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• Gain practical management how-to’s 
for increasing efficiencies through the 
proper management of financial data.

• Hear strategies for the practical 
application of radiation oncology CPT 
codes in physician office and hospital 
settings.

• Gain insight to optimize insurance 
coverage by expanding access and 
eliminating barriers—helping to save 
money for your patients and program

Best of all, these essential meetings are 
free to ACCC members. Non-members are 
invited to join us at the low registration 
rate of $69.  

All members of the cancer care  
team who deal with oncology 
business and reimbursement will 

benefit from these meetings. Attend the 
meeting that’s most convenient to you  
for a comprehensive look at oncology 
reimbursement issues, tools to strengthen 
your program, and information to help you 
weather market changes. Gain a full- 
spectrum perspective in just one day of 
sessions:

• Hear the latest trends in oncology coding 
and billing, navigate new regulations in 
2017, and gain strategies to overcome 
reimbursement obstacles.

• Learn how to smoothly transition to new 
quality data reporting requirements 
under the Merit-Based Incentive Program 
System (MIPS).

SAVE THE DATES! 
April 13, 2017Hyatt Regency MinneapolisMinneapolis, MN

April 25, 2017The Westin Tampa Harbour IslandTampa, FL

May 18, 2017 Omaha, Nebraska Embassy Suites by 
Hilton Omaha Downtown Old Market 
Omaha, NE

Register for these free meetings at:  
accc-cancer.org/reimbursementmeeting. 

Oncology Reimbursement 
Meetings

Aurora St. Luke’s Medical Center
Aurora Cancer Center
Milwaukee, WI 
Delegate Rep: 
Marija Bjegovich-Weidman, RN, MSN
Website: aurorastlukes.org

Aurora BayCare Medical Center
Aurora Cancer Center
Green Bay, WI
Delegate Rep: Dhimant Patel, MD
Website: aurorabaycare.com

ACCC Welcomes Its Newest Members
Cayuga Medical Center
Cayuga Cancer Center
Ithaca, NY  
Delegate Rep: Ellen Dugan, MBA
Website: cayugamed.org

Lovelace Medical Center
Lovelace Cancer Care
Albuquerque, NM  
Delegate Rep: Christie White, MBA 
Website: lovelacecancercare.com

Salish Cancer Center
Fife, WA
Delegate Rep: Ken Rarey 
Website: salishcancercenter.com

ACCC Chapter Member
Nebraska Oncology Society
Lincoln, NE  
Executive Director: Sarah Dunbar
Website: nebraskaoncology.org
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XTANDI® (enzalutamide) capsules for oral use  
Initial U.S. Approval: 2012
BRIEF SUMMARY OF PRESCRIBING INFORMATION

The following is a brief summary. Please see the package 
insert for full prescribing information.

INDICATIONS AND USAGE

XTANDI is indicated for the treatment of patients with 
metastatic castration-resistant prostate cancer (CRPC).

CONTRAINDICATIONS

Pregnancy 
XTANDI can cause fetal harm when administered  
to a pregnant woman based on its mechanism of 
action and findings in animals. XTANDI is not indicated  
for use in women. XTANDI is contraindicated in women 
who are or may become pregnant. If this drug is  
used during pregnancy, or if the patient becomes 
pregnant while taking this drug, apprise the patient of 
the potential hazard to the fetus and the potential risk for 
pregnancy loss. 

WARNINGS AND PRECAUTIONS

Seizure 
In Study 1, which enrolled patients who previously  
received docetaxel, 7 of 800 (0.9%) patients treated with 
XTANDI experienced a seizure and no patients treated 
with placebo experienced a seizure. Seizure occurred 
from 31 to 603 days after initiation of XTANDI. In Study 
2, 1 of 871 (0.1%) chemotherapy-naive patients treated 
with XTANDI and 1 of 844 (0.1%) patients treated with 
placebo experienced a seizure. Patients experiencing 
seizure were permanently discontinued from therapy 
and all seizure events resolved. There is no clinical trial 
experience re-administering XTANDI to patients who  
experienced seizure. 

Limited safety data are available in patients with  
predisposing factors for seizure because these patients 
were generally excluded from the trials. These exclusion 
criteria included a history of seizure, underlying brain  
injury with loss of consciousness, transient ischemic 
attack within the past 12 months, cerebral vascular  
accident, brain metastases, and brain arteriovenous  
malformation. Study 1 excluded the use of concomitant  
medications that may lower the seizure threshold,  
whereas Study 2 permitted the use of these medications.  

