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We Encourage Clinicians in Practice to Submit Questions 

Feel free to submit questions now before the program 
begins and throughout the program.



Familiarizing Yourself with the Zoom Interface

Expand chat submission box

Drag the white line above the submission box up to create 
more space for your message.



Familiarizing Yourself with the Zoom Interface

Increase chat font size

Press Command (for Mac) or Control (for PC) and the + symbol. 
You may do this as many times as you need for readability.



Clinicians in the Audience, Please Complete 
the Pre- and Postmeeting Surveys

Quick Survey Quick Poll





Practical Perspectives: Investigators Discuss Current 
Management and Actual Cases of Relapsed/Refractory 

Metastatic Colorectal Cancer

Moderator
Neil Love, MD

Faculty

Wednesday, September 20, 2023
5:00 PM – 6:00 PM ET

A CME/MOC-Accredited Virtual Event

Kristen K Ciombor, MD, MSCI
J Randolph Hecht, MD



Inside the Issue: Integrating Targeted and 
Immunotherapy into the Management of 

Localized Non-Small Cell Lung Cancer

Moderator
Neil Love, MD

Faculty

Thursday, September 21, 2023
5:00 PM – 6:00 PM ET

A CME/MOC-Accredited Live Webinar

Jamie E Chaft, MD
John V Heymach, MD, PhD



What Clinicians Want to Know About the Management 
of Relapsed/Refractory Mantle Cell Lymphoma

Moderator
Neil Love, MD
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Tuesday, September 26, 2023
5:00 PM – 6:00 PM ET

A CME/MOC-Accredited Virtual Event

Toby A Eyre, MBChB, DipMedEd, MRCP, MD
Brad S Kahl, MD



Meet The Professor
Optimizing the Management 
of Gastroesophageal Cancers
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Inside the Issue: Optimizing the Management 
of Nonmelanoma Skin Cancer

Moderator
Neil Love, MD
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Tuesday, October 3, 2023
5:00 PM – 6:00 PM ET

A CME/MOC-Accredited Live Webinar

Nikhil I Khushalani, MD
Anna C Pavlick, DO, MBA



Current Approaches and 
Future Strategies in Oncology

A Multitumor Educational Symposium in Partnership 
with Florida Cancer Specialists & Research Institute

Moderator
Neil Love, MD

ER-Positive Breast Cancer
7:15 AM – 8:15 AM ET

Faculty
Harold J Burstein, MD, PhD 

Komal Jhaveri, MD

Prostate Cancer
8:15 AM – 9:15 AM ET

Faculty
Alicia K Morgans, MD, MPH
Matthew R Smith, MD, PhD

Saturday, October 7, 2023

Join Us In Person or Virtually



Moderator
Neil Love, MD

Non-Small Cell Lung Cancer
9:30 AM – 10:30 AM ET

Faculty
Gregory J Riely, MD, PhD

Heather Wakelee, MD, FASCO

Colorectal and 
Gastroesophageal Cancers

10:30 AM – 11:30 AM ET
Faculty

Tanios Bekaii-Saab, MD
Philip A Philip, MD, PhD, FRCP

Join Us In Person or Virtually
Current Approaches and 

Future Strategies in Oncology
A Multitumor Educational Symposium in Partnership 
with Florida Cancer Specialists & Research Institute

Saturday, October 7, 2023



Moderator
Neil Love, MD

Chronic Lymphocytic Leukemia 
11:30 AM – 12:30 PM ET

Faculty
Asher Chanan-Khan, MD

Brad S Kahl, MD

Join Us In Person or Virtually
Current Approaches and 

Future Strategies in Oncology
A Multitumor Educational Symposium in Partnership 
with Florida Cancer Specialists & Research Institute

Saturday, October 7, 2023



Oncology in the Real World
 A Daylong Multitumor Educational Symposium 

in Partnership with the American Oncology Network

Lymphoma
9:30 AM – 10:30 AM PT
(12:30 PM – 1:30 PM ET)

Faculty
Christopher R Flowers, MD, MS

Ann S LaCasce, MD, MMSc

Urothelial Bladder Cancer and 
Renal Cell Carcinoma
10:30 AM – 11:30 AM PT
(1:30 PM – 2:30 PM ET)

