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“Enzalutamide signi cantly reduced the risk of disease progression or death in men with metastatic 
castration-resistant prostate cancer compared with bicalutamide.”

 “The data from the TERRAIN trial support the use of enzalutamide rather than bicalutamide in patients 
with asymptomatic or mildly symptomatic castration-resistant prostate cancer.”

Shore ND et al. Lancet Oncol 2016.1

Prescribing Information can be found on the back page.

Key results from
 TERRA

IN

Summary

XTANDI is indicated for:2 

  the treatment of adult men with metastatic castration-
resistant prostate cancer (mCRPC) who are asymptomatic or 
mildly symptomatic after failure of androgen deprivation 
therapy, in whom chemotherapy is not yet indicated

  the treatment of adult men with mCRPC whose disease has 
progressed on or after docetaxel therapy

The licensed dose of XTANDI is 160 mg (four 40 mg capsules) 
as a single oral daily dose.2

Treat what really matters in mCRPC

TERRAIN

XTANDI treats what matt rapy ve mCRPC

XTANDI was a more e ective treatment than bicalutamide and was generally well tolerated:1

  XT  gives patients cantly more time without disease progression compared 
to bicalutamide1

 XTANDI delivers a rapid and sustained PSA response that is greater than bicalutamide1

 XTANDI maintains quality of life for longer than bicalutamide1

 XTANDI is simple and convenient for you and your patients2

Prescribing Informa

Abbreviations: PSA, prostate serum antigen; ECOG, Eastern Cooperative Oncology Group.

References: 1. Shore, ND et al. Lancet Oncol 2016; 17(2): 153–163. 2. XTANDI Summary of Product Characteristics. 3. Shore, ND et al. Lancet Oncol 2016;  
17(2): 153–163. Supplementary appendix. 
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Please refer to  Summary of Product Characteristics for full details.

N

r gr ree survival
XTANDI gives patients sig ntly more time without disease progression compared to bicalutamide.1

    Median 15.7 months to progression with XTANDI, 5.8 months with bicalutamide1

    A 9.9 month progression-free surviv 1

    In a pre group analysis, the progression-free surviv was consistent across all subgroups regardless of age,  
baseline ECOG performance status, baseline PSA and total Gleason score at diagnosis1

PSA response
XTANDI gives signi ntly more patients a reduction in PSA from baseline, compared to bicalutamide.1

Adapted from Shore ND et al. 2016.1

Quality of life
   XTANDI maintains quality of life vs. bicalutamide.1

    Median 13.8 months to FACT-P total score deterioration by ten points or more from baseline (minimum clinically important di erence) 
vs. 8.5 months with bicalutamide1

Tolerability

       XTANDI is a generally well-tolerated treatment1

XTANDI n=183 (%) Bicalutamide n=189 (%)

Duration of treatment, median 11.7 months 5.8 months

Non exposure-adjusted safety results, n (%)

Serious adverse events 57 (31) 44 (23)

Grade ≥3 adverse events 73 (40) 72 (38)

Discontinuations due to adverse events 52 (28) 44 (23)

Deaths* 9 (5) 3 (2) 

Adapted from Shore et al. 2016.1 *One death in the XTANDI arm was deemed possibly related to treatment.

Adverse reactions iden rials and post-marketing experience:2

    Very common (≥10%): asthenia/fatigue, headache hypertension

    Common (≥1% to <10%): anxiety, memory impairment, amnesia, disturbance in attention, restless legs syndrome, gynaecomastia,  
dry skin, pruritus, fractures and falls

For the full list of adverse reactions, refer to the Summary of Product Characteristics.2

      In controlled clinical studies, 10 patients (0.5%) experienced a seizure out of 2051 patients treated with a daily dose of 160mg XTANDI2 

  In the PREVAIL study, one patient (0.1%) of 871 patients receiving XTANDI and one patient (0.1%) out of 845 patients receiving placebo 
experienced a seizure1

