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Read this Medication Guide carefully before you start taking Soriatane and read it
each time you get more Soriatane. There may be new information

The first information in this Guide is about birth defects and how to avoid preg-
nancy. After this section there is important safety information about possible
effects for any patient taking Soriatane. ALL patients should read this entire
Medication Guide carefully.

This information does not take the place of talking with your prescriber about your
medical condition or treatment.

What is the most important intormation | should know ahout Soriatane?
Soriatane can cause severe birth defects. |f you are a female who can get preg-
nant. you should use Soriatane only it you are not pregnant now. can avoid becom-
ing pregnant for at least 3 years, and other medicines do not work for your severe
psoriasis or you cannot use other psoriasis medicines. Information about effects on
unborn babies and about how to avoid pregnancy is found in the next section
"What are the important warnings and instructions for females taking Soriatane?”
CAUSES BIRTH
DEFECTS

DO NOT GET
PREGNANT

‘
‘ What are the important warnings and instructions for females taking Soriatane? ‘
I« Before you receive your Soriatane prescription, you should have discussed |
| and signed a Patient Information/Consent form with your prescriber. This is !
| to help make sure you understand the risk of birth defects and how to avoid |
| getting pregnant. it you did not talk to your prescriber about this and sign the

‘ form, contact your prescriber. |

* You must not take Soriatane if you are pregnant or might become pregnant |

| during treatment or at any time for at least 3 years after you stop treatment
because Soriatane can cause severe hirth defects. !

|'+ During Soriatane treatment and for 2 months after you stop Soriatane treat- |

| ment, you must avoid drinks, foods, and ali medicines that contain alcehol.

“ This includes over-the-counter products that contain aleohol. Avoiding aico- |

I hol is very important, because alcohol changes Soriatane into a drug that may |

| take longer than 3 years to leave your body. The chance of birth defects may ‘
last longer than 3 years if you swallow any form of alcohol during Soriatane |

| therapy and for 2 months after you stop taking Soriatane !
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_* You and your prescriber must be sure you are not pregnant before you start’

Soriatane therapy. You must have negative results from 2 pregnancy tests. A !
negative result shows you are not pregrant. Because it takes a few days after’
pregnancy begins for a test to show that you are pregnant, the first negative i
test may not ensure you are not pregnant Do not take Soriatane until vou :
have negative resutts from 2 pregnancy tests i

The first pregnancy test will be done at the time you and your prescriner
decide if Soriatane might be right for you i

The second pregnancy test wiil usuaily be done during the first 5 days of your
menstrual period, right befare you plan to start Soriatane. Your prescriber may |
suggest another time.

Discuss effective birth controi (contraception) with your prescriber. You must
use 2 effective forms of birth contro! {contraception) at the same time during
all of the following:

« for at least 1 month before beginning Soriatane treatment :
« during treatment with Soriatane i
« for at ieast 3 years after stopping Soriatane treaiment

You must use 2 effective forms of birth control (contraception) at the same !

time even if you think you cannot become pregnant, unless 1 of the follow- |

ing is true for you: |

* You had your womb (uterus) removed during an operation {a hysterectomy)

« Your prescriber said you have gone completely through menopause (the
“change of life") |

« You choose a method called “abstinence”. This means that you are absolutely ‘
certain (100% sure) you will not have sex with a male partner for at least
1 month before, during. and for at least 3 years after Soriatane treatment.

You can get a free birth control counseling session and pregnancy testing
from a prescriber or family planning expert. Your prescriber can give you a |
Soriatane Patient Referral Form for this free session .

You must use 2 effective forms of hirth control {contraception) at the same ‘
time every time you repeat Soriatane treatment. You must use birth control

for at least 1 month before you start Soriatane, during treatment, and at |
least 3 years after you stop Soriatane treatment. !

The following are considered effective forms of birth control’
Primary Forms:

having your tubes tied (tubal ligation}

partner’s vasectomy

1UD (intrauterine device) ,
birth control pilis that contain both estrogen and progestin (combination |
oral contraceptives)

hormonal birth control products that are injected. implanted, or inserted in |
your body |
« birth control patch “
Secongdary Forms (use with a Primary Form): !
« diaphragms with spermicide

« latex condoms with spermicide i
« cervical caps with spermicide !

At least 1 of your 2 methods of birth control must be a primary form. \

If you have sex at any time without using 2 effective forms of birth control |
(contraception) at the same time, or if you get pregnant or miss your period, |
stop using Soriatane and call your prescriber right away. i
Consider “Emergency Contraception™ (EC) if you have sex with a male with- |
out correctly using 2 effective forms of birth control (contraception) at the i
same time. EC is also called "emergency birth control” or the “morning after”

pill. Contact your prescriber as soon as possible if you have sex without using |
2 effective forms of birth control {contraception) at the same time, because :
EC works best if it is used within 1 or 2 days after sex. EC is not a replace- |
ment for your usual 2 effective forms of birth control (contraception) because

it is not as eftective as regutar birth control methods ;

.

.

What should males know before taking Soriatane?

SORIATANE® (acitretin)
You can get EC from private doctors or nurse practitioners. women’s health |
centers. or hospital emergency rooms. You can get the name and phone num- |
her of EC providers nearest you by calling the tree kmergency Contraception .
Hotline at 1-888-NOT-2-LATE (1-888-668-2528) '

i
Stap taking Soriatane right away and contact your prescriber if you get preg- i
nant while taking Soriatane or at any time for at least 3 years after treatment

has stopped. You need to discuss the possible effects on the unborn baby |
with your prescriber. ;

It you do become pregnant while taking Soriatane or at any time for at least !
3 years after stopping Sorialane, you should report your pregnancy to |
Connetics at 1-888-500-DERM (3376) or directly to the Food and Drug®
Administration (FDA) MedWatch program (1-800-FDA-1088). Your name will be |
kept in private (confidential). The information you share wiil heip the FDA and :
the manufacturer evaluate the Pregnancy Prevention Program for Soriatane. i

Do not take Soriatane if you are breast feeding. Soriatane can pass into your

milk and may harm your baby. You will need to choose either to breast feed or |
take Soriatane, but not both. ;

Small amounts of Soriatane are found in the semen of males taking Soriatane.
Rased upon available information. it appears that these small amounts of Soriatane

n semen pose little, if any, risk to an unborn child while a male patient is taking the

drug or after it is discontinued. Discuss any concerns you have about this with
your prescriber

All patients should read the rest of this Medication Guide.

What is Soriatane?

Soriatane is a medicing used to treat severe forms of psariasis in adults. Psoriasis is
- skin disease that causes cells in the outer layer of the skin to grow faster than

normal and pile up on the skin's surface. In the most common type of psoriasis. the
skin becomes inflamed and produces red. thickened areas, often with silvery scales
Because Soriatane can have serious side effects, you should talk with your
arescriber about whether Soriatane's possible benefits outweigh its possible risks

Soriatane may not work right away. You may have to wait 2 to 3 months before
Jou get the full benefit of Soriatane. Psoriasis gets worse for some patients when
ihey first start Soriatane treatment

Sorfatane has not been studied in children

Wha should not take Soriatane?

« Do NOT take Soriatane if you can get pregnant. Do not take Soriatane it you are
pregnant or might get pregnant during Soriatane treatment or at any time for
at least 3 years after you stop Soriatane treatment (see “What are the important
warnings and instructions for females taking Soriatane?”).

Do NOT take Soriatane if you are breast feeding. Soriatane can pass inlo your
milk and may harm your baby. You will need to choose either to breast feed or
take Soriatane, but not both.

Do NOT take Soriatane if you have severe fiver or kidney disease.
Do NOT take Soriatane if you have repeated high blood lipids (fat in the blood)

Do NOT take Soriatane if you take these medicines:

« methotrexate

« tetracyclines

The use of these medicines with Soriatane may cause serious side effects.

Do NOT take Soriatane if you are allergic to acitretin, the active ingredient in
Soriatane. to any of the other ingredients (see the end of this Medication Guide
for a list of all the ingredients in Soriatane), or to any similar drugs (ask your
prescriber or pharmacist whether any drugs you are allergic to are related
to Soriatane).




SORIATANE - (acitretin)

Te!l your prescriber if you have or ever had:

« diabetes or high blood sugar

« |iver problems

* kidney problems

« high cholesterol or high triglycerides (fat in the blood)
« heart disease

« depression

« alcoholism

« an allergic reaction to a medication

Your prescriber needs this information to decide if Soriatane 1s night for you and to
know what dose 15 best for you.

