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Overview

Why don’t | see brief summaries in other
types of ads?

Quick & easy regulation primer

The Whole Ad and Nothing but the Whole Ad
What does the brief summary look like?
What can the brief summary look like?



We believe your
car should have
more airbags
than cup holders.
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Here’s an
overactive-

— bladder

|
treatme“t  Dry can be good — and not so good. If your OAB medicine
makes your mouth so dry you don’t feel fike taking it, maybe
time to talk with your doctor about semething different. And that
would be the OXYTROL® Patch. All you do is apply it to your hip,
abdomen, or buttock. The patch delivers the medicine in a low,

VOI.I can steady dose, so you can get all the benefits. Not all the dry mouth.

You should not use OXYTROL If you have certain types of stomach,
urinary, or glaucoma problems. OXYTROL is generally well tolerated.
The most common side effects are application site reactions,

stick dry MW diarrhea, paintul or difficult urination, and

Ask your doctor about the only OAB treatment
that comes in a patch.

H Sea Important patient
with e A
next page. Visit
NIt o 9 ;:’g_ Oxybutynin Transdermal System
@mrsou o, THERE’S ANOTHER WAY
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G AIRBAGS 4 CUP HOLDERS Every new Hyundai Santa Fe comes with  5-star crash test rating. With Electronic
[ [" i six airbags. And four cup holders. In fact,  Stability Control, standard, starting at #21,815!
J the all-new Santa Fe is nicely equipped  Therefore, you can drive anywhere, feel

with two advanced front airbags, two front  safe, be secure, and relax with your soy

= side-impact airbags, and two side curtain  decaf, double vanilla latte. Now, that's good

| airbags-helping it eamn the rare and heralded  thinking. Learn more at HyundaiUSA.com.

America's Best Warranty 10 years/100,000 miles @ HYun D Hl
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—— - = BATHROOM CONFIDENTIAL FROM AVODART ——

“One of these days, he'll actually
come here to buy some gas.”

You probably think you have
a going problem. Instead, it
might be a growing problem.

'you not only have to go to the
bathreom often, but find it's hard
to starl once you gel there, Or see
that you're starting and stopping, or
going often at night, you may have an
enlarging prostate. And you don't have
1o put up with it. Ask your doctor if
Avedart is nght for you. Most medicines
only treat urinary symploms. Avedari,
with time, actually shrinks the prostate
and reduces symploms. So it's an open
road. Sit buck and enjoy the ride.

@ClawSmith Kline

For mory nformasin, caf 1-900-708-8433 o v vosrtcom. 1 s ot v prewcipiion covveage, vk pyrs o, o cll ESS-APIA-NOW (1647200 | (2

Important Safety Information About
Preseription AVODART® (dutasteride):
Avedart 18 used 1o treal urinary symploms
of Enlarging Prostate. Only your doctor
can tell if your symploms are from an
enlarged prostate and not a more serious
condition, such as prostate cancer. See
your doctor for regular exams. Women
and children should not take Avodart,
Women who are or could become
pregnant should not handle Avedars
due to the potential risk of a specific

AVODART

‘Soft Gelatin Capsules 0.5 mg
FOR YOUR GROWING PROBLEM

birth defect. Do not donate blood
until at least six months afler stopping
Avodart. Tell your doctor if you have
liver disease. dvodart may not be
right for you. Possible side effects,
including sexual side effects and
swelling or tenderness of the breast,
occur infrequently. See important
information on pext page.

D you have an enlarglng prostate?
If you have any of these arinary sympéoms,
walk ta your doctor.

» Urination starts  » Symploms ged in

and stops. the way of your life.
* Frequent urge » Cletting up 1o

1o wrinate. urinate 2 or moee
« Difficulty emptying 'S 3 night.

your biadder,




FTC vs FDA

FTC requlates advertising (cars, home
mortgages, mops, etc.)
FDA regulates labeling (all legal drugs,
medical devices, foods)

Memorandum of Understanding - Ads

o FTC reqgulates ads for foods, OTC drugs, non-
restricted devices, cosmetics, dietary supplements

o FDA reqgulates ads for prescription drugs and
restricted medical devices



FDA Regulations

“All advertisements for any prescription
drug...shall present a true statement of
iInformation in brief summary relating to side
effects, contraindications...and
effectiveness.”