Faculty
Thomas E Hutson, DO, PharmD

Guru P Sonpavde, MD

Saturday, October 14, 2023

Join Us In Person or Virtually

Moderator
Neil Love, MD



Hepatobiliary and 
Pancreatic Cancers

11:50 AM – 12:50 PM PT
(2:50 PM – 3:50 PM ET)

Faculty
Mitesh J Borad, MD

Anthony El-Khoueiry, MD

Oncology in the Real World
 A Daylong Multitumor Educational Symposium 

in Partnership with the American Oncology Network

Gynecologic Cancers
1:30 PM – 2:30 PM PT

(4:30 PM – 5:30 PM ET)
Faculty

Bradley J Monk, MD
Kathleen N Moore, MD, MS

Saturday, October 14, 2023

Join Us In Person or Virtually

Moderator
Neil Love, MD



Oncology in the Real World
 A Daylong Multitumor Educational Symposium 

in Partnership with the American Oncology Network

Multiple Myeloma
2:30 PM – 3:30 PM PT

(5:30 PM – 6:30 PM ET)
Faculty

Amrita Krishnan, MD
Robert Z Orlowski, MD, PhD

HER2-Positive and 
Triple-Negative Breast Cancer

3:50 PM – 4:50 PM PT
(6:50 PM – 7:50 PM ET)

Faculty
Sara A Hurvitz, MD, FACP

Heather McArthur, MD, MPH

Saturday, October 14, 2023

Join Us In Person or Virtually

Moderator
Neil Love, MD



Thank you for joining us!

CME and MOC credit information will be emailed to 
each participant within 5 business days.
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Lancet Haematol 2023;10(9):e767-76.



Current Unified Approach to the Classification of Acute Myeloid Leukemia

Shallis RM et al. Lancet Haematol 2023;10(9):e767-76.



Blood Rev 2023;60:101072



Overview of Myelodysplastic Syndromes Pathophysiology

Bewersdorf JP et al. Blood Rev 2023;60:101072.



Novel Immunotherapy Targets for Myelodysplastic Syndromes (MDS)

Bewersdorf JP et al. Blood Rev 2023;60:101072.



Epigenetic Therapeutics for MDS

Bewersdorf JP et al. Blood Rev 2023;60:101072.



Case Presentation: 70-year-old man with TP53-mutant AML-
MRC with complex cytogenetics, s/p CPX-351; azacitidine/ 
venetoclax, now in palliative care

Dr Anna Halpern (Seattle, Washington)



Cancer Discov 2022;12(11):2516-29.



p53 Signaling Pathways

Daver NG et al. Cancer Discov 2022;12(11):2516-29.



Novel Therapies for TP53-Mutated MDS and AML

Daver NG et al. Cancer Discov 2022;12(11):2516-29.
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Magrolimab

• Magrolimab is an IgG4 anti-CD47 monoclonal antibody (mAb) that eliminates tumor 
cells through macrophage phagocytosis

• Magrolimab is being investigated for multiple cancers with >500 patients dosed

Sallman D et al. ASCO 2020;Abstract 7507.

Magrolimab Is a Macrophage Immune Checkpoint 
Inhibitor Targeting CD47

Content Courtesy of Michael R Savona, MD



FDA Places Partial Clinical Hold on Magrolimab for AML
Press Release: August 21, 2023

"[T]he US Food and Drug Administration (FDA) has placed a partial clinical hold on the initiation of 
new patients in US studies evaluating magrolimab to treat acute myeloid leukemia (AML). 

The FDA action follows the previously announced discontinuation of the Phase 3 ENHANCE study of 
magrolimab in higher-risk myelodysplastic syndromes (HR-MDS). 

