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Ask the Expert: Clinical Investigators
Provide Perspectives on the Management
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Current Concepts and
Recent Advances in Oncology

A Daylong Clinical Summit Hosted in
Partnership with Medical Oncology
Association of Southern California (MOASC)
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Oncology Grand Rounds Nursing Webinar Series
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13" Annual Oncology Grand Rounds

Oncology Nurse Practitioners
Case Presentations

* Key patient-education issues

* Biopsychosocial considerations:
— Family/loved ones
— The bond that heals

Clinical Investigators
Oncology Strategy

* New agents and regimens
* Predictive biomarkers
* Ongoing research and implications




13th Annual Oncology Grand Rounds
A Complimentary NCPD Live Webinar Series

Held During the 46" Annual ONS Congress
Acute Myeloid Leukemia

Wednesday, April 21, 2021
12:00 PM -1:00 PM ET

Medical Oncologists Oncology Nurse Practitioners
Courtney D DiNardo, MD, MSCE llene Galinsky, NP
Eytan M Stein, MD Sonia Glennie, ARNP, MSN, OCN
Moderator

Neil Love, MD




\
o |

it
_—
—

Y

Qne Ann Galinsky, NP “a Glennie, ARNP MSN OCN




Agenda

Cases from the Practices of Ms Galinsky and Ms Glennie

Case 1 (Ms Galinsky): A 78-year-old woman with myelodysplastic syndrome who
develops AML

Case 2 (Ms Glennie): A 74-year-old woman — a Jehovah’s Witness — who is
diagnosed with AML

Case 3 (Ms Galinsky): A 39-year-old man who develops AML with a FLT3 mutation




Perspective on the evolution of treatments for AML

llene Galinsky, NP
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Ms Galinsky

Case Presentation — A 78-year-old woman with ‘ff‘
myelodysplastic syndrome who develops AML (Part1) =

e PMH: Psoriatic arthritis treated with adalimumab, ER+ breast cancer receiving
letrozole

e Transfusion-dependent: darbepoetin alfa plus lenalidomide

e Azacitidine and venetoclax
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Case Presentation — A 78-year-old woman with
myelodysplastic syndrome who develops AML (Part 2)
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Ms Galinsky

e PMH: Psoriatic arthritis treated with adalimumab, ER+ breast cancer receiving

letrozole

e Transfusion-dependent: darbepoetin alfa plus lenalidomide

e Azacitidine and venetoclax

— Dramatic response dfter cycle 2, has not required red blood transfusions
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Case Presentation — A 78-year-old woman with

myelodysplastic syndrome who develops AML (Part 3) =& (T \&

Ms Galinsky

e PMH: Psoriatic arthritis treated with adalimumab, ER+ breast cancer receiving
letrozole

e Transfusion-dependent: darbepoetin alfa plus lenalidomide

e Azacitidine and venetoclax

— Dramatic response after cycle 2, has not required red blood transfusions

e Patient education regarding treatment with venetoclax and blood counts
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Impact of venetoclax and hypomethylating agents in the
management of AML

llene Galinsky, NP
RTP
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Which of the following agents is FDA approved in combination
with venetoclax for acute myeloid leukemia (AML)?

Decitabine
Azacitidine
Low-dose cytarabine
All of the above
Only 1 and 2

| don’t know
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Venetoclax-based combination regimens are currently approved
for AML in...

1. All patients

2. Patients who are not candidates for intensive chemotherapy

3. ldon’t know
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What is the most common side effect associated with venetoclax
that leads to dose reduction or withholding therapy?

Gl toxicity
Cytopenias

Renal dysfunction

il Y e =

Peripheral neuropathy

RESEARCH




Venetoclax Mechanism of Action

An Increase in BCL-2 Venetoclax Binds to and 2 Apoptosis is Initiated

Expression Allows the Inhibits Overexpressed BCL-2
Cancer Cell to Survive Actlve Caspase

Apoptosome ®
Venetoclax
Anti toti .?
Pro-apoptotic SEEAPOPII )
Proteins Proteins ﬁ {.'