21 CFR § 202.1(e)



‘ FDA Regulations

= “...side effects, contraindications” include
side effects, warnings, precautions, and
contraindications, and include any such
iInformation under such headings as cautions,
special considerations, important notes,
etc...”

~21 CFR § 202.1(e)




FDA Regulations

Translation:

o The brief summary should be a

comprehensive look at risk information
related to a drug product

Big Picture:

o FDA Is committed to ensuring access to
accurate and useful information



The Whole Ad

FDA considers the brief summary to be part
of the ad

Adding brief summary does not get you off
the hook

Recent enforcement letters for omission of
risk, despite risk information pages:

o Vitrase, November 2005
o Infergen, March, 2006
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Vitrase

ironida

Virtually
Impermeable
Extracellular Matrix

Clearly
Permeable
Extracellular Matrix

VITRASE" fosirsicine jectis) Orne, 290257 pniomt
Sl lam 3 Ancdey s
mum

-u-m-_---uqﬁi_—
CONTRANZICAT SN

warsa
VR 4 =
S T 0 e 3
it 0 0 g YUY S TR
-
PRECAUTIONS

e

oo Y s T P e e 0 e T

o v 3 63 B o VAT, | £ SN N 5 S 3 e 1 T
F 1| 8 G R TS o WACTERS e A N 3 S

S o0, PETE =Er=——)

Lotariary T

LU s o 1 i | o i
--:'.lu—-—-————n-u-.nm-.

. **
n.-_u-—---—-—x—-m—-_m——.m
PR B S ) A et e 3 o A ¢ e R

'L r-n-—n—-u--———m._-—-
—h- P ST W T Y W T W o
I Lo L
-
Ly e Sl 1 el
- oy Bt @ By ol -y
- s m w s
oy -
s e L
L o Dy
A | - .
i o=
S A 8 et 3 e

-

wm
ezt mewmar < i

Agvinsg
8 = 5 o T U T 8 L PR AT o 3 b
< rac e e i o

4 iz |
e e e 1
VITRASE® jyvarvmtane o pcton o, v £ 17 om0
et mary 1 Prerdey e
WNCATIONS AND UBAGE

o ma

8 o o o 7 e T S G

5 P i e %4 e 4 el st

Ll
Pepeay v
e 4 1. e e | o e P 3 e
it ek --ﬂlttﬁ—-l--—-
—

= e
sk e % rms
e g v 1 et 4 ot e e, s i £ L 5 v

ey m e b e
= o
. i e

Ty T e e s i e | e e e
--w—--o-u-‘— | o ey i—--lul-

i 2 .
IoiTigen Sracy—Propmaary Campery ©

T
o

Lt Sy
I VA i i i el s e o 4 D 4 2 3 e R

o e 4w a1 .
Mo

]
e ;e v

ADVEREE

D e G T v S R

e ey 1 4 S S o8 St g, S et
S o et S W UL S w4 L

mﬁu‘--ﬁm-—wuu-

[E - T

TEEEE

10



Only Infergen’ offers a proven treatment option for the
significant and growing number of nonresponders and relapsers.

You don't have to rewind and retreat with another interferon alfa-2
or watch and wait for a new therapy. It's your move.
Move forward with the unique interferon—biocengineered Infergen,

| Alpha
chermic
| Patie
|In many but not
| ADVERSE REAC

Please see briel summary of prescribing information and references on following naoe

The Conseniui inferfuron

GEN'

Inferferon alfacon-1
A First Choice for a Second Chance

For more information visit www.infergen.com




‘Thimerosal-Free

. ase (hyaluronidase injection) Ovine, 200 USP Units/mL and

\ It raSE (hyaluronidase for injection) Lyophilized, Ovine 6200 USP Units
A Pure Ovine Hyaluronidase Formulation.

