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= In Itlhe _CZE_Ch Repljjt_)l_iC, real'\{vog(:i: clinical praCtiSe data ]I:’FS c;i;lpatie_ntf t;?ate?twit|hi£,at\|h|\?|3vo”\_/\|7(in t;zelglzech Republic (n=127) and the non-Asian population Overall survival (OS) of patients from the Czech register VILP CYRAMZA (n=127) » Real-world data indicate that reimbursed treatment of
rom the registrational trial, n= * . . .
coflection Is a condition required for temporary drug 100+ advanced gastric or GEJ adenocarcinoma with
reimbursement o ramucirumab and paclitaxel in the Czech Republic is
. The_ Health Insurance Bureau In collaboration with The —_ Register VILP CYRAMZA: ramucirumab + paclitaxel (n=127) _ 80- Egj?ggtjc)msgb9+3prﬁglri]ttize(lgs% So712m effective
Institute of Biostatistics and Analyses from Masaryk S 8o- median PFS: 3.9 months (95% Cl: 3.3-4.9) £ 60- - -
University, Brno, initiated the ‘CYRAMZA VILP’ patient registry 'S — RAIII_\tIBO?N st;zdly (Non-Asian population): ramucirumab + @
focusing on ramucirumab in combination with paclitaxel for » o PR 4.2 months (95% CI: 3.9-4.9) g 40 = Despite the limitations of this description (no formal
: : 60— . : i
the treatment of advanced gastric carcinoma or GEJ 3 o comparisons or adjustments were made for differences
adenocarcinoma. Together, they conducted an independent p= between patient characteristics), reported outcomes from
assessment of the real-world outcomes of this treatment in 2 40~ e (monthe) L the ramucirumab and paclitaxel treatment registry appear
patients meeting reimbursement criteria and treated under d Number of patients atrisk: 127~ 85 47 23 11 6 2 0 to be generally consistent with the efficacy results for non-
' ' ' ' ' I =% At time of analysis, there were 53 deaths (41.7%) from the total of 127 patients in the registry I ' ' ' ' I
VILP _re_lmbursement regimen, w_lth the intention of mformally E 00— e AN e T e e o5ar el a6 8 Aglan pat-lents In the reglstra.tlon-al trial, RAINBQW and
examining whether the progression free survival (PFS) in the *Registry and clinical trial populations were not adjusted for patient characteristics with previous published studies in real-life conditions from
registry is in agreement with the PFS in the non-Asian —— , Europel 23
- - - 0 |, ,| I ,| I I — - ,. I Best Achieved Response to treatment* N =78
sltljlca:%_rgijf;c))% tgge 1phalse 3 registrational trial, RAINBOW e ot L o
(H t)th ot t hased on data collected Number of patientsatrisk “ﬂ; (momlf;S) o o O ST 0 (0.0) = The low frequency of reported adverse events (3
| r W r r r | r m n RAINBOW (Non-Asian population) : . .
] eet vsee?] Feepl;)ruar yeleg (;51 g g:dCIS/I ! ﬁ:sh 261826028 ) Ifiigerl\tcc())f tehcee Register VILP CYRAMZA 127 89 44 27 13 10 1 1 1 o - - Partial response (PR) 16 (20.5) evaluab_le reports out_ of 5 reported In tc_)tal) may be due_to
o . S At time of analveis. disease oroaression o death were recorded in 89 (70.1%) of the total of 127 batients i the redisi Disease stabilization (DS) 35 (44.9) non-obligatory reporting of safety data in this retrospective
results from the non-Asian patient subgroup in the RAINBOW R e D ot afivaron 2o 1 = ( g h°)°t s | of patenis e TegIsty Disease progression (DP) 27 (34.6) . ; . .
irial egistry and clinical trial populations were not adjusted for patient characteristics + In patients with reported therapeutic response data non-interventional pa’uent reg|stry
OBJECTIVES & METHODOLOGY Baseline Demographics and Disease Characteristics: Baseline demographics and Disease Characteristics: Course of Treatment with ramucirumab: Register
Register VILP CYRAMZA N = 127 (100%) RAINBOW (Non-Asian, ramucirumab-treated population)? VILP CYRAMZA
n (%) unless specified N =221
Registry Design Sex otherwise n (%) unless specified N = 127 (100%)
: : : : : Male 83 (65.4) otherwise n (%) unless specified
= Retrospective, non-interventional collection of data from treated patients Cemale 44 (34.6) Sex otherwise
Age when starting treatment with ramucirumab, years Ferl\gz:g 16556((2791)) . _ ' o _
" " " < ) amuciruma -contalnlng regimen
Reimbu _rsem ent Crlte_rla o | | | 5;_28 ;g ggg Age, years | | 8 mg/kg by IV on the 1st and 15th day of the 28-day cycle 127 (100)
= Ramucirumab plus paclitaxel combination treatment is reimbursed in adult 61-70 47 (37.0) Median (min—-max) 60 (25-83) Change of dosage
patients with advanced stomach carcinoma or adenocarcinoma of GEJ, with > 70 28 (22.0) Performance Status (ECOG) No 126 (99.2)
disease progression after previous chemotherapy with the combination of @Vg_faG? (95% C'g 62-55(?%2—7%?-8) 2 17438(?637)) Treatment suspension ves 1(08)
. ey . edian (Min—Mmax —
platmum and fluoropyrlmldlne, and performance status Eastern Cooperatlve Time of monitoring since the initiation of therapy (months) Year of starting ramucirumab treatment* Nob 120 (94.5)
