
Conclusions: TACE ineligibility criteria appear to be followed to a greater extent in
Korea than other regions. After first TACE, liver function deterioration was noted in
the chronic period which was lower in Korea than other regions. In addition, radiologic
tumor response rates were higher in Korea than other regions. Our data highlight the
need to evaluate TACE practice in uHCC to ensure pt eligibility for subsequent effective
therapies.
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Background: Met is a therapeutic target in advanced HCC. We report final results from
a phase 2 study evaluating tepotinib, a highly selective Met inhibitor, in pts with sorafe-
nib-treated, advanced Metþ (immunohistochemistry [IHC] 2/3þ) HCC.

Methods: This single-arm, multicenter study included adults with advanced Metþ
HCC, Child-Pugh Class A liver function, ECOG performance status 0–1, and�4 weeks
of prior sorafenib therapy. MET amplification was assessed by in-situ hybridization
(ISH). Pts received tepotinib 500 mg once-daily. Primary endpoint: investigator-
assessed progression-free survival (PFS) at 12 weeks (null hypothesis:�15% progres-
sion-free pts at 12 weeks); secondary endpoints included safety and other efficacy
parameters.

Results: Forty-nine pts received treatment (male: 83.7%; median [range] age: 66 [19–
82] years). Median (range) duration of therapy was 3.02 (0.03–16.49) months. As 31/49
pts (63.3%) were progression-free at 12 weeks, the study met its primary endpoint. Per
RECIST 1.1, 4/49 pts had objective responses (8.2%; 1 CR [ISHþ], 3 PR [all ISH-]); 24/
49 (49.0%) had SD. Median overall survival was 5.6 months [90% CI: 5.1, 8.2 months].
There were no relevant PFS differences in IHC2 vs 3þ or ISHþ vs - pts; there was a
trend toward improved PFS in hepatitis B/C-infected pts, but subgroup numbers were
limited (Table). Peripheral edema (38.8%; includes 3 pts with grade 3), asthenia
(22.4%), fatigue (18.4%) and diarrhea (16.3%) were the most common treatment-
related treatment-emergent adverse events (TEAEs); all were grade 1/2 except where
noted. Fourteen pts (28.6%) had treatment-related TEAEs grade�3, 8 pts (16.3%) per-
manently discontinued treatment due to related TEAEs and 1 pt (2.0%) died due to a
treatment-related TEAE (hypoglycemic coma). No new safety signals emerged.

Table: 152O
n Median [90% CI]

PFS, months

Overall 49 3.4 [2.8, 4.2]

IHC status

2þ 41 4.0 [2.8, 4.2]

3þ 8 3.2 [1.4, 6.8]

ISH status

þ 6 4.2 [2.8, 13.8]

- 43 3.2 [2.6, 4.1]

Hepatitis B status

þ 5 5.5 [1.3, 16.5]

- 44 3.2 [2.8, 4.0]

Hepatitis C status

þ 15 4.8 [2.8, 5.7]

- 34 3.1 [2.6, 4.0]

Hepatitis B or C status

Either þ 19 5.3 [3.2, 6.8]

Both - 30 3.0 [1.4, 4.0]

IHC, Moderate (2þ) or strong (3þ) staining intensity for Met on IHC in the

majority (�50%) of tumor cells

ISH, ISHþ defined as MET/CEP7 ratio �2 or mean GCN �5

Conclusions: Tepotinib has anti-tumor activity in pts with sorafenib-treated
Metþ (IHC 2/3þ) advanced HCC and appears well tolerated.
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Background: BTCs are a group of cancers with poor prognosis and few treatment
options, encompassing intrahepatic (IHCC) and extrahepatic (EHCC) cholangiocarci-
nomas, gallbladder carcinoma (GC), and ampullary carcinoma (AC). For 2L chemo-
therapy, no standard of care exists, and overall response rates (ORRs) are<10%.
M7824 is an innovative first-in-class bifunctional fusion protein composed of 2 extrac-
ellular domains of TGF-b receptor II (a TGF-b “trap”) fused to a human IgG1 mAb
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against PD-L1. We report the safety and efficacy of M7824 in Asian patients (pts) with
pretreated BTC.

Methods: Pts who progressed after�1 line of chemotherapy receive M7824 1200 mg
q2w until disease progression, unacceptable toxicity, or trial withdrawal in this expan-
sion cohort of the ongoing phase 1, open-label trial NCT02699515. The primary objec-
tive is safety/tolerability; secondary objectives include best overall response per
RECIST v1.1.