Simply Better, Faster Results!

Finally, there’s a
long-acting insulin
that keeps
the same hours
as diabetes

Wi etes or adults and children (6-15 years old) with type 1 diabetes
Better, Faster Results vs Anesthetic Alone. To Order, Call (866) 264-8568 DO NOT DILUTE OR MIX LANTUS WITH ANY OTHER INSULIN OR SOLUTION. 1t v
* Al 10 minutes post-injection, hyaluranidase achieved over 3 times NEW Thimerosal-Free ] =0 R e
as many successful blocks as the anesthetic-only control group
*The first pure, preservative-free, ovine-based hyaluronidase VI tr ase

» Hyaluronidase increases hyaluranic acid permeability and porosity HT ‘I* IS{EU‘\P

Vitrase' (hyaluronidase for injection) Lyophil Ovine, is inds = e A/ ients.
as an ad;uvant 1o increase the absurpunn and dispersion of other Vltrase S i i STk, - e

j d drugs, for hyj lysis, and as an adjunct in subcuta- {yaluronidase fo¢ I'[lg‘ fion) To find out mere, call 1-800-675-3240 or visit www.lantus.com/alm
neous urography for lrnprou-lng resorption of radiopaque agents. Lyophiliz .
The most frequently reported adverse experiences have been 6200 USP Lnits o Y
local injection site I lase has bean reported o Sci f 4 -
enhance the adverse events associated with co-administered drug Pure Science of Time
products. Edema has been most frequently associated with hypo- f;\

dermaclysis. Allergic reactions (urlicaria, angioedema) have been
reported in less than 0.1% of patients receiving hyaluronidase. ]S“‘ www.istavision.com

WORKS ARDUND THE CLOCK WITH JUST GNE SH0T

Fiafarence: 1. Mool b, Treanren B, Acharya FA, Alten K. James M. Flatmoutar grosneeis ma ol of @ AFRnaosean, o : *Based on NRx and TRx. IMS Health, NPA. May-Oete 2002. =y AVI?”“S
Pyshroncass Anesih Avaly. -Mm-mua Finirsn s brinf surmmary of prescrbing nfoemation on nast page. lease see add
TR




Only Infergen’ offers a proven treatment option for the
significant and growing number of nonresponders and relapsers.”

You don't have to rewind and retreat with another interferon alfa-2
or watch and wait for a new therapy. It's your move,
Move forward with the unique interferon—bioengineered Infergen.

Infergen i indicated for the treatment of chionic HCY infection in patients 18 years of age or older with compensated
Iver dsease. Other causes of hepatitis, such as viral hepatitis B or autoimmune hepatits, should be ruled out prior to intiation
of therapy with Infergen

The mast commonly reported adverse events during mitial and subssquent treatment were flulike symptoms (e, headache,
fatigue, fever, myalgis, and rigors).

Alpha interferons; Including Interferan alfacon-1, cause of agoravate fatal or life-threatening neuropsychiatric, autoimmune,
rchemic, and infectious disorders. Patients should be monitored closely with periodic dinical and laboratory evaluations.
Patients with persistently severe or worsening symptoms of these conditions should be withdrawn from therapy, |
In many but not all cases. these disorders resolve after stopping Interferon aifacon-1 therapy, See WARNINGS and |
ADVERSE REACTIONS in full prescribing information

Please see brief summary of prescribing information and references on fallowing page.

Thie Caniensica Inferforcn

et DEN

Inferferon alfacon-]
A First Choice for a Second Chance

For more information visit www.infergen.com
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This fam_i_!y-bf_- id_'tjs:t'-p'ollen-mOIds can

Does your
family's allergy
medicine treat

both indoor and
outdoor allergies?

If not, ask your
doctor about
switching to Zyrtec.

To learn more, visit
www.zyrtec.com or
call 1-800-ZYRTEC-2.

“now tay down wall-to-wall carpeting.

