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Pancreatic

• Until we can manage time, we can manage nothing else.”

— Peter F. Drucker

5 year survival is now close to 13% up from 5%



NORPAC



CONKO 007



NAPOLI 3



FOOTPATH



ALPACA



NETTER 2



Cholangio

• Time will not slow down when something unpleasant lies ahead.” 
 Harry Potter



Valle J et al. N Engl J Med 2010;362:1273-1281.

Outcomes in Patients with Biliary Tract Cancer Who Received 
Gemcitabine Alone versus Cisplatin plus Gemcitabine.

OS : 
• 11.7 months cisplatin–gemcitabine
•  8.1 months gemcitabine group 
(hazard ratio, 0.64; 95% confidence 
interval, 0.52 to 0.80; P<0.001)





Updated PFS and OS
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Fig. 1 
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266: Final results from ClarIDHy, a global, phase III, randomized, double-blind study of ivosidenib (IVO) versus 
placebo (PBO) in patients (pts) with previously treated cholangiocarcinoma (CCA) and an isocitrate 
dehydrogenase 1 (IDH1) mutation – Zhu AX, et al

Key results

Zhu AX, et al. J Clin Oncol 2021;39(suppl):abstr 266

Progression-free survival

Ivosidenib Placebo

mPFS, months 2.7 1.4

6-month PFS rate, % 32 NE

12-month PFS rate, % 22 NE

DCR (PR + SD), % 53
(2 PR, 51 SD)

28
(0 PR, 28 SD)
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Date of download:  9/23/2021

From: Final Overall Survival Efficacy Results of Ivosidenib for Patients With Advanced Cholangiocarcinoma 
With IDH1 Mutation: The Phase 3 Randomized Clinical ClarIDHy Trial

JAMA Oncol. Published online  September 23, 2021. doi:10.1001/jamaoncol.2021.3836



FIGHT-202: Responses in Patients with FGFR2 
Fusion/Rearrangement

Abou-Alfa. Lancet Oncol. 2020;21:671. Slide credit: clinicaloptions.com

• ORR: 36% (95% CI: 27-45)

• Median DOR: 9.1 mo

• DCR: 82%
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Median OS, mo: 
21.1 (95% CI: 14.8-
NE)

FGFR2 Fusions or Rearrangements (n = 107)

FIGHT-202: PFS and OS 

Abou-Alfa. Lancet Oncol. 2020;21:671.

Median PFS, mo: 
6.9 (95% CI: 6.2-9.6)

FGFR2 Fusions or Rearrangements (n = 107)
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HER2 Expression in BTCs 

18

• In BTCs, HER2 overexpression, gene amplification, or both have been reported in several studies, and 
HER2-positive rates in GBC, ECC, and ICC are estimated to be 30%, 10–20%, and 5%, respectively.1

• Through our preliminary study, we confirmed that the HER2 expression patterns in BTCs are more 
similar to those of gastric cancer than breast cancer, including heterogeneity.

• We also recently reported on the HER2 expression status according to the guidelines for HER2 testing 
in gastroesophageal adenocarcinoma in 454 cases (Table).2

1. Cancer Discov 2017;7:943–62. 2. Hum Pathol 2020;105:9.

ICC ECC-Bp ECC-Bd GBC AVC

HER2-positive rate (%) 3.7 3.0 18.5 31.3 16.4

ICC, intrahepatic cholangiocarcinoma; ECC, extrahepatic cholangiocarcinoma; Bp, 
perihilar; Bd, distal; GBC, gallbladder cancer; AVC, Ampulla of Vater cancer.



