CONCERTA® DELIVERS

 RESULTS THAT MATTER

IN CHILDREN WITH OR WITHOUT COMORBIDITIES

Provides comparable ADHD symptom reduction in patients with and without

comorbid 0DD/CD symptoms*

Community School Teacher IGWA Conners Inattention/Overactivity
Mean Scores With CONCERTA® (n=95)"*

B ADHD Chly (n=58)
B ADHD/ODD/CD (n=37)
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CONCERTA® should not be taken by patients with: significant anxiety, tension,
or agitation; allergies to methylphenidate or other ingredients in CONCERTAS;
glaucoma; Tourette’s syndrome, tics, or family history of Touretie’s syndrome;
current/recent use of monoamine oxidase inhibitors (MAOIs). Children under
6 years of age should not take CONCERTA®. Abuse of metlylphenidate may
lead to dependence.

CONCERTA” should not be used to treat normai fatigue or severe depression.
Use with caution in patients with psychesis, history of seizures/EEG
abnormalities; and hypertension. CONCERTA® shouid not be used in patients
with pre-existing severe gastrointestinal narfowing ot known-structural cardiac
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in the CONCERTA® arm of 95 pafients, 39% had ODD and/or CD symptoms.’

- Patients with comorbid ODD andfor CD symptoms responded comparably

to those who had ADHD only.

6 7% af gatients received CONCERTA® 36 or 54 mg.*

Qppositional/ Defiant subscales of the IOWA Conners Rating Scale scotes ars ranked from
0 to 15 {most deviant),

*ODD=0ppositidrial Defiant Disorder; CD=Canduct Disorder.

! A randoniized, double-blind, paraliel-group, 4 week study i patients with ADHD, aged G to 12‘years.
All patients were known responders to stimulants

abnormalities. Methylphenidate may produce difficulties with accommodation
and blurring of vision. Hematologic monitoring 1s advised during prolonged therapy.

The most common adverse events reporied in children aged 6 to 12 years
receiving up to 54 mg were headache (14%), upper. respiratory tract infection
(8%), abdominal.pain {7%), vomiting (4%), loss of appetite (4%), insomnia
(4%}, increased cough (4%), and pharyngitis (4%). The most common adverse
events reporied in adolescents receiving.up.to 72 mg were headache (9%),
accidental:njury (6%), and-insomnia (5%).

Please see full prescribing information available at this booth.

For attention deficit hyperactivity disorder (ADHD)
ONCE-DAILY
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IN ADOLESCENTS WITH ADHD

Reduces conflict with parents
Mean Change From Baseline in Parent-Chitd Confiict lndex After 2 Weeks (N=175)**
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The most common adverse events reported in adoleseents receiving up 1o 72 mg
were headache (9%), accidental injury (6%), and insomnia (5%): The most
common adverse events reported in children aged 6 to 12 years receiving up to
54 mg were headache (14%), upper respiratory tract infection (8%), abdominal
pain:(7%), vomiting (4%), loss of appetite (4%), insomnia {4%), increased cough
(4%), and pharyngitis (4%).

CONCERTA® should not be taken by patients with: significant anxiety, tension,

or agitation; allergies to methylphenidate or other ingredients in CONCERTA®;
glaucoma; Tourette’s syndrome, tics, or family history of Tourette's syndrome:
current/recent use of monoamine oxidase inhibitors (MAQIs), Children under
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CONCERTA® significantly reduced conflict between adolescents with
ADHD and their parents.'

Significantly improved behavior and compliance with family rules as
rated by parents.

65 % of patients reveived CONCERTA® 54 ov 72 mig?

*A randomized; double-blind, multicenter study fn adoleseent patients with ADHD, aged 13 to 18 years
Patients (N=175) feceived CONCERTA* 6r placebo ad for 2-weeks during the double-biind perod.

6 years of age should not take CONCERTA®. Abuse of methylphenidate may
lead to dependence.