Allergies tend to run in families, Unlike some allergy medicines,
prescription Zyrtec" is approved to treat all your family's indoor
and outdoor allergies. Like grass. Ragweed. Dust. Mold.

And even pet dander.

In fact, no other antihistamine is approved lo treal more allergies than

Zyrtec. Ask your doctor for free samples of Zyrtec pills or syrup.

In adults, the mast commeon side

effect was feeling drowsy. Some N
of the others were feeling tired and ZYRTEC

dry mouith. I children, 2 10 11 years eetirizing HCI

old, some of the side effecls were -
headache and stomach pain. Others Lo u““glw',dm kb
were feeling drowsy and sore throat. (Zur'-tek)

Most were mild to moderate.

Please see important information about Zyriec 5-mg and 10-ma @blets and 1-mo/ml syrup on' the next page.




Professional vs. DTC

Regulations do not distinguish

Historically, approved physician labeling was
reprinted as brief summary

14
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My aroxXyzZine. PHEGAU 1 TUNS AcUvities Hegun
reportied in some patients taking ZYRTEC due c<
dangerous machinery. Concurrentt use of ZYRTE!
reductions in alertness and additional impairme

significant interactions have been found wil
erythromycin. was a small decrease in the c
larger theophylline doses could have a greater effex
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Professional vs. DTC

Regulations do not distinguish

Historically, approved physician labeling was
reprinted as brief summary

When broadcast started, brief summary also
used as part of adequate provision in 1997

17



Briet summary draft guidance

Published February 2004

Main points:
0 Using physician labeling is OK, but not
preferable

o Most serious and most common risks are
essential

o Request for comment and research
a2 Format options

18



Format Options

Approved Patient Package Insert

o Often, but not always, in Q & A format

19



L
Patient Information

9084220

SINGULAIR® (SING-u-lair) Tablets, Chewable Tablets, and Oral Granules
Generic name: montelukast (mon-te-LOO-kast) sodium

Read this information before you start taking
SINGULAIR® Also, read the leaflet you get each time
wou refill SINGULAIR, sinca thers may be new in

in tho leaflet since the last time you saw it This leaflet
doas not take the place of talking with your

about your medical condition andlor your treatment.

What is SINGULAIR*?

+ SINGLLAIR is a medicine callad a leukotriene recaptor
antagonist. It works by blocking substances in the
bedy called Ioubolllam Blocking leukotrianes
improves asthma and allergic rhmms. SINGULAIR is
not a steroid. Studies have shown that SINGULAIR
does not affect the growth rate of children. (See the

= Take SINGULAIR onca a day, at about the same
time each day.
* Take SINGULAIR avery day for as long as your
doctor prescribes it
- :bu may take SINGULAIR with feod or without
ood.

How should | give SINGULAIR oral granules to
my child?

Do not open the packet until ready to use.

SINGULAIR 4-mg oral granules can be given:
* directly in tha mouth;
= dissolved in 1 tesspooniul {5 mL) of eold or room

end of this leaflet for bout asthma
and allargic rhinftis.)

SINGULAIR is prescribed for the treatmant of asthma
and allergic rhinitis:

1. Asth
SINGLILAIR should b used for the long-term
management of asthma in adults and children
ages 12 months and older.

Do not take SINGULAIR for the immediate relief
of an asthma attack. If you get an asthma attack,
you should follow the instructions your doctor
gave you for treating asthma atiacks.

2. ﬂllugi: Rhinitis.
SINGULAIR is used to help control the symptoms
of allergic rhinitis {snmlngi stuffy nose, runny
nase, iiching of the nose). SINGULAIR is used to

* troat seasonal allergic rhinitis (outdoor allergies
that happen pan of the year) in adults and children
ages 2 years and older, and perennial allargic
rhinitis Undoomlerglssthtl happen all year] in
adults and children ages & months and older.

Who should not take SINGULAIR?

