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Tisotumab Vedotin in Squamous Cell Carcinoma of Head and Neck: 
Interim Analysis From innovaTV 207

•	 Globally, an estimated 932,000 patients were diagnosed with head and neck cancer in 2020, and more than 
467,000 deaths resulted from the disease1

	◦ SCCHN is the most common histology of head and neck cancers, representing 90% of diagnoses2

	◦ Patients living with SCCHN experience poor quality of life, with impairment in basic human functions such as 
chewing, swallowing, tasting, and communicating3

	◦ Currently, there is a significant unmet need for effective treatment options in patients with r/m SCCHN especially 
following treatment with platinum and immunotherapy4,5

•	 TV is a TF-directed ADC composed of 1) a fully human monoclonal antibody specific for TF, 2) the  
microtubule-disrupting agent MMAE, and 3) a protease-cleavable linker that covalently links MMAE to the 
antibody 
	◦ In tumor cells, TF has been shown to promote tumor growth, angiogenesis, and metastasis6,7

	◦ TF is highly expressed in numerous solid tumors, including SCCHN, where expression has been reported in  
63%-100% of patients8,9

•	 innovaTV 207 (NCT03485209) is an open-label, phase 2 multicenter study evaluating TV monotherapy or in 
combination for advanced solid tumors, including in patients with r/m SCCHN
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•	 In the United States, TV received accelerated approval for 
adult patients with r/mCC with disease progression on or 
after chemotherapy at a dose of  
2.0 mg/kg Q3W, based on results from innovaTV 20410,11

	◦ Additionally, TV administered at a dose of 2.0 mg/kg 
Q3W demonstrated encouraging preliminary evidence 
of antitumor activity and a tolerable safety profile in 
patients with r/m SCCHN that progressed after platinum 
combination with or without immunotherapy, with a 
confirmed ORR of 16% and DCR of 58%12

•	 Based on exposure-response data, the 1.7-mg/kg Q2W 
dosing regimen may achieve a higher dose intensity 
through increased AUC and higher exposure with elevated 
Ctrough compared with the 2.0-mg/kg Q3W dosing regimen, 
potentially allowing for enhanced clinical activity13

•	 Here, we report the interim analysis from the ongoing 
cohort of TV 1.7 mg/kg Q2W for r/m SCCHN that has 
progressed on or after treatment with platinum based 
regimen and checkpoint inhibitor, if eligible

innovaTV 207 Part C Study Design
Key Eligibility Criteria EndpointsSafety Run-In Dose Expansion

• Relapsed, locally advanced 
 or metastatic SCCHN or 
 sqNSCLCa

• Prior therapy with  
 platinum based regimen 
 and/or CPI (if eligible)

• No more than 3 prior 
 systemic lines of therapyb

• ECOG PS: 0-1

Tisotumab Vedotin
1.7 mg/kg 

Days 1 and 15 
of a 28-day cycle (Q2W)

(N=6)

SCCHN or sqNSCLC

Tisotumab Vedotin
1.7 mg/kg

Days 1 and 15 
of a 28-day cycle (Q2W)

 (N=30)

SCCHN or sqNSCLC

Primary Endpoint:
Confirmed ORR by 
investigator, RECIST v1.1c

Key Secondary Endpoints:
• Safety
• Tolerability
• DCR
• PFS
• ORR
• OS

a	 Data for sqNSCLC are not presented herein.
b	 For patients with sqNSCLC, patients eligible for a tyrosine kinase inhibitor should have received no more than 4 	 lines of systemic therapy.
c	 Tumor response assessed every 6 weeks.

•	 At data cutoff on November 28, 2022, 15 patients 
with SCCHN are included in the analyses
	◦ The median number of prior lines for r/m disease 

is 2 (range 1-3)
	◦ All patients have received prior platinum therapy 

and most patients have received prior CPI, 
cetuximab, or taxanes in the r/m setting

Characteristic
Part C

SCCHN
(N=15)

Age, years, median (range) 61 (40-69)

Sex, male, n (%) 12 (80.0)

Baseline ECOG PS, n (%)

0 7 (46.7)

1 8 (53.3)

TNM stage at initial diagnosis, n (%)

II 1 (6.7)

III 4 (26.7)

IV 9 (60.0)

IVA 4 (26.7)

IVB 5 (33.3)

Unknown 1 (6.7)

