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Early safety and efficacy from the phase IIIb TOURMALINE
study of durvalumab (D) in combination with gemcitabine (G)-
based chemotherapy in advanced biliary tract cancer (aBTC)
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Background: The global, single-arm, phase 3b TOURMALINE study (NCT05771480)
assesses the safety and efficacy of D + G-based chemotherapy as first-line treatment
(tx) in aBTC. Early safety and efficacy data are reported.

Methods: Participants (pts) received D 1500 mg with an investigator-selected G-based
chemotherapy (D + G alone or in combination with oxaliplatin, carboplatin, cisplatin [cis],
tegafur-gimeracil-oteracil [S-1], cis + S-1, or cis + nab-paclitaxel).The primary endpoint is the
number of pts with Grade 3/4 possibly related adverse events (PRAEs) within 6 months of
initiation of any study tx. Safety and objective response rate (ORR; per RECIST 1.1) were
evaluated (data cut-off [DCO]: 7 Aug 2024) by non-platinum (non-plat; D + G, D +G + S-1) vs
plat groups, and double vs triple tx within the plat group (double: D + G + cis, D + G +
oxaliplatin, D + G + carboplatin; triple: D + G + cis + nab-paclitaxel, D + G + cis + S-1).

Results: By DCO, 121 pts (with a median age of 68, 74.4% being from Asia, and 16.5%
with ECOG PS 2) were recruited. Pts received a median 5 cycles of D with a median
follow-up of 4.9 months. Grade 3/4 PRAEs within 6 months of initiation of any study tx
occurred in 45.5% of pts overall (Table). Safety was generally comparable between non-
plat vs plat and plat double vs triple groups. However, in the non-plat vs plat group, rates
of serious AEs (SAEs; 41.7% vs 30.9%, respectively) and PRSAEs (20.8% vs 7.2%) were
higher. Overall, 3 pts had AEs with an outcome of death not related to any study tx and 7
pts had an infusion-related AE, all within the plat group (Table). ORRs were numerically
higher in plat vs non-plat group (25.8% [95% confidence interval, 17.4e35.7] vs 4.2%
[0.1e21.1]) and plat double vs triple group (29.3% [18.1e42.7] vs 20.5% [9.3e36.5]).
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Plat double
 Plat triple
 Plat total
 Non-plat
 Total*
N
 58
 39
 97
 24
 121

Any grade 3/4
PRAE within
6 months of tx
initiation,y n (%)
29 (50.0)
 16 (41.0)
 45 (46.4)
 10 (41.7)
 55 (45.5)
Any AE, n (%)
 52 (89.7)
 38 (97.4)
 90 (92.8)
 22 (91.7)
 112 (92.6)

Any PRAEy
 47 (81.0)
 38 (97.4)
 85 (87.6)
 21 (87.5)
 106 (87.6)

Any AE leading to
discontinuation
8 (13.8)
 5 (12.8)
 13 (13.4)
 2 (8.3)
 15 (12.4)
Any AE with an
outcome of death
3 (5.2)
 0
 3 (3.1)
 0
 3 (2.5)
Any SAE, n (%)
 18 (31.0)
 12 (30.8)
 30 (30.9)
 10 (41.7)
 40 (33.1)

Any PRSAEy
 4 (6.9)
 3 (7.7)
 7 (7.2)
 5 (20.8)
 12 (9.9)

Any infusion-
related AE, n (%)
2 (3.4)
 5 (12.8)
 7 (7.2)
 0
 7 (5.8)
ORR, n (%)
 17 (29.3)
 8 (20.5)
 25 (25.8)
 1 (4.2)
 26 (21.5)
*Plat total plus non-plat. yAs assessed by the investigator.

Conclusions: The safety profiles of all study tx were manageable. ORR data are
immature but overall ORR is comparable to the TOPAZ-1 study.

Clinical trial identification: NCT05771480.
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Background: BTC includes a heterogeneous group of tumors with increasing incidence
and mortality. This study addresses the need to characterize these rare neoplasms in
an Argentine cohort.

Methods: Multicenter observational study of patients with histological diagnosis of
cholangiocarcinoma (intrahepatic: ICC, extrahepatic: ECC) and gallbladder cancer
(GBC) between 2013 and 2023. Follow-up until December 2024. The data were
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