Effective immediately, screening and enrollment of new study participants under the US 
investigational new drug application (IND 147229) and US Expanded Access Program will be paused. 
Patients already enrolled in AML clinical studies may continue to receive treatment and be 
monitored, according to the current study protocol. Global regulatory authorities and clinical trial 
investigators involved in the studies have been informed of the FDA’s decision. Studies of 
magrolimab in solid tumors continue without any impact from the FDA action.” 

https://www.gilead.com/news-and-press/press-room/press-releases/2023/8/gilead-announces-partial-clinical-hold-for-magrolimab-
studies-in-aml



Discontinuation of the Phase III ENHANCE Trial of Magrolimab with 
Azacitidine for Higher-Risk MDS
Press Release: July 21, 2023

"[T]he Phase 3 ENHANCE study in higher-risk myelodysplastic syndromes (MDS) has been 
discontinued due to futility based on a planned analysis. The safety data seen in this study is 
consistent with the known magrolimab profile and adverse events that are typical in this 
patient population. Gilead recommends discontinuing treatment with magrolimab in 
patients with MDS.”

https://www.gilead.com/news-and-press/press-room/press-releases/2023/7/gilead-to-discontinue-phase-3-enhance-study-of-
magrolimab-plus-azacitidine-in-higher-risk-mds



Meet The Professor with Dr Daver
INTRODUCTION

MODULE 1: Case Presentations 

• Dr Bhatnagar: 59-year-old woman with multiple comorbidities and FLT3-ITD-positive AML s/p PD on 
azacitidine/venetoclax, now on gilteritinib

• Dr Keruakous: 70-year-old woman with FLT3-ITD- and IDH1-mutant AML receives an HMA with ivosidenib
• Dr Khan: 61-year-old man with newly diagnosed MDS-RS receives oral decitabine/cedazuridine
• Dr Cook: 66-year-old man presents with copper deficiency and ringed sideroblasts; genetic analysis reveals 

SF3B1 and DNMT3A mutations
• Dr Gupta: 71-year-old woman with PMH of extensively treated follicular lymphoma develops AML and 

receives CPX-351
• Dr Olin: 78-year-old woman with newly diagnosed AML receives decitabine/venetoclax with concurrent 

voriconazole
• Dr Rupard: 97-year-old woman is diagnosed with multiple myeloma and del(5q) MDS
• Dr Morganstein: 70-year-old woman with low-grade MDS-RS receives luspatercept



Case Presentation: 59-year-old woman with multiple 
comorbidities and FLT3-ITD-positive AML s/p PD on 
azacitidine/venetoclax, now on gilteritinib

Dr Tina Bhatnagar (Wheeling, West Virginia)



FDA Approves Quizartinib for Newly Diagnosed AML
Press Release: July 20, 2023

“On July 20, 2023, the Food and Drug Administration approved quizartinib with standard 
cytarabine and anthracycline induction and cytarabine consolidation, and as maintenance 
monotherapy following consolidation chemotherapy, for the treatment of adult patients with 
newly diagnosed acute myeloid leukemia (AML) that is FLT3 internal tandem duplication (ITD)-
positive, as detected by an FDA-approved test.
FDA also approved LeukoStrat CDx FLT3 Mutation Assay as a companion diagnostic for quizartinib.
Efficacy of quizartinib with chemotherapy was evaluated in QuANTUM-First (NCT02668653), a 
randomized, double-blind, placebo-controlled trial of 539 patients with newly diagnosed FLT3-ITD 
positive AML. FLT3-ITD status was determined prospectively with a clinical trial assay and verified 
retrospectively with the companion diagnostic LeukoStrat CDx FLT3 Mutation Assay.”

https://www.fda.gov/drugs/drug-approvals-and-databases/fda-approves-quizartinib-newly-diagnosed-acute-myeloid-leukemia



Lancet 2023;401:1571-83



QuANTUM-First: Overall Survival with Quizartinib in Combination 
with Chemotherapy

Erba HP et al. Lancet 2023;401:1571-83.



QuANTUM-First: Relapse-Free Survival with Quizartinib in 
Combination with Chemotherapy

Erba HP et al. Lancet 2023;401:1571-83.



QuANTUM-First: Cumulative Incidence of Relapse with 
Quizartinib in Combination with Chemotherapy

Erba HP et al. Lancet 2023;401:1571-83.



Impact of Allogeneic Hematopoietic Cell 
Transplantation in First Complete Remission plus FLT3 
Inhibition with Quizartinib in Acute Myeloid Leukemia 
with FLT3-ITD: Results from QuANTUM-First

Schlenk R F et al.
EHA 2023;Abstract S137



A Randomised Assessment of the Sequential Addition 
of the Kinase Inhibitor Quizartinib to Intensive 
Chemotherapy in Older Acute Myeloid Leukaemia 
(AML) Patients: Results from the NCRI AML18 Trial

Knapper S et al.
EHA 2023;Abstract S131.