Because of the risk of seizure associated with XTANDI 
use, patients should be advised of the risk of engaging 
in any activity where sudden loss of consciousness could 
cause serious harm to themselves or others. Permanently  
discontinue XTANDI in patients who develop a seizure 
during treatment.

Posterior Reversible Encephalopathy Syndrome (PRES)
There have been reports of posterior reversible  
encephalopathy syndrome (PRES) in patients receiving  
XTANDI. PRES is a neurological disorder which can present  
with rapidly evolving symptoms including seizure,  
headache, lethargy, confusion, blindness, and other 
visual and neurological disturbances, with or without 
associated hypertension. A diagnosis of PRES requires 
confirmation by brain imaging, preferably magnetic  
resonance imaging (MRI). Discontinue XTANDI in  
patients who develop PRES. 

ADVERSE REACTIONS

Clinical Trial Experience 
Because clinical trials are conducted under widely varying 
conditions, adverse reaction rates observed in the clinical 
trials of a drug cannot be directly compared to rates in the 
clinical trials of another drug and may not reflect the rates 
observed in practice.

Two randomized clinical trials enrolled patients with  
metastatic prostate cancer that has progressed on  
androgen deprivation therapy (GnRH therapy or bilateral  
orchiectomy), a disease setting that is also defined as 
metastatic CRPC. In both studies, patients received 
XTANDI 160 mg orally once daily in the active treatment 
arm or placebo in the control arm. All patients continued 
androgen deprivation therapy. Patients were allowed, but 
not required, to take glucocorticoids. 

The most common adverse reactions (≥ 10%) that  

occurred more commonly (≥ 2% over placebo) in the 
XTANDI-treated patients from the two randomized  
clinical trials were asthenia/fatigue, back pain, decreased  
appetite, constipation, arthralgia, diarrhea, hot flush, 
upper respiratory tract infection, peripheral edema,  
dyspnea, musculoskeletal pain, weight decreased,  
headache, hypertension, and dizziness/vertigo.

Study 1: Metastatic Castration-Resistant Prostate  
Cancer Following Chemotherapy
Study 1 enrolled 1199 patients with metastatic CRPC 
who had previously received docetaxel. The median  
duration of treatment was 8.3 months with XTANDI and 
3.0 months with placebo. During the trial, 48% of patients 
on the XTANDI arm and 46% of patients on the placebo 
arm received glucocorticoids.

Grade 3 and higher adverse reactions were reported 
among 47% of XTANDI-treated patients and 53% of 
placebo-treated patients. Discontinuations due to adverse 
events were reported for 16% of XTANDI-treated patients 
and 18% of placebo-treated patients. The most common 
adverse reaction leading to treatment discontinuation was 
seizure, which occurred in 0.9% of the XTANDI-treated 
patients compared to none (0%) of the placebo-treated 
patients. Table 1 shows adverse reactions reported in 
Study 1 that occurred at a ≥ 2% higher frequency in the 
XTANDI arm compared to the placebo arm.

Table 1. Adverse Reactions in Study 1 
XTANDI
N = 800

Placebo
N = 399

Grade 
1-4a

(%)

Grade 
3-4
(%)

Grade 
1-4
(%)

Grade 
3-4
(%)

General Disorders
Asthenic 
Conditionsb 50.6 9.0 44.4 9.3

Peripheral 
Edema 15.4 1.0 13.3 0.8

Musculoskeletal And Connective Tissue Disorders
Back Pain 26.4 5.3 24.3 4.0
Arthralgia 20.5 2.5 17.3 1.8
Musculoskeletal 
Pain 15.0 1.3 11.5 0.3

Muscular 
Weakness 9.8 1.5 6.8 1.8

Musculoskeletal 
Stiffness 2.6 0.3 0.3 0.0

Gastrointestinal Disorders
Diarrhea 21.8 1.1 17.5 0.3
Vascular Disorders
Hot Flush 20.3 0.0 10.3 0.0
Hypertension 6.4 2.1 2.8 1.3
Nervous System Disorders
Headache 12.1 0.9 5.5 0.0
Dizzinessc 9.5 0.5 7.5 0.5
Spinal Cord 
Compression 
and Cauda 
Equina 
Syndrome

7.4 6.6 4.5 3.8

Paresthesia 6.6 0.0 4.5 0.0
Mental 
Impairment 
Disordersd

4.3 0.3 1.8 0.0

Hypoesthesia 4.0 0.3 1.8 0.0
Infections And Infestations
Upper 
Respiratory 
Tract Infectione

