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1 INDICATIONS AND USAGE

i tablts are nccated with p
treatment of patients with

1. Metastatic castration-resistant prostate cancer (CRPC)

2 DOSAGE AND ADMINISTRATION
2.1 Recommended Dose for Metastatic CRPC

mmended dose of abiraterone acetate tablets is 1,000 mg (four 250 mg
tablets) oraly once day with prednisone 5 mg oraly twice daly.
2.3 Important Administration Instructions.

Patients recelving abiraterone acetate tablets shoud aiso receive a gonadotropin
rekssing hormone (i) analog concurrenty or shoud have i biteral

o sy peore of o ack i houtt ot e o Cincal harmacology e
The tablets should be swalowed whole with water. Do not crush or chew tabt

2.4 Dose Modification Guidelines in Hepatic Impairment and Hepatotoxicity
‘Hepatic Impairment

Inpaients wh baselne moderae hepaicmparment (Ci-
Pugh Ciass B), reduce the of abiraterone acetate to 251

g ance daly. n patents iy moderae hEDal( mpairment monkor ALT, AST, and birubinprir toth sart of trestment,every . every two weeks

Spec»ﬂc Fominions (58 oneCinkotPrarmacoosy (591
n patients with hepatic

P (CrPogh i 1
‘Hepatotoxicty

For patients who develop hepatotoxicity during treatment with abiraterone acetate
tablets (ALT and/or AST greater than 5X ULN or total biirubin greater than 3X ULN),

e restarted at a ly 9

return of Wver function tests to the patients baseine or to AST and ALT less than or

equalto 25X ULN and totlbirubin kss than or equal o 15X ULN.For patets who

and bilrut

e weeks for hree manth and monthy thereafer

If hepatotoxicity recurs at the dose of 750 mg once daly, re-treatment may be restarted
a reduced dose of 500 mg once daiy folowing return of Iver function tests to the

patient’s baseine or to AST and ALT kess than or equalto 2.5X ULN and total birubin

than or equal to 15X ULN.

If hepatotoxicity

recurs at the reduced dose of 500 mg once daly, discontinue treatment with abiraterone.

acetate tablets.

patients
S of LT grete than . UL e s bl gresar th 2 x LA b e
absence of other causes

Isee Warnings and Precautons (5.3)].

2.5 Dose Modification Guidelines for Strong CYP3A4 Inducers

Ayold concomtant strang CYP3A4 Iducers (e, phenyton, carbamazephe,rfampi,
rifabutin, rifapentine, phenobarbital) during abiraterone acetate treatment

12 strong CYF3AS nducer must beco-sampstered ncresse th sbraterone acette
osing frequency to twice a day only curing the co-adminsiratn perd e

1000 mg once dady to 11000 mg tuice o). Reduceth dose bck o he i i

5o an raquency, i he concamant srens OYPAAS ndocer & decontied [ooe

g nteractons (71) and Cinel Prarmacady (12,91

3 DOSAGE FORMS AND STRENGTHS
Abiaterone acetate 250,19 tabts, USP are whke 0 off-whte, oval bconve ncosted
tablets. Engraved 'A250" on one side, "APO” on the other s

4 CONTRAINDICATIONS
None.

5 WARNINGS AND PRECAUTIONS
5.1 Hypokalemia, Fluid Retention, and Cardiovascular Adverse Reactions dus

to Mineralocorticoid Exc

Abiraterone acetate may cause hypertension, hypokalemia, and flud retention as a consequence of increased mineralocorticoid levels resuling from
CYPL7 inhbition [see Cincal Pharmacology (12.1)). Monior patients for hypertension, hypokalemia, and fluid retention at east once a month.

Control hypertension and during treatment
te.

In the combined data from 4 placebo-controled trils using prednisone 5 mg twice daly
with 1000 my rades

detected in 4% of patients on the abiraterone acetate arm and 2% of patients on the
placebo arm. Grades 3 to 4 hypertension were observed i 2% of patients each arm and
grades 3 to 4 flid retention n 1% of patients each arm.

(Cosely monior

by increases in blood pressure, hypokalemia or fuid retention, such
= tose wih heart {akure,recent myocard nfarcton, cardovasculr dsease
or ventriculr arrhythms. in postmarketing experience, QT probongation and Torsades
C POPHes have beah S5SErved . Pt whe Seveics YEXaame whie 13k
bbiraterone acetate.

The satey of abaterone acetatsn patets wkhftventulr giection 1acton <50%

et Assocation (VHA) Css Il or IV hart fadure (n COL-AA-
SO0y NNFA Gl it ¥ heat et 02)
s not been establsh et chnical trils [see

5.2 Adrenocortical Insufficiency

Adrenalinsufficiency occurred in 0.3% of 2230 patients taking abiraterone acetate and
in 0.1% of 1763 patients taking placebo in the combined data of the randomized,

reported
recewing abiaterane acette n combnaton wh prednsone,folowing terupton of
dal steroids andfor with concurrent nfection or stres:

d particularly
et v o prcAEone, e predmEone dose redsciari. o
experience unusualsress. Symptoms and sgns of adenocortealnsuficéncy moy be
masked by associated seen in patients
treted wih abraterone acetate, I cinicaly ndcated,perform approprite et to
confirm the diagnosis of adrenacortical insufficiency. Increased dosage of
(unzﬂslﬂmds Ty be ndcared before during and aftr stresstul skustions [see
Warnings and Precautions (5.1)).

g two months of treatment and monthiy thereafter. If elevations in ALT and/or AST greater than 5X pper it of normal (ULN) o total bilrubin greater than 3X ULN occur in patients with

impairment,



5.3 Hepatotoxicity
in experience,

toxicty, 9 [see Adverse
Reactions (6.2)].
In the combined data of randomized cliicaltrials, grade 3 to 4 ALT or AST increases (at
Jsst X ULN) were repoted i % o 2230 patrts o receved abiaterone ceste,

O T were e wert e By 1o Expesnce s s SEvation than tse
begining with normal values. Treatment discontinuation due to ALT and AST increases
or abnormal hepatic function occurred in 1.1% of 2230 patients taking abiraterone.
acetate. I these cincal i, no desths ceor e f sbraterone acetate e
reported due to hepatotoxicity ev

teasure serum transaminases (ALT and AST) and bilrubin levels prior to starting
treatment with abiraterone acetate, every two weeks for the first three months of
reatment and in patients mpaiment

e

mg,
birubin prior to the start of restment,every ek Tor i et menth.every v weeks

et b, AT and ALT F i ympiome of s Suogea
Repatotoxicty devep. Elevations of AST. ALT, of birubin from the patient's baselie
Shouk prompt more frsquen mankorig. I fany i AST o ALT s above e imes

esment and osey monkor b funcion
Re-treatment after
return of ier function tests to the patient’s baseine or to AST and ALT less than o
equal to 25X ULN and total bilrubin kess than or equal to 1.5X ULN [see Dosage and
Adminsizaton (2.4,

Permanently discontinue abiraterone acetate tablets for patients who develop a
concurrent elevation of ALT greater than 3 x ULN and total birubin greater than 2 x

o

elevation [see Dosage and Administration (2.4)).

