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KRYSTAL-1: Updated Activity and Safety of <br />Adagrasib (MRTX849) in Patients (Pts) With <br />Unresectable or Metastatic Pancreatic Cancer (PDAC) and Other Gastrointestinal (GI) 
Tumors Harboring a KRASG12C Mutation

Abstract 519.



KRYSTAL-1: Adagrasib in Patients with Unresectable or Metastatic 
PDAC — Best Tumor Change from Baseline and Duration of Treatment

Bekaii-Saab TS et al. Gastrointestinal Cancers Symposium 2022;Abstract 519.



KRYSTAL-1: Adagrasib in Patients with Other GI Tumors —
Best Tumor Change from Baseline and Duration of Treatment

Bekaii-Saab TS et al. Gastrointestinal Cancers Symposium 2022;Abstract 519.



ASCO Monthly Plenary Series 2022;Abstract 360490.



CodeBreaK 100: Best Tumor Shrinkage by Central Review

Strickler JH et al. ASCO Monthly Plenary Series 2022;Abstract 360490.

Objective response rate = 21.1%
Disease control rate = 84.2%



CodeBreaK 100: Duration of Treatment

Strickler JH et al. ASCO Monthly Plenary Series 2022;Abstract 360490.



Efficacy of KRAS G12C Inhibitors in Pancreatic Cancer

Chiorean EG et al. ASCO Monthly Plenary Series 2022;Abstract 360490 Discussant.



Key Safety Data with KRAS G12C Inhibitors

Chiorean EG et al. ASCO Monthly Plenary Series 2022;Abstract 360490 Discussant.



Mechanisms of Resistance to KRAS G12C Inhibitors

Chiorean EG et al. ASCO Monthly Plenary Series 2022;Abstract 360490 Discussant.



Synergistic Activity with KRAS G12C Inhibitors

Chiorean EG et al. ASCO Monthly Plenary Series 2022;Abstract 360490 Discussant.



Clinical Trials with KRAS-Targeted Therapies

Chiorean EG et al. ASCO Monthly Plenary Series 2022;Abstract 360490 Discussant.
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Cheng A-L et al. J Hepatol 2022;76(4):862-73.



IMbrave150: Updated Overall Survival and Progression-Free 
Survival Outcomes

Cheng A-L et al. J Hepatol 2022;76(4):862-73.



2022;Abstract 379



HIMALAYA Phase III Trial Schema

Abou-Alfa GK et al. Gastrointestinal Cancers Symposium 2022;Abstract 379. 



HIMALAYA Primary Endpoint: Overall Survival (OS) with 
Tremelimumab 300 and Durvalumab as First-Line Therapy for 
Unresectable HCC

Abou-Alfa GK et al. Gastrointestinal Cancers Symposium 2022;Abstract 379. 



HIMALAYA: Progression-Free Survival

Abou-Alfa GK et al. Gastrointestinal Cancers Symposium 2022;Abstract 379. 



HIMALAYA: Safety and Tolerability

Abou-Alfa GK et al. Gastrointestinal Cancers Symposium 2022;Abstract 379. 





COSMIC-312 Primary Endpoint of Progression-Free Survival 
(PFS): Final Analysis

Kelley RK et al. ESMO Asia Virtual Oncology Week 2021;Abstract VP10-2021. 



COSMIC-312 Primary Endpoint of OS: Interim Analysis

Kelley RK et al. ESMO Asia Virtual Oncology Week 2021;Abstract VP10-2021. 



Abstract O-16



Tumor Treating Fields: Background

Gkika E et al. ESMO World Congress on Gastrointestinal Cancer 2021;Abstract O-16.



HEPANOVA: Phase II Study Design 

Gkika E et al. ESMO World Congress on Gastrointestinal Cancer 2021;Abstract O-16.



HEPANOVA: Efficacy Outcomes

Gkika E et al. ESMO World Congress on Gastrointestinal Cancer 2021;Abstract O-16.