Updated Results of VEN-A-QUI Study: A Phase 1-2 
Trial to Assess the Safety and Efficacy of Triplets for 
Newly Diagnosed Unfit AML Patients: Azacitidine or 
Low-Dose Cytarabine with Venetoclax and Quizartinib

Burgues MB et al.
EHA 2023;Abstract S132.



Case Presentation: 70-year-old woman with FLT3-ITD- and 
IDH1-mutant AML receives an HMA with ivosidenib

Dr Amany Keruakous (Augusta, Georgia)



Case Presentation: 61-year-old man with newly diagnosed 
MDS-RS receives oral decitabine/cedazuridine

Dr Khuda Khan (Prospect, Kentucky)



Pharmacokinetic Exposure Equivalence and 
Preliminary Efficacy and Safety from a Randomized 
Crossover Phase 3 Study of an Oral Hypomethylating 
Agent, ASTX727 (DEC-C), Compared to IV Decitabine

Geissler K et al.
EHA 2022;Abstract P573.



ASCERTAIN (ASTX727-02) Trial AML Cohort: Preliminary 
Efficacy Response

Geissler K et al. EHA 2022;Abstract P573.



ASCERTAIN (ASTX727-02) AML Cohort: Treatment-Emergent 
Adverse Events in >5% of Patients

Geissler K et al. EHA 2022;Abstract P573.



2022;Abstract 461



ASTX727-03: Phase I Study Design

Garcia-Manero G et al. ASH 2022;Abstract 461.



ASTX727-03: Treatment-Emergent Adverse Events with Oral 
Decitabine/Cedazuridine

Garcia-Manero G et al. ASH 2022;Abstract 461.



EHA 2023;Abstract S172



Bataller Aet al. EHA 2023;Abstract S172.



Case Presentation: 66-year-old man presents with copper 
deficiency and ringed sideroblasts; genetic analysis reveals 
SF3B1 and DNMT3A mutations

Dr Rachel Cook (Portland, Oregon)



Case Presentation: 71-year-old woman with PMH of 
extensively treated follicular lymphoma develops AML and 
receives CPX-351

Dr Ranju Gupta (Bethlehem, Pennsylvania)



Case Presentation: 78-year-old woman with newly diagnosed 
AML receives decitabine/venetoclax with concurrent 
voriconazole

Dr Rebecca Olin (San Francisco, California)



Case Presentation: 97-year-old woman is diagnosed with 
multiple myeloma and del(5q) MDS

Dr Erik Rupard (West Reading, Pennsylvania)



Case Presentation: 70-year-old woman with low-grade 
MDS-RS receives luspatercept

Dr Neil Morganstein (Summit, New Jersey)
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Leukemia 2023;37(9):1767-78



Histologic Presentation Patterns of Blastic Plasmacytoid 
Dendritic Cell Neoplasm

Cuglievan B et al. Leukemia 2023;37(9):1767-78.



Typical Blastic Plasmacytoid Dendritic Cell Neoplasm (BPDCN) Cell 
Surface Markers and Their Overlap with Other Hematologic Cancers

Cuglievan B et al. Leukemia 2023;37(9):1767-78.



Cancer J 2022;28(6):454-61



Antibody-Drug Conjugate (ADC) Mechanism of Action

Senapati J et al. Cancer J 2022;28(6):454-61.



A Phase 1b/2 Study of Pivekimab Sunirine (PVEK,
IMGN632) in Combination with Venetoclax/Azacitidine 
or Magrolimab for Patients with CD123-Positive Acute 
Myeloid Leukemia (AML)

Daver NG et al.
ASCO 2023;Abstract TPS7073.

Daver NG et al.
EHA 2023;Abstract PB1888.



Structure and Mechanism of Action of PVEK

Daver NG et al. ASCO 2023;Abstract TPS7073.





Cancer J 2022;28:43-50



Haddad F et al. Cancer J 2022;28:43-50.