(BAX, BAK) (BCL-2) BH3- onIy &

00¢ (,»(m(

Cytochrome c
j Procaspase

Mitochondria Mitochondria Mitochondria

* Cancer cells increase the expression of anti-apoptotic proteins to offset the increase in
pro-apoptotic proteins, tipping the balance toward cell survival

* The large # of pro-apoptotic proteins bound and sequestered by Bcl-2 in AML make
them “primed” for death

Kumar S et al. ASCO 2015;Abstract 8576.
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FDA Grants Regular Approval to Venetoclax in Combinations for

Untreated Acute Myeloid Leukemia
Press Release — October 16, 2020

“The Food and Drug Administration granted regular approval to venetoclax in combination with
azacitidine, decitabine, or low-dose cytarabine (LDAC) for newly-diagnosed acute myeloid leukemia
(AML) in adults 75 years or older, or who have comorbidities precluding intensive induction
chemotherapy.

Venetoclax was initially granted accelerated approval for this indication in November 2018.

Efficacy was confirmed in two randomized, double-blind, placebo-controlled trials in patients with
AML described above.

In VIALE-A (NCT02993523), patients were randomized to receive venetoclax plus azacitidine
(n=286) or placebo plus azacitidine (n=145). Efficacy was established based on an improvement in
overall survival (OS).

In VIALE-C (NCT03069352), patients were randomized to receive venetoclax plus LDAC (n=143) or
placebo plus LDAC (n=68). Efficacy was based on CR rate and duration of CR.”

https://www.fda.gov/drugs/drug-approvals-and-databases/fda-grants-regular-approval-venetoclax-combination-untreated-acute-

myeloid-leukemia




N Engl J Med 2020;383:617-29.

e NEW ENGLAND
JOURNAL o MEDICINE

ESTABLISHED IN 1812 AUGUST 13, 2020 VOL. 383 NO.7

Azacitidine and Venetoclax in Previously Untreated
Acute Myeloid Leukemia

C.D. DiNardo, B.A. Jonas, V. Pullarkat, M.J. Thirman, J.S. Garcia, A.H. Wei, M. Konopleva, H. Déhner, A. Letai, P. Fenaux,
E. Koller, V. Havelange, B. Leber, J. Esteve, J. Wang, V. Pejsa, R. Héjek, K. Porkka, A. lllés, D. Lavie, R.M. Lemoli,
K. Yamamoto, S.-S. Yoon, J.-H. Jang, S.-P. Yeh, M. Turgut, W.-J. Hong, Y. Zhou, J. Potluri, and K.W. Pratz

RTP
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VIALE-A Study Design

(NCT02993523)

Eligibility Treatment Endpoints
Inclusion — — Primary
= Patients with newly diagnosed confirmed N Yenetoclax + Azacitidine = QOverall survival
AML S . (n = 286)
S0~ - _ —
= Ineligible for induction therapy defined as s VeneF().cl.aX 400 mg PO, daily, days 1-28 + Secondary
cither 2 Azacitidine 75 mg/m2 SC /IV days 1-7 = CR4CRi rate
% =75 years of age '§ Z = — = CR+CRhrate
¢ 18 to 74 years of age with at least one of é = CR+CRi and CR+CRh rates by
the comorbidities: - _ initiation of cycle 2
CHF requiring treatment or Ejection = CRrate
Fraction <50% * Transfusion independence
Chronic stable angina = CR+CRi rates and OS in molecular
DLCO =65% or FEV| <65% subgroups
ECOG 2 or 3 = Event-free survival
Exclusion
= Prior receipt of any HMA, venetoclax or . e e C . .
e Randomization stratification factors | Age (<75 vs 275 years); Cytogenetic risk (intermediate, poor); Region
" Favorable risk cytogenetics per NCCN Venetoclax dosing rampoup | CY€leLramp-up Day 1: 100 mg, Day 2: 200 mg, Day 3-28: 400 mg
» Active CNS involvement g ramp-up Cycle 2 Day 1-28: 400 mg

TICE
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DiNardo CD et al. N Engl J Med 2020;383:617-29.



