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HIGHLIGHTS OF PRESCR BING NFORMATION

ALOSETRON Hydrochioride Tablets safely and effectivel
full prescribng  nformation for ALOSETRON Hydrochloride Ta
blets

ALOSETRON Hydrochloride Tablets
Intial US Approval 21

CONTRAINDICATIONS

FULL PRESCR BING NFORMATION

Do not ntate  patien
Hstory of ch onic orsevere const pation or sequelae ffom constpa
ton niestnal obstructon sircture toxc megacolon gastroitesti
el poorton andr achesrs ischem oot mpaied it
nal ¢ reulato

WARN NG
Inroquen b seious asiriiesinaladverse ractons have boen reporied w hthe
Alosetron Hyd ochloride Tablets These events Including Ischemic colit s and
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WARNING SER OUS GASTROINTESTINAL ADVERSE
REACT ONS
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Form (4.3)
‘Goncom tant use of flovoxam ne (4 4)

comply with he Pat

toported wi the uso of Alosetron Hycrochiordo Tablets Thoso
even s inciudng schemic coll s and serlous compl cat ons of cons
tpation have resuited n hospialzat on and rarely blood transiusi
on surgery ant
Only prescribe s who have en olled n he Alosel on REMS Pro
‘gram should prescribe Aloset on Hycrochior de Tabiels (5.3)
Alosetron Hyd ochior de Tablets are indicated only for women
pr bowel
who have not responded adequately to conventional herapy (1)
Discontinue Aloset on Hydrachioride Table s mmed ataly
tants who develop const paton or symptoms of ischemc colfis
ot esume Aloset on Hydrochiordo Table s n patien s who
develop ischemc colts (21 51 52)

RECENT MAJOR CHANGES
Contandtans LackofUndersand g o Patent
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INDICAT ONS AND USAGE
Alosel on Hydrochloride Tatie s are a select ve serolonn 5 HTg an
tagon st indicated only for women v h severe d arfhea predom nant
i table bowl syndrome (1BS) who have

chron G BS symptoms (generaly asting & months or onge )

had anatoric or biochem cal abnormaliies of the gasiroinastinal

ract excuded an

ot esponded adequately to conventional therapy (1)

Severe 1BS includes diarthea and 1 or more of the fllow ng
scuentand st sl psvdcomiont
requent bowel urgency or fecal ncont
ciot iy or st ciom o1 Gl acties s 0188 (1)

OSAGE AND ADMIN STRAT ON
Startng dose s 0.5 mg twico a day (2 1)

May inc ease dose to 1 mg twice a day after 4 wesks if starting
dosage s welltolerated but does not adequately control BS sy
ploms (2 1)

Discontinue Alosstron Hydrochior de Tablets n patients who have
ot had adequate control of IBS s, ater 4 weeks of treat
mentwh 1 mg twice a day (2 1)

DOSAGE FORMS AND STRENGTHS
Tablo s 05.and 1 mg (3)

pation May occ
ot va g e oo beion tous \mDacllun toxc mega

ind rarely blood
ranstusion surgery ar
s Alosetron nms Plegum Jwas mplemented o help reduce isks o serious gas
omas prescribers who have enrolled in he Aloset
o REMS Program based on tht uiderstanding of he benefia and rsks should

tod Fluvoxamine a known st ong nhibilor of CYP1A2 has been shown 1o ncrease mean alose
tron plasma concenirations (AUIC) approximately 6 fod and prolong the ha ife by approximaely
3 f0ld[se0 Drug Intoractons (7 1)]

ons

5
51

Alosairon Hydrochiride Tblets are ncicated
predominant_rritabl yndrome (IBS) who have not responded adequateh

colon and secondary
nadou nav oo ropriad Pk s ncreased 1 ek ons e
aro olderly debiltated or tak ng medications that docreaso bowel
malliy (1)

D scontnue Alosetron Hydrochio ide Tablets immediately if const
paton occurs (5 1

fchemi cots Moy oo 0 sore palen s wibot warnig

ional thrapy [so0 ncicatons ant Usage (1] Betors receiving the '/
al prosr pt on for Alosetron Hydrochlor de Tablets the patient must read and sign
the Patient o for Alasetron Hycrodlor de Tabiets (5