Thasaldy o stirsarone acasts of patients who develop AST or ALT
eser than or equalto 20K ULN andior kb drester than of squa t 10K ULN s

e

5.4 Increased Fractures and Mortalty in Combination with Radium Ra 223
Dichloride

kombination with radium 223 dichiride outside of cincal trak,

of of
prednisonelprednisolone and radium Ra 223 dichloride was assessed n a randomized,
piscebo-controled mulicener study (ERA223 i) n 806 paents weh ‘asymptomatic
r midly symptomatic castration-resistant prostate cancer with bone metastases. Th
iy vies unplinded ealy based on an Independent Dat Monkoring Commitee
Fecommendation.
+ the primary analysis, ncreased ncdencesof fractures (28,6% s 11.4%) and cests
38.5° I patents who receved

ton
ants wh etk ot Combmaton whh abvateront sceiate ps
rednisonefprednisolone.

55 zmbryo-mal Toxicity

me i fem:

s o ot ol Shotes e of acion, SoE IO St can
loss of pregnancy female. In

of t0 pregnant rats

pproximately = 0,03 tmes the human expesure (AUC) st e recommended dose.
ise maks i femal artnersof reproclcive potental 5 use i

ek ater the st
oo okt one AEte o e Speci Poutons (5.1, 531 Abyarerons
etate shouid not be handled by fermales who are or may becorme pregnant [see How
Suppled/torage and Handing (16 ) 1.

6 ADVERSE REACTIONS
The following are discussed in more detal in other sections of the labeiing:

1. Hypokalemia, Fluid Retention, and Cardiovascular Adverse Reactions due to
Mineralocorticoid Excess [see Warnings and Precautions (5.1)].

farnings
3. Hepatotoxicty [see Warnings and Precautions (5.3)].
ed Fractures and Mortaty in Combination with Radkum Ra 223 Dichioride
[see Warnings and Precautions (5.4)].

6.1 Clinical Trial Experience
Because clncl r are conducted under widey varyng conaions, adverse rescton
rates observ of adi rates in ¢
Cincol b of anothes g and ray et v e ok omsel i cinealpracice.
Two randomized placebo-controled, mulicenter clnical trias (COU-AA-301 and COU-AA-
302) enrolld patients who had metastatic CRPC in which abiraterone acetate was
adminstered oraly at a dose o 1,000 mg daly n combnaton wkh prednsone § mg
e daly i the active restment arms. Placebo pus predrisone S mg twice daly was
e to et an the conret . Anothes rardemved phcebo: contoled,
muticenter patients who had
actatelablts was amistered i combiaton wkh precnone Plcabos were.
, placebo-
oot Tl Condace 1 bl i ks CAPC. e sty dot
pooled from 2230 patients i the randomized controled trials conistitute the bas’s for
Ehe data presentec n the Warmings and Precautons, orade 1 10 4 aderse reactions,
and Grade 1 to 4 boratory abnormalis. Inalrak, 3 gonadotropin kasig
hormone (GnRH) analog or prior orchiectomy was required in both a
In the pooled data, median treatment duration was 11 months (0.1, 43) for abiraterone
acetate-treated patients and 7.2 months (0.1, 43) for placebo-treated patints.

y -2% ntne

o e e i, oeneron ra
ok, ot e, direhce, o, sops oy Fetan. cough an
s o v ot (2000 o rre
e
phosphat lymphopenia, hy \
S oyt A it et o 5% f b e
e

continston was reponed i 14% of patens  the abraterone a:ﬂate arm and 13%
of patiens i the pacebo arm. The common adverse events (=1%) resuting

and cardiac
disorders.

Deaths associated with treatment-emergent adverse events were reported for 7.5% of
patiens i the sbraterone acetaie am and 6% of patents i the placcbo arm. Of he

patents i the abraterone acetate.rf, he most common cause o Geath was dsease
Progresson (3.3%. Other reported causes of death n = 5 patents nchided
neumoni, arrest, death (no and general

physical health deterloration.
COU-AA-301: Metastatic CRPC Following Chemotherapy

COU-AA-301 enrolled 1195 patients with metastatic CRPC who had received prior
docetaxel chemotherapy. Patients were not efgble f AST andfor ALT =2.5X ULN in the
absence of Iver metastases. Patients with iver metastases were excluded if AST and/or

Table 1 shows adverse reactions on the abiraterone acetate arm in COU-AA-301 that
occurred with a 22% absolute increase in frequency compared to placebo or were.
events of specia nterest. The median duration of treatment with abiraterone acetate
with prednisone was 8 months.

Table 1: Adverse Reactions due to Abiraterone Acetate in COU-AA-30:
raterone Acetate with Placebo with Prednisone
Prednisone (N=394)

(n=791)
SystemiOrgan Class  AllGrodes!  Grade3-4  AlGrodes  Grade 34
% % %

conr
disorders.
Joint swellng/discomfort2 30 4.2 23 a1

Muscle dscomfort? 26 30 23 23
isorders.

Edemat 19 18 08
Vascular disorders
Hot flush 03 Y 03
Hypertension 5 13 69 3
Gastrointestinal
disorders
Daarrhea 18 06 1 13
Dyspepsia 61 o 33 0
Infections and
infestations
Urinary tract infection 12 21 71 05
Upper respratory et 54 o 25 0
Resphatory, thoracic
and mediastin
deordars
u o 76 0
Rl and urinary
disorders.
Urinary frequency 72 03 51 03
turia 6. o a1 o
Injury, poisoning and
procedural
59 14 23 o
72 11 a6 10
38 05 28 0
Cardiac falure® 23 19 10 03

HAdverse events graded according to CTCAE version 3.0.
2unciudes terms Arthrits, Arthralgia, Joint sweling, and Joint stffness.