Do not take SINGULAIR if you ara allergic to
SINGULAIR or any of its ingredients,

formula or broast milk:
= mixed with a spoonful of ene of the following
soft foods at cold or room temperature:
uca, mashed carrots, rice, or ice cream.

e sure that the entire dose |s mixed with the food,,
baby formula, or breast milk and that the child is given
the antire spoonful of the food, baby formula, or breast
milk mixture right away :wmm 15 minutes).

Nnnrmnlng | granules mixed
with food, baby formula, or breast milk for use ata
later tima. Throw away any unused portion.

Do nat put SINGULAIR oral granules in any liquid

d|lnt other than baby formula or breast milk.
Haweavear, your child may drink liquids after swallowing

the SINGULAIR oral granules.

What Is the dll\r dose of SINGULAIR for asthma or
allergic rhinitis?

For Asthma (Take in the evening):
* One 10-mg tablet for adults and

Rarely, asthmatic patients taking SINGULAIR have
tIncluch i

that de not go away or that get worse. Thesa occur
usuglly, but not always, in patiants who wera taking
staroid pills by mouth for asthma and those stercids
were belng slowly lowered o1 stopped. Although
SINGULAIR has not been shown 1o causa this condition,
you must tell your doctor IlnM away if you get one

or more

50 Symptom:

afeeling of pina and needles or numbness of
arms or legs .

a flu illnass

rasi
sovare inflammation {pain and swelling) of the
sinuses [sinusitis)

Thesae are not all the possible side effects of
SINGULAIR. For more information ask your doctar
or pharmacist

Talk to lnur doctor if you think you have side effects
from taking SINGULAIR.

General Information about the safe and effective use
of SINGULAIR

that are not mnmlnnad in patient |l|iormsl|or| Isaﬂaln.
Do not use SINGULAIR for a condition for

wasa not prescribed. Do not give SINGLILAIR to a!hel
peaple even if they have the same symptoms you
have, It may harm them. Keep SINGULAIR and all
medicines cut of the reach of children.

Storn SINGULAIR at 25°C (77°F). Protect from meisture
and light. Storo in original package.

o P— —— INGUILAIR.

15 yoars of age and older,
* One 5-mg chewable tablet for children 610 14
years of age,
* Onadamg chawable tablot nrompadmluu-mg
for childran 2
* One packet of 4-mg oral gmnulon for d'uldrun
12 to 23 months of age.

The i in SINGULAIR k& Allergic Rhinitis (Take at about the same time
each day):

Saeo the end of this for a list of all the i * One 10-mg tablet lo( udulls and adolescents

in SINGULAIR, 15 years of age and older,

What should | tell my doctor before | start taking
SINGULAIR?

1‘ell fr.u-ranm uboul
you am{mgnam or plan to becomae
agnant, SINGULM may not be right for you,
« Breast-feeding: If you ara breast-feeding,
SINGULAIR be passed In\ruurmllkm your
baby. You should consull yeur doetor before taking
SINGULAIR if you are breast-feeding or intend

to breast-faed.

* Madical P les: Talk about any
medical problems or allergies you have now or
had in the past.

* Other Medicines: Tell your doctor about all

tha medicinegs you wks including prescription

aupplem ents, Some medicines may affect how
SINGULAIR works, or SINGULAIR may affect
how your other medicines work,

How should | take SINGULAIR?

For adults and children 12 months of age and older
with asthma:

Take SINGULAIR gnce a day in the evening.

Take SINGULAIR avery day for as long as your
domrpmcﬁbes it, even if you have no asthma

\'bu may ldelNGIJLAIR with food or without food.
If yeasr asthrma mm e WOrse, or l(\mu mmn

asthma attacks, call \ﬂ:mr doctor right away.
Dn not take SINGULAIR for the immediate relief of
in asthma attack. If you get an asthma attack, you

s'hould follow the instructions your doctor give
xcm for treating asthma attacks.

Iwarys have your inhabed rescue medicine for
asthma attacks with you.
Do not stop taking or Mﬂn dmufwoﬂ\w
asthma medicines unless your doctor tells you to.
I your doctor has prescribed a madicine for you
to use before exercise, keep using that medicine
unless your doctor talls you not te.