Counsel ng Informat o
Riosaon yeochiors Talts shoid be discontinued mmediaay i pat ents who
develop constipation or symptoms of ischemic colitis Pat en s should mmediately

or Alosetron Hy
drochloride Tablets should not be resumed in patients who develop ischemic colitis

signs
-mamg bloody diarthea new or wo sen g abdom nal pa ) (s 7

i eoits vt such o rectal oedng by darmea. o
new or worsen ng abdominal pan

T reseios lsston Hy oot Tabits. presr bers must bo
enrolled in the Alosetron REMS P ogram and adhere to allcompo
nents of the Program (5.3)

ADVERSE REACT ONS

Most common adverse reactions (nc dence >2% and >placebo) in

cinical studies wero constipationabdom nal d scomfort and pain

nausea and gastrointest nal discomiort and pain (¢

To report SUSPECTED ADVERSE REACTIONS contact Roxane

Laboratories Inc at 1 800 962 8364 or FDA at 1 800 FDA 1088 or
jovimedwateh

DRUG INTERACTIONS
GYP1AZ inhbtors Avod concomtant uses because of ncreased
Gosurs nd hat e of aseton Use wh fuvoam e s cona

Patients who have constipation should immediately contact their prescribor if th
olve after Alosetron Hydrochloride Tablets s discontinued
Patients with resolved constipation shoui osetron Hydrochi

only on the advice of their treating prescriber [see Dosage and Administration (2 1)

Warn ngs and Precautions (5 1) (5 2)]
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1 IND CAT ONS AND USAGE
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beneli s of Alosetron Hydrochior o Tablets n men

2 DOSAGE AND ADM NISTRATION

nereased
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Hepatc mpairment Contraind cated n sovere hepatc mpairment
Use with cauion  patons wih mId o moderte hepates impar

ment )
Geriatrc use_Elderly patients may be at greater 'k for compica
tons of constipaton (85)
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“Sections or subsectons om ted from he full prescribing nformation
are not lsted

Lo T o dos Alosetion yrachiorde Toers shou be

of treatment with 1 mg tice a day
‘Alosetron Hydrochior de Tablats can be taken wh or wthout ood [see Clnical Pharmacology
129

Alosetron Hycroshiorde Tabie s should be discontinued mmediately n pat ents who dovelop.
‘const pat o or signs of schemic colts. Aloset on Hydrochlor de Tablets should not be restarted in

palion s who dovelop schom ¢ colis
Cincal trial and postmarketing experience suggest that debtated patients or pat ents takng
‘add tional med cat ons that dec sase gastro ntestnal molilty may be at greater risk of serious.
1

Therelore
‘Aloselron Hydrochior de Tablels e prescr bed for these patients

of constpaton- herslore approprata caion and folow Up should be exercised { Aloselron Hyd
rochloride Table s are prescribed for hese patients [see Warn ngs And Precautons (5 1]
Patients With Hepaic I

6 ADVERSE REACT ONS
“The fo lowing adverse reactions are descr bed in more detal n other sectons of ho label
n ngs. n

ofeaimen and prsed o 4 105 daye
ring Cincal Tablots During its

e ey
iniered caring n 11 674 Subjoct sxposrse 1 66 compieted oial sudee The ondiions
dosages and duraton of exposure to aloselron hycochiorido tabiels varied between trials and

o h

Warn ngs.
61 Clinical Tr als Experior
Secause clncal vl are conducied undr widely veyng conditons adve o eacin tss

1BS and o her ndications.
In the listng that folows repo ted adverse reactions were class fied using a standardized co

cosenegin o a0
notherdeug e it rfloc the ies cbserved 1 pracics

Paton s Wt r ablo Bowel Syncrome.Tabl 1 sumiarizes adverse reatons from 22 repeat
dose studies n patien s w1 155 who wera treated w i 1 mg of aloset on hydrochlo ide tables.
twice daly for 8 to 24 weks The in Table 1 were_oported in 19% or more of
patients who racelved aloselron hydrochiordo tablets and occurred mo o frequony on alostron

tpaton

Table 1 Adverse React ons Reported in =1% of Patients With Irritable Bowel Syndrome.
and HMore Frequently on Alosetron Hydrochlor de Tablets 1 mg Twice Daily Than
Placebo.

