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Therapeutic
algorithm in RCC : from
adjuvant to advanced disease
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metastatic d

treatment arms
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Phase 3 clinical trials of VEGF inhibitors in adjuvant treatment of renal cell carcinoma
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Localized setting

Adj uvant metastatic disease
therapy

Use of TKI in the adjuvant setting Use of TKIin the adjuvant setting

0S In Phase 3 clinical trlals of VEGF Inhibitors In adjuvant treatment of renal cell carcinoma

What about side effects?

Sunitinib Sorafenib Placebo
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Assure Haas Lancet 2016 Protect 0S Motzer JCO 2017
S5-TRAC OS Ravaud, NEJM 2016 PROTECT
Nene of these trials impreved Q5: angiegenesis inhikition dees not cure cancer in the adjuvant setting
Assure Haas Lancet 2016 Protect OS Motzer JCO 2017 5-TRAC OS5 Ravaud, NEJM 2016

Adjuvant TKI therapy is currently NOT standard of care in RCC in Europe (><FDA)
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ORIGINAL ARTICLE ( FREE PREVIEW )

The NEW ENGLAND

Adjuvant Pembrolizumab after Nephrectomy in Renal-Cell Carcinoma

Toni K. Choueiri, M.D., Piotr Tomczak, M.D., Ph.D., Se Hoon Park, M.D., Balaji Venugopal, M.D., Thomas Ferguson, M.D., Yen-Hwa

JOURNAL Of M E D I C I NE Chang, M.D., Ph.D., |aroslav Hajek, M.U.Dr,, Stefan N. Symeonides, M.D., Ph.D., Jae Lyun Lee, M.D., Ph.D., Naveed Sarwar, M.D.,

Ph.D., Antoine Thiery-Vuillemin, M.D., Ph.D., Marine Gross-Goupil, M.D., Ph.D., et al,, for the KEYNOTE-564 Investigators®

Key Eligibility Criteria Pembrolizumab 200 mg

» Histologically confirmed clear cell renal cell Q3w

carcinoma

for ~1 year*

* Nephrectomy S12 weeks prior to randomization
* No prior systemic therapy

* MO vs M1 NED
* MO group further stratified:

* ECOG

» US vs non-US

+ECOGPSOor1 Placebo
* Tissue sample for PD-L1 assessment Q3w
for ~1 year®
Stratification Factors
* Primary end point: DFS per investigator
PS 0 vs 1 * Key secondary end point: OS
» Other secondary end points: Safety
_
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‘Keynote 564 study population

Intermediate-High Risk High Risk M1 NED
pT2 pT3 pT4 Any pT
NED after
Sae ! Any grade Any grade Any grade resection of
sarcomatoid oligometastatic
NO NO NO N+ sites <1 year from
nephrectomy
MO MO MO MO

Pembro Placebo
N =496 N =498

Pembro Placebo

Characteristic, n (%) N = 496 N = 498

Characteristic, n (%)

G hic locati
Age, median (range), yrs 60 (27-81) 60 (25-84) Sk iy

North America 113 (26.8)  125(25.1)
Male 347 (70.0) 359 (72.1) European Union 188 (37.9) 187 (37.6)
Rest of the world 175 (35.3) 186 (37.3)
ECOG PS PD-L1 status®
0 421(84.9) 426 (85.5) CPS <1 124 (25.0) 113 (22.7)
1 75 (15.1) 72 (14.5) CPS 21 365 (73.6) 383(76.9)
Missing 7(1.4) 2(0.4)

Disease risk category s f
MO intermediate-high risk 427 (86.1)* 433 (86.9) arcomatoid features

MO high risk 40 (8.1) 36 (7.2) Z{fsem 45127(13(251) 451%(181583)
M1 NED 29 (5.8) 29 (5.8) sent (84.1) (833)
Unknown 27 (5.4) 24 (4.8)

Choueiri et al, NEJM 2021
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Primary End Point — Disease-free Survival Secondary End Point — Overall Survival

2 -
100 Hazard ratio, 0.68; 95% Cl, 0.53 to 0.87; P=0.002 100 96.6% Pembrolizumab
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Localized setting

CONCLUSION

OS data are awaited (uncertain correlation between DFS & OS for operable RCC)

P I I = — ||

' TN L [ W Fw R [ T mEtarmmarliatas Aar lical e wvaralhlea AcnDRDArN Aaftlar Asrad P B .
Optional (1c) for patients with intermediate or high risk operable ccRCC after careful patients

I [ ———— N R T " Y P ) O vt el S ey A
counseling regarding immature OS date & potential long term AE

FDA in august 2021 has granted a priority review designation for pembrolizumab in this indication

If it becomes a SOC, it will changes our treatment landscape
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Metastatic setting

1st line

Advanced ccRCC

+ ' !