Tell your prescriber about ali the medicines you take, including prescription and
non-prescription medicings. vitamins, and hierbal supplements Some niedicings
an cause serious side effects if taken while you also take Soriatane Some medi-
cines may affect how Soriatane waorks. or Soriatane may atfect how youl other
medicines work. Be especially sure to tell your prescriber if you are taking the
following medicines:

methotrexate

tetracyclines

phenytoin

vitamin A supplements
progestin-only oral contraceptives (" raiipills h]
Tegison - or Tigason {etietinate). Teit yol SCrib
medicine in the past.

» St John's Wort herbal supplement

Tell your prescriber if you are getting phototherapy treatment. Your doses of
phototherapy inay need to be changed to prevent a burn

'
i

How shouid | take Soriatane?
«» Take Soriatane with food

Be sure to take your medicine as prescribed by your prescriber The dase of
Sorjatane varies from patient to patent. The number of capsules you must take is
chosen specially for you by your prescriber This dose may change during treatment

i yoir miss a dose do not double the next dose Skip the miss
sume your nermal schedule

If you take too much Soriatane (overdose). call your local poison control center
o1 emergency 1oomn.

You should have blood tests for iver function. cholesterol and trigiycendes before
starting treatment and during treatment to check your body's response to
Sotiatane. Your prescriber may also do other lests.

Once you stop taking Soriatane. your psoriasis may return Do not treat thls new
nsoriasis with Ieftover Soriatane. it is important to see your prescriber again for
Beatment recommendations because your situation may have changed

.

dose and

What should | aveid whiie taking Soriatane?

- Avoid pregnancy. See “What is the most important information | should krnow
about Soriatane?”. and “What are the important warnings and instructions for
females taking Soriatane?”.

Avoid breast feeding. See “What are the important warnings and instructions
for temales taking Soriatane?”.

Avoid alcohol. Females must avoid drinks. foods. medicines. and over-the-
counter products that contain alcorol. The risk of birth defects may continue for
any form of al iring Soriatane treat-
hat are the important

lomear Hoam 2 unare i o oy
onger than 3 years i you o

ment and for 2 months after stopping Soriatane (see
warnings and instructions for femaies taking Soriatane?”)

Avoid giving blood. Do not donate blood v/hile you are taking Soriatane and for
at least 3 years after stopping Soriatane treatment. Soriatane in vour blood can
harm an unborn baby it your blood is given to a pregnant vioman. Soriatane
does not affect your ability to receive a blood transtusion

SORIATANE® (acitretin)

« Avoid progestin-only birth control pills (" minipills™). Thus type of birth control

pill may not work while you take Soriatane. Ask your prescriber if you are not
sure what type of pills you are using

Avoid night driving if you devefop any sudden vision problems. Stop taking
Soriatane and call your prescriber if this occurs (see “Serious side effects”)

Avoid non-medical ultraviolet (UV) light. Soriatane can make your skin more
sensitive to UV light. Do not use suntamgps, and avoid sunlight as much as pos-
sible. 1f vou are taking light treatment {phototherapy). your prescriber may need
1o change your light dosages to avoid burns

Avoid dietary supp! ts containing vitamin A. Soriatane is related to vita-
min A. Therefore. do not take supplements containing vitamin A. because they
may add to the unwanted effects of Soriatane. Check with your prescriber or
pharmacist if you have any questions about vitamin supplements

DO NOT SHARE Soriatane with anyone else, even if they have the same symp-
toms. Your medicine may harm them or their unborn child

What are the possible side effects of Soriatane?

« Soriatane can cause birth defects. See “What is the most important information
i should know about Soriatane?” and "What are the important warnings and
instructions for females taking Soriatane?

« Psoriasis gets worse for some patients when they first start Soriatane treatment
Some patients have mare redness or itching. If this happens. tell your prescriber.
These sympioms usually get better as treatment centinues. but your prescriber
may need to change the amount of your medicing

Serious side effects. These do not happen often. but they can lead to permanent
harm. or rarely. to death. Stop taking Soriatane and call your prescriber right away
if you get the following signs or symiptems:

Bad headaches, nausea. vomiting, blurred vision. These symptons can be
signs of increased brain pressure that can lead to blindness or even death

Decreased vision in the dark (night blindness). Since this can start suddenty.
you shouid be very careful when diving at night. This problem usually goes
avay when Sonatane treatment stops. If you develop any vision problems or cye
pan stop taking Soriatane and catt yeur prescriber

Depression. There have been some “eports of patients developing mental prob-
lems including a depressed mood. aggressive feelings. or thoughts of ending
their own life (suicidet. These everts. including suicidal behavior. have been
reported n patients taking other drugs similar to Soriatane as weli as patients
taking Soriatane. Since other things may have contributed to these problems. it
15 not known if they are related to Sonatane. 1t 1s very important to stop taking
Soriatane and call your prescriber right away if you develop such problems

Yellowing of your skin or the whites of your eyes, nausea and vomiting. loss of
appetite, or dark urine. These can be signs of serious fiver damage

.

Aches or pains in your bones, joints. muscles, or back; trouble moving: loss of
feeling in your hands or feet. These can be signs of abnormal changes to your
bones or muscles

Frequent urination, great thirst or hunger. Soriatane can affect blood sugar con-
1rol. even if you do not aiready have diabetes. These are some of the signs of
high blood sugar.

Shortness of breath, dizziness, nausea, chest pain, weakness, trouble speak-
ing, or swelling of a leg. These may be signs of a heart attack, blood clots, or
stroke. Soriatane can cause serious changes in blood fats (lipids). it is possible
for these changes to catise blood vessel blockages that lead 1o heart attacks
strokes. or blood clots

Common side effecls. If you develop any of these side effects or any unusual
reaction. check with vour prescriber tc find out if you need to change the amount
of Soriatane vou take These side effects usually get better if the Soratane dose is

reduced ¢ ane 18 sloped

) ! SORIATANE® (acitretin)

*» Chapped lips; peeling lingertip§, palms, and soles; itching, scaly skin all

over; weak nails; sticky or fragile (weak) skin; runny or dry nose, or nose-
bleeds. Your prescriber or pharmacist can recommend a lotion or cream to help
treat drying or chapping
Dry mouth
Joint pain
Tight muscles

Hair loss. Most patients have some hair loss, but this condition varies among
patients. No one can tell if you will lose hair. how much hair you may lose or if
and when it may grow back.

Dry eyes. Soriatane may dry your eyes. Wearing contact lenses ray be uncom-
fortable during and after treatment with Soriatane because of the dry feeling in
your eyes |f this happens. remove yous contact lenses and call your prescriber
Also read the section about vision under “Serious side effects”.

Rise in blood fats (lipids). Soriatane can cause your blood fats (lipids) to rise.
Most of the time this is not serious. But sometimes the increase can become a
serious problem (see information under “Serious side effects”). You should have
blood tests as directed by your prescriber

These are not ali the possible side effects of Soriatane. For more information. ask
your prescriber or pharmacist.

How sh e Soriatane?

Keep Soriatane away from sunlight. kigh temperature. and humidity. Keep
Soriatane away from children.

What are the ingredients in Soriatane?
Active ingredient: acitretin

Inactive ingredients: microcrystalline cellulose, sodium ascorbate. gelatin. black
monogramiming ink and maltodextrin (a mixture of polysaccharides). Gelatin cap-
sule shells contain gelatin. iron oxide (vellow, biack. and red). and titanium diox-
ide. They may also contain benzy! alcohol. carboxymethylcellulose sodium. edetate
calcium disodium.

General information about the safe and effective use of Soriatane

Medicines are sometimes prescribed for purposes other than those listed n a
Medication Guide. Do not use Soriatane for a condition for which it was not
prescribed. Do not give Soriatane to other people. even if they have the same
symploms that you have

This Medication Guide summarizes the most important information about Soilatane
if you would like more information. taik with your prescriber You can ask your
pharmacist or prescriber for information about Soriatane that is written for health
professionals

This Medicatior Gutide has

s\

Food and Drug Administration

Tegison 1 a registered trademark of Hoffmann-La Roche Inc
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SORUVIANE MEDKCATION GADE MUST BE GIVEN TO THE PATIEIT EACH
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: Soriatane (acitretin). a retinoid, is avatable in 10 mg and 25 mg
ration. Chemically. acitretin is all-trans--14-methioxy-2.

nonatatraenoic ack, Y is 3 metabolite of and 1S r
218 g il (visn A1 5 yelow to reeishyelow powger wih 2 molecuarweight of

CHy CH; CHy
Hd [2e e )
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CHO CHy.
Each capsule contais acitretin. microcrystalide celluiose.

monogramming 10K and maltodextin (a midure of potysacchar
Gelatin capsule shells contain gelatin. iron axide (yellow, black, and red). and titaniun di
They may also alcohol, carbaxymethyiceflulose sodium. edetate caicum csod

sodium ascorbate. gelin. black
rides)