“T cell-directed therapies have been investigated in AML
with promising results. Novel BiTE and TriKE targets are being 
exploited in an effort to improve efficacy and limit adverse 
effects. Newer-generation CAR-T cells and more recently cCAR 
constructs are being designed with less off-target effects,which 
would potentially allow safer use in myeloid malignancies.”



Clin Cancer Res 2023;29:1938-51



Trial in Progress: An Open-Label Phase II Study of 
Relatlimab with Nivolumab in Combination with 
5-Azacytidine for the Treatment of Patients with 
Relapsed/Refractory and Elderly Patients with Newly
Diagnosed Acute Myeloid Leukemia (AARON)

Buecklein VL et al.
Blood 2022;140(Supplement 1):3227-28.



Rationale for Combining 5-Azacitidine with Relatlimab and Nivolumab

Buecklein  VL et al. ASH 2022.



2023; July 24 [Online ahead of print] 



Clin Lymphoma Myeloma Leuk 2022;22(6):e386-91. 



Menin Inhibitor DS-1594b Drives Differentiation and 
Induces Synergistic Lethality in Combination with 
Venetoclax in AML Cells with MLL-Rearranged and
NPM1 Mutation

Ciaurro V et al.
Blood 2022;140(Supplement 1):3082-83.



Am J Hematol 2022;97(5):574-82. 



2023;7(12):2709-14 



Lancet 2023;402:373-85.



COMMANDS Composite Primary Endpoint: RBC Transfusion 
Independence for ≥12 Weeks with Concurrent Mean Hb 
Increase ≥1.5 g/dL

Garcia-Manero G et al. ASCO 2023;Abstract 7003; Platzbecker U et al. Lancet 2023;402:373-85.



COMMANDS Secondary Endpoints: RBC Transfusion 
Independence (TI) for ≥12 Weeks and Hematological 
Improvement-Erythroid (HI-E) During Weeks 1-24

Garcia-Manero G et al. ASCO 2023;Abstract 7003; Platzbecker U et al. Lancet 2023;402:373-85.



EHA 2023;Abstract S102



FDA Expands Indication for Luspatercept as First-Line Treatment of 
Anemia in Lower-Risk MDS Regardless of Ring Sideroblast Status
Press Release —  August 28, 2023

“[It was] today announced that the US Food and Drug Administration (FDA) has approved 
luspatercept-aamt for the treatment of anemia without previous erythropoiesis stimulating agent 
use (ESA-naïve) in adult patients with very low- to intermediate-risk myelodysplastic syndromes 
(MDS) who may require regular red blood cell (RBC) transfusions. 

This expanded indication to the first-line setting is based on interim results from the pivotal Phase 3 
COMMANDS trial, in which luspatercept-aamt demonstrated superior efficacy of concurrent RBC 
transfusion independence and hemoglobin increase compared to epoetin alfa, an ESA, regardless of 
ring sideroblast status. These results underscore luspatercept-aamt’s ability to address chronic 
anemia earlier in the treatment journey in a broader range of patients.”

https://news.bms.com/news/details/2023/U.S.-FDA-Approves-Bristol-Myers-Squibbs-Reblozyl-luspatercept-aamt-as-First-
Line-Treatment-of-Anemia-in-Adults-with-Lower-Risk-Myelodysplastic-Syndromes-MDS-Who-May-Require-
Transfusions/default.aspx
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Prolonged Survival Observed in 133 MDS Patients 
Treated with Oral Decitabine/Cedazuridine

Savona MR et al.
16th International Congress on Myelodysplastic Syndromes
(MDS 2021);Abstract P48.



ASCERTAIN: Updated Overall Survival with 32-Month Follow-Up

Savona MR et al. MDS 2021;Abstract P48.

Median OS: 31.7 months
Leukemia-free survival: 29.1 months
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Am J Hematol 2023;98(8):1176-84.



Cancer 2023;129(2):175-80. 



J Clin Oncol 2023 September 13;[Online ahead of print]



5F9005 Study: Front-Line Magrolimab in Combination with 
Azacitidine for Previously Untreated AML — Response

Daver NG et al. J Clin Oncol 2023 September 13;[Online ahead of print].