HEPANOVA: Adverse Events (AEs)

Gkika E et al. ESMO World Congress on Gastrointestinal Cancer 2021;Abstract O-16.



FDA Grants Breakthrough Device Designation to the NovoTTF-200T™
System for Advanced Liver Cancer
Press Release: September 9, 2021

“Today [it was] announced the United States Food and Drug Administration (FDA) has granted breakthrough 
designation to the NovoTTF-200T System, a Tumor Treating Fields (TTFields) delivery system intended for use 
together with atezolizumab and bevacizumab for the first-line treatment of patients with unresectable or 
metastatic liver cancer. The designation offers [the company] an opportunity to interact with FDA experts 
through several different program options to address regulatory topics efficiently as they arise during the 
premarket review phase and allows for prioritized review of regulatory submissions.

The FDA granted breakthrough device designation in part based on clinical data from [the] Phase 2 pilot 
HEPANOVA trial testing the safety and efficacy of TTFields together with sorafenib for the treatment of 
advanced liver cancer. In granting the designation, the FDA determined that the TTFields delivery system for 
advanced liver cancer is a breakthrough technology that has the potential to be a more effective treatment 
for this life-threatening condition, and therefore meets the FDA’s stringent requirements for breakthrough 
device designation.”

https://www.novocure.com/fda-grants-breakthrough-device-designation-to-the-novottf-200t-system-for-advanced-liver-
cancer/



Liver Cancer 2021;10(2):107-14.



Activity of Multikinase Inhibitors After Disease Progression on 
First-Line Atezolizumab/Bevacizumab in Patients with Advanced HCC

Yoo C et al. Liver Cancer 2021;10(2):107-14.



Finn RS et al. ASCO Gastrointestinal Cancers Symposium 2022;Abstract 423.

REACH-2 Trial: Open Label Expansion

Ø Diagnosis of HCC
Ø Baseline AFP≥400 ng/ml
Ø 1-2 prior lines of therapy 

other than sorafenib
Ø BCLC stage B/C
Ø Child-Pugh A
Ø ECOG PS 0 or 1

Ramucirumab (8 mg/kg) 
Q2W per cycle and BSC

Treatment until disease 
progression or 

unacceptable toxicity 

v Primary endpoint: Safety
v Secondary endpoints: OS, PFS (RECIST v1.1), TTP, ORR, PK, patient-reported outcomes, 

immunogenicity
v Pooled analysis: open-label cohort was indirectly compared to patients from REACH (AFP ≥400 

ng/mL) and REACH-2 who received prior sorafenib using individual patient data meta-analysis

Analysis of single arm Open-Label Expansion Cohort will be independent of Main Cohort. The final 
analysis of the primary and secondary endpoints will occur after all patients enrolled in the OLE cohort 

have completed at least 3 cycles of ramucirumab or discontinued for any reason.

AFP= alpha-fetoprotein; BCLC= Barcelona Clinic Liver Cancer; BSC= best supportive care; ECOG PS= Eastern Cooperative Oncology Group 
Performance Status; ORR= objective response rate; OS= overall survival; PFS= progression-free survival; PK= pharmacokinetics; Q2W= every 2 
weeks; TTP= time-to-progression 

Data cut-off date was May 11, 2021

N=47

ClinicalTrials.gov: 
NCT02435433



Finn RS et al. ASCO Gastrointestinal Cancers Symposium 2022;Abstract 423.

REACH-2: Survival



Agenda

Introduction
Module 1: Hepatocellular Carcinoma
Module 2: Biliary Tract Cancers 

• TOPAZ-1

• ClarIDHy

• Phase II Study of Infigratinib

• FIGHT-202

• FOENIX-CCA2

Module 3: Pancreatic Cancer 



Abstract 378



TOPAZ-1 Primary Endpoint: OS

Oh D-Y et al. Gastrointestinal Cancers Symposium 2022;Abstract 378. 