VIALE-A: Overall Survival (N = 431)
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Median follow-up, 20.5 mo (range, <0.1-30.7)
Hazard ratio, 0.66 (95% Cl, 0.52-0.85)
P<0.001

Azacitidine plus venetoclax

Azacitidine plus placebo

DiNardo CD et al. N Engl J Med 2020;383:617-29.
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VIALE-A: Response Rates (CR + CRi) in Subgroups
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DiNardo C et al. EHA 2020;Abstract LB2601.



VIALE-A: Selected Serious Adverse Events

Azacitidine/venetoclax Azacitidine/placebo
(n =283) (n =144)
All grades Grade 23

Serious AEs 83% 82% 73% 71%
Febrile neutropenia 30% 30% 10% 10%
Anemia 5% 5% 4% 4%
Neutropenia 5% 5% 2% 2%
Atrial fibrillation 5% 4% 1% 1%
Pneumonia 17% 16% 22% 22%
Sepsis 6% 6% 8% 8%

TO PRACTICE

DiNardo CD et al. N Engl J Med 2020;383:617-29.



Regular Article

CLINICAL TRIALS AND OBSERVATIONS

Venetoclax plus LDAC for newly diagnosed AML
ineligible for intensive chemotherapy: a phase 3
randomized placebo-controlled trial

Andrew H. Wei,"? Pau Montesinos,*# Vladimir lvanov,®> Courtney D. DiNardo,® Jan Novak,”® Kamel Laribi,” Inho Kim,' Don A. Stevens,"
Walter Fiedler,’> Maria Pagoni,’® Olga Samoilova,' Yu Hu,'® Achilles Anagnostopoulos,’® Julie Bergeron,'” Jing-Zhou Hou,'® Vidhya Murthy,'?
Takahiro Yamauchi,?® Andrew McDonald,?' Brenda Chyla,?> Sathej Gopalakrishnan,?? Qi Jiang,??> Wellington Mendes,?? John Hayslip,?

and Panayiotis Panayiotidis? Blood 2020;1 35(24) 21 37-45_

RT
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VIALE-C Phase 3 Study Design

*= Randomized 2:1, double-blind, placebo-controlled trial

Patients could

Venetoclax + Patients remained

221 _ continue receiving
Randomization EONE A treatment until ; :&:ﬁﬁéﬁ'ﬁ
via IRT pr‘:g':s‘:"o" tor “ntt' follow-up, even if they
N=211 - g, s emsppiopel initiated additional lines

discontinuation

: of treatment
criteria were met

Stratification factors

Primary endpoint: overall survival
* AML status (secondary vs de novo)

All subsequent

+ Age (18 to <75 vs 275) Cycle 1 cycles Secondary endpoints
i i e it nlinti Doy’ g = CR, CRh, and CRi (modified IWG criteria?)
= Rate of transfusion independence
= EFS
Vénetoclax or placebo: Orally QD on days 1 to 28 = MRD

LDAC: 20 mg/m’ SC QD on days 1 to 10
28-day cycles

Progressive disease was defined per ELN recommendations.?

AML, acute myeloid leukemia; CR, complete remission; CRh, CR with partial hematologic recovery; CRi, CR with incomplete blood count recovery; EFS, event-free survival; ELN, European LeukemiaNet; IRT,
Interactive Response Technology; IWG, International Working Group; LDAC, low-dose cytarabine; MRD, minimal residual disease; OS, overall survival; QD, once a day; ROW, rest of world; SC, subcutaneous.

1. Cheson BD, et al. J Clin Oncol. 2003;21:4642-4649; 2. Dohner H, et al. Blood. 2017;129:424-447.

VIALE-C 6-month update: Venetoclax plus LDAC in previously untreated older patients with AML | EHA 2020 4
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VIALE-C: Overall Survival

100 - Median Months Overall Survival (25% CI)
90 - Ven + LDAC sssssmssemssssssenss 8.4 (5.9 - 10.1)
30 4 Pbo + LDAC =ssssesermmmmeeannnnn. 4.1 (3.1-8.1)
704
= 60 -
E T ey e
cfE; 40 -
30 -
20_‘ ‘_H—I: ] Ven + LDAC
1 Overall
10 1 Survival +6 mo. follow-up Pbo + LDAC
0 . ' ' ' ' ' . : . I . ' . ' ' '
0 3 6 9 12 i5 18 21 24
Ven + LDAC 143 103 78 64 a5 30 14 3 Months
Pbo + LDAC 68 43 30 22 14 12 6 0
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Wei AH et al. Blood 2020;135(24):2137-45.