: ] Pembro + axi Pembro + axi
e Pembro + a:l.ll. A; MCBS [l, A: MCBS 4]. [l. A MCBS 4],
St Cabo + ]i I, A Cabo + nivo [I, A] Cabo + nivo [I, A]
oo LAl Nivo + ipi [1, A; MCBS 4]* Nivo + ipi [I, A: MCBS 4]*

ESMO 2021

Guidelines sun I, Al Sun [I, A] Sun [I, A]

Alternativet Pazo [l, A] Pazo [I, A] Pazo [l, A]
Tivo [Il, B; MCBS 1]* Cabo [lI, B; MCBS 3J* Cabo [Il, B; MCBS 3]*

Leovel of evidence ranked from | to V (I=evidence from at least one large RCT of good methodological quality flow potential for bias] or meta-analyses of well-conducted randomised trials without heterogeneity and Vestudies
without control group, case reports, experts’ opinions). Grade of recommendation ranked from A 1o E (Asstrong evidence for efficacy with a substantial clinical benefit, strongly recommended and E =strong evidonco agains!
officacy or for adverse outcome, never recommanded). *ESMO-MCBS scores for new therapies/indications approved by the EMA since 1 January 2016. The scores have been calculated by the ESMO-MCBS Working Group and
validated by the ESMO Guidelines Commitiee; "Where recommended treatment is not avallable or contraindicated

1L, first bne; axi, axitinid; cabo, cabozantinid, ccRCC, dear cell RCC, EMA, European Medicines Agency, ESMO, European Society for Medical Oncology, g, iplimumab, MCBS, magnitude of clinical benefit scale; nivo.
nivolumab;. paz, pazopanid; pembro, pembroizumab; RCT, randomised controlled tial, sun, sunitinid; thvo, tvozanid

Powles T, ef al. Ann Oncol 2021,32:422-3

Combination therapies are now the new SOC in first line
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Metastatic setting

1st line

Checkmate 214 phase 3 trial

Median OS (95% ClI), months

Nivo + ipi (n=550 Sun (n=546)
NR (48.7-NE) 38.4 (32.0-45.0)
HR=0.69 (95% CI, 0.59-0.81)
——a ’)'3 4%

NIVO+IPI

Mo ot ek Months

NIVO + IPI 55¢( 493 444 41 372 337 309 292 154

SUN 546 472 405 347 310 281 257 234 209 126 5 0

1L, first ine. CI, confidence interval, CP1, immune checkpoint inhibitor; HR, hazard ratio; ipl. iplimumab; mPFS, median PFS; No, number; NE, not estimated; Nivo, nivolumab;. NR, not reached; OS, overall survival
PFS, progression-free survival, Sun, sunitinib,
Albloas L. of al FSMO Onen 2020 5:4001079
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Metastatic setting

Keynote 426 of Axitinib / Pembrolizumab vs Sunitinib

os: PFS:
Median OS (95% CI), months Median PFS (95% Cl), months
Pembro + axi | 1.0 9 Pembro + axi )
100 - Endt:ipumb.r; (n=432) Sun (n=429) 0.9 - (n=432) | Sun (n=429)
~. 90+ reatm 457 (436-NR) | 401 (34.4-442) > 081 157 (13.6-20.2) | 11.1 (89-125)
® 801 \ ! | HR=0.73 (35% Cl, 0.60-0.88); 3 071 HR=0.68 (95% Cl. 0.58-0.80);
- ;g- 8% : p<0.0001* é 06+ p<0.0001*
- ! N 0.5
E 50 - % 67% 1 & 04- 33% 0,
3 40- ! s 8% - ® 034 S| Pombro +
g 30- i ' . o 0.2- ; S
g 20 - ! ' i 0.1 i {20% 115y —ess
10- = b o4 —
0 , . ' ¢ T - T | 0 2 12 18 24 30 kT 42 48 54
0 6 12 18 24 30 36 42 48 54 - sk Months
Pembro + axi 432 298 233 180 136 110 80 28 0 0
ime (Months) Sun 429 244 155 107 72 47 28 10 0 0