Primary endpoint: Confirmed ORR (BICR)

19Akihiro Ohba, MD

HER2-
positive
(n=22)

HER2-low-
expressing

(n=8)

All
pts

(n=30)

Confirmed ORR
   (90% CI)
   (95% CI)

36.4%
(19.6-56.1)*
(17.2–59.3)

12.5%
–

(0.3–52.7)

30.0%
–

(14.7–49.4)

Confirmed DCR
   (95% CI)

81.8%
(59.7–94.8)

75.0%
(34.9–96.8)

80.0%
(61.4–92.3)

Confirmed best 
response, n (%)
   CR
   PR
   SD
   PD
   NE

2 (9.1)
6 (27.3)

10 (45.5)
3 (13.6)

1 (4.5)

0 (0)
1 (12.5)
5 (62.5)
1 (12.5)
1 (12.5)

2 (6.7)
7 (23.3)

15 (50.0)
4 (13.3)

2 (6.7)

• Tumor response • Best percentage change*: P =0.01

BICR, blinded independent central review; DCR, 
disease control rate;
CR, complete response; PR, partial response; SD, 
stable disease; PD, progressive disease; NE, not 
evaluable.
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187: Efficacy and safety of dabrafenib (D) and trametinib (T) in patients (pts) with BRAF V600E-mutated biliary 
tract cancer (BTC): A cohort of the ROAR basket trial – Wainberg ZA, et al

Key results

Wainberg ZA, et al. J Clin Oncol 2019;37(Suppl):Abstr 187
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Targeted Therapies in BTCs

22

• Novel molecular targets were found to be attractive for BTCs in several trials.

• However, these targets are limited populations among BTCs, and the remaining targeted agents have 
not been sufficiently evaluated.

1. Lancet Oncol 2020;21:796. 2. Lancet Oncol 2020;21:671. 3. Lancet Gastroenterology Hepatology 2021;6:803. 4. Lancet Oncol 2020;21:1234. 5. Lancet Oncol 2021;22:1290.
.

IDH1, isocitrait dehydrogenase 1; FGFR2, fibroblast growth factor receptor 2;
mPFS, median progression-free survival; mo, months.

*: FDA approved; **: Not reported.

Target IDH1 FGFR2 BRAFV600E HER2

Agent Ivosidenib1* Pemigatinib2* Infigratinib3* Dabrafenib + 
Trametinib4

Pertuzumab + 
Trastuzumab5

TDx

Phase 3 2 2 2 2 2

n 124 146 108 43 39 30

ORR (%) 2.4 35.5 23.1 46.5 23.1 30.0

mPFS (mo) 2.7 6.9 7.3 9 4.0 5.1



HCC

• Time is what we want most but what we use worst.” 
William Penn



Llovet JM et al. N Engl J Med 2008;359:378-390.

Kaplan–Meier Analysis of Overall Survival, the Time to Symptomatic Progression, and the Time to Radiologic 
Progression

• OS 
• 10.7 months sorafenib
• 7.9 months placebo(P<0.001).

• Time to symptomatic progression
• 4.1 months Sorafenib
• 4.9 months Placebo (P=0.77).

•   Time to radiologic progression
• 5.5 months sorafenib
• 2.8 months placebo group 

(P<0.001).



A Villanueva. N Engl J Med 2019;380:1450-1462.

Systemic Therapies Tested in Phase 3 Trials for the 
Management of Advanced Hepatocellular Carcinoma.



Outcomes by occurrence of immune-mediated adverse events with tremelimumab plus durvalumab in the Phase 3 HIMALAYA study <br />in unresectable hepatocellular carcinoma

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



HIMALAYA study design
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OS by imAE occurrence for STRIDE
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Landmark 36-month OS rates for STRIDE in <br />imAE subgroups
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OS by imAE occurrence for durvalumab
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Cross comparison between trials: let’s do what we are not supposed to
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EMERALD-1 study design
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PFS with D+B + TACE versus placebos + TACE: primary endpoint
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TTP
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IMbrave050 study design
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Primary endpoint: IRF-assessed RFS was significantly improved with atezo + bev vs active surveillance
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IL42‒EORTC QLQ-C30 completion rates
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RAISE





• Time you enjoy wasting is not wasted time.” 
Marthe Troly-Curtin