: The mechanism of action of Soriatane s unknown
sorption: Oral absorption of acitretin is optimal when given withtood. For
of the folkwing studies. After administation of a
single 50 mg aral dose of acitretin to 18 healthy subjacts, maximum piasma concaitralions
nged from 416 ng/mL) and wece achieved in 2 I
st ||mawd)mt$a\ with increasing dises from
range 47% to 108%) of the admimistecad dos
sftera Single 50 g dose of aciuetn v given 0 12 healty Subects rastusoet
Dusiribution: Acitretin s mofe than 99.9% bound to piasma proteins. primacily albumin
Drug interactions Ethanol): Following ora1 absorption, acitretsi
“:c rer n:‘e;‘smmby s:;v\mm isorMenzation o its 1-cis
itrain relative 1o pa ound is 1ot alteret
o ditast conditions of oral administration of acitretin Both ml EDmpm‘J‘nﬂ aalr‘:; m%!’ﬂ??
rther metabolized 1nto chain-shortened breakdawn products and conjugates, which ge exci
ed Following multiple-dose admirstration of acitretin. steady

Metabolism (see Pharmacokimelic
e

undergoes SiVe T
{cre3ciuet). Tre formation o cis-

y-stale concentrations d aciretin
3

shortened metatilites an conjugaes of acitietin and cis-actetin are
imately excreted i the feces (34% 10 54%) and urin (16% to 53%) The terminal simvnation

multiple-dose administration s 49 hours (range 33 1o % hours).
 the same conditions 1S 63 hows (11 ;
actumukation ratho of the parent compound 1 1.2, that of crs-acitretn is
: Psorasis: In an 8-week study of acitretin pharmacokinetics in patents with

oncentrations of actret
M 10 10 50 mg daily Acitretin plasma

SORIATANE' (acitretin)

evetuate wen 3 suge 106 g ol dase o e s SgStered witout conetent
ingestion_ ahough the formation Of et ate withoul Concurrent ethanol mgestion can-

701 be excluded (see bored CONTRANDICATION S AND WARNINGS). Of 93 evaluabe psoriatc
palients on acitrelin (nerapy 1 Several f0reiGn S K 410 o 80 mgicay). 16% had measurable

Etrelinate has a much onger elimunation hatt-h ¢ compared to that of actretin_ in one Studv
the appatent mean terminal half-ide ater 6 MC yths of therapy was approxmately 120 days
Q:xa:f! %5:‘ m)wu‘m study o‘f” lé’sn lu;s lyoatnd mm;alo, ‘with etretiaate, 9 hat
4 i the 1 12 ogiml) 21 fo

discontinued. The long half.-ite am:‘g be due ﬂ; mm’v;\ ﬁmmmg.m.::fy "

Progestn-only Contraceptives: it has not slablished If there 15 a pharmacokinetic Iner-

1

action between acittetn'and combied oral cortr. scegtives. However,

acitretin interfares with the contraceptive eflect of microcoaed mw"eg": mt"‘“f"‘“ L
mﬂ mitgal’ progesin proparaions are 7ot ! eoommandad (o use wih Soratane 1 is ol
nown wheiher o nonalw mm H'W s implants and injectables. are
CUMCAL STUOES: In two double-blnd controfed stides, Sociatane was admunistered
once daily 0 patients with severe psmm " loas X0 10 20% of 18 Dos‘ymslunau
afea). Al 8 waeks {see Table 1) patients I mAmmewmym
signaticant ments (p <0.05) ret#ve 0 D yeknn and to n the 's global
wummmhwmmdmd asoriaeis (scMing, thickness. and ) In
study B, ditlwences from basaline and from place. o were stakistcaly signicat (p < 6, 05) for all
variabies at both the 25 mg and 50 mq doses. 1t shoudg be noted for Study B that no statistical

g

adjustment for multiplicity was carried
Soristene

SORMTANE " {acitrelin}

Pavents snowld st stasate Dious diing and foi & east 3 vears ollowing terapy bcause

can cause birth defects and viomen ol chiitbearng polential must ol seceive Diaud
fiom patients Dewig trealed with Soratan:
Because of the relationship of Soriatane fo vitaimn A pahents should be advised against taking
otaniin A supplements 1n excess 0f NHTIUMI tecomMended Galy aiowances © aviid possibic
addwve 1oxir effects
Patients shoutd avoud the use of s lamps and excessive Bxposure 1o sunlight (non-medical
UV exposure) because the etects of UV light are enhanced by retnods.
‘Patients should be advised that they mis! ot give theic Sonatape cansules W any cther person
Far Prescribers:
Phototerapy: Significantly lower doses of phototherapy are requiied when Sariatane 1S used

In adults recerving long-term treatment with Soriat
MM ‘performed in view of possible ossification t
REACTIONS). Because the frequency and severity of iatrogenic bony abnormaiily in adults is low,
periodic radiography is only wairanted (n the presence of symptoms or long-term use of
Sonatane ff such disorders arise. the continuation of therapy should be discussed with the
patient o0 the basis of a carefut risk/benefit analysis. {n climical tnals with Soriatane. pat
53 evaluated fo evidence of development

ane, dppropriste avaminatinns
abnormaties (see ADVERSE

ients
or change in bony abnormaiites of the

Tble L EMcacy | ‘mgaite of the 8- Weok Double-Blind Phase
of Sadlos A and 8
A _ﬁ Study _{
Etficacy Variables P; M- : s o
' Placeka | 25 50
N2l | (M= (N=T72] (u-ﬂ (n-%
e Euaton ,
Baseling 4 a
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L.
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Wean Change ’
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Basating /
410 4
Sacain 0 ) a1 420
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Values were stafistically significantly Griferent  rom piagebo and froin baséime (p-0.05)
adyustment for mutipiciy was done for Study t " © e (7009 fo
The efficacy variables consisted Of the mau y severity rating of scale. lesian thickness
etythema, and the physician’s global evalualin  of the current statys of the dissase. Ratings
of “"L"s?f;;’!"‘w’f“ oag?n fesion !(humkneS\ 01 he stings o Ihe glovl assessments were
-point scale (0=none 1+t -ace 2-mild, 3-mild-moderate. 4=

5-moderate-severe. 6=severe). ¢ moserate
A subset of 41 patients from both pivotal stuc ies A and B contifued 10 receve Soriatane i
an open lashion for up lo 24 weeks At the end  { the trealment penod, ail efficacy varables, 35
indicated in Tabié 2. were signiicantly mprave 1 p -0 01) hom baselne, mciuting extent of
Dsoriasis. mean ratings of psoriasis severity and  hysican’s global evaluation

“Tobto 2. Cummary  the This) Guwrs 5 ot Suristane Therapy (28 Wogka)

’Vﬂ“ﬂ- B g
Mean Vol Dy Soriafane Dose (mg) _ | [ Tar
Mean Dorsion: of Thecapy (Weeks) 228

[ Piysician's Gioke! Exaivation nast
Baseline 443
Mean Change From Baseline | 260"

f ="
3aseline 407
Viean Change From Bassline 1 v 242"
[=
aseline 412
Mean Change From Baseline = 266"
ryema T N=132
Baseline 433
ean Crange From Baseline 228

“Indicates that the difterence from basline was :  atisbcally ¢ Wcant (p<0.01}
The efficacy vanables consisted of the me 1 saverity tating of scals, lesion thickness,
e physcians global svaluanos ol the CUTMI status of the disease. Ratings
of scaling. erythema. and lesion thickness ar 1 the ratings of the lobal assessments were
made using @ seven-poit salg (0=none 1- “ace. 2=mig. I=rild-moderate. d=Mmoderate,
S=moderate-severe. 8xsevere).
Al efficacy varables mproved sigriticantly 3 ubset of 55 patients from Study A treated for a
second. 6-month maintenance course of therapy (for a total of 12 months of treatment) a smail
‘subset of patents (n=4) from Study A continuec: 1o improve after a third 6-month course of ther
apy (for a folal of 18 months of treatment)
W AND USAGE: Soriatane 15 ndicate  1or the treament of severe psorasis In adulls
Because of signiticant adverse effects associateg  Vith its use. Soratane should be prescribed only
by those knowledgeable n the systemy yse ¢ fEtinoids. In females of reproductive potential
Soriatane should be reserved or non-pragaat p. who e Unrespansive 10 other therapes o
whose chnical condition contraindicates the . 3¢ of other treatments (see baxed CONTRA-
INDICATIONS AND WARNINGS — Soridtane can  Wse saverd birth defects).
Mos! patients experience relapse of psoriasis - 1ef SCONfinuing therapy Subsequent Courses.
when clinically indicated. have produced efficacy  6SuRS 9iar 10 the inihial course of therapy.
3 Camgory X (se  baed 0
Soriatane is contraindicated in patients with 5. erely impaired bver or kidney function and n
patients with chronic abronmatly elevated biond K values see boxed WARNINGS Hepataxicity.
WARNINGS Lipds and Fussie Carchovasuiar . ™15 G PRECAUTIONS |
An ncreased Tisk of DEPatis has been reporte B0 FESUN Bu LUIHDINGY st L1 IneoNEAaTE
and etretinate. (‘mmwﬁ% the combination ¢ Methotrexate with Soriatane 1s alsa contrainds-
cated (see PRECAUTIONS: Interactions).
Since bath Soriatane and te anes can caue  nCreased intracranial pressure, Iheir combined
mor Coretrt)

e Im‘ems 3 woeks after cessation of therapy.
a -dose study in heaithy young (n=6) and eiderly (n=8) subjects. , two-
rr\crea's: &rd acitretin plasma cmmmm‘:{we seen in L!My sw;{us alM:cﬂ: mmﬂw

concentrations of acitretin were signiticantly (59 3%) lower in :nd-stage
6) when gymwam o m—mmwm Is. foliowng single T mg oral