g dictonary Only
hydrochioride abits occued n atIeast 2 patin s and occurred at a greater equency curing
reatment w th alost on hydrochla ide table s than during placebo adm n st aton are presented

rious adverse react ons occurt ng i at least 1 pat ent for whom an investigator belived the o
s reascnalo possbly ral e vt was e b eiment v n soseton docore

han placebo treated pahems aro 80 preseniod
in
2. presentod n descond no ordr o equency The o owing dein(ons ae used. nedoont
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they

ough
wor not nacessa iy caused by t
ve and hemorthage
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‘Alosetron Hydrochlor de Tablets wh a st cker f stinal o pan % o Ghatrontesinal Infoquent Pyposalvatlon cyspeptc symplomsgasirotestinal spasms
Caton Gu i or Alostron Hydhochords Tablets must be g ven 1 the patient ach tme Noseron nal ds ention, % 2 ischemic colts [see Warn ngs and Precautons (5 2)] and gastro niestinal lesions Rare Abnor
Hydrochloride Tablets a e dispensed as required by law No telephone facs mile or compute ized 599"'9':‘3“:" and reflux ?" 2% ‘mal tenderness coliis_ gastrointestinal s gns and symploms procttis diverticulitis positive fecal
m on prescr ptions. temorrholds % % occut blood hype acidity dec eased gast o ntestinal mot |ty leus gastrointestinal obstruc
Jroogiyrpehiimmipshr ] et e cretograrebine !
oosace ronus o staencrs s it oy
o5 mp ot o i o
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e s b4 n e v G 145 ot o e oo e 1 iy Aol e M s and gy and bonoan sl
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41 Const pation
‘Alosetron Hydrochior de Tablets should not be niated i pat ents i h constipation (see War
Procautons (5 1)]
owel or Hepatic Disorders
‘Alosstron Hydrochior de Tablets e contraind cated n patien s wi h a history o the o lowing
chronic or severe const pa on or sequelae from const paton

Wihdrew from the stud o5 due 10 const pat on A though the number of pation s wth 1BS I
i dossion rwdmcmendc ablts 05 m wioo iy 5 sltvly smal (v 249) orly 11% of
hose pat ents reported const pat o and 4% withdrew f om clinical tudies dus to constpation

fents treated wih aloselron hydrochioride tablets 1 mo twice daiy who reported
constipation 75% reported a s of cons pator

Neu ological Infrequent Hypnagogic effec s Rare Memory offects 1 emo s dreams cognitve
functon d sorders. disturbances of sense of taste d sorders of equil ium confusion sedat on
sndyposs s

o Specii Ifsquent Malse and ague cranps pan 1ampo s rauaton deur
vances Fare

g

mode ate n niensty transient
7 nature and eschieiersporaneously wih conined et o an naTupton of
reatment However ser ous complications of const pat on have been reported In clnical studies.

and in postmarkeling evxpsnence Iseo Boxed Warn ng And Warrings And P ecaut ons (5 1) In

Peychaty intioquent Arity Fa o Doprsssiv moocs
oducton Raro

0o reprocasie ioctons and fngl repoducte necions

Skn Infrequent Raro dsor

‘oczema sk inectons dermal s and dermatosis

Studies 1and 2 9% o

scheme coltis

Folowing nter upti
o of treatment 78% of the affected patien s resumed bowel movements w thin a 2 day period and

Grohns d sease or lcerat ve coli s
divertcuis
Severe hepat  impa rment

U ology Infrequent Urnary frequency Rare Bladder nfammation polyu ia and duresis and
u inary tact hemorrhage

Hepatic A &
oot do bl 1 pacabe (15 v 1 ) A Sl cave ol epet1s omaton ALT AT

62
In additon to even s reported n clncal trials he follow ng events have been ident fied during
use of alosstron hydrochloride tables n cln cal practice Becauso they were reported volunta iy

MEDICATION GUIDE

ALOSETRON (a-LOW-zeh-tron)
Hydrochloride
Tablets

Before using alosetron hydrochloride tablets for

me first time, you shoul
Understand that alosetron hydroch\mlde tablets
have serious risks for some peof

+ Read and follow the directions in (his Medication
Guidy

uide
« Sign a Patient Acknowledgement Form

Read this Medication Guide carefully before you sign
the Patient Acknowledgement Form You must sign the
Patient Acknowledgement Form before you start alo
setron hydrochloride tablets Read the Medication Gui
de you get wh each refil for alosetron hydrochloride
tablets There may be new information This Medication
Guide does not take the place of talking with your doc
tor

1.What is the most important information I she

know about alosetron hydrochloride tablets?

