll” Z ‘Z:’ 3: 156373 FUNDING: CanBas Co., Ltd. CONTACT INFORMATION
WMPFSR.N(K) 4 (444)  4(44d)  1(111)  3(383)  12(333) Canapred Qosenyaion:n (1) 08.9) L) &2 (e D CLOSURES: Awzamcn tllac e Cormesponding authors emais:

S0%C) 1oy ___@1on (.16 (129 5 Modian 08, months (95%, 01 | &3 83 37 49 o Aot ol Gancor Ressareh notwork Exobs, Cangas, | | Dr. Thomas Encler (tenzler@med.umich edu)
3M PFSR — 3-month progresslon-free survival rate, PFS tim groater than 81 days i (0.79-NA) (289-1036) | (0.86-5.39) (1.09NA) (2.96-5.66] Arcus Biosclences, Agenus, Tvardi, ECOGACRIN. 2 Dr. Athena Ruste (athena.ruste@veristat.com)
planned
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s2European Journal of Cancerst CamXFxR UTZPFS - OS. REED#HE/

mPFSEOSZERTAANY—TJ0OY ME m ERDIEX/ENeRT IA—F—TA—IVE

Patient ID/PS/Liver metastases/Line of therapy
#No imageafier screening ¥ Platinum naive
P CEF25)/CDODPinivo CEP{16)CDDPnivo CEP(25)(CDDP CDDPfnivo
013004 /N3rd [
009-002 /17y3rd [
o16-001 oN3rd [ 80
014-002 /1/v/4th |
013-003 /1/Y/3rd
¥ 001-007 /0/Y/4th
#019-002 /0/Y/3rd
006-002 /1/N/3rd
017-003 /0/Y/3rd
¥ 019-001 /1/Y/4th
017-010 /0/N/4th
o11-001 1/N3d [
014-003 1/N3rd [
017-009 /0/y/3rd | NN
001-001 /0/y/sth [N
017-001 /1/Y/3rd
#004-004 /1/N/3rd

00s-004 0N3rd [N
006-004 /0/Y/4th
017-005 /1/Y/4th

#022-003 /1/Y/3rd

¥ 018-001 /1/N/3rd
008-002 /1/Y/3rd BN PR
013-001 /0/Y/4th
002-001 /1/Y/3rd e

002-0

IY/3rd -30
¥ 022-001 /0/Y/4th

CBP (25)/CDDP/nivo

CBP(16)/CDDP/nivo

fan]

Change from baseline (%)
no
L)

1
L)
[

CBP(25YCDDP

£ 022:002/0mv3ra [N
& | 004-003 1/nvan [
a1 oos002/1vi [N
1 002004 /1/Y/3rd
006-001 /0/Y/3rd = -
=08

# 001-002 /0/Y/3rd
0 2 4 6 8 10 12 14 16
Months after randomization
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s2European Journal of Cancers& CimXFE U IcE TR

1.0 - Median OS (months) (95% CI):
— CBP(25)/CDDP/Mmivo 6.3 (3.3-9.3)
09 - — CBP(16)/CDDP/nivo 53(3.5-7.1)
-~ CBP(25)/CDDP 3.7(1.9-5.9)
08 7 e CDDPMmivo 4.9(2.8-7.0)
0.7+
0.6 -
8 0 5 -
04 -
03 )
02 - T
0.1+
0.0 -
| | | 1 |
0 3 6 9 12 15
Months after randomization
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100% 1.0+ Median OS (months) (95% CI):
° — CBP(25)/CDDP/Mivo 6.3 (3.3-9.3)
09 — CBP(16)/CDDP/nivo 53(3.5-7.1)
-~ CBP(25)/CDDP 3.7(1.9-5.4)

&ﬁt ‘Bf m 0.8 — CDDPhivo 4.9(2.8-7.0)
(FEDBER) i

& 0.6 | |
&3 0.5 - | |
g 0
* 0.4
0.3 l
RIEF TV IRAVMAEE -
. | ‘l
0% - T T T T T T
E£FHME 0 3 6 9 12 15

Months after randomization
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~ ~ < *2 Anticancer Research, 2007; 27(4A):1789-1794
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.y - 1 ( 0 - A Cancer Res Clin Oncol, 2019; 145: 445-455
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