Oncology Group (ECOG) scale 0-1 Average (95% ClI) 5.5 (4.7-6.3) 2010 NR | o Yes 7 (5.5)
= |f it Is necessary to suspend or discontinue the treatment with paclitaxel T — | - - I\:I'Ediazn (miPh—r;\ax) 4.4 (0.0-18.7) Sgii mg Time to treatment failure (montKhl\j)SUWiValI ostimate : median (95% CI) 242740
L . . . - - . Ime 1rom dliagnosis Uil ramuciruma erapy imitation (montns _ _ . . L
within _the combined regimen due to _paclltaxel '[OXI_CI'[y, treatment with Average (95% CI) 16.1(12.6-19.7) o Treatment discontinued
_ _ Number of metastatic sites
ramucirumab may continue if ramucirumab alone is well tolerated Median (min—-max) 10.9 (2.4-185.0) No 35 (27.6)
_ _ Performance Status (ECOG) 0-2 127 (57) yes 92 (72.4)
ObjeCtIVGS 0 52 (40.9) Presence of peritoneal metastases = R RO T B0 nAmMEIe (=) (75)
_ : L 1 75 (59.1 Disease progression 69 (75
anary end_pomt. o _ _ _ Line of ramucirumab therapy (N = 126*) ( ) _ Yes 98 (44) Status deterioration without progression 15 (16.3)
— PFS (time from treatment initiation until the disease progression or ond line 116 (92.1) Presence of ascites Death 3 (3.3)
death) 3rd line and further 10 (7.9) Yes 75 (34) Other reasons® 5(5.4)
= Secondary endpoints: Year of starting ramucirumab treatment Length of treatment (months) (n=92)
- ST : _ 2017 5(3.9) Abbreviations: Adverse events, AE; Confidence interval, Cl; Eastern Cooperative Average (95% Cl) 3.9 (3.2-4.6)
— OS (time from treatmenj[ initiation till death from any reason); 2018 55 (43.3) Oncology Group, ECOG; gastroesophageal junction, GEJ; Kaplan Meier, KM; Not Median (min-max) 2.9(0.0-17.7)
— Response to Treatment; | 2019 59 (46.5) reported, NR; Overall survival, OS; Progression free survival, PFS; State Institute for
— Safety of treatment (frequency and severity of adverse events) _ _ _ R _ _ 2020 8 (6.3) Drug Control, SUKL: highly innovative drug product, VILP; 2 The dose for the patient was changed due to thrombocytopenia
Treatment with ramucirumab in combination with paclitaxel b Reasons included a request for reimbursement, neutropenia and stomatological intervention
_ no 1 (0.8) _ ¢ Time to treatment failure describes the time interval from treatment initiation until its discontinuation for any reason;
= The PFS reported for the subgroup of n=221 patients from Europe, Israel, yes 126 (99.2) Tewﬁncss-t . Lancet Oncology 2014 Ot 15(11):1224-35 described using
. . . . . . . . - : - - . lIKe H, et al. Lance ncology Ct, : - KM estimate of the probability of survival without an event
AUStral!a’ Unlted Sj[ates of America, Argentlna, Bra2|1l, Chile, and Mexico in Vietastases at the time of starfing treatment with ramucirumas no 3 (2.4) 2. Di Bartolomeo M, et al. Targeted Oncology 2018 Apr:13(2)227-234 d Examples include disease stabilization, hepatorenal failure and urosepsis
used as a benchmark. Number of metastases (N = 122%) 4. Muro K, et al. Journal of Gastroenterology and Hepatology 2016;31: 581-589
< 3 metastatic lesions 37 (30.3)
Methods | o 2 3 metastatic lesions 85 (69.7) Disclosures: The Cyramza VILP register was supported by Eli Lilly. Vladimir
- The data h h ed b f dard d . .y Peritoneal metastases (N = 122%) 1 (500 Habétinek is an Eli Lilly employee and shareholder. Dr. Melichar reports personal fees
e data have been summarized by means o stan daf escriptive Sta_lUSt'CS no o1 (50'0) from E. Lilly, Eisai, Bayer, Janssen, Pfizer, Astellas, Merck Serono, MSD AstraZeneca,
and frequency tables; absolute and relative number in case of categorial Ascites (N = 1269 yes (50.0) Servier and Sanofi; personal fees and non-financial support from BMS, Roche, and
variables, average (95% confidence interval, Cl) and median with range =5 102 (81.0) Amgen. fi‘f?& or
(minimum—maximum) in case of continuous variables yes 24 (19.0) | _ _ o and slide deck
Weight, kg (N = 126%) Correspondlng author email: habetlnek_vladlmlr@I|IIy.com https://lillyscience.lilly.com/congress/pragueonco2021
The description of OS, PFS and Time on Treatment has been done by puerage (55% 1 S
) , Medi in— 70.5 (44.0-110.0
means of Kaplan-Meier (KM) survival curves and corresponding medians Height, cm (N = 126%) edian (Min-max) ( ) Acknowledgments: The CY_RAMZA VII__P registry was orgar_lized by the Health Insurance Bureau in collaboration with th_e Institute of Bi_ostatistics and Analyses. \_/\_/e would
Averade (95% Cl 173.0 (171.3-174.7 like to thank all the oncology institutions in the Czech Republic, who collaborated to collect the data. The authors would like to thank Philana Fernandes for her writing and
and 95%Cl Modian (rrgin—maxg 173.5 glso 0-197 og editorial contributions

*patients with reported data
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