10.9 0.0 6.5 0.3

Lower 
Respiratory 
Tract And Lung 
Infectionf

8.5 2.4 4.8 1.3

Psychiatric Disorders
Insomnia 8.8 0.0 6.0 0.5
Anxiety 6.5 0.3 4.0 0.0
Renal And Urinary Disorders
Hematuria 6.9 1.8 4.5 1.0
Pollakiuria 4.8 0.0 2.5 0.0
Injury, Poisoning And Procedural Complications
Fall 4.6 0.3 1.3 0.0
Non-pathologic 
Fractures 4.0 1.4 0.8 0.3

Skin And Subcutaneous Tissue Disorders
Pruritus 3.8 0.0 1.3 0.0
Dry Skin 3.5 0.0 1.3 0.0

Table 1. Adverse Reactions in Study 1 
Respiratory Disorders
Epistaxis 3.3 0.1 1.3 0.3
a    CTCAE v4
b    Includes asthenia and fatigue.
c    Includes dizziness and vertigo.
d     Includes amnesia, memory impairment, cognitive disorder, 

and disturbance in attention.
e     Includes nasopharyngitis, upper respiratory tract infection, 

sinusitis, rhinitis, pharyngitis, and laryngitis.
f      Includes pneumonia, lower respiratory tract infection, 

bronchitis, and lung infection.

Study 2: Chemotherapy-naive Metastatic Castration-
Resistant Prostate Cancer
Study 2 enrolled 1717 patients with metastatic CRPC who 
had not received prior cytotoxic chemotherapy, of whom 
1715 received at least one dose of study drug. The median  
duration of treatment was 17.5 months with XTANDI and 
4.6 months with placebo. Grade 3-4 adverse reactions  
were reported in 44% of XTANDI-treated patients and 
37% of placebo-treated patients. Discontinuations due to 
adverse events were reported for 6% of XTANDI-treated  
patients and 6% of placebo-treated patients. The 
most common adverse reaction leading to treatment  
discontinuation was fatigue/asthenia, which occurred in 
1% of patients on each treatment arm. Table 2 includes 
adverse reactions reported in Study 2 that occurred at a 
≥ 2% higher frequency in the XTANDI arm compared to 
the placebo arm. 

Table 2. Adverse Reactions in Study 2
XTANDI
N = 871

Placebo
N = 844

Grade 
1-4a

(%)

Grade 
3-4
(%)

Grade 
1-4
(%)

Grade 
3-4
(%)

General Disorders
Asthenic 
Conditionsb 46.9 3.4 33.0 2.8

Peripheral 
Edema 11.5 0.2 8.2 0.4

Musculoskeletal And Connective Tissue Disorders
Back Pain 28.6 2.5 22.4 3.0
Arthralgia 21.4 1.6 16.1 1.1
Gastrointestinal Disorders
Constipation 23.2 0.7 17.3 0.4
Diarrhea 16.8 0.3 14.3 0.4
Vascular Disorders
Hot Flush 18.0 0.1 7.8 0.0
Hypertension 14.2 7.2 4.1 2.3
Nervous System Disorders
Dizzinessc 11.3 0.3 7.1 0.0
Headache 11.0 0.2 7.0 0.4
Dysgeusia 7.6 0.1 3.7 0.0
Mental 
Impairment 
Disordersd

5.7 0.0 1.3 0.1

Restless Legs 
Syndrome 2.1 0.1 0.4 0.0

Respiratory Disorders
Dyspneae 11.0 0.6 8.5 0.6
Infections And Infestations
Upper 
Respiratory 
Tract Infectionf

16.4 0.0 10.5 0.0

Lower 
Respiratory 
Tract And Lung 
Infectiong

7.9 1.5 4.7 1.1

Psychiatric Disorders
Insomnia 8.2 0.1 5.7 0.0
Renal And Urinary Disorders
Hematuria 8.8 1.3 5.8 1.3
Injury, Poisoning And Procedural Complications
Fall 12.7 1.6 5.3 0.7
Non-Pathological 
Fracture 8.8 2.1 3.0 1.1

Metabolism and Nutrition Disorders
Decreased 
Appetite 18.9 0.3 16.4 0.7

Investigations
Weight 
Decreased 12.4 0.8 8.5 0.2

Reproductive System and Breast Disorders
Gynecomastia 3.4 0.0 1.4 0.0

(cont.)




