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CONCLUSIONS

 We report interim results from a retrospective analysis of a national reimbursement registry for
patients with locally advanced or metastatic urothelial carcinoma (la/mUC) freated with avelumab
first-line (1L) maintenance in the Czech Republic

— This is the first study of avelumab 1L maintenance in a real-world setting in the Czech Republic
* Median overall survival (OS) was not reached and the 12-month OS rate was 78.6%

* These preliminary data are consistent with the resulits of the phase 3 JAVELIN Bladder 100 trial and
other real-world studies,'-* confirming the effectiveness and manageable safety profile of avelumab
1L maintenance in la/mUC

— Follow-up for OS is ongoing

PLAIN LANGUAGE SUMMARY

e Based on clinical trial resulls, avelumab maintenance is considered a standard freatment for
people with advanced urothelial cancer that disappeared, shrank, or stopped growing with
previous chemotherapy

In this study, researchers looked at people with advanced urothelial cancer in the Czech Republic

— All people had received avelumab maintenance freatment in real-world clinical practice,
outside of a clinical trial

It is too early to estimate how long people lived for on average, but 79% of people treated with
avelumab maintenance were still alive 12 months later

— Side effects with avelumab were generally similar to those seen in previous real-world studies
and clinical trials

Overall, these results align with results from the previous clinical trial and provide more support
for using avelumab maintenance freatment in people with advanced urothelial cancer

BACKGROUND

approved in the EU since January 2021

* |Inthe JAVELIN Bladder 100 phase 3 trial (NCT02603432), avelumab 1L maintenance + best supportive care (BSC) significantly prolonged OS and progression-free survival (PFS) vs BSC alone in patients with la/mUC that had not

progressed following 1L platinum-based chemotherapy'2

— After 22 years of follow-up in all patients (data cutoff: June 4, 2021), median OS (from randomization) was 23.8 vs 15.0 months (hazard ratio [HR], 0.76 [925% CI, 0.63-0.921]; p=0.0036)>

— Median PFS was 5.5 vs 2.1 months, respectively (HR, 0.54 [95% ClI, 0.46-0.64]; 2-sided p<0.0001)?

— In a post hoc analysis, median OS with avelumab 1L maintenance measured from start of 1L plafinum-based chemotherapy in this population without disease progression was 29.7 months’

— Overdall, the safety profile of avelumab 1L maintfenance was consistent with that observed in prior avelumab monotherapy studies, and no new safety concerns were identified'2

METHODS

* Avelumab 1L maintenance is recommended by international freatment guidelines as the standard of care for patients with la/mUC that has not progressed with 1L platinum-based chemotherapy*® and has been e Registry data were collected by the Office of Health Insurance (KZP) for

patients with la/mUC receiving avelumab 1L maintenance in the Czech
Republic between October 2021 and January 2023

e The primary endpoint was OS from the start of avelumab 1L maintenance
(index date)

— Secondary endpoints included PFS from the start of avelumab 1L
maintenance and safety

o Descriptive statistics were used to analyze the data, and OS and PFS
were estimated using the Kaplan-Meier method

* |nthe Czech Republic, following EU approval, there is a requirement to provide real-world data for “highly innovative medicinal products,” such as avelumab 1L mainfenance, when reimbursement decisions are temporary

— QObtaining reimbursement therefore requires the creation of a registry to collect real-world data

e Here, we report interim results from a retrospective analysis of a national reimbursement regisiry for avelumalb 1L maintenance in patients with la/mUC in the Czech Republic

RESULTS

Patients

e 59 eligible patients with la/mUC were treated with avelumab 1L maintenance and patient
characteristics were documented (Table 1)

 Af data cutoff (January 3, 2023), median follow-up was 6.1 months (range, 0-16.5 months)

e Median time from the end of platinum-based chemotherapy to the start of avelumalb was
4.1 weeks (range, 1.0-44.0 weeks)

* The median number of 1L chemotherapy cycles was 4 (range, 1-11)

At last evaluation, 53 patients were alive

Table 1. Baseline characteristics

Age at start of avelumab 1L maintenance, median (range), years /1 (49-84)
Sex, n (%)

Male 43 (72.9)

Female 16 (27.1)
Race, n (%)

White 59 (100)
Presence of visceral metastasis, n (%) 22 (37.3)
1L chemotherapy regimen, n (%)

Cisplatfin + gemcitabine 30 (50.8)

Carboplatin + gemcitabine 24 (40.7)

Cisplatin or carboplatin + gemcitabine* 5 (8.5)
Best response to 1L chemotherapy, n (%)

Complete response 5 (8.5)

Partial response 30 (50.8)

Stable disease 24 (40.7)

1L, first line.
*Patients who switched from cisplatin to carboplatin.

Effectiveness

o Af data cutoff, median OS was not reached and the 12-month OS rate was 78.6% (5% Cl,
63.4%-97.5%) (Figure 1)

— For illustrative purposes, OS data from this study are shown alongside OS data from the
JAVELIN Bladder 100 ftrial (Figure 2)'

 Median PFS was also not reached and the 12-month PFS rate was 55.0% (95% Cl, 37.5%-80.6%)
(Figure 3)

e OS and PFS data were immature, with only 14 patients (23.7%) having died or having had
disease progression at the fime of analysis

o Aflast evaluation, 5 patients had started subsequent freatment

Figure 1. 0S in patients from the Czech Republic registry
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At data cutoff, 6 patients had died.
1L, first line; NR, not reached; OS, overall survival.

Figure 2. 0S in patients from the Czech Republic registry compared with the avelumab
arm of the JAVELIN Bladder 100 trial™*
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This figure is for illustrative purposes only and is not a head-to-head comparison.
1L, first line; NR, not reached; OS, overall survival.
*Data cutoff: October 21, 2019.

Figure 3. PFS in patients from the Czech Republic registry
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At data cutoff, disease progression or death had occurred in 14 patients.
1L, first line; NR, not reached; PFS, progression-free survival.

Safety

e 10 adverse events were reported in 9 of 59 patients (15.3%) (Table 2)

— This included a grade 3 infusion-related reaction in 1 patient who discontinued avelumab
freatment

— The only patient with >1 adverse event had grade 2 Addison disease and grade |
arthralgia/joint swelling

Table 2. List of all AEs in the Czech Republic registry

Patient Related to Led to Length of hospital

number avelumab hospitalization | stay, days

] nfusion-related reaction 3 Yes NoO NA

2 Diarrhea 2 Yes No NA

3 Diarrhea 2 Yes Yes S

4 Tubulointerstitial nephritis | 2 Yes Yes 15

5 | eukocyturia 2 Yes NoO NA

6 Reactive arthrifis 2 NoO NoO NA

/ Pneumonitis 2 Yes Yes 3

3 Addison disease 2 Yes Yes 3
Arthralgia/joint swelling ] Yes No NA

% Hypothyroidism ] Yes No NA

AE, adverse event; NA, not applicable.
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