. Alosetron hydrochloride tablets are a medi
cine only for some women with severe chronic
irritable bowel syndrome (IBS) whose:

« main problem is diarrhea and

+ 1S symptoms have not been helped enough

by other treatments
B. Some patients have developed serious bo
wel side effects while taking alosetron hydro
chloride tablets. Serious bowel (intestine) side
effects can happen suddenly, including the fol
lowing.
1. Serious

blood transfusions, surgery, and death

king alosetron hydrochloride tablets and call
your doctor right away if you get:
« new or worse pain in your stomach area
(abdomen) or
« blood in your bowel movements
C. Are alosetron hydrochloride tablets right for

ou?
Alosetron hydrochloride tablets may be right
for you if all of these things are true about you:
« Your doctor has told you that your symptoms
are due to IBS

Your IBS bowel problem is diarrhea

Your IBS has lasted for 6 months or longer
You tried other IBS treatments and they did not
give you the reief you need

Your IBS is severe

You can tel it your IBS is severe if at least 1 of the
following s trus for

You have lots of painful stomach cramps or
bloating

You often cannot control the need to have a bo
wel movement, or you have “accidents” where
your underwear gets dirty from diarrhea or bo
wel movements

You cannot lead a normal home or work ife be
cause you need to be near a bathroom
Enough testing has not been done to confirm alosetron
hydrochloride tablets works in men or children under

D. There is a special prescribing program for
alosetron hydrochloride tablets.

Only doctors who have signed up with the Aloset
ron REMS Program should write prescriptions for

of
About 1 out of every 1,000 women who take
alosetron hydrochloride tablets may get serious
complications of constipation These compli
cations may lead to a hospital stay and, in
rare cases, blood transfusions, surgery, and
death. People who are older, who are weak
from illness, or who take other constipating
medicines may be more ikely to have serious
complications of constipation with alosetron hy
drochloride tablets
To lower your chances of getting serious
complications of constipation, do the fol
lowing
« If you are constipated, do not start taking
alosetron hydrochloride tablets
« If you get constipated while taking alo
setron hydrochloride tablets, stop taking
it right away and call your doctor
« If your constipation does not get better
after stopping alosetron hydrochloride
tablets, call your doctor again
« If you stopped taking alosetron hydro
chloride tablets, do not start taking alo
setron_ hydrochloride tablets again un
less your doctor tells you to do so
2. Ischemic colitis (reduced blood flow to
the bowel): About 3 out of every 1,000 women
who take alosetron hydrochloride tablets over
a 6 month period may get a serious problem
where blood flow to parts of the large bowel
is reduced This is called ischemic coliis The
chance of getting ischemic colitis when you take
alosetron hydrochloride tablets for more than
6 months is not known Ischemic colitis may
lead to a hospital stay and, in rare cases,

alosetron tablets As part of signing
up, these doctors have said that they understand
about IBS and the possible side effects of alosetron
hydrochloride tablets They have agreed to use a
special sticker on written prescriptions for alose
tron hydrochloride tablets, so the pharmacist will
know that the doctors have signed up w th the Alo
setron REMS Program No telephone, facsimile, or
computerized prescriptions are permitted with this
program Refills may be wr tten on prescriptions
You'may be taught about alosetron hydrochloride
tablets by your doctor or healthcare provider under
a doctor's direction Your doctor will ask you to sign
a Patient Acknowledgement Form after you read
this Medication Guide for the first time Signing the
Patient Acknowledgement Form means that you
understand the benefits and risks of alosetron hy
drochloride tablets and that you have read and un
derstand this Medication Guide
2. What are alosetron hydrochloride tablets
Alosetron hydrochloride tablets are a medicine only for
some women with severe chronic IBS whose
« main problem is diarhea and
«  IBS symptoms have not been helped enough
by other treatments
Alosetron hydrochloride tablets does not cure IBS, and
it may not help every person who takes it For those
who are helped, alosetron hydrochloride tablets redu
ces lower stomach area (abdominal) pain and discom
fort, the sudden need to have a bowel movement (bo
wel urgency), and diarrhea from IBS If you stop taking
alosetron hydrochloride tablets, your IBS symptoms
may return within 1 or 2 weeks to what they were be
fore you started taking alosetron hydrochloride tablets
Alosetron tablets are not
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for children

3. Who should not take alosetron hydrochloride
tablets?

Alosetron hydrochloride tablets are not right for every

one Do not take alosetron hydrochloride tablets

any of the following apply to you:

Your main IBS problem is constipation or you
are constipated most of the time

You have had a serious problem from constipa
tion If you are constipated now, do not start
taking alosetron hydrochloride tablets.