FDA Approves Ivosidenib for Advanced or Metastatic Cholangiocarcinoma
Press Release – August 25, 2021

“The Food and Drug Administration approved ivosidenib for adult patients with previously treated, locally 
advanced or metastatic cholangiocarcinoma with an isocitrate dehydrogenase-1 (IDH1) mutation as detected 
by an FDA-approved test.

Today, the FDA also approved the Oncomine Dx Target Test as a companion diagnostic device to aid in selecting 
patients with cholangiocarcinoma for treatment with ivosidenib.

Ivosidenib was investigated in a randomized (2:1), multicenter, double-blind, placebo-controlled clinical trial 
(Study AG120-C-005, NCT02989857) of 185 adult patients with locally advanced or metastatic 
cholangiocarcinoma with an IDH1 mutation. The patient’s disease must have progressed following at least one, 
but not more than two prior regimens, including at least one gemcitabine- or 5-flurouracil-containing regimen. 
Patients were randomized to receive either ivosidenib 500 mg orally once daily or matched placebo until 
disease progression or unacceptable toxicity.”

https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-ivosidenib-advanced-or-metastatic-
cholangiocarcinoma



JAMA Oncol 2021;7(11):1669-77.



ClarIDHy: Final OS with Ivosidenib for Patients with Advanced 
Cholangiocarcinoma with IDH1 Mutation

Zhu AX et al. JAMA Oncol 2021;7(11):1669-77. 



ClarIDHy: PFS with Ivosidenib for Patients with Advanced 
Cholangiocarcinoma with IDH1 Mutation

Abou-Alfa GK et al. Lancet Oncol 2020;21(6):796-807. 



FDA Grants Accelerated Approval to Infigratinib for Metastatic 
Cholangiocarcinoma
Press Release – May 28, 2021

“The Food and Drug Administration granted accelerated approval to infigratinib, a kinase inhibitor for adults 
with previously treated, unresectable locally advanced or metastatic cholangiocarcinoma with a fibroblast 
growth factor receptor 2 (FGFR2) fusion or other rearrangement as detected by an FDA-approved test.

The FDA also approved FoundationOne® CDx for selection of patients with FGFR2 fusion or other 
rearrangement as a companion diagnostic device for treatment with infigratinib.

Efficacy was demonstrated in CBGJ398X2204 (NCT02150967), a multicenter open-label single-arm trial, that 
enrolled 108 patients with previously treated, unresectable locally advanced or metastatic cholangiocarcinoma 
with an FGFR2 fusion or rearrangement as determined by local or central testing. Patients received infigratinib
125 mg orally once daily for 21 consecutive days followed by 7 days off therapy, in 28-day cycles until disease 
progression or unacceptable toxicity.”

https://www.fda.gov/drugs/resources-information-approved-drugs/fda-grants-accelerated-approval-infigratinib-
metastatic-cholangiocarcinoma



Lancet Gasteroenterol Hepatol 2021;6(10):803-15.



Phase II Study of Infigratinib for Advanced or Metastatic 
Cholangiocarcinoma Harboring FGFR2 Fusions or Rearrangements

Javle M  et al. Lancet Gasteroenterol Hepatol 2021;6(10):803-15. 

§ ORR: 23.1% in overall population
• 34% in 2nd line subgroup (n=50)
• Median duration of response 7.3 mos.





FIGHT-202: Pemigatinib for Previously Treated Locally Advanced 
or Metastatic Cholangiocarcinoma

About-Alfa GK et al. ASCO 2021;Abstract 4086. 



Primary Results of Phase 2 FOENIX-CCA2: The 
Irreversible FGFR1-4 Inhibitor Futibatinib in 
Intrahepatic Cholangiocarcinoma (iCCA) with FGFR2 
Fusions/Rearrangements

Goyal L et al.
AACR 2021;Abstract CT010. 



FOENIX-CCA2: Phase II Study of Futibatinib for Intrahepatic 
Cholangiocarcinoma with FGFR2 Fusions or Rearrangements

Goyal L et al. AACR 2021;Abstract CT010. 