© 1997.2004 by Connetics Corporation Al ights reserved.

use Is (see WARNINGS . Pseudo:

focal Mepeincyle less and mid ol the 10rtal iracts compatible with acwie raversible
hepatic njury. The 's traasansingst 10vels retened to normal 2 months after
Sertstans was

werd

vertebral column, knees and ankies,
Vertabral Results: Of 380 patients traated with Soriatane, 15% had preeasting abnoimaiites of
the spine which showed new changes of VY“W' of preexisting findings. Changes included
mmws. anterios bridging of spinal vertebrae. difuse dopathic Skelelal typemstosis,
figament ion and nasrowing and destruction of a cervical disc space De novo changes
{formation of small spurs) were seen in 3 patients aftes 1177 o 2'7z yeals

‘Swedetal Aopendicular Results: Six 0f 128 patients treated with Sotiatane showed abaormalities in
#he knees and ankles before reatment that progressed during treatment. In 5. tese changes
wnvolved the formation of additional spurs or enlay it af existing spurs. The sixth patient had
degenerative joint disease which worsenied. No palients ‘spurs de novo Clinical comn
plaints did not predict radiographi changes

Lipits and Poesidie Entocts: Biood lipd snould be performed
before Soriatane is adminstered and again at intervals of 1 10 2 weeks unil the tipd response to
the 1s established, usually within 4 to § weeks. In Famms receiving Soriatane during chical
trials, 66% and 33% experienced elevation in triglycerides and cholesterol. respectively.
Oecreased high density lipoproteins (HDL) occurred in 40% of patients. These etfects of
‘Soniatare were generaily reversibie upon cessation of therapy.
Patients with an inreased tendency to deveion fypertnglycendeaua included those with distur-
bances of lipid metabohsm. giabetes meflitus, obesity. increased alcoho! witake o¢ 3 familial histo
1y of these conditions Because of the risk of hypertriglyceridemia, serum fipids must be more
ciasely imoitored in high-resk patients and during long-term treatment
Hypertriglyceridenia and lowered HDL may increase a patient’s carchovascuial fisk status Although
10 causal relationshin has been established, there have been postmarketing reparts of acule
myocardial miarction o thromnboembokC events in patients on Soriatane tn addition,
tion of serum iriglycesioes to greater than 800 mg/dL has been associated with fatal fuiminant pan-
creatitis. Therefore, dietary medifications. ratuction in Soriatane dase, o drug therapy shouid
e emoloyed to Hs'fukam elevations of trigycerides K, despre per-
tighyCenidemia and low HOL fevels. persist. the discontinuztion of Soriatane shouid bs consdéred.
Dphdheimoiogic Etects: The eyes and visin of 329 patients treated with Sonalane were exam
ined by ophihalmologists. The fingings included dry eyes (23%). irntation o) eyes (9%) and
brow and Iash loss (5%). The foliowing wese reporied in less than 5% of patients: Belfs Palsy.
dlephatitis and/or crusting of lids, blurred vision, conjunctivits, cormeal epitheial abniormality
il oataemrd A picht vicinn thloma_ itei sunc re meliAe mosgar €170 ANALE
papitiedema. photophubia. postericr Subcapsular cataract. recurrenl siieS and subapitheliat
corneal lesions.
Any patient lreated with Sortane who 15 experiencing visual difficultes shouid discontinue the
drug and undergo ophinaimdlags: evaluation
Pancreatifis: Lipis eievations oceur in 25% to 50% of panents trealed with Sariatane.
Triglyceride ncreases sufficien 1o be associated wilh pancreatis are ruch less common
amm?h fatal fulminant pancreatitis has been reported There have been raie feporis of pancre-
atitis during Sociatane thesapy in the absence of hypertriglyceridemia
Psewdolumor Coredri: Soriatane and other retinaids administered ocally have been associated
with cases of pseudotumor cerebei (benign iniracranial ypertensian). Some of these events
yvoived concomitant use of (satretingin and tetracyclines - However, the e
Soriatane patient was not associaled with tetracyline use Early signs and Symptoms include
pagilledema, headache. nausea and vomitng and visual disturbances. Patients with these signs
and symptoms should be examined for papilledema and. it . shoulg discotinue Soriatane
immediatsly and be referred f0r neurologcal evaiuatian and care. Since boih Soriatane and tetra-
%ry\es can nau;)euysncmsen Intracranial pressure. their combined use 15 Contraindicated (s

)

PRECAUTIONS: dniormation for Patients (see Medication Guida Tor 3i) patients and Patienl
AgrssmentAniormed Consent for Femate Patients a1 end of 1
Patients should be instructed 10 read Ihe Medication Guide Supplied as cequired by law when
Soriatane 1s dispensed

of mpradctive potontial: Soriatane can cause ssvers bith dedects. Female patients
must not be pregnant when Soriatane therapy ts inialed. they must not become pregnant winic
taking Sofiatane. and 101 at least 3 years after stopping Soriatane. S0 that the drug can be elimi
naty 2 bl tration that would he associated with an ic/eased incidence of
birth Gefects. Because this Wreshold has not been established for acilietu: 1 amans and
because efmination rales vary among patients. the duration of posttherapy contragephon 10
uate elmination cannot be calculated precisely (sge boxed CONTRANDICATIONS

)

AND

Females of repraductive potential should aise be advised that they must not

of producty containing ethanol whils and for 2 months treat-
meni has boon siscontinged. This aliows for ehmmzton of the acilretin wiich can be convelted

10 etrefinate m the presence of alcoho!

Female patents should be advised that any method af birth control can lai, inchuding tubal
0alion. and that microosed progestin “miniili” preparations afe A0f recoMmended for use with
Soriatane (see CLINICAL PHARMACOLOGY Pharmiacokuetic Druy Interactions) Dala tram one
patient who (ecewved a very low-dosed progestin contraeptive (ievonoigestrer 003 mg) had a sig
nifcant increase of the progesterane leved aftes hree meastiual cycles during acaretn treatment
female patets should SIGN 3 CONSEN form priae 10 heginmng Soratank thecny 1see boxer
LONTRAINDCATIONS AND WARNINGS )

Norsing Mothers: Studies on lactating rats have shown that etretinate 1 exCreted 1 the mitk
There is one prospective case report where acitrelin is reported to be excreted in human mik
Therefore. nursing mofhers should not receive Soriatane prior 1o or durng nursing because of the
potentiai for serious adverse reactions ur nursing mfants,

All Patisats.
mmwwmmwuummnnuwiml-
harm Save been . These events. including sell-njurious behavior, have been rmnd "
patients taking other systemically admimistered retinoxds, as welt a5 in patients taking ane
Since other factors may have contributed o these events. it s not known if they are related to
Soriatane Patients should be counseted to stop taking Soriatane and oty the prescriber
immediatety f they experience psychvalric symptoms

Patients should be advised that a transient worsening of psorass is somelmes seen during the
intial ‘pen should be advised that they may have o wart 2 lo 3 months
before they get the full benefit of Sofiatane. aithough some patients may achieve sigmificant
Improvernents within the tirst 8 weeks of treatment as demonstiated 10 clnical trials

because gtfects on the sratum corneum can increase the risk of erythema
(burning) (see DOSAGE AND ADMINISTRATION). .
Drug inbucactions.

Ethanol: Climcal ww has shown that etretinate can be formed with concurrent ingestion of
acitretin and ethanol (see boxed CONTRAINDICATIONS AND WARNINGS and CLINICAL PHARMA-
COLOGY: Phanmacokinetics).