 – Patients with a history of seizure or a predisposition for seizures were excluded from the study2

 –  Caution should be used in administering XTANDI to patients with a history of seizures or other predisposing factors for seizure2

    Rare cases of posterior reversible encephalopathy syndrome have been reported in patients treated with XTANDI2

    Hypersensitivity reactions manifested by symptoms including, but not limited to, tongue oedema, lip oedema and pharyngeal oedema 
have been observed with XTANDI2

Adverse events should be reported.  
Reporting forms and information can be found at  

www.mhra.gov.uk/yellowcard. Adverse events should 
also be reported to Astellas Pharma Ltd.  

Please contact 0800 783 5018

Xtandi™▼ (enzalutamide) Prescribing Information - For full prescribing 
information please refer to the Summary of Product Characteristics. Presentation: 
Xtandi 40 mg soft  each containing 40 mg of enzalutamide. Indication: 
Xtandi is indicated for the treatment of adult men with metastatic castration 
resistant prostate cancer who are asymptomatic or mildly symptomatic after 
failure of androgen deprivation therapy in whom chemotherapy is not yet 
clinically indicated and for the treatment of adult men with metastatic castration 
resistant prostate cancer whose disease has progressed on or after docetaxel 
therapy. Posology and method of administration: Medical castration with an 
LHRH analogue should be continued during treatment of patients not surgically 
castrated. Adults and elderly (≥ 65 years of age): The recommended dose is 
160 mg enzalutamide (four 40 mg capsules) as a single oral daily dose. If a 
patient misses taking Xtandi at the usual time, the prescribed dose should be 
taken as close as possible to the usual time. If a patient misses a dose for a whole 
day, treatment should be resumed the following day with the usual daily dose. If 
a patient experiences a ≥ Grade 3 toxicity or an intolerable adverse reaction, 
dosing should be withheld for one week or until symptoms improve to  
≤ Grade 2, then resumed at the same or a reduced dose (120 mg or 80 mg) if 
warranted. Older people: No dose adjustment is necessary for older people. 
Hepatic impairment: No dose adjustment is necessary for patients with mild, 
moderate or severe hepatic impairment. An increased drug half-life has been 
observed in patients with severe hepatic impairment. Renal impairment: No 
dose adjustment is necessary for patients with mild or moderate renal 
impairment. Caution is advised in patients with severe renal impairment or end 
stage renal disease. Paediatric population: There is no relevant use of 
enzalutamide in the paediatric population. Contraception in males and females: It 
is not known whether enzalutamide or its metabolites are present in semen. A 
condom is required during and for 3 months after treatment with enzalutamide 
if the patient is engaged in sexual activity with a pregnant woman. If the patient 
engages in sexual intercourse with a woman of childbearing potential, a 
condom and another form of birth control must be used during and for 
3 months after treatment. Studies in animals have shown reproductive toxicity. 
Contraindications: Hypersensitivity to the active substance or to any of the 
excipients. Women who are or may become pregnant. Warnings and 
Precautions: Caution should be used in administering Xtandi to patients with a 
history of seizures or other predisposing factors. In addition, the risk of seizure 
may be increased in patients receiving concomitant medicinal products that 
lower the seizure threshold. There have been rare reports of posterior 
encephalopathy syndrome (PRES) in patients taking Xtandi. Discontinuation of 
Xtandi in patients who develop PRES is recommended. The phase III AFFIRM and 
PREVAIL studies excluded patients with recent myocardial infarction, unstable 
angina, heart failure, bradycardia or uncontrolled hypertension. Androgen 
deprivation therapy may prolong the QT interval; physicians should assess the 