Sinchudes terms Myalgia,
discomfort, and Musculoskeleal sifness.

Hinchudes terms Edema, Edema peripheral, Pting edema, and Generalzed edem.

Sinchudes afractures with the exception of pathologicalfracture.

Sincludes ¢ ythmia, Tachycardi, tachycarda,
e rial tte, Bracycard

lock compee, Conduction dorder, and Bradysrthythma

Tinchudes terms Angina pectoris, Chest pan, and Angina unstable. Myocardia nfarction

or ischemia occurred more commonly n the placebo arm than in the abiaterone acetate

arm (1.3% s, 1.1% respectively).

Bincludes terms Cardic faiure, Cardiac faiure congestiv, Left ventriculr dysfuncton,

Cardiogenic shock, Cardiomegaly, Cardiomyopathy, and Ejection fraction decreased

Table 2 shows laboratory abnormalites of interest from COU-AA-301.

‘Table 2: Laboratory Abnormaiities of Interest
in COU-AA-301

Abiraterone  Placebo with
Acetate with Prednisone

91)
Laboratory Al Grade Al Grade
Abrormalty Grades 3-4 (%) Grades 3-4
) ) (o)
Hypertrighyceridemia 63 04 53 0
Mo AST 31 21 3% 1s
Hypok 8 53 20 10

Nyvophesphatemu 2 72 18 58
o Toisiwn 56 01 45 0

COU-AA-302: Metastatic CRPC Prior to Chemotherapy

COU-A4 302 ol 1088 patints wkn metastatc CRPC ho had ot receved pror

cytotoxic chemotherapy. Patients were inelghble f AST and/or ALT 22.5X ULN ar

patients were excluded f they had ver metastases.

Table 3 shows adverse reactions on the abiraterone acetate arm in COU-AA-302 that

occurred in 25% of patients with a 22% absolute ncrease n frequency compared to
of P

cebo.
13.8 months.

Table 3: Adverse Reactions in =5% of Patients on the Abiraterone Acetate
Arm in COU-AA-302
Abiraterone Acetate with  Placebo with Prednisone
Prednisone (N=540)

(N=542)
tem/Organ Class Al Grades! ~ Grade3.4  AlGrades  Grade 34
% % % %

Fatigue 39 22 34 17
Edema? 25 04 21 11



Pyrexia 87 59 02
celetal and connective !lssue disorders

Joint swellng/discomfort? 30 25 20
roin pai i a1 07
rointestinal disorders.
Constipation 23 04 19 05
Daarrhea 2 09 18 09
1 00 50 02
Vascular disorders
Hot fi 02 18 00
Hypertension 2 39 30
Respiratory, thoracic and mediastinal disorders
Cough 17 00 14 02
Dyspnes 12 24 96 09
Psychiatric disorders
Insomnia 1 1n 00
Injury, poisoning and procedural zomumbns
Contuson 91 00
als B oo 33 00
Infactions and infestations
Upper respirtorytract 13 00 80 00
Nosopmarynats 00 81 00
Renalaed uriacy asorders
Hematuri 10 13 56 06
Skin and subcutaneous tissue disorders
Rash a1 00 37 00

IAdverse events graded according to CTCAE version 3.0.
2Ancludes terms Edema peripheral, Piting edema, and Generaized edema.
Sincludes terms Arthrits, Arthraigi, Joint sweling, and Joint stifness.

Table 4 shows laboratory abnormallies that occurred in greater than 15% of patients,
and more frequently (>5%) n the abiraterone acetate arm compared to placebo in COU-
AA-302

ratory Abnormalities in >15% of Patients in the Abiraterone
Aeatate Arm of COUAR30

Abiraterone Acetate with Placebo with Prednisone
Prednisons (N=540)

Loboratory Abrormalty Grade 14%  Grade 4%  Grade 14%  Grade 3.4%

Hemat
Lymphopenia 38 87 2 74
Chemistry.
Hyperglycemial 57 65 51 52
igh ALT 2 61 29 07
High AST B 31 29 11
Hypernatremia 3 04 25 02
Hypokalemia Y 28 10 17

18ased on non-fasting blood draws.

Cardiovascular Adverse Reactions

I the ombined dtaof randorizd,piacebo-contoled il studes, cardac (akre
atients on

et om the ot s (3.6% versus 0 0% Crade 310 4 corde Falie octurred

in 1.3% of patients taking ledto

and 4 deathe. Grade 3 o 4 carcic fakure GccurTed in 0.2% of patents taking piacebo.

There were no treatment discontinuations and two deaths due to cardiac fakure 1 the

placebo group.

Inthe same combied data,the maprty of arrhytmas were grade 1 or 2. There was

one death associated wih arrhythmia and three pati

it Sk dcsth 1 the Aovatone Scatne e and fve deaths i the placebo rms.

There were 7 (0.3%) deaths due to cardiorespiratory arrest in the abiraterone

acetate arms and 2 (0.1%) deaths i the placebo arms. Myocardial schemi

or myocardial nfarction led to death in 3 patients i the placebo arms and 3 deaths in

the abiraterone acetate arms.

6.2 Postmarketing Experience

e olowing sl aers resctons hvebn i durng gt aprol e

{Tom  popultin of ncertan S5, & not Sways possbi o reanty ctmats ey

requency or esablsh causa relsionsh t orug exposure.

Resphatry, Thorack: and Medstinal Dorders: non-ifectious pneuontis

Musculsketat nd Connectie Tiue Dsorders: myopahy, InCudng abdormyonss.
thepates,

Cardiac Disorders: QT prolongation and Torsades de Pointes (observed i patients who
eveloped hypokalemia or had underlying cardiovascular conditions)

7 DRUG INTERACTIONS

7.1 Drugs that Inhibit or Induce CYP3A4 Enzymes

Based on in vitro data, abiraterone acetate i a substrate of CYP3Ad,

In a dedicated drug interaction trial, co-adminstration of rfampi, a strong CYP3AG

ducer, Al co Ccrp3ng

inducer it -
atmiistared, Dirands the sk starone scaiate ansmq retsoncy fsee bosaga and

Administration (2.5) and Cinical Pharmacology (12.3)].