Clinical endpoint
All patients 

(n = 87)
TP53 mutation 

(n = 72)
TP53 wild type

(n = 15)

ORR, % 47.1% 47.2% 46.7%

CR, % 32.2% 31.9% 33.3%

CRi, No. (%) 5 (5.7%) 5 (6.9%) 0

Duration of CR/CRi, months 9.6 mo 7.7 mo 31.3 mo

ORR = objective response rate; CR = complete remission; Cri = CR with incomplete blood count recovery; 
DCR = duration of complete remission



5F9005 Study Design: A Phase Ib Study of Magrolimab in 
Combination with Azacitidine for TP53-Mutated AML

Daver NG et al. EHA 2022;Abstract S132.



5F9005 Phase Ib Study of Front-Line Magrolimab in Combination 
with Azacitidine for TP53-Mutated AML: Safety Summary

Daver NG et al. EHA 2022;Abstract S132.



J Clin Oncol 2023;41(15):2815-26



5F9005: Response to Magrolimab in Combination with Azacitidine 
for Higher-Risk MDS with and without TP53 Mutations

Sallman DA et al. J Clin Oncol 2023;41(15):2815-26.

ORR in all patients (N = 95): 74.7%
ORR in TP53 wild-type (n = 61): 78.7%
ORR in TP53 mutant (n = 25): 68.0%



5F9005: Select Treatment-Emergent Adverse Events (TEAEs) 
with Magrolimab in Combination with Azacitidine for Higher- 
Risk MDS (N = 95)

Sallman DA et al. J Clin Oncol 2023; March 8;[Online ahead of print].

TEAE (%) Total Grade 3 Grade 4

Constipation 68.4 — —

Thrombocytopenia 54.7 9.5 36.8

Anemia 51.6 46.3 1.1

Neutropenia 47.4 4.2 42.1

Febrile neutropenia 30.5 27.4 1.1

WBC count decreased 29.5 4.2 25.3

Hypophosphatemia 18.9 11.6 —

Immune-related reactions possibly/probably related to magrolimab were infrequent (2.1%; one 
Grade 2 pneumonitis and one Grade 3 pneumonitis). 



ENHANCE Phase III Study Design

Garcia-Manero G et al. ASCO 2021;Abstract TPS 7055.



https://www.mds-foundation.org; www.clinicaltrials.gov. NCT04778397. Accessed September 2023; www.clinicaltrials.gov. NCT05079230. 
Accessed September 2023.

Ongoing Phase III Studies of Magrolimab-Based Therapies for Newly 
Diagnosed AML

ENHANCE-2

ENHANCE-3



Clinical and Molecular Characterization of Newly 
Diagnosed IDH/TP53 Co-Mutated AML and Impact of 
Genomically Sensitive Treatment Strategies

Venugopal S et al.
Blood 2022;140(Supplement 1):6328-30.



Optimizing the Use of Targeted Therapy 
for Patients with AML and FLT3 or IDH Mutations 



Blood Cancer J 2022;12(5):77





J Clin Oncol 2023;41(26):4236-46.



Efficacy and Safety of Gilteritinib versus Sorafenib 
as Post-Transplant Maintenance in Patients with 
FLT3-ITD Acute Myeloid Leukemia

Yeh J et al.
Blood 2022;140(Supplement 1):7686-88.



Next-Generation Sequencing-Based Measurable 
Disease Monitoring in Acute Myeloid Leukemia with 
FLT3 Internal Tandem Duplication Treated with 
Intensive Chemotherapy plus Midostaurin

Rucker F et al.
EHA 2023;Abstract S135.



Characteristics of Select FLT3 Inhibitors

FLT3 inhibitor
Inhibitory 

type

FLT3 kinase 
inhibition IC50

(nmol/L)
Non-FLT3 

targets

FLT3-TKD 
mutation 
activity Major toxicities

Sorafenib
400 mg BID II 58

c-KIT
PDGFR

RAF
VEGFR

No
Rash
Hemorrhage 
Myelosuppression

Midostaurin
50 mg BID I 6.3

c-KIT
PDGFR

PKC
VEGFR

Yes GI toxicity
Myelosuppression

Quizartinib
30-60 mg qd II 1.6 c-KIT No QTc prolongation

Myelosuppression

Gilteritinib
120 mg qd I 0.29

AXL
LTK
ALK

Yes
Elevated 
transaminases
Diarrhea

Kiyoi H et al. Cancer Science 2019;[Online ahead of print];
Short NJ et al. Ther Adv Hematol 2019;10:2040620719827310.