Xtandi in patients with a history of or risk factors for QT prolongation and in 
patients receiving concomitant medicinal products that may prolong the QT 
interval. This should be taken into account if Xtandi is prescribed in these 
patients. Hypersensitivity reactions manifested by symptoms including, but not 
limited to, tongue oedema, lip oedema and pharyngeal oedema have been 
observed with enzalutamide. Xtandi contains sorbitol (E420). Patients with rare 
hereditary problems of fructose intolerance should not take this medicinal 
product. Drug interactions: CYP2C8 plays an important role in the elimination 
of enzalutamide and in the formation of its active metabolite. Strong inhibitors 

enzalutamide treatment. If patients must be co-administered a strong CYP2C8 
inhibitor, the dose of enzalutamide should be reduced to 80 mg once daily. No 
dose adjustment is necessary when enzalutamide is co-administered with 
CYP2C8 inducers. CYP3A4 plays a minor role in the metabolism of enzalutamide. 
No dose adjustment is necessary when Xtandi is co-administered with inhibitors 
or inducers of CYP3A4. Enzalutamide is a potent enzyme inducer and increases 

the synthesis of many enzymes and transporters; therefore, interaction with 
many common medicinal products that are substrates of enzymes or 
transporters is expected. Enzymes that may be induced include CYP3A4 in the 
liver and gut, CYP2B6, CYP2C9, CYP2C19, and uridine 5’-diphospho-
glucuronosyltransferase (UGTs - glucuronide conjugating enzymes). The 
transport protein P-gp may also be induced, and probably other transporters as 
well, e.g. multidrug resistance-associated protein 2 (MRP2), breast cancer 
resistance protein (BCRP) and the organic anion transporting polypeptide 1B1 
(OATP1B1). In vivo studies have shown that enzalutamide is a strong inducer of 
CYP3A4 and a moderate inducer of CYP2C9 and CYP2C19. The full induction 
potential of enzalutamide may not occur until approximately 1 month after the 
start of treatment, when steady-state plasma concentrations of enzalutamide 

taking medicinal products that are substrates of CYP2B6, CYP3A4, CYP2C9, 
CYP2C19, or UGT1A1 should be evaluated for possible loss of pharmacological 

the patient, and dose adjustments are not easily performed based on monitoring 

or used with caution. In consideration of the long half-life of enzalutamide 

stopping enzalutamide. A gradual dose reduction of the concomitant medicinal 
product may be necessary when stopping enzalutamide treatment. In vitro data 

however, under conditions of clinical use, enzalutamide may be an inducer of 
P-gp via activation of the nuclear pregnane receptor (PXR). Medicinal products 
with a narrow therapeutic range that are substrates for P-gp (e.g. colchicine, 
dabigatran etexilate, digoxin) should be used with caution when administered 
concomitantly with enzalutamide and may require dose adjustment to maintain 

Xtandi with cytotoxic chemotherapy has not been established. Undesirable 

hypertension; 
amnesia, disturbance in attention, restless legs syndrome, gynaecomastia, dry 

leucopenia, visual hallucinations, cognitive disorder, seizure. In controlled 
clinical studies 10 patients (0.5%) experienced a seizure out of 2051 patients 
treated with a daily dose of 160 mg enzalutamide. Dose appears to be an 

data from a dose-escalation study. In controlled clinical studies, patients with a 
prior seizure or risk factors for seizure were excluded. Not known (cannot be 
estimated from the available data): thrombocytopenia, tongue oedema, lip 
oedema, pharyngeal oedema, posterior reversible encephalopathy syndrome, 
QT prolongation, nausea, vomiting, diarrhoea, rash, myalgia, muscle spasms, 
muscular weakness, back pain. Packs and Cost: 40mg capsules x 112: £2,734.67 

POM. Marketing authorisation number: 
EU/1/13/846/001 Date of Preparation of PI: May 2016. Further information 
available from: Astellas Pharma Ltd, 2000 Hillswood Drive, Chertsey. KT16 0RS. 
For Medical Information phone: 0800 783 5018 
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   Median time to PSA progression was  
19.4 months with XTANDI vs. 5.8 months 
for patients assigned to bicalutamide  
(HR 0.28 [95% CI 0.20-0.39];p<0.0001)1
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