VIALE-C: Selected Serious Adverse Events

n (%)
Placebo + Venetoclax +
LDAC (n = 68) LDAC (n = 142)
Selected key AML

serious AEs

Febrile neutropenia 12 (18) 23 (16)

Pneumonia 7 (10) 18 (13)

Sepsis 4 (6) 8 (6)

Thrombocytopenia 2 (3) 7 (5)

Anemia 0 4 (3)

Neutropenia 0 4 (3) .
RTP
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Wei AH et al. Blood 2020;135(24):2137-45.



Agenda

Cases from the Practices of Ms Galinsky and Ms Glennie

e Case 1 (Ms Galinsky): A 78-year-old woman with myelodysplastic syndrome who
develops AML

e Case 2 (Ms Glennie): A 74-year-old woman — a Jehovah’s Witness — who is

diagnosed with AML

e Case 3 (Ms Galinsky): A 39-year-old man who develops AML with a FLT3 mutation
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Ms Glennie

Case Presentation — A 74-year-old woman — a Jehovah’s \V\
Witness — who is diagnosed with AML (Part 1)

e Jehovah’s Witness diagnosed with AML
e Molecular testing: No targetable mutations

e No use of blood products due to her faith

e Azacitidine dose-reduced and administered in the hospital x 1 month
— Pancytopenia

— Epoetin alfa, tranexamic acid, romiplostim

* Venetoclax added with cycle 3 without complication
— Low MRD positivity
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Case Presentation — A 74-year-old woman — a Jehovah’s
Witness — who is diagnosed with AML (Part 2) ot &

Lf"z't’éx. / \ y | /‘\

Ms Glennie

Jehovah’s Witness diagnosed with AML
Molecular testing: No targetable mutations
No use of blood products due to her faith

Azacitidine dose-reduced and administered in the hospital x 1 month
— Pancytopenia
— Epoetin alfa, tranexamic acid, romiplostim

Venetoclax added with cycle 3 without complication
— Low MRD positivity

Displayed profound faith and resolve while pancytopenic

TO PRACTICE
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e Case 1 (Ms Galinsky): A 78-year-old woman with myelodysplastic syndrome who
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e Case 2 (Ms Glennie): A 74-year-old woman — a Jehovah’s Witness — who is
diagnosed with AML

e Case 3 (Ms Galinsky): A 39-year-old man who develops AML with a FLT3 mutation




Case Presentation — A 39-year-old man who develops i £ 2!
AML with a FLT3 mutation ./ &

Ms Galinsky

e PMH: Anxiety, hypothyroidism
e Diagnosed with AML and FLT3 ITD mutation, NPM1+, DNMT3A

e Enrolled on a clinical trial: 7 + 3 and crenolanib versus midostaurin




The FLT3 inhibitors gilteritinib and midostaurin are effective
against which of the following FLT3 mutation subtypes?

ITD (internal tandem duplication) mutations
TKD (tyrosine kinase domain) mutations
Both 1 and 2

| don’t know

el P e




FLT3 Mutations in AML

Immunoglobulin-like

Approximately loops

30% of patients * FLT3 ligand (FL) binding

with AML have a Tansmenbrane activates downstream
FLT3 mutation "
Extracellulér e 4 R pathways (1\ CE"
cesese st A AT : :
;‘-;:t'i';ﬂ;ﬁ/; piice CarmanarS ] " M proliferation)
AML Juxtamembrane
andem duplication . e 1
Ens:rtiondo? !3-4(t)0bp) ' ~T—— Kinase 1 domain ° F LT3 m Utatlons
OI;LJ:t-iZI:tZ: :I{h . associated with a poor
oint mutation . ——— Kinase 2 domain =
AML P DstssYt(ﬁtE’N) Prognosis
L%%%S .\ C-terminus
Y842C
Insertions

between S840 and N841

Litzow MR. Blood 2005;106:3331-2; Small D. Hematology Am Soc Hematol Educ Program 2006:178-84; Swords R et al. Leukemia RTP
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2012;26(10):2176-85; Griffith J et al. Mol Cell 2004;13(2):169-78; Levis M. Hematology Am Soc Hematol Educ Program 2013;2013:220-6. TO PRACTICE