.

For adults and children 2 years of age and older
* with seasonal allergic rhinitis, or for adults and
children 6 months of age and alder with

One 5-mg dmhle!alﬂal for children & to 14

rs of age,

& 4-mg chewable tablat for children 2 to 5 years
of age, or
One packet of 4-mg oral granules for children
2to 5 years of age with seasonal ullerulr.' l‘hlnl‘l’u
or for children & months to & years of age with
perennial allergic rhinitis.

What should | avoid while taking SINGULAIR?

.

ll wou would like lnoru lnlu(melmn. tarlk to your

dector. You can ask your pharmacist or doctor for
information about SINGULAIR that is written for
health profassionals.

‘What are the ingredients in SINGULAIR?
Active ingradient: montalukast sodium

SINGULAIR ntai a
source of phenylalani

Fhenylketonurics: SINGULAIR 4-myg and 5-mg chewable
tablets contain 0.674 and 0.842 mg pheﬂ\flalanlna,
respactivaly.

|nlﬂl\0‘!' ingredients:

= mannitol, ydroxypragyl
cellulose, and magnuslum staarate,
+ 4-mg and 5-ma chow blets: i
red farric oxide, croscarmellose sodium, charry
flavor, aspartame, and magnesium stearata,
*+ 10-mg tablet: microcrystalline collulose,

If you have ssthma and if your asthma is
by aspirin, continue to avold aspirin or other

| cellulose, i Meerm,

callad nen-stargidal anti-inflammatory drugs while
taking SINGULAIR.

‘What are the possible side effects of SINGULAIR?

The side effects of SINGULAIR ara usually mild, and

generally did not causs patients to stop taking their

medicing. The side effects in patients treated with

SINGULAIR were similar in type and frequancy to
sida effects in patients who were given a placebo

{a pill containing no medicine).

The most common side effects with SINGULAIR inchede:
stomach pain
stormach or intestinal upsat
heartburn
tiredness
fever

cough

Tl

upper respiratory infection
e55

headache
rash

CE I
% a
i3 &3
2
H

Ls ide effects that have

SINGULAIR includa (listed alphabatically):
agitation including aggressive behavior, allergic
reactions (including swalling of the face, lips, tongue,
andior throat, which may causa trouble breathing
or swallowing), hives, and ftching, badivivid dreams,
increased bleeding tendency, bruising, diarrhea,
drowsinass, hallucinations [seeing things that are
not there), hepatitis, indigestion, inflammation of
the as, joint pain, muscle aches and

allergic rhinitis:

* Registared trademark of MERCK & CO., Inc.
COPYRIGHT © 1898-2005 MERCK & CO., Inc.
All rights resarved

Friuscle cramps, nauses, palpuuluns, pins and needles!
izures
fits], swalling, trouble slllmm and vomiting.

hydroxypropyl methylcelluloss, titanium
dioxlide, red farric oxide, yellow ferric oxido, and
carnaubs wax.

What is asthma?

Asthma is a continuing (chronic) inflammation of the
bronchial passageways which are tha tubes that carry
air from outside the bedy to the lungs.

Symptoms of asthma include:
* coughing
. whming
= chest tightness
+ shortness of breath

What is allergic rhinitis?

= Seasonal allergic rhinitis, also known as hay fever,

is triggered by outdoor allergens such as pollens
from Irees, grasses, and weads.
Parennial allergic rhinitis may eccur year-round
and is ganaerally triggered by indoor allorgens such
as dust mites, animal dander, andfor mald spores.
* Symploms ofallerglc rhinitis lru\l includa:

+ stuffy, runny, andior itchy nose

* sneezing

R only
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prostate to:

+ Improve symptoms

« Reduce the risk of acute urinary retention (a complete
blockage of urine flow)

« Reduce the risk of the need for BPH-related surgery

AVODART is not a treatment for prostate cancer. See the end

of this leaflet for information about how AVODART works.