You have had serious bowel blockages

You have had blood flow problems to your bo
wels, such as ischemic colitis

You have had blood clots

You have had Crohn’s disease, ulcerative coli
tis, diverticulitis, or severe liver disease

You do not understand this Medication Guide or
the Patient Acknowledgement Form, or you are
not willing to follow them

You are taking fluvoxamine (LUVOX®)

4. What should | talk aboul with my doclor before

Talk with your doctor

about the possible henelns and risks of aloset
ron hydrochloride tablet
about how much of a promem IBS is in your life
and what treatments you have tried
about any other linesses you have and medi
cines you take o plan to take These include
prescription and nonprescription medicines,
supplements, and herbal remedies Certain il
nesses and medicines can increase your chan
ce of getting serious side effects while taking
alosetron hydrochloride tablets Other medici
nes may interact with how the body handles alo
setron hydrochloride tablets
about any allergies that you have See the end
of the Medication Guide for a complete list of
dients in alosetron tablets

I'should alosetron
tablets?” about when you must stop taking the
medicine and when you should call your doctor
If you see other doctors about your IBS or side
effects from alosetron hydrochloride tablets, tell
the doctor who prescribed alosetron hydrochio
ride tablets

hydrochloride tablets?
Constipation is the most common side effect among
women with IBS who take alosetron hydrochloride tab
lets Some patients have developed serious bowel
side effects while taking alosetron hydrochloride
tablets. Read the section “What is the most impor
tant information | should know about alosetron hy
drochloride tablets?” at the beginning of this Medica
tion Guide for information about the serious side effects
you may get with alosetron hydrochloride tablets
This Medication Guide does not te | you about all the
possible side effects of alosetron hydrochloride tablets
Your doctor or pharmacist can give you a more com
plete list
Call your doctor for medical advice about side effects
You may report side effects to FDA at 1 800 FDA 1088
7. How should | store alosetron hydrochloride ta
blets?

Store alosetron hydrochloride tablets at 68°F
to 77°F (20°C to 25°C) [See USP Controlled
Room Temperature ]

Protect alosetron hydrochloride tablets from
light and getting wet (moisture)

Keep alosetron hydrochloride tablets and all medi
cines out of the reach of children.

ve use of alosetron hydrochloride tablets

Medicines are sometimes prescribed for purposes
other than those listed in a Medication Guide If you
have any questions or concerns about alosetron hydro
chloride tablets, ask your doctor Do not use alosetron
tablets for a condition for which it was

if you are pregnant, planning to get pregnant, or
breastfeeding

5. How should | take alosetron hydrochloride ta
blets?

Take alosetron hydrochloride tablets exactly as
your doctor prescribes it You can take alosetron
hydrochloride tablets with or without food

Begin wth 05 mg two times a day for 4 weeks
to see how alosetron hydrochloride tablets af
fects you You and your doctor may decide that
you should keep taking this dose if you are do
ing well

Check with your doctor 4 weeks after starting
alc\sslron hydrochloride tablets

If you try 05 mg two times a day for 4
weeks, it may not control your symptoms
If you do not get constipation or other side
effects from alosetron hydrochloride tablets,
your doctor may increase your dose up to 1
mg two times a day

If 1 mg two times a day does not work after
4 weeks, alosetron hydrochloride tablets is
not likely to help you You should stop taking
it and call your doctor

If you miss a dose of alosetron hydrochlo
ride tablets, just skip that dose Do not take 2
doses the next time Wa't unt | the next time you
are supposed 1o take t and then take your nor
mal dose

Follow the important instructions in the sec
tion “What is the most important information

not prescribed Do not share your medicine with other
people It may harm them

Your doctor or pharmacist can give you more informati
on about alosetron hydrochloride tablets that was writ
ten for hea theare professionals You can also contact
the Alosetron REMS Program (toll free) at 1 844 267
8675 or at www AlosetronREMS com

9. What are the ingredients of alosetron_hydro

7 o)

Active Ingredient: alosetron hydrochloride

Inactive Ingredients: lactose (anhydrous), magnesi
um stearate, microcrystal ine cellulose, and pregelati
nized starch

This Medication Guide has been approved by the U.S.
Food and Drug Administration.

Roxane Laboratories, Inc
Columbus, Ohio 43216

10006481/01 Revised February 2015

©RLI, 2015
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