
DISCONTINUATION RATE3

Acalabrutinib (CALQUENCE) is a second-line
therapy option for MCL, with a category 2A 

recommendation in the NCCN Clinical Practice 
Guidelines in Oncology (NCCN Guidelines®)4

CHOP, cyclophosphamide, doxorubicin, vincristine, and prednisone; ECOG, Eastern Cooperative Oncology Group; Hyper-CVAD, cyclophosphamide, vincristine, doxorubicin, and dexamethasone; 
MCL, mantle cell lymphoma; MIPI, Mantle Cell Lymphoma International Prognostic Index; SCT, stem cell transplant.

aIn the pivotal clinical trial (LY-004) in patients with previously treated MCL (N=124), the median number of prior treatments was 2 (range 1-5), including 18% with prior SCT.1 Prior regimens included CHOP-based 
(52%), bendamustine- and rituximab-based (22%), hyper-CVAD (21%), bortezomib or carfilzomib (19%), lenalidomide (7%).2 Ninety-five percent received prior rituximab.2 bAt baseline, the simplified MIPI score was 
intermediate in 44% and high in 17% of patients.1  cNo clinically relevant differences in safety or efficacy were observed between patients ≥65 or younger.1 Eighty (64.5%) of the 124 patients with MCL in clinical 
trials of CALQUENCE were 65 years of age or older, and 32 patients (25.8%) were 75 years of age or older.1 CALQUENCE was not studied in pediatric populations.1 dAt baseline in the LY-004 clinical trial, 37% of 
patients had at least one tumor with a longest diameter ≥5 cm, 73% had extranodal involvement, including 51% with bone marrow involvement, 10% with gastrointestinal involvement, and 10% with lung 
involvement.1,2 eAt baseline, 115 patients (93%) had an ECOG performance status of 0 or 1.1,2 Eight patients (6%) had an ECOG performance status of 2.2  
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Any MIPI
scoreb

INDICATION AND USAGECALQUENCE: Focused on Efficacy

aSingle-arm clinical trial evaluating 100 mg of CALQUENCE® (acalabrutinib) dosed twice daily in 124 adult patients with 
previously treated MCL. bIndependent review committee assessed per 2014 Lugano Classification response criteria for 
non-Hodgkin's lymphoma; investigator-assessed response rates were consistent with ORR: 81%; CR: 40%; PR: 41%.1
Overall response was consistent across prespecified subgroups, including age, performance status, disease stage, and 
number of prior therapies.2 cInvestigator assessed per 2014 Lugano Classification response criteria for NHL. dAt time of 
initial analysis, median PFS and DoR had not been reached.2 eDoR measured in the 100 subjects who achieved a CR or PR.
CI, confidence interval; CR, complete response; DoR, duration of response; MCL, mantle cell lymphoma; NHL, non-Hodgkin's 
lymphoma; NR, not reached; ORR, overall response rate; PFS, progression-free survival; PR, partial response.

LY-004a: Response Rates and DoR in Relapsed/Refractory MCL1,3
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DOSE-MODIFICATION RATE3
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Median 
duration of 

treatment was 
17.3 months 

(range: 0.1-35.1)3

In the initial analysis, the dose-reduction rate was 1.6% and the 
discontinuation rate was 6.5% with a median duration of treatment 
of 16.6 months (range: 0.1-26.6 months)1
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Rates of Dose Reduction and Discontinuation 
due to AEs in the 24-Month Update Analysis1,3 

Consider using 
CALQUENCE after first relapse

for your adult patients with mantle cell lymphoma

CALQUENCE is a Bruton tyrosine kinase (BTK) 
inhibitor indicated for the treatment of adult patients 
with mantle cell lymphoma (MCL) who have received 
at least one prior therapy.
This indication is approved under accelerated 
approval based on overall response rate. Continued 
approval for this indication may be contingent upon 
verification and description of clinical benefit in 
confirmatory trials.
IMPORTANT SAFETY INFORMATION ABOUT 
CALQUENCE® (acalabrutinib) capsules
Serious and Opportunistic Infections
•   Fatal and serious infections, including 

opportunistic infections, have occurred in  
patients with hematologic malignancies treated 
with CALQUENCE