1n a dedicated drug interaction trial, co-adminstration of ketoconazole, a strong inhibtor

of CYP3A4, had o cicaly mesringt efec on the pharmacokinei of abraterone

Toce Cinicel Prarmocology (15

7.2 Effects of Abiraterone on Drug Metabolizing Enzymes
Abkaterone aceta s an nhibtor of the hepai: drug metaboizng enzymes C1P206
and CYP2CB. In a CYP2D6 drug-drug interacton trial, the Crgy and AUC of
estromaorpan (CYo308 Supsrote) were pereasod 3.1 g 3..10, respectie,
T 000 mg dalyand
prednisone 5 mg twice daly. Avoid co--administration of abirater
CSrats of CIP3D6 wiha nafow therapautk ndes (0. threasinel If kernative
treatments cannot be used, consider a dose reductio of the concomtant CYP2D6
substrate drug [see Cnical Pharmacology (12.3)].
In a CYP2C8 drug-drug interaction tril in heakthy subjects, the AUC of piogazone
(CYP2C8 substrate) was increased by 46% when piogitazone was given together with a
single dose of 1,000 mg abiraterone acetate. Therefore, patients should be monitored
close forsigns oftoicy et to 3 CYP2C8 subsrate wiha arrow therapeute
ndex Isee. 3.

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy
e sfey and fcacy of ablterone actatenave ot been esabishes 1 femals

Based on’
Can causefeta parm and potental loss of pregnancy.

There are no the use of abi n
studies, oral adr of pregnant rats

caused at
approximately = 0.03 times the human exposure (AUC) at the recommended dose (see
Data).

Data
Animal Data

in rats,
evelopmental toxicity when administered at oral doses of 10, 30 or 100 mgfka/day
17). Findings included
embryo-fetal lethaity (increased post implantation loss and resorptions and decreased

210 mghgicay caused maternaloxicky. The doses tested i ras esuted n ystemic
‘exposures (AUC) approximately 0.03, 0.1 and 0.3 times, respectively, the AUC in
patents.

8.2 Lactation
e safety and efficacy of bfaterans acetae have ot been etabihed i femaes.

There the presence of an mik,
ot e o he reactod chigor ok rducion

8.3 Females and Males of Reproductive Potential
Contraception

Males

Baneon feingsinarilreproducton studie ond 8 mechani of cton, s
males with ential to

i Wcatment and o1 3 weess ater the el dose of abkaterone scaats oo Use
‘Specific Populations (8.1)].

Infertity

Based I stud) impair
fertity in males of reproductive potentil see Nonclinical Toxicology (13.1)]

8.4 Pediatric Use

Safety and effectiveness of abiraterone acetate In pediatric patients have not been
establshed.

8.5 Geriatric Use

Of the total number of patients receiving abiraterone acetate in randomized cinical trias,
70% of patients were 65 years and over and 27% were 75 years and over. No overall
differences In safety or effectiveness were observed between these elderly patients and
younger patients. Other reported cinical experience has not identfed diferences in
responses between the ederly and younger patients, but greater sensiivy of some
okder individuals cannot be ruied out.

8.6 Patients with l‘lnﬁli( Impairment

8)

(N=
ormodere (=8) epat oot ment (i Pugh Clse A and . respecavly) and ng
hea e systemic
Soratarond st s i ral 1005 e gose o abFaene sceite hereased by
approximately 1.1-fold and 3.6-fold i sublects with mid and moderate baseine hepatic
impairment, respectively compared to subjects with normal hepatic function
Inancther i the pharmacoknitcs of sbioterans werexamined s
baselne. (0v=5)hepatic imparment ChidPugh Clss C)and n & heathy control
Sibects wih abiraterone
ressed by appronimara 7100 and th ractionof e g mrassed 3106
sublects with severe baselne hepatic impairment compared to subjects with normal
hepatic function.
No dosage adjustment is necessary for patients with baseine mid hepatic
impairment. In patients with baselne moderate hepatic imparment (Chid-
Pugh Ciass B, reduce the recommended dose of abraterone acetate to 250
daiy. Do not use abiraterone
acetate in patients with baselne severe hepatic imparment (Chid-
Pugh Clss C).If dvations o ALTor AST >5X ULN o totlbirubi
>3X ULN occur in patients with baseline moderate hep:
impairment dscontnue abraterone

29

123

For patients who develop hepatotoxicity during treatment, nterruption of treatment
(2.4), Warnings

and Precautions (5.3), and Cinical Pharmacology (12.3)].

8.7 Patients with Renal Impairment

No dosage adjustment is necessary for patients with renal mpairment [see.
Clinical Pharmacology (12.3)].

10 OVERDOSAGE

Human experience of overdose with abiraterone acetate s imited.

There Is no specific antidote. In the event of an overdose, stop abiraterone acetate,
ertake general supportive measures, including monitoring for arrhythmias and

cardac faiure and assess iver function

11 DESCRIPTION

. UsP L UsP is the.
acetyl ester of abiraterone. Abrraterone is an inhidtor of CYP17 (17a-
ycroylase/C17,20-yase), Each abraterone acetate tablet, USP contains 250 mg ot

as (3p)-17-

(-pyridiny) androsta-5, 16-dien-

ylacetate and s structure is:



Abfaterans acetate, USP s 3 hke to of-uhte, non-ygroscopi, cystalinepowcer. It
mul f§ CogH33NOZ and It has a molecular weght of 391.55 g/md

Rorarone e, USP &5 ophE: compound whh an scamoLwter pokon

coefent o .12 (Log P)and s practcaly nsokike  wate. Te pKa of the aromati

ntrog:

Abiraterone acetate tablets are avaiabl in 250 mg uncoated tablets with the folowing

inactive ingredints: collodal siicon diox e, crospovidone, lactose monohydrate,

magnesium stearate, and sodium lauryl sufate.

12 CLINICAL PHARMACOLOGY
12.1 Mechanism of Action
Abiraterone acetate & converted in vivo to abiraterone, an androgen biosynthy
inhitor, hat PNDRS 17 GLhycroxylese/C1 20 ase (CTPAT). Ths enzymets exnressed
I estclr adrenl, and prosta tumor tsues and & requ¥ed fr andro
biosynt
CYPL catalyzes two 1
their 17a y by 1 and 2) the

and
respectively, by C17, 20 lyase activy. DHEA and androstenedone are androgens and
are precursors of testosterone. Inhibiton of CYPL7 by abiraterone can also result in
ncreased mineralocorticoid production by the adrenals [see Warnings and Precautions
D).

ancrogen eves Androge depriatin terepes, surh 25 restment wih GoRy agoists
or orchiectomy nthe:
Droduction by the adrenals o n he tomar.

drogens in patients i

ne piacebo-conroled cincal tal It s o necessary o montor the effect of

brateone scetate on Serum testosterone ve

Changes in serum prostate speciic antigen (PSA) levels may be observed but have not
een shown to correlate with cnical benefit in individual patints.