G I a study of 7 healthy mase volunteers, aciirelin treatment patentiated the bioud
glucase fowering etfect of ghbenclamide (2 sulfonylurea similar to chiorpropamide) in 3 of the
7 Repeatny the siwdy with 6 healthy male volunteers in the absence of amide
did not detect an effect of aciteatin an giucose tolerance Caretul supervision of diabetic patients
under treatment with Soriatane is recommended (see CLINICAL PHARMACOLOGY. Pharna
coknetics and DOSAGE AND ADMINISTRATION),
Hormona) Contraceptives: t has nat been established it these 15 a pharmacokinetic interaction
between acitretin and combined ora) contraceptives. However, (f has been establisned that
itretin the contraceptive effect of microdased in "aumpil” prepacations
icrodosad “mioipil” in preparations are ot for use with Soriatade (see

M

CLINICAL PHARMACOLOGY- Pharmacokinenc Drig Interactions). It 1s not known whether atfier
Lational v . Such as implants and inectaies. are aoequate methods of contra:

ceplion during acitretin therapy.

Methotraxate: An increased risk of hepatitis has been reported to resul ffom combined use of
methotrexate and etretinate m»ﬁwm . the combination of methatrexate with acitretin i also
contrandicated (see CONTRAINDI TN
Phenytom’ It acitretin s given concurrently with phenytoin, the protein binding of phenytom may
be reduced.
Tetracycines. Since both acitretin and tetracycknes can Cause ncreased intracranial pressute, their
comianed use is contraindcatad (568 CONTRANDICATIONS and WARNINGS: Pseuiatumor Gerebrs)
Vitamin A andt oral retinoxs. Concomeart administration of vitamin A and/or other oral retinoids
with agiretn must be avoxled because of the risk of hypervitamines(s A

Thee g  between acitreln and ciroetidine,

L ‘st signicant abnormal laboratory resaits are gblined, either dasage reduction with
cMwmm o Wmmm discontinuation is fecommended, depending on ciincal judgement
Biood Sugar. Some patients regeaving retinoids have experienced problems with blood sugar
control. in adition. new cases of diabetes have been diagnosed during retinoid nmv(_ ncluding
hiabetic ketoacidosis. i diabetics, blood-sugar levels should be monisored very caretulty
Lipids. in chnical studies. the incidence of ia was 66%,
was 33% and that of decreased HDL was 40% Pretreatment and follow-up measurements
should be obtained under tasting conditions_ I is recommended that these tests be performed
weekly or every other waek unti the lipid response to Soriatane has stabikzed (see WARNINGS )
1iver Function Tests: Etevations of AST (SGOT), ALT (SGPT} or LDH were expsrienced by approxi-
mately 1 m 3 patients treated with Sonatane. It is rscommended that these tests be performed
prio 1o mtafion of Soriatane trerapy 3t 110 2-week mtervals unti stable and thereafter al iter
vals as clinically ingicated (see CONTRAINDICATIONS and baxed WARNINGS).

; . A carcinagenesis
Pt g Rk s o il o A e Mg
104 weeks, has been completed. There were no neoplastic lesions observed that were considered
to have been related to treatment with acitretin. An 80-week mwm study in mice flas
been compieled with etretimate. the ethyl ester of acilretin. Blood sevel d2£a obtained during this
study demonstrated that etretinate was metabolized to acitretin and that lood levels of acitretin

etratinaie a1 all times studied in the elretinate m a0 increased incidence of

biood vessel tumors {hemangiomas and scomas at different sites) was notert
in male, but not female, mice at doses approximately one-half the maximum recommended
human therapeutic dose based on a m/m- comparison
Mutagenesis: Acitretin was evaluated for mutageric potential 1t the Ames test. i the Crunese
namster (V79/HGPRT) assay, i unscheduled DNA synthesis assays using ral hepatocytes and
hwman fibroblasts and in a i VIO MOUSE miCron assay No evidence of mutagencity of
acteetin vias demonstrated 10 any of these assays.
impairment of Fertitty"in a fertility study in rats. the fertity of treated animals was not impaired
at the nighest dosage of acitielin tested 3 mo/kg/day (approximately ane-half the maximum
Tecommended therapeutic dose based on a mg/M* comparison). CTAIC taicy studies n dogs
revealed testicular changes {reversible milct to moderate spermatogenic arrest and appeacance of
multinucleated giant cells) in the highest dosage group {50 then 30 mo/kg/day).
No decreases in Spam count or cancentration and no changes in sparm malilty o morphology
were_noted 1n 31 men (17 psonatic palients. 8 patients with disorders of keratinzation
and 6 healtly vnlunmfseegmﬂ 30 to 50 mg/ retin O at least 12 weeks. In these
studies. no deleteriaus effects were seen on roduction, LH or FSH in any of
the 31 men ‘= No deletenous eftects were seen 00 the hypothalamic-piivstary axis in any of the
18 men where it was measured.*"
m’ Teratogenic Effects: Pregnancy Category X (see boxed CONTRAINDICATIONS AND

4 study ih which acirelin was adminstered 1o male fats ony al a dosage of 5 mgiki)Uay
for 10 wweeks (approximate. duration of ofe spermatogen cycie) prior to and during mating
wilh untsealed femabe rats, no teratogenic efiects were abserved m the progeny (see bxe¢
CONTRAINDICATIONS AND WARNINGS for rformation about male s of Soriatane)
Nonteratoganic Etfects. In rats dosed 3t 3 mgrkg/day (approximately one-hait the imaximin
recommended therapeutic dose based 01 a mgim *CoImpXson). shghtly decreased pup SurvivK
and defayed incisor eruption were roted At the next iowest dose tested. 1 moko'day nu
\ieatment-reiated adverse effects were observed
Podiatric Uss: Satety and effectiveness w pediatric patients have not been estabisshed No ch-
Cal Studies have been conducted in pediatric patients Dssification of interosseous hgamenls ans
tendons of the extremities. skeletal fyperostoses . decreases wn bone mineral density and préna-
ture epiphvseal closure have been reported in children taking ofher systemuc retnoids ncluting
atretinate. @ metabolite of Soriatane. A causal relahanship Hetween these effects and Sanatane
135 ot been pstablished While 1 is 7ot known Inat these oCCufrences are More Severe of Mawe
ieguent i childiren there 1s specidl concern  pediatric patients because of the impkcalons for
grawth potential (see WARNINGS. Hypeiostosts)

ic Use: Cincal studies of Soriatane gid not inciude sufficient numbers of subjects aged
65 and over 1o determine respond differently than younger sublects. Other reparted
cfirical expenence has not identihed difterences in responses between the eiderly and younger
mes In :nual dose setection for an elderly patient showld be cautious. usually starting at the
low end of the dosing range. refiecting the mam trequency of decreased hepatic, renal. or cardiac
function. and of concomytant disease or other drug thesapy A twofold increase in acitretin piasma
concentraions was seen in healthy etderly subjects compared with %smnc's although the
hrvmation half-fe did ot change (see CLINICAL PHARMACOLOGY Pogations).
ADVERSE : Hypervitaminosis A produces a wide spectrum of signs and symptoms
primarily of the I ‘negatic and ceniral
neryous systems. Many of the clinical adverse reactians reporfed to date with Sariatane
admnistration resamble those of the hypervitaminosis A syndrome.

Adverse Evental Posimerfeting Reperts: o arklition 10 the even's isted in the {ables for the clincal
trials, the following adverse avenis have been dentified dunng use of Sonatane
Because these events are reported lion