•   Serious or Grade 3 or higher infections (bacterial, 
viral, or fungal) occurred in 19% of 1029 patients 
exposed to CALQUENCE in clinical trials, most 
often due to respiratory tract infections (11% 
of all patients, including pneumonia in 6%). 
These infections predominantly occurred in 
the absence of Grade 3 or 4 neutropenia, with 
neutropenic infection reported in 1.9% of all 
patients. Opportunistic infections in recipients 
of CALQUENCE have included, but are not 
limited to, hepatitis B virus reactivation, fungal 
pneumonia, Pneumocystis jiroveci pneumonia, 
Epstein-Barr virus reactivation, cytomegalovirus, 
and progressive multifocal leukoencephalopathy 
(PML). Consider prophylaxis in patients who are at 
increased risk for opportunistic infections. Monitor 
patients for signs and symptoms of infection and 
treat promptly
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LY-004 Adverse Reactions1

The median duration of treatment with CALQUENCE was 
16.6 (range 0.1 to 26.6) months

CALQUENCE:
Proven Safety Profile

The most common (≥20%) adverse drug reactions were 
anemia, thrombocytopenia, headache, neutropenia, 
diarrhea, fatigue, myalgia, and bruising1

Warnings and precautions include serious and 
opportunistic infections, hemorrhage, cytopenias, second 
primary malignancies, and atrial fibrillation/flutter1

Important Safety Information (continued)

AstraZeneca Access 360™ 
Access and reimbursement support
1-844-ASK-A360
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Contact your CALQUENCE sales representative:
[Jane Sales Representative]  

[212-587-3209]   [JSRep@astrazeneca.com]

View the CALQUENCE Educational  
Video Series for Additional Information

Hemorrhage
•   Fatal and serious hemorrhagic events have occurred in patients with hematologic 

malignancies treated with CALQUENCE. Major hemorrhage (serious or Grade 3 
or higher bleeding or any central nervous system bleeding) occurred in 3.0% of 
patients, with fatal hemorrhage occurring in 0.1% of 1029 patients exposed to 
CALQUENCE in clinical trials. Bleeding events of any grade, excluding bruising and 
petechiae, occurred in 22% of patients

•   Use of antithrombotic agents concomitantly with CALQUENCE may further increase 
the risk of hemorrhage. In clinical trials, major hemorrhage occurred in 2.7% of 
patients taking CALQUENCE without antithrombotic agents and 3.6% of patients 
taking CALQUENCE with antithrombotic agents. Consider the risks and benefits of 
antithrombotic agents when co-administered with CALQUENCE. Monitor patients 
for signs of bleeding

•   Consider the benefit-risk of withholding CALQUENCE for 3-7 days pre- and post-
surgery depending upon the type of surgery and the risk of bleeding

Cytopenias
•   Grade 3 or 4 cytopenias, including neutropenia (23%), anemia (8%), 

thrombocytopenia (7%), and lymphopenia (7%), developed in patients with 
hematologic malignancies treated with CALQUENCE. Grade 4 neutropenia 
developed in 12% of patients. Monitor complete blood counts regularly during 
treatment. Interrupt treatment, reduce the dose, or discontinue treatment  
as warranted

Second Primary Malignancies
•   Second primary malignancies, including skin cancers and other solid tumors, 

occurred in 12% of 1029 patients exposed to CALQUENCE in clinical trials. The 
most frequent second primary malignancy was skin cancer, reported in 6% of 
patients. Monitor patients for skin cancers and advise protection from sun exposure

Atrial Fibrillation and Flutter
•   Grade 3 atrial fibrillation or flutter occurred in 1.1% of 1029 patients treated 

with CALQUENCE, with all grades of atrial fibrillation or flutter reported in 4.1% 
of all patients. The risk may be increased in patients with cardiac risk factors, 
hypertension, previous arrhythmias, and acute infection. Monitor for symptoms of 
arrhythmia (e.g., palpitations, dizziness, syncope, dyspnea) and manage  
as appropriate

ADVERSE REACTIONS
•   The most common adverse reactions (≥20%) of any grade in patients with MCL 

were anemia,* thrombocytopenia,* headache (39%), neutropenia,* diarrhea (31%), 
fatigue (28%), myalgia (21%), and bruising (21%). The most common Grade  
≥3 non-hematological adverse reaction (reported in at least 2% of patients) was 
diarrhea (3.2%)