12.2 Pharmacodynamics
trophy

In @ muticener opebelsngleam il 33 patnts i metastatc CRPC eceied

of 1, at least efore or 2
ours s 3 e cominaton win pradnitane s g orly ke dapy. Asscasments
up to Cycle 2 Day 2 showed no large changes n the QTc terval (., >20 ms) fro
baselne. However, small increases i the QTc nterval (Le., <10 ms) due to abiraterone
acetate cannot be excluded due to study design mitations.

12.3 Pharmacokinetics
Folowing i of
abfaterans aceate have been studed i heay SUBRcs and n patents wih metastatic
C.In v, biierone acetae s convrte to abraterone I cinicalsudes
(<02 ng/mL) in

299% of the analyzed sampes.
Folowing oral administration of abiraterone acetate to patients with metastatic CRPC, the
h

Abiraterone accumulation is observed at steady-state, with a 2-fold higher exposure
(steady-state AUC) compared to a single 1,000 mg dose of abiraterone acetate.

At the dose of 1,000 mg daly in patients with metastatic CRPC, steady-state valies

{mean 2 S0 of Gy were 226 178 vt and of AU were 993 630 ng il o
et deiton 16 dose proporonaiy was observed nthe dose ange o 250 m

11000 mo, However.the exposure was not Sgnificanty nreased when the dose was
o 30013505 (5 e e o AU

Systami. exposure o ablaterone s ncreased when abaterone acetate s amintered
wh food. In rater

ok e, reaper vy whe 2 sl dossof abkaterone sccate was adrwnst o
With 3 low-fat meal (7% fat, 300 calories) and approximately 17- and 10-fold h
epectely whén & Shle dose of aorlerane atetate was adrStEred wih 3 i ot
(57% fat, 825 calories) meal compared to overnight fasting. Abraterone AUCo,. was
approximately 7-fold or 1.6-fold higher, respectively, when a single dose of abi aterone

Systemk exposures of bioterone n patkers wkt metastatc CROC, ater repested
dosin nen aken Wi low-
oo tar 7 aays and 2-0id wi
o 7 doys compars o hen e o ot 3 et e 5 nea ot eack 1
before a meal for 7 d:

Given the normal variation in the content and composiion of meals, taking abiraterone

acetate with meals has the potentil to result in increased and highly variable exposures

Therefore, abiraterone acetate must be taken on an empty stomach, at east one hour

before or at least two hours after a meal. The tabiets should be swaliowed whole with

water [see Dosage and Administration (2.3)].

‘Distribution and Protein Binding.

Ankataronais ol bound (398! the b e protls, shum snd st
id glycoproten. The apparent steady-state volume of distributin (mean  SD) 5.

o660 = 15358 1

of and that
abiraterone acetate fs an inhbRor of P-gp.

Metabolsm

Folowin 14c

sules,
is hydrolyzed to abiraterone (active metabolke). The conversion s kel through
esterase activiy (the esterases have not been dentifed) and Is not CYP mediated. The
o main ccatng metaboltes o abraterone 1 huran pasma are dbiaterone
and ich account for about
43% of exposure each. CYP3Ad and SULT2AL are the enzymes ivolved i the formation
of SULT2A1 & involved abiraterone
suphate.
Excretion
I patients wth metastatic CRPC, the mean terminal haf-ife of abiraterone n plasma
{mean 250 s 12 5 howrs, Foloning orlsdminstatin o C sbiaterone aceate
recovered in feces 5%
W irine. The mar compounds present n feces ae unchanged abkaterone aceate and
a 2; pec

. resi

‘Patients with Hepatic Impairment
The pharmacokinetics of abiraterone was examined in sublects with baseline mid (N=8)
or moderate (N=8) hepatc mpa¥ ment (Ch: Pugh Class & and B, respectively)and n &
eal
e s 1ol 1005 m dase g nder Toctin condions meseased
spproxmately 110 and 3.6-0kl 1 subjcts weh it and moderate baseine
Pt Teapecivey. The mean haf s of dorateone & proomge to approate
18 hours n Subjecs weh mid hepatk Impasment and t paroxematey 19 hours 1
sublects with moderate hepatic mpairment.
In another tril the pharmacokinetics of abiraterone were examined in subjects with
baselne severe (N=8) hepatic impairment (Chid-Pugh Class C) and in 8 heakhy control
subjects with normal hepatic function. The systemic exposure (AUC) of abiraterone:
increased by appr -f0kd n subjects with imparment
with function. In addtion, bindin
was found to be lower i the severe hepatic impairment group compared to the normal
hepatic function group, which resulted in a two-fokd increase in the fraction of free drug

inpatnts w (2.4) and Use
‘Specific Populations (3.6)].
zamms_wmmumamm
of in patients renal
and
sublects with (N=8). In a single 1,000

hour after dilysis,
and samples for pharmacokinetic analysis were collected up to 96 hours post dose.
Systemic exposure o abirateroneafter a gl oal 1,000 mg dose did ot ncrease in
Subjects wi

e cion see Ust n Spect Popuations 89

In vitro studes
potentalto ok CIPLAS, CYP3D6, CipaCh and 0 er extnt CYPACD, CYP3C19
4.

Inan i vvo g drug teracton il the G and AUC ofdextromethorphan
(VP25 subsiaie were ncreased 3.6 and 35106, respectiel

mg was given with Yoo mg dal/ (o
prednisone 3 mg i day). e AUC for derorphan he ctve metabol

o

in of abi mg daiy (plus
prednisone 5 mg twice daiy) on a Shgk 100 mg dose of the Ooiac supsme
theophyline, no increase in systemic exposure of theophyline was observed.

Abiraterone i a substrate of CYP3A4, i vitro. In a clinical pharmacokinetic interaction

Study of healthy subjects pretreated with a strong CYP3Ad inducer (rfampin, 600 mg

daly for 6 days) folowed by a single dose of abiraterone acetate 1,000 g, the mean
g ased by 55% 7.2

in teraction study of jects, co-
adminstration of ketoconazoe, a strong inhibtor of CYP3A4, had no cliicall meaningful
effecton of abirater 7.1l

In a CYP2C8 drug-drug interaction trial in healthy subjects, the AUC of piogitazone was.
increased by 46% when piogltazone was given together wih a single dose of 1,000 mg
abiraterone acetate [see Drug Interactions (7.2)]

In vitro, abiraterone and its major metaboltes were shown to ihibi the hepaic uptake
transporter OATP1B1. There are no cliical data avalable to confirm transporter based

interactio

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, and Impairment of Fertility
two-year carcinogenicity study was conducted

in rats at oral abiraterone aceate doses of 5, 15, and 50 ma/kalday

for males and 15, 50, and 150 makg/day for femaes.