ORR: Axi+Pembro 60,4% (55,6-65,1) vs sunitinib 39,6% (35,0-44,4); p<0,0001

Median follow-up 42.8 months (minimum 35.6 months), data cut off: 11" January 2021 "Because supenonty of pambro + ax was dem at interim lysis, no alpha was allocated to OS or PFS; only nominal p
values are reported
Ao, nmtlmn CI cmfmm interval; HR, hazard ratio; No, number; NR. not reached. ORR. objective mwnu mta OS oumll mvu pembro, pmnnohmmnu PFS progmwon -free survival, sun, sunitinib

L i Pl B RS S el BB mbniie AN Pl mnmbind ab A AAAE B alabie i bbb f e b il o o+ . i b e 8 U B Al e e
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1st line

Metastatic setting

Checkmate 9 ER phase 3 trial of Cabo/Nivo vs Sunitinib

0Os: PFS:
1.0 1 ®_ 1019 Modian PES (95% C1), month
i P E 2 NIVO+CABO SUN
E >0.8 330.8* 17.0(126-194) | 83(6997)
5= ; © 58% HR (85% CI), 0.52 (0.43-0.64)
? g 0.6 ' $ 806 48% RO
B § | | Median OS (95% CI s
= J ' ' months s R
g 804 ; 2 NIVO+CABO SUN g 6 0.4
I i ' NR (NE) 265 (28 4.NE) = i
s ‘ : TR (95% CI), 0.66 (0.50-087) @ 0.2
0.0 e e £ %00 - S .
0 3 6 9 12 15 18 21 24 27 30 33 0 3 6 9 12 15 18 21 24 27 30 33
No. at risk Moriths No. at risk Morths
NIVO+CABO 323 cs 295 283 269 255 220 47 84 4 ( NWVO+CABO 323 280 238 201 166 145 02 56 26 5 2 0
SUN 328 2056 272 254 238 217 18 18 2 4 SUN 328 230 180 122 &7 ¢ 7 17 2 1

ORR: Cabo+Nivo 54,8% (49,2-60,3) vs sunitinib 28,4% (23,5-33,6)

Median follow-up 23.5

ths)'

16.0

*p value not reported. cabo cabozmlm:n Cl, confidence interval, CP1, immune checkpoint inhibitor; HR, hazard ratio; NE, not estimated; No, numbaer; nivo, nivolumad; NR, not reached; ORR, objective response rate; OS, overall
survival, PFS, progression-free survival, sun, sunitini; TKI tyrosine kinase inhibitor

Matrar R1 of al | Clin Onenl 36 2021 (sunol &' abstr 3081 Pracantad st ASCO GLU 2021 Avalahble at hMine lmaatinalibeary asen omimecord/ 195182 /ahstract Accasend Aunust 2021
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Metastatic setting

CLEAR trial

CLEAR: TKI + CPI combination (lenvatinib + pembrolizumab) demonstrates
improved PFS, OS and ORR vs sun’

0Os: PFS:
A Kaplan-Meier Analysis of Overall Survival A Kaplan-Meier Analysis of Progression-free Survival
Median
10 — Modian Overall & Progressionfree
09 \;\\\unvunb-mmwumb Survival Survival
E 08 \‘,:;\\ (95% C1) mo oe% ch
— Suntinib L + NR ® -
‘3 g; e S Pembrolizumab RS Sg o Lenvatinib + 239 (208-217)
- Lenvatinib +  NR (NE-NE .2 ey
k-1 gf Lenvatnib+everolimus o (NE-NE) s a \\_\_‘ e \‘ unv.unhO 147 (11 1-16.7)
itinib NE-NE f B o S
o m.mﬂmua.’.‘:( ' 'E " i, Sunitinib 92(6.0-11.0)
0.2 (Loowesnb + g "t L'"“""""""‘"’""“‘ Hazard ratio for disease progression
0.1 sunitinib), 0.66 (95% CI & Summ-b or doath [Lmb ‘.
0.0 +—r—T1—T1T7T7 TT T T 1 049-088); , 5 TR S SR S . [ R S | . 0.39
0 36 91215 18 21 24 273033 36 39 42 45 48 51 psoo0s 101214181820222‘2528303234363840 355‘0 032-0")
Hazard ratio for death Mont
Mo ot Rish Monts (Lonvatinid + ovorolimus va  Ne. of Risk he "‘""’ "“ for dsease progression
Lonwatnteopamorolirumad 358 342 004 327 313 280 253 222 'e8 1% M0 M 0 2 O sunitinib), 1.15 (95% C1 LNt pamtrolzamab 358 321 300 270 258 235 212 108 MO 1M 120108 A0 84 30 W & 3t 1 5 of doath (Lenvatinih + ovorolmus vs
Larestnt coverdorun 57 346 321 200 IT7 248 308 103 164 %00 46 2 84 2 0 0.88-1.50); Lonvatebesvansims 357 306 200 207 A5 161 M0 126106 85 70 83 37 20 13 T 3 1 O sunitinib), 0.65 (95% CI, 0.53-0.80)
Sures DAY 307 D07 28% 264 206 207 188 YO 12 W0 8 7 2 2 ) o J Suniirit MIMIIMMENTI M B R M QMW Y2 YO P<0.001