Agenda
Introduction
Module 1: Hepatocellular Carcinoma 
Module 2: Biliary Tract Cancers 
Module 3: Pancreatic Cancer 

• Unicancer PRODIGE 24/CCTG PA.6
• PREOPANC
• PREOPANC-2

• APACT
• PETRA
• Olaparib Monotherapy for Patients with DNA Damage Repair Alterations Other Than 

Germline BRCA Variants
• Real-World Use of PARP Inhibitors for Pancreatic Cancer with BRCA Mutation



Abstract LBA57



Unicancer PRODIGE 24/CCTG PA.6: Phase III Trial Schema

Conroy T et al. ESMO 2021;Abstract LBA57.



Unicancer PRODIGE 24/CCTG PA.6: Disease-Free Survival (DFS)

Conroy T et al. ESMO 2021;Abstract LBA57.



Unicancer PRODIGE 24/CCTG PA.6: Overall Survival

Conroy T et al. EMSO 2021;Abstract LBA57.



J Clin Oncol 2022;40(11):1220-30.



PREOPANC Long-Term Follow-Up: Overall Survival (OS)

Versteijne E et al. J Clin Oncol 2022;40(11):1220-30.

Median 
OS

5-Year 
OS

Neoadjuvant CRT 15.7 mo 20.5%
Up-front surgery 14.3 mo 6.5%



Primary endpoint: Overall survival
Stratification: Resectability, Institution

PREOPANC-2: Ongoing Phase III Trial Schema
Completed Recruitment 2021 — Results Pending

Surgery

Neoadjuvant 
gemcitabine x 1 cycle

gemcitabine-RT
gemcitabine x 1 cycle

Adjuvant
gemcitabine

x 4
Surgery

Neoadjuvant

mFOLFIRINOX x 8 cycles

Resectable or 
borderline-
resectable
pancreatic cancer

ECOG PS 0-1

N = 368

NL7094 Dutch Pancreatic Cancer Group

R



Phase III APACT Trial of Adjuvant Nab-Paclitaxel 
plus Gemcitabine vs Gemcitabine Alone in Patients 
with Resected Pancreatic Cancer: Updated 5-Year 
Overall Survival

Tempero M et al.
ESMO World Congress on Gastrointestinal Cancer 2021;Abstract LBA-1.



APACT: 5-Year Overall Survival (OS)

Five-year OS (median follow-up 63 months)
nab-P + Gem: 41.8 months 
Gem: 37.7 months
HR 0.80; p = 0.0091

Tempero M. et al. ESMO World Congress on Gastrointestinal Cancer 2021;Abstract LBA1.

No. at risk

0

10

20

30

40

50

60

70

80

90

100

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57 60 63 66 69 72 75 78 81

Gem 01615305176115123133141149156165181202212434 415 404 384 354 320 301 275 262 249 228

432nab-P + Gem 011023436498147150156165175188198207220232252264284307344366385427 420 406

Months

Pa
ti

en
ts

 w
ho

 w
er

e 
al

iv
e 

(%
)

5-year OS rates

38%
nab-P + Gem

31% Gem alone





PETRA: Responses Observed Starting at Lowest Dose Level 

Yap TA et al. AACR 2022;Abstract CT007.



JAMA Oncol 2021;7(5):693-9.



Olaparib Monotherapy for Previously Treated Pancreatic Cancer 
with DNA Damage Repair Genetic Alterations Other Than 
Germline BRCA Variants

Javle M et al. JAMA Oncol 2021;7(5):693-9.

Progression-free survival Overall survival



Gastrointestinal Cancers Symposium 2022



PARPi Usage Summary Relative to Platinum Sensitivity and Line 
of Therapy in a Worldwide Registry Study

Amin S et al. Gastrointestinal Cancers Symposium 2022;Abstract 599.