     *Treatment-emergent decreases (all grades) of hemoglobin (46%), platelets (44%), 
and neutrophils (36%) were based on laboratory measurements and adverse reactions

•   Dosage reductions or discontinuations due to any adverse reaction were reported in 
1.6% and 6.5% of patients, respectively

•   Increases in creatinine 1.5 to 3 times the upper limit of normal occurred in 4.8%  
of patients

DRUG INTERACTIONS
•   Strong CYP3A Inhibitors: Avoid co-administration with a strong CYP3A inhibitor.  

If a strong CYP3A inhibitor will be used short-term, interrupt CALQUENCE
•   Moderate CYP3A Inhibitors: When CALQUENCE is co-administered with a 

moderate CYP3A inhibitor, reduce CALQUENCE dose to 100 mg once daily
•   Strong CYP3A Inducers: Avoid co-administration with a strong CYP3A inducer.  

If a strong CYP3A inducer cannot be avoided, increase the CALQUENCE dose to 
200 mg approximately every 12 hours

•   Gastric Acid Reducing Agents: If treatment with a gastric acid reducing agent 
is required, consider using an H2-receptor antagonist or an antacid. Take 
CALQUENCE 2 hours before taking an H2-receptor antagonist.  
Separate dosing with an antacid by at least 2 hours

•   Avoid co-administration with proton pump inhibitors. Due to the long-lasting effect 
of proton pump inhibitors, separation of doses may not eliminate the interaction 
with CALQUENCE

SPECIFIC POPULATIONS
•   Based on findings in animals, CALQUENCE may cause fetal harm and dystocia 

when administered to a pregnant woman. There are no available data in pregnant 
women to inform the drug-associated risk. Advise pregnant women of the potential 
risk to a fetus

•   Pregnancy testing is recommended for females of reproductive potential prior to 
initiating CALQUENCE therapy. Advise female patients of reproductive potential to 
use effective contraception during treatment with CALQUENCE and for at least 1 
week following the last dose of CALQUENCE

•   It is not known if CALQUENCE is present in human milk. Advise lactating women 
not to breastfeed while taking CALQUENCE and for at least 2 weeks after the  
final dose

•   Avoid administration of CALQUENCE in patients with severe hepatic impairment. 
Dose modifications are not required for patients with mild or moderate  
hepatic impairment

Please see accompanying full Prescribing Information, including  
Patient Information.

aPer NCI CTCAE version 4.03, based on laboratory measurements and adverse reactions.  
bPer NCI CTCAE version 4.03. cBruising includes all PTs containing “bruise,” “contusion,”  
“petechiae,” or “ecchymosis.” dRash includes all PTs containing “rash.” eHemorrhage/ 
hematoma includes all PTs containing “hemorrhage” or “hematoma.”
AR, adverse reaction; MCL, mantle cell lymphoma; NCI CTCAE, National Cancer Institute  
Common Terminology Criteria for Adverse Events; PT, preferred term.

General Disorders
   Fatigue 28 0.8

Musculoskeletal and Connective Tissue Disorders

   Myalgia 21 0.8

Skin and Subcutaneous Tissue Disorders
   Bruisingc 21 –

   Rashd 18 0.8

Vascular Disorders
   Hemorrhage/Hematomae 8 0.8

Respiratory, Thoracic and Mediastinal Disorders
   Epistaxis 6 –

All Grades (%) Grade ≥3 (%)

Hematologic Disorders
   Hemoglobin decreased 46 10

   Platelets decreased 44 12

   Neutrophils decreased 36 15

Nervous System Disorders
   Headache 39 1.6

Gastrointestinal Disorders
   Diarrhea 31 3.2

   Nausea 19 0.8

   Abdominal pain 15 1.6

   Constipation 15 –

   Vomiting 13 1.6

Adverse Reactions Reported  
in ≥20% (hematologica) or  
≥5% (non-hematologicb) of  

MCL Patients in LY-004

CALQUENCE 100 mg  
Approximately Every 12 Hours N=124
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