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. e The recent evolution of the recurrent or m?tastatlc cervical cancer (r/rnCC)- o mnovf?_-lw 3‘01 IS a-! global, ran‘domlzed, open-label ‘Phase.- 3 study of tisotumab Key Eligibility Criteria Treatment Endpoints
treatment landscape has led to new questions on treatment sequencing with vedotin vs investigator’s choice of chemotherapy in patients with r/mCC who
I I | e ‘ l | r re I | O r respect to immunotherapy for novel treatments such as tisotumab vedotin'? have received 1 or 2 prior lines of systemic therapy for their r/mCC® (Figure 1) —
. . : : . . - : : : : . i i rimary
e Tisotumab vedotin is an antibody-drug conjugate (ADC) directed to tissue » Eligible patients had r/mCC with disease progression on or after Rgcurrent o metgstaﬂc CEICE] C2MZED L h . OSe
factor and linked to the microtubule-disrupting agent monomethyl chemotherapy doublet? + bevacizumab and an anti-PD-(L)1 agent, if * Disease progression on or after Ra"d“N"l';Da;'D" 1:1 Select 9
. . it ati 3 e o I chemotherapy doublet® + bevacizumab = : , - STl
auristatin E (MMAE) available for eligible patients _ _ _ Investigator’s choice .
| _ _ | | and an anti-PD-(L)1 agent, if available e R PFS
o Tisotumab vedotin was granted full approval by the US Food and Drug » The primary end point was overall survival (OS) for eligible patients (n_249)PY ORRe
Administration as afr:'lonc;]thera[;y for aclult patients with r/mCC with disease  Descriptive analyses on subsequent anticancer therapy are reported » 1 or 2 prior lines + Topotecan Irinotecan DOR®
progression on or after chemotherapy™ » Measurable disease per RECIST v1.1 * Vinorelbine  « Pemetrexed TTRe
= » Here, we report additional details on prior and subsequent therapies from « ECOG PS 0 -1 « Gemcitabine Safety
l I l I the Phase 3 ENGOT-cx12/GOG-3057/innovaTV 301 study (NCT04697628) of
. tISDtU ITIEIb VEdOtlﬂ VS Chemﬂthera py II'I pEItIE‘I'ItS Wlth r)'lTICC II'I SECOI’Id-hﬂE‘ (ZL) Data cutoff: 24 July 2023, End of treatment visit occurred 30 days after the last dose of treatment. Survival follow-up occurred every 60 days after the last dose of treatment.

. . . DOR, duration of response; ECOG, Eastern Cooperative Oncology Group; IV, intravenous; ORR, objective response rate; PD-1, programmed death-1 protein; PD-L1, programmed death-ligand 1; PFS, progression-free survival; PS, performance status; Q3W, once every 3 weeks; RECIST, Response Evaluation Criteria in Solid Tumors; TTR, time to response.
or t h I rd 'I ine (3 L) SEtt IN g *Standard-of-care systermic chemotherapy doublet defined as paclitaxel + cisplatin, or paclitaxel + carboplatin, or paclitaxel + topotecan/nogitecan. ® Patients were stratified by ECOG PS, prior bevacizumab therapy, prior anti-PD-{L)1 therapy, and geographic region. *Chemotherapy regimens were given at the following doses: topotecan, 1 or 1.25 mag/m? IV on days 1 to 5, every 21 days;
vinorelbine, 30 mg/m* IV on days 1 and 8, every 21 days; gemcitabine, 1000 mg/m* IV on days 1 and 8, every 21 days; irinotecan, 100 or 125 mg/m* IV weekly for 28 days, every 42 days; pemetrexed, 500 mg/m* on day 1, every 21 days. 905 was defined as the time from the date of randomization to the date of death due to any cause. * Assessed by investigator.
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R e S 9 ‘tS * ORR, disease control rate (DCR), and TTR in the ITT population are shown in Table 2 Fiqure 4: Prior and subsequent therapy
| : Table 2: Antitumor activit
E N G O = C X /I 2 / G O G = PGUE’” tS y Prior lines of Study treatment (N=502) Any subsequent therapy Subsequent lines of