P=030

ORR: Len+Pembro 71,0% (66,3-75,7) vs sunitinib 36,1% (31,2-41,1); p<0,0001

Median follow-up 26.6 months. Cl, confidence interval, eve, everokimus, HR, hazard ratio; len, lenvatinib; mo, months, mOS, median OS; mPFS, median PFS; NE, not estimated; No, number; NR, not reached, ORR, abjective
response rate; OS, overall survival; pembdro, pombrolizumab; PFS, progression-free survival; sun, sunitinid,
Motzer R, ot al. N Engl J Med 2021,384:1289-300
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ESMO 2021

Guidelines

Metastatic setting

therapies in aRCC: key efficacy results

Study

1° endpoint(s)
2° endpoint(s)

CheckMate 214!
0S, PFS, ORR (all in
IMDC I/P risk pts)

KEYNOTE-4262
0S, PFS (both ITT)
ORR (ITT)

CheckMate 9ER?

CLEAR*
PFS
0S, ORR

Uz LI

iTx arms

| (n)

Nivo + ipi
(550 [425 I/P))
Sun

(546 [422 I/P))
Axi + pembro
(432)

Sun

(429)

Cabo + nivo
(323)

Sun

(328)

Lenva +
pembro (355)
Lenva + eve
(357)

Sun
(357)

55

4238

26.6

Median FU,

Pivotal Phase 3 trials of guideline-recommended 1L combination

No head to head trials comparing different 1L treatment combination regimens

GENT  SaiPs™

| e8| o8 |  ORR_ |
mPFS, mo | HR vs sun Paskie mOS, mo | HR vs sun P value ORR, % P value
(95%Cl) | (95% CI) ©5%Cl) | (95% Cl) ©5%Cl) | (vssun)
1.2 g 419
84-161) 074 Not (356-NE)  0.65 Not ~ (71-467) _
8.3 (0.62-0.88) reported* 26.6 (0.54-0.78) reported* 26.8 7
(7.0-10.8) (22.1-33.5) (22.6-31.3)
15.7 457 60.4
(136-202) 068 (436-NR) 073 (55.6-65.1)
<0.0001" <0.001' <0.0001"
1.1 (0.58-0.80) 40.1 (0.60-0.88) 39.6
(8.9-12.5) (34.3-44.2) (35.0-44.4)
17.0 NR 54.8
(126-194) 052 (NE) 0.66 (492-603)  Not
83 (043064 <0-0001 205  (0.50-0.87) 00034 284  reported®
(6.9-9.7) (28.4-NE) (23.5-33.6)
0.39 NR 0.66 71.0
29 p32-049) <0001 436 NE) (0.49-088) 000 (g3 757) <0001
0.65 NR 115 53.5
47 053080 <0001 (NE)  (0.88-150) 930NS) 454 587  <0.001
NR 36.1
s (NE) (31.2-41.1)




How to choose

between IO/VEGF
or 10/10

Intermediate or bad prognosis group

U7
GENT

Metastatic setting

Cabo/Nive
Axi/pembro Lenva/

PD-1 +CTLA 4 PD-1 + VEGF

PROS

Potential : :
Improved | Durable to stop QOL during R Longer PFS Lower irAE
responses therapy maintenance Low PD rate rate

Mature Follow up data available

UNIVERSITEIT
GENT




There are two settings in which to consider treatment options
beyond progression

Post-CPI Post-TKI monotherapy

1L CPI-CPI CPI-TKI TKI monotherapy

TKI monotherapy

Lenvatinib + everolimus i 1 E e
Not in Belgium : monotherapy

TKI monotherapy

2L+

Daniel Y. Heng. Where are we now? Optimising treatment beyond first line. — Ipsen Industry Satellite Symposium: Spotlight on emerging therapies — ESMO 2021