valurtarily from ucertain Size, IS 001 AWaYS
possitie 1 refably eshmate thei traquency of 3 casual retationship 10 dg eXpasure
Cadiovascudar- Acute myocardhal infarction, thiombosmboKS: (see WARNINGS). stroke
Nervous Sysien: Myogatty with peripheral neuropathy has been raportad during Soiatane thera
Py Both conditions improved wilh discontiauation of the drx.
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15 weit 35 i patents taking Sor:atane Since other factors may have contributed
s 2/@TS 1t 13 10T KOV 3t they are ielated to Sonatane isee PRECAUTIONS,
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" - Potassum - Potasstit | time of Sonatane therapy. and for at least 3 years aftes Soviatane treatnient has stoppe
Clinical Tials: During d’sﬁ” trials E;nm Soriatane, 5(3%2./5’(?8 %n) of patients vepoﬂm a ml'a\ - Sodium Sodipm H NTAL
of 3545 advevse events. -hundred sixieen patients {22%] left studies premat i Increased and Increased and [ ) hor-
oSG s O e i o 8 e = Tl | e s s i o
Two of the deaths wefe not drug related { pancreatic adenocarcinoma and lung cancer), the other - Magnesism - Calcium any form of nmn control can fail Th;em ! mus( use 2 umerem menms z\ the. sam;
patient died of an acute myocardial infarction, considered remotely related 1o drug therapy. -Chionge | me. every time | have sexual mnter 1 ot the meshods | chaose 1 buth control
In_glineal umwwmmmmwnmmm ‘Hematologic Increased reased Tocreased ‘{ s mnccmns o tubal hgation llutmlylnq)
{glyceride Jevel - Reticulocytes | - Hematoctit - Bands 1 s INTIAL
The tables below hst by body system and frequency the adverse events reported during clinical - Hmwlwm - Basophis | ' "mp{ tand that the fallowing are considered emcnve forms of burth control;
trials of 525 patiens with SOriasis. s - fzsmowns | mary. T hgaton (tyog ms) partner e p mmrg‘"" Control pis, inectable
. Incr r - Hemalocnt bie/insertablesopical ul control products. and an
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BoLt uICM |70 | 60% b 75% | 26%1050% | 10%to25% WBC Monocytes : , spermicade, which is 3 special cream o jelly that kills sperm.
t Decreased H understand that at feast 1 of my 2 methods of birth control must be a primary method.
i Rigors _Haptoglobin | WTAL
ye Disorvers Xerophthalmia :%mv'mnylws b9t will talk with Ly nrcscmet about any medicines or distary supplements | plan 10 take
Micous Membranes | Cheiitis [Ty Dry mocth ~ Reti culwoq‘/tse i duri ment because hormona birth contral methods (for exampe. birth
Eofetans ; o 3 gomrvl pillsy nuy rnx wovk it am taking certan medicsness or herbal products (for example.
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Skin peeling B’J.. disarder ‘4yﬁfﬁma - LOH 3 - Total bitirutin menapause, | unouwum ] mun iy 2 negative """’"‘8: vesuns wm 1can
Pruntus Pa - SE0T - Direct biliubin | - Totat protein L"g’gm for Wm he firs! pregnancy test shoud prescri
Parnythia - S5GPT - GGTP Increased and prescribe Soriatane. The second Mo be ﬂont during the hrst
| Sk arophy ‘decreased ;{ d:wys of my menswzl p«m rlgm nm ;::un suna\znem apy. Of as ':\dswnlea
H . - prescrider. | on @ fegular basis as instruct
1 L ticky skin cholesterol Seumalurin presciber during my 5“ ‘W - INITIAL i
Table 4. unm %m Clinical Trials [Wiscstineous | Increased, increased: Decreased Tncreased and 12, 1 understand that | should ot start taking Srtae 1 am s ot am ot pregnant
(Some - Triglycerides |~ CPK ~ Fasting biood decreased and fuve negative resuts from 2 pregnancy tests
m Ne525) - Fasting blood S - kon i INTIAL
[N Y - i
o0V SeTEM T 0% T Sugar Dllowmu" 13,1 nzve”v:yad and umsg: the macums my pvescrw n:s“gmn tome, 'g\cﬂmmg |Sr:‘
Body a5 2 whole | Anorexia Alcohol Malaise Renal increased Increased ’ about cor, comm!] s ks 2 ot e ot 1 mm::
£dema intokerance Montlasis — Uric acid ~BUN B8 o o e e s s eor n it OERM (337s)|
Lagu'l[:s e Pmmess muscr:? weakness - Creatinine. 4 4
s ever jeight increase Urinars o 14 | have ~~aived information on emer ontraception (birth control
Increases Infivenza-ike 4 | [WeGimunee } Acelonura Slycosuria | 0y conEetn (<o g .
SO | — »—_‘.‘{,_SXM, RBC i urine. ; 15 1 understand That | may recerve o free comracephive {birth controf) counseting session iﬂd
Cardiovascihit Flushing Chest pain Intermittent - DWnanLy festing My prescrier can give me a Soriatane Patient Reterral Form for this free
Cyanosis claudication OVERDOSAGE: I the event n! acute wevmsage Smmane must be withdrawn at ance. Symptoms
Increased Peripheral of overdose are identical to fe, neadache anc venigo. Tre acute oral o IMTIAL. -
_ N bleeding time _ ischemia toxicity (LD) of aitretin in mn s i 413 Wt vraaw than 4000 mgrkg. ké??”ﬂiﬁ?é&:{.;ép”i’:‘: foningd Couseing from my bresciiber, epeated on 2 reuiar
[EN qaiso see Aorormal gat  Psendntumor I one (eported cass of overdose. a 32-year-oid male with Darier's disease took 21 x 25 g ¢ap Of prsganey conron and benaves associted wit an wcieased ik
va'-/mh i , - Migrane cerebn sules (525 mg single dose). He vomited several hours later but experienced no otner il eftects INITIAL
Neusitis (intracranial mmmwﬂ who have taken an overdose of Soriatane must 7 r understand fhat 1 must stop taking Som\.xne right avay anﬂ calt my prescriber 1t | get
b o hypertension) 1) Have a preonzmy test at the time of overdose: 2 8e counseled as per the boed CONTRA- "'“ ss my menstrual period, st O have Sexual interourse
Eve Disordlers | Abnormat/ Abnrmal Itchy eyes and lids! AND WARNINGS and PRECAUTIONS sections regarding birth defects and contra- gy 2 B Control methads uumu o 3 years after sloppuig
blured vision  visionght acrimaton  Papllede Ceptive use for at Jeast 3 years® duration after the overdose. Swatie et
Db iy Sl PG G 3iics, »ib Thooes is sntossubioct vasiatiois il lix pharinauokuelics. i INTIAL
onunctivitis'  Eye abnormakty | Conjunciral Subepitmeln efficacy e effects with smame A b m common sige attecrs 18 111 do become pregnant whie on Soratane or a any tme witun 3 years o st Soratane
unlation A comeal fesions vt viusimion of cosage is requIred 10 2Cheve SUTFCINT therapeLte: (eSO0nS 1o/ 1on Eamn And Dok ol oy lo Conetacs a1 280 €00 LM 4J47G) o
Comeal epithetal  Photophobia Coreal ufceration while mimmizing side effects. Sonatane therapy shouid be mmateu ao 25 10 50 mg per day. Qiven intormation | share x?l be'mscﬁnf&eén i . rivate} aw}’ ‘1?.”%”7‘”&‘ ; B?Dyf e ‘y??ya Fl ok
abiormaity i a5 a sngle dose wi the main meal, Mamlenance doses of 25 10 50 mg per day may be given  calgie e Fregnancy Revent o Progiam itbel the conosry amthe FOA
I i Ectropion . dependent upon an ndividual patient’s response to initial tyezlmem Relapses may he treated as INITIAL
Gasteowntestinal | Abdominal pan Constpation _ Glossitis cutined for il therapy Aas snswarad ail my questions sbou] Saristane. | wndgreiand tat i is my
s Hemarttods When Soriatane fs used with phototherapy. the prescriber should decrease the phototherapy dose 1ot lo got rvgnant ding Soriatane neatment o for llexst 3 yours ater | sip
Tml‘xgssg dsorder E:guhaqms telen dependent on the patient’s ndividual response {see PRECAUTIONS: Genera). "m” o [,,"5‘2,','“3 my prescriper . _
e o s X iy treat bt S
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d Biliary Hepatic m?cuuu Intormation for Prarmacists: A Soriatane Medcalion Gixde mus! be gen 1o the oatient gach ©@EIVUdaN sigature ot under age 181 Date
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o HOW SUPPLIED: Brown and white capsules, 10 my. imprinted SORIATANE thes of 30
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czena Psonasis aggrava
i Bulmus eruption  Rash Fungal nfection SC\uvuu:rma m‘
»‘ Coldicimy Sebor Furunculasis Skin nodule
skin Skin fissures Harr discotoration  Skin nypemonny
| Dermatitis Skin uiceration | Herpes simplex  Skin disorder
increased Sunburn Hyperkaratoss Sk miabon
sweating Hypertrichosis  Sweat gland
Infection Hypoesthesia disor
Impaired mmg urticaria
B Otitis media Verrucae
! Sy Sennsos™ | Earache Ceruminosis |
1 Omer Taste perversion Deatness
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Penis disorder ‘

3 patients lreated with Soriatane. In
10'nomal exther durig Continuation

PT) or LDH were experienced by
.

Sorat;
DME\'E!DMS of ;GT (SKO\’) ALT 45?5
‘most patient:

in iiver function tests in a significant number of

approximately 1 in
s were slight fo mndeme and returned

or after cesszmn of treatment. In
100 in

Soratane duning ciinecal trials. 56% and 33% experienced eleval
respectively Decroased hvgh density popratemns (J0L) occuried in-40% (s60 wnnumss;
Transien!. usually reversible ekevations of alkaline phosphatase have been observed

Bmwn 'Al\d yellow capsules. 25 ng. vmprinted SORIATANE 25 mq atites of 30 {NGC 830

Sluve between 15° and 25°C (59° and 77°F) Protect from haht. Avoid exposure tu high tempera
tures and humidity atter the botlie 1s opened
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PITENT AGREEMENT/MFORMED leSENT lor FEMALE Patients:
To be completed by the patient, her parent/guardisn® and signed by her prescriber.