» Of 502 patients randomized, 253 received tisotumab vedotin and 249 received chemotherapy of the S — Systemic nerany e
; v ’ v ISOTUMap vedaotin emotherapy .
. investigator’s choice (Table 1) (n=253) (N=249)
e Ingeneral, the baseline and treatment characteristics were similar between patients in the tisotumab vedotin 1,n=79
I I | I | Ova arm and the chemotherapy arm ORR (95% CI), % 17.8 (13.3-23.1) 5.2 (2.8-8.8) 283 n=la
o All patients had received prior systemic therapy
Odds ratio (95% CI) 4.0 (2.1-7.6) & yomest
Table 1: Baseline patient and treatment characteristics i TisoUmanVecoth, =23
Best overall response, n (%) & oy it
Tisotumab vedotin Chemotherapy = e
CR 6 (2.4) 0 K
o
Median age (range), years 51 (26-80) 50 (27-78) —
Region, n (%) PR 39 (15.4) 13(5.2)
. n=91
CO n C ‘ U S | O n S US 16 (6.3) 14(5.6) SD 147 (58.1) 132 (53.0)
Europe 106 (41.9) 104 (41.8) .
: PD 46 (18.2) 74 (29.7) _ |
. . o Asia 85 (33.6) 88 (35.3) Yes, n=108
« The ENGOT-cx12/GOG-3057/innovaTV 301 study showed a significant o e i .
. . . . . . e (18.2) (17.3) Not evaluable/Not available 15 (5.9) 30(12.0)
improvement in OS with tisotumab vedotin compared with Baseline ECOG PS, n (%) 2 g 2.n=21
chemothera py 0 137 (54.2) 136 (54.6) DCR (95% CI), %* 75.9(70.1-81.0) 58.2(51.8-64.4) Eﬂ Chemotherapy, n=249 .
v n=
) ) ) ) 1 Liltco) LLSiost Median TTR (range), months 1.6 (1.2-4.5) 1.7 (1.2-3.9) ,—%
« Among patients who received subsequent systemic anticancer Biopsy evaluable, n (%) 210 (83.0) 194 (77.9) 2
the ra piES, CytOtD)(i c che thh era py and immun othe ra py were th e most Positive membrane TF expression?® 194 (92.4) 183 (94.3) Median DOR (95% CI), months 5.3(4.2-8.3) 5.7 (2.8-NR) o
t h : . b t h t t t Prior systemic thEl'Elpy or radiation for cervical can cer, n (%) 253 (100) 249 (100) CEICE;;”ETEZ rEEEHET:::R';?rggl radpl;r:;tnﬁez PD, p;ﬂgr:dﬁsive diﬁeaﬂeirib. Et.al.:”E diEEaIEE. e R
: ined as + + 50 CR an were confirmed responses. The minimum criteria for uration was 2 5 weeks after the date of randomization.
CO m m D n e ra p Ies I n D rea m e n a rmS FI riD r bevacizu mab 1 64 (648] 1 5? (631 ] Vergote IB. ESMO 2023: Oral presentation LBAS.
) . . . Prior a I'ItI—PD-(L” thera 71 (281 ] 67 (26 9] *One patient in the tisotumab vedotin arm had an unknown prior systemic regimen.
« The safety profile of tisotumab vedotin was manageable and consistent S S Subsequent therapy
Prior radiation therapy for cervical cancer 205 (81.0) 203 (81.5) _ _ _ _ _ _ _
with the known safety profile Priirairratimatastitie sysidmic febimens, WS)? » Following study treatment discontinuation, 127 patients (50.2%) from the tisotumab vedotin arm and 108 Safety
, 159 (62.8) 149 (50.8) (43.4%) from the chem:::thera py arm received subsequent anticancer therapy, most commonly systemic e Theincidence of any-grade treatment-related adverse events (TRAEs) was similar across both arms (87.6% and 85.4%
. Tisotumab vedotin provides meaningful clinical benefit and does , N 160iti0.5 therapy (Table 3 and Figure 4) in the tisotumab vedotin and chemotherapy arms, respectively); Grade =3 events occurred in 29.2% and 45.2%
not prevent the initiation of subsequent therapies, including oottt 241y 202 — More patients from the tisotumab vedotin arm were able to receive multiple lines of subsequent » Treatment-emergent treatment-related adverse events of special interest (AESIs) with tisotumab vedotin
. ‘Ti:E:-'.prESEiﬂ-n is defined as TF membrane expression 1% with immunohistochemistry; percentages are calculated based on number of evaluable biopsies. ® One patient in the tisotumab vedotin arm had an unknown prior systemic regimen. S}’Stemm thera p}’ (Fig ure 5) were conS|Stent W|th the kn oOwn SafEty prOf“e, ||']C|Ud|ng OCUIa r, per|ph eral neuropathy (PN), and
I m m u n Dth e r'a py Vergote IB. ESMO 2023: Oral presentation LBAS, . . . .
— Cytotoxic chemotherapy and immunotherapy were the most common types of subsequent anticancer bleeding events
Eﬁ?cacy therapies among patients in both treatment arms « No Grade 4 or 5 AESIS were observed

e 0Sand PFS benefits with tisotumab vedotin compared with chemotherapy were observed (Figure 2) » Gemcitabine was the most common subsequent chemotherapy