Kidney Cancer

First-line Immuno-Oncology Combination Therapies in Metastatic
Renal-cell Carcinoma: Results from the International Metastatic
Renal-cell Carcinoma Database Consortium

Retrospective database analysis
VEGF-based therapy is efficacious following 1L ipilimumab + nivolumab

Key background: Key results:

1.0- Moo(-;gwi!& )(mo)
2L treatment” 1L 1L G Proot GP1 » VEGF (N=27) _ 3.7125-9.6)
(% of patients treated) CPI+VEGF Ipi+nivo 8 ‘ P04

(N=113) (N=75) g 06
Axitinib 15 7 -g dind Prior GP1 + VEGF 1)
Cabozantinib 26 7 'g o ‘—l
Lenvatinib + everolimus 6 0 et
Nivolumab 15 0 0.0
Pazopanib 6 30 . = > ' v .
Sunitinib 26 50 0 2 Y 6 10
Months since initiation of therapy
Other 6 7 ek

2L response rates were higher in the post- ipi+nivo cohort compared with the post- CPI+VEGF

cohort (45% vs 15%, p=0.04) P

Daniel Y. Heng. Where are we now? Optimising treatment beyond first line. — Ipsen Industry Satellite Symposium: Spotlight on emerging therapies — ESMO 2021



e e WILEY
Cabozantinib real-world effectiveness in the first-through
fourth-line settings for the treatment of metastatic renal cell
carcinoma: Results from the International Metastatic Renal Cell
Carcinoma Database Consortium

Cancer Medicine. 2021:10:1212-1221

Retrospective database analysis
Efficacy of cabozantinib maintained regardless of prior systemic therapy*

Key background: Key results:
Treatment line Liig
HR (95% Cl) p value
2L 3L 4L
(n=143) (n=142) (n=94) 2rd ling —{—E— : 0.21 (0.11-0.43) =0.01
Percentage of patients per prior therapy 34 line - - 0.49 (0.20-1.16) 0.10
Prior CPI any line, % 23 75 88 .
4hling - b—a—ro 0.28 (0.12-0.66) <0.01
Single agent CPI, % 1 61 T
CPI-VEGF, % 15 8 1 | '
0.1 1 10
Response to therapy!
ORR. % 26 25 29 Hazard raties adjusted by IMDC prognostic group,

HR <1 in favour of patients requiring dose reduction

The efficacy of cabozantinib is maintained regardless of number or type of prior therapy,

including for prior-CPI

Daniel Y. Heng. Where are we now? Optimising treatment beyond first line. — Ipsen Industry Satellite Symposium: Spotlight on emerging therapies — ESMO 2021



Individualised axitinib regimen for patients with metastatic
renal cell carcinoma after treatment with checkpoint
inhibitors: a multicentre, single-arm, phase 2 study

Lancet Oncol 2019; 20: 1386-94

Multi-centre, Phase I, single arm study
Axitinib shows beneficial clinical activity in patients treated with prior-CPI

Key background: Key results:

s

£
' B 75
Prior lines of therapy,* % g
1 28 8 5o
2 48 $
3 23 3 o
4 3 g
Most recent therapy, % O, ——
Kivoltmab 63 0 3 6 9 _12 15 18 21 24 27 30 33 36 39
Ipilimumab + nivolumab 15 Numbar at risk Ve
Other 24 S 40 32 25 20 13 8 6 5 4 2 2 1 1 0

© 0 © @ @ ® © 7O @O @ B (» © (10)

36% of patients who received axitinib as 21> therapy, and 48% treated with axitinib as 23L

therapy, achieved an objective response

“The mxonty of patieets (28 [70%]) teceved prévious VEGEF.drected therapy ‘

Daniel Y. Heng. Where are we now? Optimising treatment beyond first line. — Ipsen Industry Satellite Symposium: Spotlight on emerging therapies — ESMO 2021



eiswimsrsavons: 2021 ASCO

ANNUAL MEETING
CANTATA: Primary analysis of a global, randomized,
placebo (Pbo)-controlled, double-blind trial of
(CB-839) + inib versus Pbo +
in advanced|/ renal cell
carcinoma (mRCC) patients (pts) who progressed on
immune checkpoint inhibitor (ICI) or anti-angiogenic

Phase IIl, double-blind randomised controlled trial (CANTATA)
Cabozantinib is efficacious following prior-CPI or prior ipilimumab + nivolumab*t