R e R R = o LEANE
‘Who should NOT ODART?
Women and children should not take AVODART. A woman
wh s pregnant or capable of becoming pregnant should
not handle AVODART capsules, See “What are the special
warnings for women about AVODART?"

+ Do not take AVODART if you have had an allergic reaction
to AVODART or any of its ingredients.

; ’ R
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AVODART? = = :

= Women should never take AVODART.
« Women who are pregnant or may become pregnant should
not handle AVODART Capsules. If a woman wha is pregnant
with a male baby gets enough AVODART into her body
after swallowing it or through her skin after handling it.
the male baby may be born with abnormal sex organs.

2 UL FA WL Lo SR 5

« Men treated with AVODART should not donate blood until
at least 6 months after their final dose to prevent giving
AVODART to a pregnant female through a blood transfusion.

= Tell your doctor if you have liver problems. AVODART may
not be right for you.

oy

+ Take 1 A\JOD]&RT capsule once a ;z{y,

« Swallow the capsule whole.

» You can take AVODART with or without food.

« If you miss a dose, you may take it later that day. Do not
make up the missed dose by taking 2 doses the next day.

+ You may find it helpful to take AVODART at the same
time every day to help you remember to take your dose.

@ GIaxoSrﬁithKiine
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Possible side effects are impot ble ge
an erection), a decrease in libido (sex drive), enlarged breasts,
a decrease in the amount of semen released during sex, and
allergic reactions such as rash, itching, hives, and swelling of
the lips or face. These events occurred infrequently.
Talk with your doctor if you have questions about these
and other side effects that you think may be related to
taking AVODART,

ore AVODART?
AVODART is a soft gelatin capsule that may become soft

and leak or may stick to other capsules if kept at high
temperatures. Store AVODART capsules at room temperature

of 77°F (25°C) or lower. ) :

If your eapsules are cracked or leaking, don't use them, .

and contact your pharmacist.

e TS —

' General information about AVODART. -

» Do not use AVODART for a candition for which it was
not prescribed.

» Do not share your AVODART.

+ Ask your doctor about how often you should return for
a visit to check your BPH.

+ A blood test called PSA (prostate-specific antigen) is
sometimes used to detect prostate cancer. AVODART
will reduce the amount of PSA measured in your blood.
Your doctor is aware of this effect and can still use PSA
to detect prostate cancer in you.
1f you have questions about AVODART, ask your doctor or
pharmacist. They can show you detailed information about
AVODART that was written for healthcare professionals.

|/ How does AVODART workz

Prostate growth is ausé& by a hormone in the blood called
dihydrotestosterone (DHT). AVODART lowers DHT production .

SERPREREREE 1 i i
%S&&é@%ﬁ in the body, leading to shrinkage of the enlarged prostate in

maost men. Just as your prostate became large over a long
period of time, reducing the size of your prostate and
improving your symptoms will take time. While some men
have fewer problems and symptoms after 3 months of
treatment with AVODART, a treatment period of at least

& months s usually necessary to see if AVODART will work
for you. Studies have shown that treatment with AVODART
for 2 years reduces the risk of complete blockage af urine
flow (acute urinary retention) and/or the need for surgery
for benign prostatic hyperplasia.

 Manufactured, by Cardinal Health
Beinheim, France for
Research Triangle Park, NC 27709
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Format Options

Approved Patient Package Insert

o Often, but not always, in Q & A format

Consumer-friendly highlights

o Content and Format Rule, January 2006
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
Fantom safely and effectively. See full prescribing information for
Fantom.

FANTOM (motnaf) INJECTION
Initial U.S. Approval: 2003

WARNING: ANAPHYLAXIS
See full prescribing information for compliete boxed warning
. Anaphylaxis and severe hypersensitivity reactions, some of which
were fatal, occurred in 2-4%o of patients (5.1).
. Premedicate patients with a corticosteroid, diphenhydramine,
and an H? antagonist (2.4, 5.1)
. Fatal reactions have occurred despite premedication (5.1)

INDICATIONS AND USAGE————————————

Fantom is an antineoplastic indicated for:

Advanced Carcinoma of the Ovary (1.1)

s  First-line, in combination with cisplatin, and as subsequent therapy
for the treatment of advanced carcinoma of the ovary.