Meet The Professor
Chronic Lymphocytic Leukemia

Thursday, April 14, 2022
5:00 PM – 6:00 PM ET

Jennifer R Brown, MD, PhD
Faculty 

• Pirtobrutinib
• GLOW study

Special Topics



What I Tell My Patients: Expert Insights into Patient Education 
on New Treatments and Clinical Trial Participation

Prostate Cancer
Thursday, April 28, 2022
6:00 AM – 7:30 AM PT (9:00 AM – 10:30 AM ET)
Faculty
Kathy D Burns, RN, MSN, AGACNP-BC, OCN 
Robert Dreicer, MD, MS 
Sandy Srinivas, MD
Ronald Stein, JD, MSN, NP-C, AOCNP 

A Complimentary NCPD Hybrid Symposium Series Held During the 47th Annual ONS Congress

Ovarian Cancer
Thursday, April 28, 2022
12:15 PM – 1:45 PM PT (3:15 PM – 4:45 PM ET)
Faculty
Jennifer Filipi, MSN, NP
Kathleen N Moore, MD, MS
Krishnansu S Tewari, MD 
Deborah Wright, MSN, APRN, AGCNS-BC

Non-Small Cell Lung Cancer
Thursday, April 28, 2022
6:00 PM – 8:00 PM PT (9:00 PM – 11:00 PM ET)
Faculty
Edward B Garon, MD, MS
Kelly EH Goodwin, MSN, RN, ANP-BC
Tara Plues, APRN, MSN
Anne S Tsao, MD, MBA

Hepatobiliary Cancers 
Thursday, April 28, 2022
8:20 PM – 9:20 PM PT (11:20 PM – 12:20 AM ET)
Faculty
Richard S Finn, MD
Amanda K Wagner, APRN-CNP, AOCNP 



What I Tell My Patients: Expert Insights into Patient Education 
on New Treatments and Clinical Trial Participation

Small Cell Lung Cancer
Friday, April 29, 2022
6:00 AM – 7:30 AM PT (9:00 AM – 10:30 AM ET)
Faculty
Marianne J Davies, DNP, MSN, RN, APRN
Matthew Gubens, MD, MS
Lowell L Hart, MD
Chaely J Medley, MSN, AGNP

A Complimentary NCPD Hybrid Symposium Series Held During the 47th Annual ONS Congress

Chronic Lymphocytic Leukemia
Friday, April 29, 2022
12:15 PM – 1:45 PM PT (3:15 PM – 4:45 PM ET)
Faculty
Lesley Camille Ballance, MSN, FNP-BC
Amy Goodrich, CRNP
Anthony R Mato, MD, MSCE
Susan O’Brien, MD

Breast Cancer
Friday, April 29, 2022
6:00 PM – 8:00 PM PT (9:00 PM – 11:00 PM ET)
Faculty
Jamie Carroll, APRN, MSN, CNP
Sara A Hurvitz, MD
Kelly Leonard, MSN, FNP-BC
Hope S Rugo, MD

Acute Myeloid Leukemia and Myelodysplastic 
Syndromes
Friday, April 29, 2022
8:20 PM – 9:20 PM PT (11:20 PM – 12:20 AM ET)
Faculty
Ilene Galinsky, NP
Eunice S Wang, MD



What I Tell My Patients: Expert Insights into Patient Education 
on New Treatments and Clinical Trial Participation

Cervical and Endometrial Cancer
Saturday, April 30, 2022
6:00 AM – 7:30 AM PT (9:00 AM – 10:30 AM ET)
Faculty
Paula J Anastasia, MN, RN, AOCN
Robert L Coleman, MD
David M O’Malley, MD
Jaclyn Shaver, MS, APRN, CNP, WHNP

A Complimentary NCPD Hybrid Symposium Series Held During the 47th Annual ONS Congress

Bladder Cancer
Saturday, April 30, 2022
12:15 PM – 1:45 PM PT (3:15 PM – 4:45 PM ET)
Faculty
Monica Averia, MSN, AOCNP, NP-C
Shilpa Gupta, MD
Brenda Martone, MSN, NP-BC, AOCNP
Sumanta Kumar Pal, MD



Thank you for joining us!

CME and MOC credit information will be emailed to 
each participant within 5 business days.