Key background: Key results: ., Tn‘:;;h:;s
Glutaminase 1 splice variant inhibitor Tolaglenastat + cabozantinib 1.1
081 " Hosmd eGSO 077056, 106)
TO‘. = P'a“bo C f Log-rank P-value 01058
cabo cabo % 06+
(n=221) (n=223) 3
w 04 9
. . 0 w Ak A
Prior lines of therapy, % « 3 L‘—m.,» . \ :
1 57 57 =<4 S e
2 43 42 00 : : ‘ , = - , ‘
3 0 1 0 3 8 9 12 15 18 21 24
: Time (months)
Prior CPI, % 62 62 S e vk
Telagonastat + cabozansnd 37 14 an s 20 13 5 0 0
Prior ipi + nivo, % 29 29 Placebo + cabozantnd 139 " 7 s " ° 3 0 °
| Telat+cabo(n=221) | Placebo + cabo (n=223)
ORR, n (%) 69 (31.2) 62 (27.8)

Though cabozantinib demonstrates a clinical benefit, telaglenastat in combination with cabozantinib

is no more efficacious than cabozantinib plus placebo (p=0.1058) ‘

*Cabozantind + lolaglenastat In combination is off-fabel and not approved for use. "Cabozantnd is not approved for use in patients with aRCC who hive recaived only prce-CPRI

Daniel Y. Heng. Where are we now? Optimising treatment beyond first line. — Ipsen Industry Satellite Symposium: Spotlight on emerging therapies — ESMO 2021



EAU guidelines recommend any VEGF-targeted therapy not used in 1L
combination or monotherapy can be used in 2L

SoC Alternative

Any VEGF-targeted therapy that
Prior CPI has not been used previously in
combination with CPI

Nivolumab [Ib]

Cabozantinib [Ib] Axitinib [lib]

Daniel Y. Heng. Where are we now? Optimising treatment beyond first line. — Ipsen Industry Satellite Symposium: Spotlight on emerging therapies — ESMO 2021



Latest ESMO guidelines recommend any TKI or lenvatinib + everolimus
can be used in the post nivolumab + ipilimumab setting

[ ccRCC ]

Nivolumab + ipilimumab

Option:
Any TKI [IV, C]
Lenvatinib + everolimus [IV, C; MCBS 4]*

l

Standard:
Nivolumab [I, A; MCBS 5]*
Cabozantinib [I, A; MCBS 4]*

Option:

Axitinib [lI, B]

Everolimus [ll, B]

Lenvatinib + everolimus [ll, B; MCBS 4]*

Daniel Y. Heng. Where are we now? Optimising treatment beyond first line. — Ipsen Industry Satellite Symposium: Spotlight on emerging therapies — ESMO 2021



Clinical perspectives: experience from my clinic

« There is efficacy and activity in 2"d,3d and 4t line

o There is attrition: not everyone gets to 4" line therapy — choose your
best drugs

« Choice of drugs often driven by reimbursement

« Know your agents:
o Understand how to effectively perform and manage dose reductions
o Utilise pharmacokinetics to inform decision making

« Looking forward to clinical trials pushing the needle of PFS/OS
by combining therapies

» Real world data are helpful to inform practice and to assess
effectiveness of all lines of therapy

Daniel Y. Heng. Where are we now? Optimising treatment beyond first line. — Ipsen Industry Satellite Symposium: Spotlight on emerging therapies — ESMO 2021



Ongoing clinical trials will continue to improve our understanding of
how to optimally sequence treatment in the 2L+ setting

7
/

CONTACT-3:23
* Phase lll (N=500)
* Cabo + atezo® OR cabo* 1L/2L
progression, with CPl immediately
prior to study treatment
« Final analysis: Q4 2024
* Primary endpoint: OS + PFS (BICR) /

Cabopoint:*!
+ Phase Il (N=250)
» Cabo after: 1L ipi + nivo (cohort A)
OR CPI + VEGFR-TKI (cohort B)
« Final analysis: Q1 2023
* Primary endpoint: ORR (ICR)

NCT04586231:4 o
« Phase lll (N=708) TiNivo-2:2
+ Belzutifan + lenvatinib vs + Phase Il (N=326)
cabozantinib, after 1L or 2L anti-PD- * Tivo + nivo OR tivo, after 1L CPI
1/L1 * Final analysis: TBC
« Final ana|y3is: Q4 2024 . Primary endpoint: PFS
* Primary endpoint: PFS (BICR) + OS ' /

Daniel Y. Heng. Where are we now? Optimising treatment beyond first line. — Ipsen Industry Satellite Symposium: Spotlight on emerging therapies — ESMO 2021
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