Abiraterone acetate increased the combined incidence of nterstital el adenomas and carcinomas in the testes at al dose levels tested. This finding

is considered to be related to the pharmacologcal activ

of abiraterone. Rats are regarded as more sensive than humans to developing

e testes. in female
rats at exposure levels Up to 0.8 times the human clnical exposure based on AUC.
Abiraterone acetate was ot carcinogenic n a 6-month study in the transgenic
(Tg.rash2) mouse.
Apftcrone oetate and dbistcrone was ot mutagenic i an
microbial mutagenesis (Ames) assay or clastogenic inan in vitro cytogeneti assay using primary human
o rat mronuckus assay. I repeat dose toicy studes
in maeras (13- and 26-weeks)and morkeys (35
weeks), atrophy, aspermia/hypospermia, and hypermas.a In the reproductive system were observed at 250
mg/kglday ot ana 2250 makday h monkey:

o eisterone, These effects
were observed in rats at systemic exposures simiar to humans and in
Tonkeys  exPoSUTES approXMately .6 (mes the AUC i humans.
ina

makras, weits of the sperm counts,
‘sperm motity, a ased fertity C

omas Goscd o1 4 weaks ot 230 kgt by Metnd o onrcatd ks wih

males that received 30 ma/kg/day oral abiraterone acetate resuked i a reduced number

of corpora lutea, implantations and five embryos and an increased incidence of pre-
implantation loss. Eifects on male rats were reversible after 16 weeks from the kst
abiraterone acetate administration.

I a fertity study in female rats,
animals dosed orally for 2 weeks unti day o7 o pregnancy st 230

ma/kgiday had an increased incidence of irreguiar or extended estrous cycies and pre-
mplntation ess (300 malkg/day). There were o dterences i mating,

fertity, and ltter parameters in femal rats that recelved abiraterone acetate. Effects on female
rats

‘The dose of 30 mg/kg/day in rats is approximately 0.3 times the recommended

dose of 1,000 maiday based on body surface area.

(132300 26wk sules b rts s 1. and 35k st b onkeys, acacuction

in circulatin rred w

el the human ciica exposure Do on AUC. A a cevutdecrenses m orgon wehes
d toxicites in the male an adrenal

glnds, ver, phutary (ras any), and male mammary glands. The changes i the

 consistent w

abiraterone acetate.

13.2 Animal Toxicology and/or Pharmacology

A dose-dependent increase in cataracts was observed in rats after daly oral abiaterone
‘acetate adminstraton for 26 weeks starting at 250



o). In a 38
e ankey Study wi oy oralabraterone scetate

adminstration, no cataracts served o Higher doses (2

Times greater than the cinical exposure based on AUC)

14 CLINICAL STUDIES

‘The efficacy and safety of abiraterone acetate with prednisone was

etablshed n randomaed piacebo-coniroled nterational inicalsudes. Al patits

these studies receved a GnRH analog or had prior bie

ur:me:mmy Faents wih prir Ketoconazole restment for prostate cancer and  istory
e

o Spranooctone was ot siowe durng the sty peroa.

COU-AA-301: Patients with metastatic CRPC who had received prior
docetaxel chem
In COU-AA-301 (NCTO0638690), total of 115 patents were candomized 21 toreceve
etther at a dose of in combination with
eomone S el it daly (737 o Pl ance oy . peimoone s mg
oraly e daly (N=398), Patents randarized to eiher rm were o continye reatment
e progression (defined as a 25% increase in PSA over the patient's
Sascinansdt togeter win protocordeped radograpnic o Drogression nd sympiomati
wihdrawal,

“The followin
et the hemtment s e e age wos 63 yeors {range 391t 95) and the
racialdistribution was 93% Caucasian, 3.6% Black, 1.7% Asian, and 1.6% Other. Eighty-
e percent of patients enfoled had an ECOG peformance staus score of 01 and

over the previous 24 hours). Ninety percent of patients had metastases i bone and
30% had visceral involverent. Seventy percent of patients had radiographic evidence of
diease progression and 30% had PSA-only progression. Seventy percent of patients
had previously received one cytotoxic chemotherapy regimen and 30% received two

Theprotocol e spectid ntrim anaysie wes conductd after 552 deth nd showed
pants eated wih
abraterone acetate s prednsone compared o paterts W the pacebo win
. A was conducted
e 75 deatn (375 of tn plnmed rumir 8 et 101 ot anays were
observed. Resuls from this analysis were consistent with those from the interim
analysis (Tabe 7).

Table 7: Overall Survival of Patients Treated with Either Abiraterone Acetate
or Placebo in Combination with Prednisone in COU-AA-301 (Intent.to-Treat
Analysis)

Abiraterone Acetate Placebo with
with Prednisone  Prednisone
)

(N=:

iary Survival Analysis.

Deaths (%) 333 19
Median survival (months) (95% CI)  14.8 (14.1, 15.4) 109(10.2,12.0)
prvakiel <0.00(
Hazard ratio (95% CI? 0,646 (0,543, 0.768)

lated Survival Analysis
Deatrs

Median survval (months) (85% C1 155(148,17.0) 112(10.4,13.)
Hazard ratio (95% CI2 0.740(0.638, 0.859)

1 deredfom a o rank s tafed by ECO perormance satus sore
(G 2) panscoe bsent v presn), umber o prrcheeray regnns 1
V2.2). a0 type of discase prosr essen (PSA anly ve. radorapne)

2Hazard o s derved romasralded proportonal oz o oz ot <3
favors abiraterone acetate wih prednisor

Figure 1: Kaplan-Meier Over:
Treat Analysis)

Survival Curves in COU-AA-301 (Intent-to-

o302 patients with metastatic CRPC who had not received prior
cytotoxt
In COU-AA-302 mcmnasnss), 1088 patients were randomized 1:1 to