Figure 5. Treatment-related AESIs in =5% of patients in the tisotumab vedotin arm

Figure 2: Overall survival and progression-free survival Table 3: Subsequent anticancer therapies
A. Overall survival B. Progression-free survival _ _ 100 - O Grade 1
10 10+ Tisotumab vedotin Chemotherapy < 80 - @ Grade 2
05 ik T T T S E 0.9+ (N=253) (N=249) °. ®m Grade 3
g oo N % L g ;o g 60~
E 07 - b Mecien duration of followLp (35% C1)* % 105 menths (10.3-15) E 0.7 - Median time from last dose of StUd‘y treatment to first ) ) g 40 - 30.4 5.6 26 .8 276
= - 5 subsequent therapy (range), weeks AL S 2L o 15.6 132 £
. ® 064 ' 8 0B~ ' . _
h D EIECtrﬂnlc Poster E T .. E‘i"_”;,”-?‘”* E 0.5+ 20 - H _ H ! - ‘ \ ‘ \
- "k Please scan this QR code with your smartphone to view this poster. Copies of this poster . S 04- Patients who received any subsequent anticancer therapy, n (%) 127(50.2) 108 (43.4) 0 Ay ocular
gl ™ " . . = 1 Conjunctiviti Keratiti D A Peripheral A Epistaxi
tﬁ- _-:_# obtained through QR Code are for personal use only and may not be reproduced without 8 oo | - 2 oaf A event PHEREES - T e Skl A Sensony bleeding Pt
"= " = = " = ( o E - Chemothera py — 'E == N . . neuropath
.h'-.ﬂlrl permission from ASCO® or the authors of this poster. : 8 : Systemic therapy for progressive disease 112 (44.3) 91 (36.5) ak BYEN!
‘F. n ..‘ N B N E'Lh1:rT|n::nI:r'|||:ra::-'..r = ' - I -
L aa- 3 6 : 2 15 18 o 24 27 o 3 : 9 12 15 18 21 24 oailini e o oy Slomovitz BM. SGO 2024,
Time, months Time, months dilldative radaliotnerd P}’ . .
No. at risk Ho.atrik : . . . . : ; . .
Chemaherspy 246 212 1@ & & 18 1 o o0 Chemoterspy 26 % 34 1 4 1 1 8 o0 » Median time to resolution of AESIs (regardless of attribution) in the tisotumab vedotin arm is presented
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L S A e T Table 4: Resolution or improvement of AESIs in the tisotumab vedotin arm
 Observed OS and PFS benefits for tisotumab vedotin compared with chemotherapy were consistent across key Ocular events
oot subgroups and regardless of prior exposure to anti-PD-(L)1 (Figure 3) 1 79 (31.2) 68 (27.3) S e s 132/250 (52.8)
eferences ' *
1. Vergote [, et al. ] Clin Oncol. 2023;41(36):5536-5549. 2. Oaknin A, et al. Lancet. 2024;403(10421):31-43. Figure 3: OS and PFS across key subgroups 5 L G Patients with all events resolved® orimproved,” n/N (%) 92/132(63.7)
3. Markham A. Drugs. 2021;81(18):2141-2147. 4. Arn CR, et al. ] Adv Pract Oncol. 2023;14:139-152. _ ' ' Patients with some events resolved? or improved,® n/N (%) 32/132(24.2)
5. Coleman RL, et al. Lancet Oncol. 2021;22:609-619. 6. Vergote IB, et al. Ann Oncol. 2023;34(suppl 2):51276-51277. A- OS5 suarow Tisolumeb vedotin = Chemotherapy i " )° Events resolved:/total ocular events 262/347
ITT population 123/253 140/249 . —— | 0.70 (0.54-0.89) = 6 (2.4) 2 (0.8)
Eﬁmpe e s - ~—— il EEL?H?} Time to onset of first event, median (range), months 1.22 (0-4.9)
e s s = LR - P i A
Sl bl ik e | o7 (o 8- o Patients with any subsequent systemic regimens, n/N (%) Ime 1o resolutiont, median;(range), montns 29.(0,1-12.6)
Prior bevacizumab administration: 77164 9211 57 '—Q—' ; 0.57 (0.42-0.78) Perinheral neuronathv events
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