Diagnosis subtype

Larynx 6 (40.0)

Oral cavity 4 (26.7)

Oropharynx 2 (13.3)

Hypopharynx 1 (6.7)

Sinus 1 (6.7)

Nasopharynx 1 (6.7)
Lines of prior systemic therapies in r/m 
setting, median (range) 2 (1-3)

Types of prior therapies, n (%)

Systemic 15 (100)

Radiation 14 (93.3)

Surgery 10 (66.7)

Prior systemic therapy in all setting, n (%) 15 (100)

Carboplatin/cisplatin 15 (100)

Prior systemic therapy in r/m setting, n (%) 15 (100)

CPIa 14 (93.3)

Cetuximab 10 (66.7)

Taxane (nab-paclitaxel/docetaxel/paclitaxel) 8 (53.3)

Number of treated cycles, median (range)b 3 (2-7)

TF membrane expression, n/N (%)c 8/10 (80)

a	 CPI included pembrolizumab, ipilimumab, nivolumab, atezolizumab, durvalumab, and avelumab. 
b	 Each cycle was 28 days with Q2W dosing regimen (Days 1 and 15 of a 28-day cycle). 
c	 Of 15 patients, 10 patients had evaluable IHC for detection of TF membrane expression, which was  
	 defined as ≥1% expression.

a	 Defined as newly occurring or worsening AE after the first dose and with AE start date on or before 30 days after the last dose of the study drug. 
b	 4 patients experienced 7 cases of grade 3 TRAEs, including: dry eye, keratitis, fatigue, neutropenia, PSN, and peripheral sensorimotor neuropathy.

•	 Confirmed ORR is 40% (95% CI, 16.3-67.7), with 1 CR and 5 PRs
•	 DCR (proportion of patients with confirmed CR or PR, or SD) is 60% (95% CI, 32.3-83.7)
•	 Median PFS, as evaluated per investigator, is 4.4 months (95% CI, 1.4-6.8)

Antitumor Activity in Patients with SCCHN

•	 11 patients have received 3 or more cycles of treatment
•	 11 patients have received a dose modification due to any reason
•	 13 patients have experienced any grade TRAEs, and 4 patients have experienced grade 3 TRAEs

	◦ The most common TRAEs occurring in >20% of patients are asthenia (n=7), PSN (n=7), vomiting (n=5), and 
conjunctivitis (n=4)

	◦ 2 patients have discontinued treatment because of a TRAE (dry eye [n=1] and PSN [n=1])
•	 Treatment-related SAEs have occurred in 2 patients, both of which were peripheral sensorimotor neuropathy

Event, n (%)
Part C

SCCHN 
(N=15)

Any grade AESIs occurring in ≥10% of patientsa

Ocular event 8 (53.3)

Conjunctivitis 4 (26.7)

Lacrimation increased 3 (20.0)

Dry eye 2 (13.3)

Conjunctival hyperaemia 2 (13.3)

Vision blurred 2 (13.3)

Peripheral neuropathy event 9 (60.0)

Peripheral sensory neuropathy 7 (46.7)

Peripheral sensorimotor neuropathy 2 (13.3)

Bleeding event 5 (33.3)

Epistaxis 2 (13.3)

Event, n (%)
Part C

SCCHN
(N=15)

TRAEsa

Any grade 13 (86.7)

Grade 3b 4 (26.7)

Any grade TRAEs occurring in ≥20% of patients

Asthenia 7 (46.7)

PSN 7 (46.7)

Vomiting 5 (33.3)

Conjunctivitis 4 (26.7)

Alopecia 3 (20.0)

Diarrhea 3 (20.0)

Myalgia 3 (20.0)

Pruritus 3 (20.0)

CONCLUSIONS

•	 Interim results from Part C of the innovaTV 207 study suggest that TV has encouraging antitumor activity at a 
1.7-mg/kg Q2W dosing regimen, with a confirmed ORR of 40% and median PFS of 4.4 months in patients with 
previously treated r/m SCCHN
	◦ Additionally, TV at a 1.7-mg/kg Q2W dosing regimen had an acceptable safety profile 

•	 innovaTV 207 is an ongoing study; Part C continues to enroll patients in SCCHN and sqNSCLC to evaluate the 
clinical benefit of TV at a 1.7-mg/kg Q2W dosing regimen in eligible patients
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