FLT3 Mutations (ITD and TKD) Occur in Approximately 30%

to 35% of Patients with AML

Inactive Active
conformation conformation
A~ FLT3

ligand

FLT3
receptor

Type | FLT3 inhibitors bind the FLT3 receptor in
the active conformation, either near the
activation loop or the ATP-binding pocket, and
are active against ITD and TKD mutations.

Intracellular ITD Mutations
space ~25%

Type ll Type |
inhibitors inhibitors TKD Mutations
TK1
7-10%
o TK2
Type Il FLT3 inhibitors bind the FLT3 receptor in the inactive
conformation in a region adjacent to the ATP-binding domain. * Second-generation FLT3 inhibitors

Daver N et al. Leukemia 2019;33:299-312.

RTP
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Characteristics of Select FLT3 Inhibitors

FLT3 kinase FLT3-TKD
Inhibitory inhibition IC50 Non-FLT3 mutation
FLT3 inhibitor type (nmol/L) targets activity Major toxicities
c-KIT
SO | 58 PDGFR No Elzs;:orrha e
400 mg BID RAF Myelosu gression
VEGFR Uil
c-KIT
Midostaurin | 6.3 PDGFR Yes Gl toxicity
50 mg BID ’ PKC Myelosuppression
VEGFR
Quizartinib QTc prolongation
30-60 mg QD : 16 cKIT No Myelosuppression
Gilteritinib AXL Elevated
120 me QD I 0.29 LTK Yes transaminases
g ALK Diarrhea

Kiyoi H et al. Cancer Science 2019;[Epub ahead of print];
Short NJ et al. Ther Adv Hematol 2019;10:2040620719827310.
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Long-Term Survivors and Gilteritinib Safety
Beyond One Year in FLT3-Mutated R/R AML.:
ADMIRAL Trial Follow-Up

Perl AE et al.
ASCO 2020:Abstract 7514




ADMIRAL: Overall Survival at 1 Year After the Primary Analysis

100

Median OS
— Gilteritinib 9.3 months
— Salvage Chemotherapy 5.6 months
80 + Censored
HR=0.679 (95% Cl: 0.527, 0.875); P=0.0026
&
w®™ 60-
=
e
= |
v
©
S 40-
g
O
20-
0 1 1 1 1 1 1 1 1 1 1 1 1 1 ] 1
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
Patients at Risk (n) Time (Months)
Gilteritinib 247 206 158 121 87 73 63 48 33 24 17 8 7 2 1 0
Salvage Chemotherapy 124 84 52 34 20 18 15 12 10 8 6 - 2 1 0 0

Abbreviations: Cl, confidence interval; HR, hazard ratio; OS, overall survival.

RTP
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Perl AE et al. ASCO 2020;Abstract 7514.



ADMIRAL: Adverse Events Occurring in 220% of Patients
Receiving Gilteritinib

<12 months of treatment | >12 months of treatment

Anemia
Febrile neutropenia
Increased ALT
Pyrexia
Increased AST
Diarrhea
Nausea
Constipation
Hypokalemia
Cough
Fatigue
Thrombocytopenia
Headache
Peripheral edema
Dyspnea
Decreased platelet count
Increased blood alkaline phosphatase
Vomiting
Pneumonia
Upper respiratory tract infection

50 40 30 20 10 0 10 20 30 40 50
Patients (%)

Abbreviations: ALT, alanine aminotransferase; AST, aspartate aminotransferase. RTP
RESEARCH

Perl AE et al. ASCO 2020;Abstract 7514. TO PRACTICE

M Grade 1-2
B Grade >3




IDH Inhibitors




) “%‘%}i §
IDH in Leukemia R BN

* IDH mutations occur in ~20% of AML T -
— Frequency: 6%-16% IDH1 and 8%-18% IDH2 4 [
- Majority (85%) with diploid or
+8 cytogenetics L %
- 1 prevalence with 1 patient age I
— Prognostic effect in AML remains controversial /Miochordrion e |
- IDH1 and IDH2 mutations may have different effects // “*
on prognosis | | b