Key Clinical Trials of FLT3 Inhibitors

Study Agents
FLT3 inhibitor 

generation Inhibits N Population
OS hazard 

ratio

SORAML
Phase II

Sorafenib
Placebo First ITD 267 Treatment

naïve 0.82, ns

RATIFY
Phase III

Midostaurin
Placebo First ITD, TKD 717 Treatment

naïve 0.78

QuANTUM-First 
Phase III

Quizartinib
Placebo Second ITD 539 Treatment

naïve 0.78

QuANTUM-R
Phase III

Quizartinib
SC — — 367 R/R 0.76

ARO-021 
Phase III

Crenolanib
Placebo Second ITD, TKD 510 Treatment

naïve
Not yet 

reported

ADMIRAL
Phase III

Gilteritinib
SC Second ITD, TKD 371 R/R 0.67

Novatcheva ED et al. Clin Lymphoma Myeloma Leuk 2021;[Online ahead of print]. Rollig C et al. Leukemia 2021;35:2517-25. Erba HP et al. 
Lancet 2023;401:1571-83. Perl AE et al. Blood 2022;139(23):3366-75.

OS = overall survival; SC = salvage chemotherapy; R/R = relapsed/refractory



Am J Hematol 2022;97(11):1443-52. 



Pivotal Studies of IDH Inhibitor Monotherapy for AML with 
IDH Mutations
IDH inhibitor Enasidenib Ivosidenib Olutasidenib

FDA approval Aug 1, 2017 July 20, 2018 May 2, 2019 December 1, 2022

Setting Relapsed/refractory Relapsed/refractory Newly diagnosed Relapsed/refractory

Trial AG221-C-001 AG120-C-001 AG120-C-001 Study 2102-HEM-
101

IDH mutation IDH2 IDH1 IDH1 IDH1

N 109 179 28 147

Dose 100 mg qd 500 mg qd 500 mg qd 150 mg BID

CR + CRh 23% 30.4% 42.9% 35%

Median duration of response 8.2 mo 8.2 mo Not estimable 25.9 mo

Median OS, ITT 9.3 mo 8.8 mo 29.3 mo Not reported

Stein EM et al. Blood 2017;130(6):722-31; Enasidenib PI, rev 11/2020; DiNardo CD et al. N Engl J Med 2018;378(25):2386; Roboz GJ et al. 
Blood 2020;135(7)463-71; Ivosidenib PI, rev  8/2021; de Botton S et al. ASCO 2023;Abstract 7012; Olutasidenib PI, rev 12/2022.

CRh = CR with partial hematologic recovery; OS = overall survival; ITT = intent to treat



FDA Approves Olutasidenib for Relapsed or Refractory Acute Myeloid 
Leukemia with a Susceptible IDH1 Mutation
Press Release: December 1, 2022
“On December 1, 2022, the Food and Drug Administration approved olutasidenib capsules for adult 
patients with relapsed or refractory acute myeloid leukemia (AML) with a susceptible IDH1 mutation 
as detected by an FDA-approved test.

[The] FDA also approved the RealTime IDH1 Assay to select patients for olutasidenib.

Approval was based on Study 2102-HEM-101 (NCT02719574), an open-label, single-arm, multicenter 
clinical trial that included 147 adult patients with relapsed or refractory AML with an IDH1 mutation 
confirmed using the above assay. Olutasidenib was given orally, 150 mg twice daily, until disease 
progression, unacceptable toxicity, or hematopoietic stem cell transplantation. Efficacy was 
established on the rate of complete remission (CR) plus complete remission with partial hematologic 
recovery (CRh), the duration of CR+CRh, and the rate of conversion from transfusion dependence to 
independence.

The prescribing information contains a Boxed Warning alerting health care professionals and patients 
about the risk of differentiation syndrome which can be fatal.”

https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-olutasidenib-relapsed-or-refractory-acute-myeloid-
leukemia-susceptible-idh1-mutation
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Thank you for joining us!

Please take a moment to complete the survey 
currently up on Zoom. Your feedback

 is very important to us. The survey will remain open 
for 5 minutes after the meeting ends.

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