Read each item below and initiai i the space provided %o show that you understand each

and agree 1o (oHow YOUr prescriber’s mstructions. Do nol sign this consent and do not ke
is anwything that you do not understand.

*A parent o guardian of a miner patient (under age 18) must also read and

iatane if there

ial each tant

belore sigmng the consent

1Patients Name)

1

@

! unws(anﬂ that there is a very high fisk that my unborn baby couid have severe byt
fects it 1 am pregnant or become pregnant wire laking Soratane i any ameunt even for
srwvl penods of time. Birth detects have alse happened m babies of woren uho became
pregnant after stopping Soriatane treatment
INITIAL
I understand that | must not take Soriatane if | am pregnant.

INITIAL
! understand that | must not become nant while takig Soriatane and ff at least 3 Jear
atter the end of my treatment with SOﬁ:gne o 3mah
1 know that | must avoid b
now must avoid arinks, 008, and memﬁmes sncluding over-the-countst products
that contam alcohol. This 1§ extremely important. because a\cn%m L‘h.‘mge; Soratane |r:‘m0
blood ;r::?z; gﬁ%:::esamn tonger !e Ieave the body. This means the sk ol buth
defects n it mlw any form of aic
detects may st o years y ohol during Soriatane thera
| understang that | gy
urderst must avord sexual intercourse compietely, or | must use 2 separale effec
tive imrr;eswofmbrm ooﬂl‘;'l;e (mnga(cepnon) 31 the same time The oniy exceplion s 11 ! hawe
Temove the wamb {a hysterectomy) or my prescriber has toid me | ke qas
rompm:ly through menopause. Tysttectomy) of my o et e
LIS

| ety explaned to the gaent
e nalte 206 pupae of s Ueatmeni descred above and ihe risks 10 teales of chidhéaring
potential | have ask 1 she has any quesbons regarging ner treatiment with Soratane
o o 68 GRS g 1 S O o SR
»

iber snature.
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Wedication Guide for Patients:

Read this Medication Guide caretully before you S1art taking Sormakae and 1£2d 1 PACh TIMe yOu
et more Soriatane. There may be new nformation

The first information in this Guide 15 aboul bith mm and how 1o v pregnancy Alter this
section theee is ty Information ible effucis (or any pationt taking
Soriatane. ALL patiems should read this entity Mrnuhnu Guide catefolty

Tius indormation does ot take the place of tatleng with yous prescihee about your medical con
il o veatment CAUSES BIRTH

28
2

Wiialis the most imoortant infermiadion ) should know abou! Soriatane? DEFECTS
‘savern birth dtects. if you are a femaie who
can get gregna, you sboud use Soratane anl 1 you ae ol
pregn; pregnant for at least 3 years.
S o medhngs 00 10l work o Y S PSOHSS O You
cannot use ofher psoriasis medcines. informaton auw effects on
anborn mmes and aboul how 10 avoid pregnancy 1s found n the
next section “What are the nportant wartings and msuuchons for 00 NOY GET
tomalns nmq Soriatane?” REGNANT
Wt are e i Sratan? |
* Befors you retaive tiscussed and signed 2
| .r""‘"“'“ -—'v: jeird m You under
‘ mmntummmmum m not talk 1o your
pracriber aboul tis and e lorm, contact m
|+ vom m -u take uu- px'n ‘become pregnant during trext-
ment or 3l .'=-_l_ you stop fruatment becausa Soriztane can
cavie sovary
~ During Sorlatane trastment 3ad for 2 monts atier you stop Soristane trsatment. you must
| wvold drinks, twods, aed sl el . Thix wwhm
1 products that contain aleohol. Avoiding alcohol is very ant, because aicohol canges.
| Soritane wto a drug thal may take I than 3 years 1o leave vour body Ihe chance of |
b birth defects ™y Tast longes than 3 years 1o svalow an foim of conol ung Sodtane
| therapy and for 2 month after you stop taking Sori
You aad youe prescriber st _ n-l bafore you Soriatane ther-
7. You must have negative vesuns from z . A m,qzuve tesult shows you |

e nn\ pregnant Ber.ause it takes a lew aavs after m\m begins for a test to show that
you are pregnant, the tirst negative test ‘ensure you are not regnant Dnnmlakel
Soriatane until you have negative resulls cm 2 pregnancy tests.

= The first pregnancy Sest will be done at the Iime you and your prescribex decide 1! Soniatane
ght be cight for you i

SDRIATANE " (acitretin}

" skcond pregrancy tes v b done di 19 e 1St 5 s of your meastrual |
108 ight belore you plan to mu Sma(ane Your - excriber nay s..uueq another me. |

control (coniracestion
Wu cannol hecome prognaed, wnless 1 of 1h lollowing is trua for you:
M Vw hd Your womb {uterus) vemwen during an operation (a hysterectomy}
= Your wescaber 53 you have gone completely frough meropuse (the “change o tfe”)
*You hoose a method called “abstinence”. This means thal you ase absolutely ceslain
(1006 sure) wuv«ll ot have sex with a male partner for al least 1 month before, during.
3 years aftes Sonatare treatment,

and i at least
o) contol coonzeioy rom » prosurbor
-u‘-'z:""'" o vo e Yo« B Fao Rebrr o

« Discs etiective birth comro! (contraception} with your prescriber. You must use 2 etfec |

1 tive kg of etk conirol (i )nmwnmmulmmmmw \
« for a feast 1 month before beginaing Soniatane treginent I
* durify yeatment with Sariatane |
« 1o alast 3 years after stopping Soviatane treatment 4

* You ma) e 2 ftectiv forms o it )lmcumlnmamnllyw[

Tor it row session.

'hﬂ‘I.leﬂwW (coniracaption) 21 the sama time svery time
you revwel Soriatane ireabmect. You merst Mu-utmmm
T Srsare. g vemest, 3t a1t 3 year ey siop Sori

+Tha foowing are considersd effctive Srms af bir contol

* haviry your tubes tied (tubal igation)
. mms

D wtrauterine device)
. mmmmmcomm both estrogen and progestin (combimation oral contraceptives )

» horonal birth controt producis that are jected, impianted. of inserted in your body
« birthcontrol petch
Stcoany Face (80 w2 Primary Eam):
. Ianmmnm: with spermicide
* oarvial Caps with spevrmclrk

Al jaxt 1 of your 2 metreds of birtk costrol must be a prisaacy Jorm.
.1u-xmnm¢uu-m¢m
‘get progeanl or

-n

F iy mis you porod. 549 : o oot
your puscribet right

+ Consier Conacaption” (EC) i you have sex whh 3

1-—1 » male withoul correctly
using ? eftective forms ol Dirth control ) 8l the same time. ECvsalsnwed
emenaricy bih comod o the “mormg af atter” pill Cnﬂ(afl 1 our pescrier 88 saon

H you have sex without using 2 effective forms of ol {cor mracealm)al
the sane time, because ECwuksneanlsusedmmm Za:ysarm ex. EC 15 not a
replacament for yous usyal 2 effectve forms of birth conlrol (contraception) because it is not
as ettective as regular dirth contral methods
You cn gt € from pinate ¢ doctors or urse practoners wumens mnn genters. msm
tal emsgency OMS. n get the ‘phone number of EC X""
calingthe free mmm Comnczpmn e o 3BT ZARTE it )

* Stop tiing Sartatane e el progrant while 1k
‘u:.hu-un m-‘zlh’!"‘ H“!-llw Yoa need o
nlmunﬂh:’m ‘Yha unborn baby with your grescriber

+ I you 4o becoms ﬂmmhinmh-wlm -r

‘an&nmmmmm (1+860- )

1 Your rame eillo sapt n prwcte conidental. The mlormaton you share vill help the FDA and
mmntzmudummﬁwamyﬁmﬂm Program for

= DO o' take Soristens il you are . Soriatane can pass it your MUk and may
haren vour baby You will need to cnoose sther 10 breas feed o take Sariatane. hut 10t both
Whet shastd maies Koow wekort oG SOratane?
St amounts of Sariatane are found i the semen of males taking Sor waiie: Based upor v
3bie info mation, it appears that these smail amounls of Sonatane w semen pose ltle, it any.
fisk 10 ar uaborn CG While 2 male patient s taking the dug or after ¢ 1s discontined) Drscuss
A0 CONCHMS you have about 1is wih your prescribes
Al aatiwds showd read O rest of this Medicaiion Guide.