IDH2
mutant (Z-HG)

/

Epigenetic changes
Impaired cellular
differentiation

Dang L et al. Trends Mol Med 2010;16(9):387-97. Chou WC et al. Leukemia 2011;25(2):246-53. Patel JP et al.
N Engl J Med 2012;366(2):1079-89. Medeiros BC et al. Leukemia 2017;31:272-81.




Approved IDH Inhibitors in AML

Enasidenib — IDH2 inhibitor. Approved for relapsed and refractory IDH2
mutant AML.

— Oral, given once daily, continuous 28 day cycles
— Indirect hyperbilirubinemia

Ivosidenib — IDH1 inhibitor. Approved for relapsed and refractory and
newly diagnosed IDH1 mutant AML.

— Oral, once daily, continuous 28 day cycles
— QT prolongation

In R/R AML, complete remission rates with IDH inhibitors is about 21%

Courtesy of Eytan M Stein, MD



Frequency of Signs and Symptoms Consistent with IDH-
Differentiation Syndrome

Sign or symptom Patients with IDH-DS (N = 33)
Dyspnea 28 (85%)
Unexplained fever (body temp of 38.0°C for 2 d) 26 (79%)
Pulmonary infiltrates 24 (73%)
Hypoxia 19 (58%)
Acute kidney injury 14 (42%)
Pleural effusion 14 (42%)
Bone pain or arthralgia 9 (27%)
Lymphadenopathy 8 (24%)
Rash 8 (24%)
Disseminated intravascular coagulopathy 7 (21%)
Edema or weight gain of >5 kg from screening 7 (21%)
Pericardial effusion 5(15%)

| ;~ \ L .
| RESEARCH
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Fathi A et al. JAMA Oncol 2018;4(8):1106-10.



CPX-351




CPX-351 (liposomal cytarabine-daunorubicin) is approved for...

AML with a FLT3 mutation
Secondary AML
CD33-positive AML

| don’t know

el P e
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CPX-351

synergistic antileukemia activity

e CPX-351 is a liposomal co-formulation of \ \‘l”}'H‘MWMW”
cytarabine and daunorubicin designed to achieve R ',_,» ‘

— 5:1 molar ratio of cytarabine:daunorubicin provides
synergistic leukemia cell killing in vitro!

— In patients, CPX-351 preserved delivery of the 5:1
drug ratio for over 24 hours, with drug exposure
maintained for 7 days?

— Selective uptake of liposomes by bone marrow
leukemia cells in xenograft models3

1. Tardi P et al. Leuk Res. 2009;33(1):129-139. 2. Feldman EJ et al. J Clin Oncol. 2011;29(8):979-985; RTP

RESEARCH

3. Lim WS et al. Leuk Res. 2010;34(9):1245-1223. TO PRACTICE



Oral Azacitidine




Oral Azacitidine (Oral-AZA, CC-486)

Hematopoietic Leukemic
Stem Cell Stem Cell Oral-AZA
/‘ c  esdbnsbcsccscdINENNRNERRNEN
)—P Day 1 2 3 456 7 8 910111213141516171819202122232425262728
y

Lt s

L oral HMA Wlth a dIStlnCt PK/PD Leukemic A*yeloid Blast 1 l l Extended 14;d$y éfal doisinbg‘prc‘»v/iﬂdes prolonged
prOﬁIe from injectable AZA; the two —— | | :@\ pharmacodynamic effect over a 28-day cycle
are not bioequivalent!?2 Y ™ 1

o Approved in the United States for
continued Tx of adult pts with AML

v
in first CR/CRi post-IC and not able [ Ribose ‘
to complete intensive ===
curative therapy (eg, HSCT)3 ‘ db ‘ &
— Oral dOSing allows for extended INA Hypomethylatio Causés;.;eplfé:alfiéﬁ stress 1 l Inhlblts pll’obtei'n"syntheSiS
. Re-expresses tumor suppressor
drug exposure durlng eaCh Tx and cellular differentiation genes —l ell | and
cycle to prolong AZA activity2 e SPOpETIS
: Inctio topoiesis : c.\' )
Thrombocytes Erythrocytes Granulocytes Monocytes SE S ‘,/
y G L,ﬁ. "i _ : ’ ) /‘)“. > \’)
Q“ ” . ‘-:.:_‘ .e 1\ ,,W.'— ¢

