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SCOPE

e This interim analysis reports the effectiveness of avelumab plus
axitinib (A + Ax) treatment in patients with aRCC from a real-
world observational study in the UK

CONCLUSIONS

* A + Ax treatment displayed comparable clinical responses to
previously published real-world and trial data'

* Observed overall survival (OS) was 86% at 12 months post initiation

 Observed progression free survival (PFS) was 53% at 12 months
post initiation

 Results for OS, objective response rate (ORR), and best response
were in line with the phase 3 randomized controlled JAVELIN

Renal 101 trial (NCT02684006),° which is encouraging in a non-
trial population
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INTRODUCTION

METHODS

e The combination therapy A + Ax has demonstrated superior PFS and ORR benefit vs sunitinib across all International e This analysis was based on a UK-wide, multicenter, noninterventional cohort study

Metastatic RCC Database Consortium (IMDC) risk groups (favorable, infermediate, and poor) in patients with previously

untreated aRCC'+

Commission approved A + Ax for first-line freatment of adult patients with aRCC.» The National Institute for Health and
Care Excellence (NICE) recommended A +Ax for funding via the Cancer Drugs Fund (CDF), a source of funding for .
cancer drugs in England, since July 30; A +Ax has also been recommended by the Scottish Medicines Consortium (SMC)

since October 12, 2020°

* Prior to receiving marketing authorization, A + Ax was available 1o UK patients via Early Access to Medicines Scheme

(EAMS; EAMS no. 11648/0002) in August 2019/

e This was an observational retrospective study with all patient-level data collected by members of the direct care team;

therefore, the national health service (NHS) research ethic committee (REC) review was not required?®

e A+ Axis now approved for the freatment of aRCC and funded in the UK; on October 29, 2019, the European * Patients of age 218 years with diagnosed aRCC who inifiated A + Ax treatment outside of a clinical trial on or after August 1,

2019, via the UK EAMS were recruited at 4 sites. Patient informed consent was obtained

Primary endpoints of inferest included OS, best response, PFS, and ORR at 12 months post initiation of A + Ax (index defined as
the date of A + Ax initiation)

o Secondary endpoints included baseline patient demographics and clinical characteristics, RCC history betore the initiation of

o All statistical analyses were descriptive in nature

A + AX, patterns of use of A + Ax for aRCC, and freatment-related adverse events

e This stfudy aims to describe 12-month real-world outcomes of A + Ax in patients with aRCC in the UK o Study recruitment concluded in January 2022 and follow-up is ongoing until July 2023

RESULTS

o A total of 36 patients were included in the analysis; baseline patient

characteristics are summarized in Table 1.

Table 1. Baseline demographics and clinical characteristics

Total sample, N 36
Age, median [range], years 66.2 (39.8-84.1)
Sex, n (M/F) 28/8

BMI at index*, mean (SD), kg/m? 28.5 (5.0)
Ethnicity, n (%)

White 25 (69)

Asian/Asian British 2 (6)

Not recorded ? (25)
Smoking status at index, n (%)

Current smoker 2 (6)

Former smoker 18 (50)

Never smoked 9 (25)

Not recorded / (19)
IMDC status at index, n (%)

-avorable 14 (39)

ntfermediate 15 (42)

POOr 6(17)

Unknown 1 (3)
ECOG PS at index, n (%)

0 19 (53)

] 13 (36)

2 2 (6)

3 0

4 0

Not recorded 2 (6)
RCC tumor histology, n (%)

RCC with clear cell component 26 (72)

Unclassified RCC 8 (22)

Xp11 translocation RCC 1 (3)

Not recorded 1 (3)
No. of metastatic sites at index, median (range) 2 (1-5)
Metastatic sites at index, n (%)

Bone 13 (36)

Brain 2 (6)

Lung 18 (50)

Lymph node ? (25)

Other 18 (50)
History of nephrectomy, n (%)

Yes, full 15 (42)

Yes, partial / (19)

No 13 (36)

Not recorded 1 (3)
Time between aRCC diagnosis and index, 1.8 (0.03-28.8)

median (range), months

BMI, body mass index; IMDC, International Metastatic RCC Database Consortium; ECOG PS, Eastern ooperative

Oncology Group performance status; RCC, renal cell carcinoma.
*Index defined as the date of A + Ax initiation.

Figure 1. Kaplan-Meier plot of 0S at 12 months post initiation
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Figure 3. ORR by baseline IMDC risk group (n=35%)
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*One patient had no IMDC score recorded.
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Figure 2. Kaplan-Meier plot of PFS at 12 months post initiation * Median duration of follow-up was 12 months

 The 12-month OS rate was 86% (95% ClI, 74.8-
97.4; Figure 1)

 53% of patients were progression free at 12
months (5% Cl, 36.5-69.1; Figure 2)

e ORR was 53% (95% ClI, 36.5-69.1), with
- 6% (n=2) achieved complete response

- 47% (n=17) achieved partial response

* ORR by baseline IMDC risk group is reported
In Figure 3

e Bestresponses within 12 months of
observation are summarized in Table 2

All

No. at risk

36

35

4 6 8
PFS from index, months

30 28 24

10

20

12 Table 2. Best response in 12 months

Best response (N=36)

Complete response 2 (6)

19

33%

Response

response not achieved
(n=

PFS, progression-free survival

)

IMDC intermediate (n=15)

4 6 8
PFS from index, months

507

0%

Complete Partial

response

IMDC poor (n=6)

10

Response

response not achieved
(N=0) (N=3)

507

(n=3)

12

Partial response 17 (47)

Stable disease 14 (39)

Progressive disease 3 (8)

* |Infusion-related reactions (IRRs) were
recorded in 9 patients (25%) in the first 12
months, with 10 events in tfotal

e Of the 17 patients who experienced disease
progression with A + Ax combination therapy:

- 1 patient (3%) discontinued due to toxicity
and 4 patients (11%) due to disease
progression

- Treatment was not discontinued in all
patients who experienced disease
progression
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