2 dose o 1, (N=546) or Pacebo oraly
once daily (N=542). Both arms were given concomitant prednisone 5 mg twice daly.
Patients continued treatment unti radiographic or ciiical (cytotoxic chemotherapy,
radiation or surgicaltreatment for cancer, pain requiring chroni opioids, or ECOG

fecine to 3 or
Wehdrawal. Paents Wk moderateor severe pan, opate use fr cancer pain o visceal
‘gan metastases were exchide

arms. Th was

0 years, T racl dtrbutin of patentstrated wih abfterone acetate was 95%
Coocatn 35 Bk, 0.1 Ao and 115 Ofner T ECO6 patarmane status was
G or 76 of o and 1 or 34% of patee, o prevay stfcacy endponts were
SSeaSment o 01 (gAY n 56% f Bt ol 8 3 kdly ymptomat)
in 26% of patients as defined by the Brief Pain Inventory-Short Form (worst pain over
the last 24 h

Radiographic assessed with the use of
studies and was defined by bone scan identifcation of 2 o more new bone lesions with
confirmation (Prostate Cancer Working Group 2 criteria) andjor modified Response:
Evaluation Crieria In Soid Tumors (RECIST) criera for progression of soft tssue.
lesions. Analysis of rPFS utiized centrally-reviewed radiographic assessment of
progression.
“The planned final analysis for OS, conducted after 741 deaths (median follow up of 49
ally patients treated with
ebo with

aceate arm and 76% o paints on the pacebo arm used subsequent therapis that
may p ‘metastatic CRPC. Abiraterone acetate was used as a
mmpy in13% of patents o the sbraterone aceatearm and 44% of patients on the

veral Survival of Patients Treated with Either etate
o Piacebe m Combmarion with Prednisone n COU-AA-302 (mtent-vo.Treot

Analysis)

Overall Survival Abiraterone Acetate Placebo with
with Prednisone  Prednisone.
(N=546) (N=542)

Deaths. 354 (65%) 387 (71%)

Median survival (months) (95% CI)  34.7 (32.7, 36.8) 303(28.7,33.3)

-value 00033
Hazard ratio? (95% CI) 081(0.70,0.93)

L yalue i derked fom  ogrrank et strafid b ECOG peformance status score (0

2 Hazard Ratio s dorvd froma tratred proportional hazards madel. Hazard ato <1
favors abiraterone acetate with pr

Figure 2: Kaplan Meier Overall Survival Curves in COU-AA-302

a P 3 reated with
with prednisone and 251 (46%) patients treated with placebo with prednsone had
radiographic progression. A signiicant difference in rPFS between treatment groups.
was observed (Table 9 and Figure 3).

s; Radlographic Progression-free Survival of Patlents Treated with
r Placebo in Combination wih Prednisons in

COU-AR303 (imtent-vo.Treat Anaysi

Radiographic Proression-free  Abiraterone Acetate Placebo wih

Survival wit

h Predn rednist
N 43)

Progression or deat! 50 ey 251 (46%)

Moden 575 mom) 95%C) N (1160, NR) 828(812,854)

prv <0.0001

Facara o2 95% 7 0.425 (0,347, 0.522)

NR=Not reached

-y s dervd from alog rank et strafie by ECOG performance staus score (0
1.

2Hazard Ratio & derived from a stratifled proportional hazards model, Hazard ratio <1

favors abiraterone acetate with prednisone.

Figure. r Curves of Radiographic Progression-free Survival in

COURARTOR lneent-vo-Troms Anatyety

e prinay affcacy snases aresupportd by the alowig pospactiey defhned
ts. The median time to ntiation of cytotoxic chemotherapy was 25.2 months for

e s s starant SEetot s ond L6 5 sonkhe fof Sotonts e pocemo o1t

(HR=0.580; 95% CI: 0.487, 0.691], p < 0.0001).

e edian tme to olateuse o prostatecancer pain was ot reached o patnts

recewing afaterane acetae and was 237 monhs or patentsrecevng piaceo

O 5, 95% CI (0,566, 0.833] p0.0001). The tme t piae use resuk was




Supported by a delay in patient reparted pain progression favaring the abiraterone
acetate arm.

16 HOW SUPPLIED/STORAGE AND HANDLING

Abiraterone acetate 250 mg tablets, USP are white to off-white, 0val, biconvex uncoated
tablets. Engraved "A250" o one side, "APO" on the other side. Abraterone acetate 250
mg tablets, USP are avaiable in high-density polyethylene botties of 120 and 360 tablets
Cartons of 30 tablets (10 bister packs x 3), NDC 0904.6948.04

Storage and Handling

Store at 20°C to 25°C (68°F to 77°F); excursions permited from 15°C to 30°C (59°F to
86°F) [see USP Controled Room Temperature]

Keep out of reach of chidren.

Based on s mechanis of action, abiraterone acetate may harm a developing fetus.
Waomen who are pregnant or woren who may be pregnant should not hande
abiraterone acetate 250 mg uncoated tablets or other abiraterone acetate tablets f
broken, crushed, or damaged without protection, e.g., gloves [see Use in Speciic
Popuiations (8.1)).

17 PATIENT COUNSELING INFORMATION
Advise the patient to read the FDA-approved Dalsnl labeling (Patient Information)
Hypokalema, Fluid Retention, and Cardi

1. Inform patients that abiraterone acetate s associated with hypertension,
hypokalemia, and peripheral edema that may lead to QT prolongation and Torsades
de Pointes in patients who develop hypokalemia whike taking abiraterone acetate.
Aavse patents that hef oad ressure ser potassum and signs and
Symptoms offud etention wl be monitored cnialy a ast monihy. Advse
patients to adhere to corticosteroids and to r ertensior
Fypokalemi, or edem o ther heakhcare proviler (se¢ Warmings and Precautons
51

H

Adrenocortical Insufficiency

1. Inform patents that bfaterone acetate wih precnisone § associted wkh adrenal

T ot are roviier see Wornings e Precautions 5.

‘Hepatotoxicty
1. Inform p:
Inform patzn\s thetthe verfuncton i be moniored using bood tess. Adise
patients to immediately report symptoms of hepatotoxiciy to their heakhcare
Drovider isce Warmings and Precaudons (5.3).
mbination with Radium R: i
i ptits that s R 223 e showedan s b ooy e
increased rae of fracture when used in combinaon wih amraternne acetate
ok with t

bout
By Ot meaKBKonS o TaSment the re Eurenty kg or rosests concer 1506
and Precautions (5.4)).