Results: At 39 wk median follow-up, 30 pts received M7824 for a median of 8.9 (range,
2.0–57.6) wk; 5 pts were on active treatment. Treatment-related adverse events
(TRAEs) occurred in 60% of pts; most common were maculopapular rash and pyrexia
(13.3% each), as well as lipase increase and rash (10.0% each). 10 pts (33.3%) experi-
enced grade�3 TRAEs, including 3 grade 5 (1 septic shock [bacteremia, unknown eti-
ology; 249 and 14 days after first and last dose, resp.], 2 due to interstitial lung disease
[ILD; 1 on treatment post 3 doses, 1 after 6 mo of initial ILD diagnosis and last dose).
Objective responses were observed in 7 pts (ORR, 23.3%; IHCC, 4/10 pts; EHCC, 1/7
pts; GC, 2/12 pts; AC, 0/1 pts), with 1 durable complete response (5.6þmo) and 4/6
partial responses (PRs) ongoing at data cutoff (0.7þ, 2.8, 3.9þ, 5.5þ, 5.6, and 6.9þ
mo). 1 additional pt with GC had an ongoing PR for 7.6þmo after initial
pseudoprogression.

Conclusions: M7824 monotherapy has an acceptable safety profile and promising effi-
cacy in Asian pts with pretreated BTC, with durable responses in 8/30 pts (27%;
includes 1 pt with pseudoprogression) across BTC subtypes, including responses in pts
with IHCC, EHCC, and GC (ORRs, 40%, 14%, and 17%, resp.).
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Background: Atezolizumab (atezo; anti–PD-L1) has proven efficacy in large global
studies. To better understand the benefit of atezo in tumours that are highly prevalent
in China, a basket trial was conducted in Chinese patients (pts) with locally advanced
or metastatic solid tumours.

Methods: This phase I study (NCT02825940) consisted of a PK phase (solid tumour)
and an extension phase (HCC, EC, NPC or GC) in pts who had exhausted all available
standard treatment (tx) options. Pts received 1200 mg atezo IV every 3 weeks until loss
of clinical benefit. Study objectives were to evaluate PK, safety, and efficacy by investi-
gator-assessed objective response rate (ORR), duration of response (DOR) and pro-
gression-free survival (PFS) per RECIST v1.1, as well as overall survival (OS).

Results: As of 1 Apr 2018, 94 pts with median follow-up of 10.6 mo (range, 0þ to 19þ)
were evaluable. 85 pts (90%) received prior systemic tx for recurrent/metastatic disease.

PK parameters from the PK cohort will be presented. ORR results are presented in the
table. Median DOR for all responders was not reached. Among 43 pts (46%) treated
beyond progression, 3 pts (2 GC, 1 PK) achieved new partial responses. The median
PFS was 2.8 mo (95% CI: 1.4, 3.8) in the 94 overall pts and 2.8 mo (95% CI: 1.4, 4.4) in
the 42 PD-L1þ pts. Median OS was 8.4 mo (95% CI: 6.4, 12.4) overall and 11.3 mo
(95% CI: 5.6, NE) in PD-L1þ pts. All grade (Gr) tx-related adverse events (TRAE)
occurred in 78 of 94 pts (83%). The most common Gr 3-4 TRAEs were hyponatremia
(5%), ate aminotransferase (3%) and lipase increased (3%). 2 pts with EC (2%)
had a Gr 5 TRAE (fistula and unexplained death).

ORR,a n (%) 3 (15%) 4 (20%) 3 (15%) 2 (10%) 2 (14%) 8 (19%) 2 (25%)

ORRa þ SD

rate, n (%)

9 (45%) 12 (60%) 8 (40%) 13 (65%) 8 (57%) 21 (50%) 4 (50%)

aIncludes confirmed and unconfirmed responses. EC, esophageal cancer;

GC, gastric cancer; HCC, hepatocellular carcinoma; MSI-H, microsatellite

instability high; NPC, nasopharyngeal carcinoma; ORR, objective response

rate; PD-L1þ, programmed death-ligand 1 positive; PK, pharmacokinetic;

SD, stable disease.

Conclusions: Efficacy was seen in multiple solid tumour types, with a tolerable safety
profile and a consistent PK profile in line with previous global studies. Atezo will be fur-
ther studied as monotherapy and in combination with other agents in tumour types
highly prevalent in China, particularly in HCC.
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Background: TAS-120, an irreversible FGFR1–4i, has demonstrated preclinical efficacy
in tumour models bearing FGFR aberrations. A phase 1 study of TAS-120 (8–24 mg
QD) in adult patients (pts) with advanced solid tumours (NCT02052778) found the
maximum tolerated dose to be 20 mg QD. Here, we report results from pts with cholan-
giocarcinoma (CCA) enrolled in this study.

Methods: Pts with CCA were enrolled at 16-, 20-, and 24-mg dosing levels and were
included in this analysis. FGF/FGFR status was evaluated by local institutions or com-
mercial laboratories. Pts were treated until disease progression or unacceptable
toxicity.

Results: 45 pts with CCA (intrahepatic n¼ 41) harbouring FGF/FGFR aberrations
were treated at 16 (n¼ 24), 20 (n¼ 14), and 24 mg (n¼ 7) QD (median age 53 y [range
29–73], 76% female, 58% ECOG PS 1, 42% ECOG PS 0). 28 pts (62%) had tumour
FGFR2 gene fusions; 17 (38%) had other FGF/FGFR aberrations. All pts received prior
systemic therapy; 13 received�1 prior reversible FGFRi. Of the 28 pts with FGFR2 gene
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