1. Garcia-Manero et al. J Clin Oncol. 2011;29(18):2521-7. 2. Laille et al. PLoS One. 2015;10(8):e0135520. 3. ONUREG® (azacitidine) tablets [package insert]. Princeton, NJ: Bristol-Myers Squibb
Company; Rev. 9/2020. 4. Savona et al. Am J Hematol. 2018;93(10):1199-206. 5. Stresemann et al. Mol Cancer Ther. 2008;7:2998-3005. 6. Hollenbach et al. PLoS One. 2010;5(2):€9001. 7. Scott LJ.

Drugs. 2016;76(8):889-900. 8. Stresemann C, Lyko F. Int J Cancer. 2008;123(1):8-13. 9. Aimiuwu et al. Blood. 2012;119(22):5229-38.
AML, acute myeloid leukemia; AZA, azacitidine; CR, complete remission; CRi, CR with incomplete blood count recovery; HMA, hypomethylating agent; HSCT, hematopoietic stem cell transplant; IC,
intensive chemotherapy; PD, pharmacodynamic; PK, pharmacokinetic; pts, patients; Tx, treatment.
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Courtesy of Richard M Stone, MD



FDA Approves Azacitidine Tablets for Acute Myeloid Leukemia
Press Release — September 1, 2020

“The Food and Drug Administration approved azacitidine tablets for continued treatment of
patients with acute myeloid leukemia who achieved first complete remission (CR) or complete
remission with incomplete blood count recovery (CRi) following intensive induction
chemotherapy and are not able to complete intensive curative therapy.

Efficacy was investigated in QUAZAR (NCT01757535), a multicenter, randomized, double-blind,
placebo-controlled trial. Patients (n=472) who achieved CR or CRi with intensive induction
chemotherapy with or without receiving subsequent consolidation therapy were randomized

1:1 to receive azacytidine tablets 300 mg (n=238) or placebo (n=234) orally on days 1 to 14 of
each 28-day cycle.”

https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-onureg-azacitidine-tablets-acute-myeloid-leukemia



ORIGINAL ARTICLE

Oral Azacitidine Maintenance Therapy
for Acute Myeloid Leukemia in First Remission

A.H. Wei, H. Déhner, C. Pocock, P. Montesinos, B. Afanasyev,* H. Dombret,
F. Ravandi, H. Sayar, J.-H. Jang, K. Porkka, D. Selleslag, |. Sandhu, M. Turgut,
V. Giai, Y. Ofran, M. Kizil Cakar, A. Botelho de Sousa, J. Rybka, C. Frairia, L. Borin,
G. Beltrami, J. Cermak, G.J. Ossenkoppele, I. La Torre, B. Skikne, K. Kumar,
Q. Dong, C.L. Beach, and G.J. Roboz, for the QUAZAR AML-001 Trial InvestigatorsT

N Engl ) Med 2020;383:2526-37.

RTP
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Impact of COVID-19 restrictions on interactions with patients and
their families

llene Galinsky, NP
RTP
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Coping with the practice of oncology and impact of COVID-19 on
patient care

llene Galinsky, NP
RTP
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13th Annual Oncology Grand Rounds

A Complimentary NCPD Live Webinar Series
Held During the 46th Annual ONS Congress

Colorectal and Gastroesophageal Cancers

Wednesday, April 21, 2021
4:45 PM - 5:45 PM ET

Medical Oncologists Oncology Nurse Practitioners

Johanna Bendell, MD Jessica Mitchell, APRN, CNP, MPH
Daniel Catenacci, MD

Moderator
Neil Love, MD




Thank you for joining us!

NCPD credit information will be emailed
to each participant shortly.