Breast Cancer (1.2)

e  After failure of combination chemotherapy for metastatic disease or
after relapse within 6 months of adjuvant chemotherapy. Prior therapy
should have included an anthracycline unless clinically
contraindicated. Fantom has not been shown to be beneficial in
patients with estrogen and progesterone-receptor-positive tumors.

s  Adjuvant treatment of node-positive breast cancer following
doxorubicin-containing combination chemotherapy.

DOSAGE AND ADMINISTRATION-—-------------

Fantom should not be prepared or administered using PV C containers and

administration sets.

Advanced Carcinoma of the Ovary (2.1)

Previously untreated:

. 135 mg/m’ over 24 hours or 175 mg/m? over 3 hours followed by
cisplatin 75 mg/m’ every 3 weeks

Prior chemotherapy:

. 135 mg/m’ or 175 mg/m” aver 3 hours every 3 weeks

Breast Cancer (2.2)

After failure of combination chemotherapy for metastatic disease or after

relapse within 6 months of adjuvant chemotherapy:

. 175 mg/m* aver 3 hours every 3 weeks

Adjuvant treatment of node-positive breast cancer:

. 175 mg/m? over 3 hours every 3 weeks for 4 courses, giveniafter
doxorubicin-containing combination chematherapy.

Premedication (2.4)

¢  Dexamethasone 20 mg PO 12 hours pretreatment

¢  Diphenhydramine 50 mg IV 30 minutes pretreatment

¢  Cimetidine 300 mg I'V or Ranitidine 50 mg I'V 30 minutes
pretreatment

See full prescribing information for subsequent courses (2.3) and IV

administration instructions (2.5).

. 50 mg/5 ml multidose vial (3)
. 100 mg/10 ml multidose vial (3)

History of hypersensitivity to Fantom or other drugs formulated with
Xenophor XL (polyoxymethylated sunflower oil). (4)

Anaphylaxis and hypersensitivity reactions (5.1)

Bone marrow suppression, primarily neutropenia (5.2)

Severe conduction abnormalities in < 1% of patients (5.4)
Hypotension, bradycardia, and hypertension (5.4)

Peripheral neuropathy, in some cases severe (5.6)

Injection site reactions, including delayed and recall reactions (5.7)

Most common adverse reactions (50%) are neutropenia, alopecia, anemia,
peripheral neuropathy, myalgia/arthraleia, and nausea and vomiting (6).

To report SUSPECTED ADVERSE REACTIONS, contact
(manufacturer) at (phone # and Web address) or FDA at 1-800-FDA-
1088 or www.ldagoy/medwatch

e . Cisplatin may decrease clearance of Fantom, which can result in
severe myelosuppression (5.3, 7.1)

s  Drugs metabolized by cytochrome P450 isoenzymes CYP2C8 and
CYP3A4 may decrease clearance of Fantom (7.2)

+«  Doxorubicin levels may be increased (7.3)

e  Fantom can cause fetal harm when used during pregnancy (5.8, 8.1)

. The concentration of dehydrated aleohol in the Fantom vehicle may
cause CNS toxicity in pediatric patients when Fantom is administered
over a short period of time (5.5, 8.4)

See 17 for PATIENT COUNSELING INFORMATION.
Revised: 5/200X

FULL PRESCRIBING INFORMATION: CONTENTS*
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Other formats?

FDA recognizes other ways to present
iInformation may be appropriate

Currently conducting research

Happy to review new brief summary formats
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Contact Information

Division of Drug Marketing, Advertising, and
Communications

Food and Drug Administration
10903 New Hampshire Ave., Bldg 22
Silver Spring, MD 20993-0002

phone (301) 796-1200
fax (301) 796-9878
amie.braman@fda.hhs.gov
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