What is leriatane?
Sonalant 15 2 medicine used 10 l1zat severe Torems of psOrasrs 1 adufls PSONISIs 18 A sk s
ease Tacauses ol the outer aye of oe sk o o facor thas vl and e u an the
sin's sy lace. in on y9e of psoass, the s ber o fiamed and produces
. Tcaned areds. oen s ery Sctes Beemm an
oo Stiong alk cath your prescriber Soout whether SRS S05si bonetts outen 14
possivle 15k5
Sonatanmay el work right Away You May have 10 wart 2 10 3 mnihs befnre yon get e ful Ber
ol of Soialane. Psorasis gets viotse for Some patiests when they st st Soratane treahment
Sorataik has nol been studied n childrert

Wha shord nat
Do W1 ok Sorinzoe f you can gt gregran. o 1, ke S, vou e rgrart
aught (8t pregn: Soratane ummem f at any time for a1 ley afles yon stop

Soratae ;,m,.m ‘m “What are the miporant warings and wistiEctinns for fersiles taking

DSy, 1l yous Mk and My

.‘kp Sanmvim Lt 10t ot
‘you have savera livet or kidney dis
« Do MOTiake Soriatans if you have repeated high blood llpn!x it b
« Do NOTtake Soriatane it you laks these medicinas. .
« meghdrexate
- teinacches

T e 0 s AP it SUCGU 11 £ SBTIDUS ~1 vffi71¢
+ 0o NOT take Soriatane if you are allergic fo acitrstin. 11 it it » Suisiane 1 o
g of o ol ety (oe: ot 1 s Aoty vl ot 1 i e et

ABNE) 01 0 1 SN rgS LANK 01 furs Y i q”w n
xeal .,u.-;.e.enm to Songtane
Tell your prescriber if you have o ever had
. dl.\bi'le 0 ugh Blow sinjdt Pt SRNe
. « dnession

* denhalisin
e i A e A

Your prescobar 0eeds I itornntion 1 el o Sonatane « it o vl aod fo ke what

a0se s test for you

Tell your prescriber it @l the medicines you Aake, wichiting preseophon and mr\.&mscuuluu
megines, vilanuns. d berbal suppieménts Sume medicines £AN Clse senous Side ol

tken wle you also take Soriatane Sone medicinies inay attect hov Soratane warks o
Sor nay affect how yoir other mcum 105 work 88 especially sure 10 el yous prescriber it

o
you are nm the following medicine:

+ methotexate + Teqson” o Tgase etretmiate)

« tetracydines. Tl e e e o e
+ prenyton i medicing 1

post
+ utamnA supplemests + St Jonn's T e ppio
© progeshy uiiy OrAl COTEICEBLIS { PRI}
W H you e getting photatherapy Ireatmen . Y 057 At photathierapy may
need o te changed Lo prevent a hurn
How shald ?
+ loke Sciatane with food
«Be surt 10 take your medicie as prescribed by your prescriber The duse of Soriatane vares
from e o gt T The aunioer of capsules yuu mus take 1 chosen specilly for you by
your prescnber Thi inge during treatment
T you s gose. ot Sl 1 ot doss SN i Sse dose and eSuE Yot v

SORIATANE (acilreting
st M oo o e
ﬁ""" i r-givcerides before starting !reat
e b Srdiane Your prescriber Ty 450

0 ke o A1 et L g it

¥ou snentld Mave blood tests o i

went an during Vestment fo céch i i

o othe tests - .
tane, youl ;Mms gy fefuer reat Uy new PSoriasis il

g‘vltcme/evvméo«sganuek Irx?wssoy’n?pmm\y\ 5 2 prescaber 3gan for teeatment reconmendalions

because your situalion may have mamea

w

hat shewld | avcid while Laking S%iane
pvaid pregnancy. See “What 1s the most miportant informMatian | Skould know abot
oalaneT and “What are the \mportant warmings and inStuctions tor femaies taking

ulnid foeding. See “What are the impox lant warnings and instructions for females 1aking

Sonatane?”.

m ‘aicoboi, Femaies mus| avoad drinks. loods. medicines. and over-the-counter products
alcohol, Tha than 3 years if you swal-

form of alcohol

* Aveld -only birth contral ‘miaiplils”}. This type of bicth coatro pill may not
work umleym take sonaaane Ask your prescriber if you are not sure what type of pills you

m us
‘vision provlems. Stop taking Sonatane and call

Iﬁ ‘Soriatane can make your Skin o UV

m& as much as. poshﬁe If you m u«m \mm treat-
' L)

(Imm s mmmm *dgul@mnn‘s ks v A et

take conaining vitamin A, because they may add 10 the unwanted effects

‘with your prescriber or pharmacist if you have any Guestions about vitamin

-w #ite, gven If they have the same symptoms. Your
mur\ n choig. ey

2 St woran sum:nsmmrnmmmamxmsu
: i
you

Soristane can cavse bt delects. See “What is the most important information | shoutd

Know. sbodt Sorgiane?" and “Wral are the Important wamings and msincions for emales
taking
+ Psoriasis gats worse: for some patients when they first start Soriatane treabment. Some patients.

mnmmmssum nmmulmmtmmswmm
1Y as treatment continues. nn;medmcmrmhmmoimmum

Sarious side altects. The: hzorzr\ but they can lead to permanent harm, of rarely
o death, Swuhnosamamam your prescriber right away  you get the folowing Signs

o symptoms:
-8 #ovesa, vemiting, blered vision. These symptoms can be Signs of wcrease
prassie il can 1 10 Do o &ven
 Dareored viion m i bindress) Srce s can sar scdenly. you snould be ery
" coned when dvig 3 roh reatment stops {1
develop any vision vmb@ms stop taking m&mscvm
 There have been some mporls ofpalnnlsm oG 3
ressive feelings. or mmgms af ending Reir own Mo (sucie) Thise
been reported m patients mmq other druge smiar o
ontnbuted o
e ot 1o Sortane msvzryurwoﬂamws‘aﬂxak
gt sy it youdovelop such protlems
* Yuliowing of your skin or your eyes, 33uses and vemiting, loss of appelits, or
mm These can be wnsotsumwmdmm
, jolats, mussies, or back; frouble meving, unml-unumyw
z.vmsn can b signs of 2bnosmal changes 10 your bones of muscles.
mﬁ or hunger. Soriatane can anm biood suqar nmm\ even f you
nnnm These are s0me of the signs of figh blood sigar
mum,um #auTEa, chesi pan, waskness. Lrouble Spasking. or sweiling
of 3wy Toese umnmﬂm biood clots, or stroks. Soraiane can Cause
fous changes m (ipds) It 1s possible for these Cranges m cause bioad mssel
mockaues that lead to mrt al|acks sirokes. or plood clots
Coramon =i any of these side effects or any unusual reaction Check
with your Plescrioer 1o o4 400 s 1 change the amourt f Sorglane you e Theee

i

g cfoctsusualy ge ler  the Soatane dc = reuced or Soriatane is St
paims, and soles: itching; scaly skin all over: weak nails
sticky of fragle | Your prescriber or haracis:

) mm o notsdiesds.
can secommand a jolion of cream to help freat drying or chapping
. W ‘muscles
~ Halr toss . Most patients have some hai 1055 but 1his condition varies among pahents Nn one
can tel f L1 weill iose hair, how ITCh hai you may lose of if od when 1t may Qiow b
“Dry iatane ymay dry your eyes. Wearmg contact lenses may be umnmim\an\e duriny
and aer !realmem with Soriatave because of the dry mlmu in yous eyes If tis napens
Temove your canlact lenses and Gl your Brescribes AfSo read the section abot vision undes

). Soriatane can cause yout biood fats (igids) o nise Mast of the me
fhus 15 nol serious. But Somelimes the INCrease Can become a serlous problem (See nlormatic:
under "Serus S8 effects™) Yon Shoulq Bave bioad tests as directed by your prescriner

Thiese are not Al the possihie side Fects af Seutane For more iforsice ask o

0 phattiates)

How should 1 store.

Soristgne?
Koy Sorkians 5 (om Sl 119 10

12 and bunway Keep Sosiatane away from

wnn a1 the ingredients in Sariatane?
Autive gredient. dcibetin

It mgectents, PIOSt il SO
ok e et (0 avrhwe W otk 3
Gude (yeliow. (el e Mapnun Gonide 1Ny 0y

huxvmexwmuulnsg wlmm edetate calcuin (o
General information about the 3ufe and effective use ol Sariatans "
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D nat gse Sorsatane (or 3 condition for itwas xnu peesenbed D6 nob wve Q’V”vlh e T
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