Dosing and Administration
1. Inform patients that abiraterone acetate tablets are taken once daly wih

prednisone (twice dally according to their healthcare provider's instructions) and to
their heathcare

rovider.
2. Inform patients receiving GnRH therapy that they need to maintain this

3. Instruct patients to take abiraterone acetate tablets on an empty stomach, at least
one hour before or at least two hours after a meal. Abiraterone acetate tablets
taken with food causes increased exposure and may result in adverse reactions.
Instruct patients to swalow tablets whole with water and not to crush or chew the
tablets [see Dosage and Adminitration (2.3)].

4. Inform patients that f they miss a dose of abiraterone acetate tablets
prednisone, they shoukd ke ther nomal doss the falowing day. f mere than ane
daly dose s skipped, inform patients to contact their heakhcare provider [see
Dosage and Administration (2.3))

Embryo-Fetal Toxc?

1. Inform patients that abiraterone acetate may harm a developing fetus and can
cause loss of pregnancy.

2. Advise mates wi
Contracaption dutig eesimant ome (> wees sfvrtn Tl doce of abeaerone
sctate abes [seeUse nSpecic Popultons 5.1

men who may handie
or other if broken,
ushed, or damaged wihout protection, e.q., gloves [see Use in Specific

Populatons (8. and How SuppledStorage and Handing (16)]

infertity

1. Advise male patients that abiraterane acetate may impar fertity [see Use in
Specifc Populations (3.3)).
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PATIENT INFORMATION

Abiraterone Acetate Tablets, USP.

[a" bir a ter one as' e tate]

What are Abiraterone Acetate Tablets?

Abkaterone acetate tabes ae 3 prescrpton medicine that s used song wih

prednion used to treat men with that
Res Spread to other part of the bocy.

Abiraterone acetate tablets are not for use in women.
It ot known f abaterone acetate tabt ae sfe and effecte n femls o

efore you tal e Acetate Tablets, tal your heskhcar provider
oot i of your medical condkions, including f yo.

have heart problers

have lver problems

have a itory of adrenalproblems.

have a history of pitary pr

are receivng any sther Dt o prostate concer

R Yo urbor by a1t f BrEomarEy {mscarmage. FerBics who e
o may become pregnant should not hande abiraterone acetate tablets uncoated
tablets or other Abiraterone acetate tablets If broken, crushed, or damaged whout
protection, such as gl
ave apariner who s pregnant ormay become pregnant

Males who are able to use

effective
s for 3 wesks aher he o doke o abr v one sttt e

are breastfeedng o planto breasteed. t s not known I abrateroneacetate
passes into your breast mi

c ider about all the medicines you take or treatments
iding prescrpton and over-the.-counter medkines, vkami. and
Herbal supplerments. Abkacerane acetate can fsract weh many other medcings.

Tl your hesk

You should not start or stop any medicine before you tak with the healthcare provider
that prescribed abiraterone acetate tablets

medicines you take. Keep a st of them with you to show to your healthcare
Provider and pharmacit when you get a new mediine.

How should | take Abiraterone Acetate Tablets?

and as
provider tells you.
2. Take your prescribed dose of abiraterone acetate tablets 1 time a day.
3 Your heathcare provider may change your dose f neade
4. Do ok change or sop takng you prescribed dose of abiaterone acetatetabets
orprecnsone wehout taking wkh your heakhcare proveler st

efore or
et o haure ater 2 el D6 et take abirakerons acotata tabiots w
food. Taking abiraterone acetate tablets with food may cause more of the medicine.

t0 be absorbe is needed and this
6. Swalow abiraterone aceate tablets whole. Do not crush or chew tablets
7. Take abiraterone acetate tablts e
I you miss a dose of abiraterone acetate tablets or prednisone, take your
prescribed dose the following day. If you miss more than 1 dose, tell your
Rhcare provider right away.
9. Your heakhcare provider wil do blood tests to check for side effects.

What are the possible side effects of Abiraterone Acetate Tablets?
Abiraterone Acetate Tablets may cause serious side effects includs

1. High blood pressure (hypertension), low blood potassium levels
(hypokalemia), fluid retention (edema), and irregular heartbeats can
pen during treatment with abiraterone acetate tablets. Ths can be ife
threatening
with

exactly as you. Your
heathcare provider wil check your blood pressure, do blood tests to check y
potassium levels, and check for any signs and symptoms of flid retention every.
month during treatment with abiraterone acetate tablets.

Tellyour healthcare provider i you get any of the folowing symptorms:

-+ daziness « confusion
fast or rreguiar heartbeats « muscle weakness
+» feel fant or ightheaded « pain in your legs
« headache « sweling in your legs or feet

1. Adrenal problems may happen If you stop taking prednisone, get an nfection, or
areunder stress.
Liver prot You may develop changes in Iver function blood test. Your
heskneare provider wil do oo tests o check your e before reamt vt

s ek iy ocCur, whER ca ek 1 deah. Tk your heakhEare provie T you
notice any of the folowing changes:

L. yelowing of the skin or eyes
2. darkening of the urine.
3. severe nausea or vomiting

Increased risk of bone fracture and death when abiaterone acetate tablets and
prednisone or prednisolone, s used in combination wih a type of radition caled radium
Ra 223 dichioride. Tel your heakhcare provider about any other treatments you are
Eaing or prostate cancer

« feelng very tired + vomiting
« joint pain « infected nose, sinuses, or
throat (cold)

« high blood pressure

+nausea + headache

. +Jow red biood cels (anemia)
sweling in your legs o feet

o bod patassiam g oo chokstercland
levels rigycen

+ hot flushes R oot sugar leves

« darrhea .

certain other abnormal blood tests.

Abiraterone acetate tablets may cause fertity problems in males, which may affect the
abilty to father chidren. Tak to your heakthcare provider f you have concerns about
fertiy.

of

medical You may report side.
effects to FDA at 1-300-FDA-1088.



How should | store Abiraterone Acetate Tablets?

at °F to 77°F (20°

1
t025°0).

Keep Abiraterone Acetate Tablets and all medicines out of the reach of
chidren.

General information about Abiraterone Acetate Tablets.

Medicines are sometimes prescribed for purposes other than those fisted n a Patient

Information leaffet. Do ot use abiraterone acetate tablets for a condition for which it

was not prescribed. Do not give abrraterone acetate tablets to other people, even f they
that you have. It

You can or pharmacst for i

acetate tablets that & writen for health professionals.

For tact Apotex Corp. at
What are the ingredients of Abiraterone Acetate Tablets?
Active ingredient: abiraterone acetate

Inactive ingredients: coloidal siicon dioxide, crospovidone, lactose monohydrate,
magnesium stearate, and sodium lauryl suffate.
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