CONCERTA® should not be used to treat normal fatigue or severe depression. Use
with caution i patients with psychosis, history of seizures/EEG abnormalities,
and hypertension. CONCERTA® should not be used in paticnts with pre-existing
severe gastrointestinal narrowing or known structural cardiac abnormalities.
Methylphenidate may produce difficulties with accommodation and blurring of
vision. Hematologic monitoring is advised during profonged therapy.

Please see full prescribing information available at this booth:

For attention deficit hyperactivity disorder (ADHD)
ONCE-DAILY
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to GPA

T0 HELP CHILDREN IMPROVE THEIR ACADEMIC PERFORMANCE

CONCERTA® helps children improve academic performance throughout the day

Mean Percentage of Math Problems Correct as Reported by
Laboratory School Teachers (N=67)*!
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The-most common adverse events reported in children aged 6 to 12 years
recelving up to 54 mg were headache (14%), upper respiratory tract infection
(8%), abdominal pain (7%), vomiting (4%), 10ss of appetite (4%), insomnia
(4%), increased cough (4%), and pharyngitis (4%). The most common adverse
avents reported in adolescents receiving up to 72 mg were headache (9%),
accidental injury (6%), and insomnia (5%).

CONCERTAT shiuld not be taken by patients with: significant aniety, tension,
or agilation; allergies to methylphenidate or other ingredients in CONCERTA®;
glaucama; Tourette’s syndrome, tics, or family history of Tourette’s syndrome;
current/recent use of monoamine oxidase inhibitors (MAQIs). Children under
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One morning dose helped children with ADHD complete more math
problems correctly than they did with placebo.'

On average, patients in this study improved their math scores nearly
one full grade when they received CONCERTA®!

76% of patiznis recelved CONCERTA™ 36 pr 54 mg.”

A doubla-bind, patabo-contr ‘stuy in 68 children. with ADHD; aged 6 10 12 years:
A patients wero known mepontars-to stimutants.

6 years of age shoutd not take CONCERTA™, Abuse of methylphenidate may
lead to. dependence.

CONCERTA® should not be used to treat normal fatigue or severe depression,
Use with caution in patients with psychosis, history of seizures/EEG
abriormalities, and hypertension. CONCERTA® should not be used in patients
with pre-existing severe. gastrointestinal narrowing or known structural cardiac
abnormalities. Methylphenidate may produce difficulties with accommodation
and blurring of vision. Hematologic monitoring is advised during prolonged therapy.

Please see full prescribing information available at this booth.

For attention deficit hyperactivity disorder (ADHD)
ONCE-DAILY
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» Reduces the core symptoms of ADRD in children with-and without comorbid Bppositional/Defiant Disorder
andfor Conduct Disorder symptoms

¢ Reduces the core symptoms of ADHD i sdolescents!
» Reduces conflict between adolescents with ADHD ard their parents.!

¢ One-morning dose provides a consistent gffect 1:hr0ug'h. 12 h_ou'rs after dosing.

» The #1 preseribed product for children and adalescents with ABHDE
» Recommended among first-line therapies by the AmericarAcademy, of Pediatrics?
s Dverd millian patients treated with CONCERTA® from August 2000 through August 2008,

*Polactsd unipue natient count based oniVenspan Patiedt Paramaters

CONCERTA™ should not be taken by patients With: significant anxigty, tension, abnermalities, Mathylphenidate may produce diffictltias with aceomimodation
orapitation; allergies to methylphenidate or otherinstedignts in CONCERTAT and blirring of vision. Hematologic monitaring fs advised during prolonged therapy.
glaucoma; Tourette’s syndrome, ties, or family history of Tourette's syndiome, The most commiortadverse eventsireporadin children aged 610 12 years
current/recent use of monoaming oxidaseinhibitors (MAQIs): Children Lnder feceiving Up -t 54 Mg Were. fieadacie (14%), Upper respiratory tract inféction

6 years ol age should not take CONCERTA®, Abuse of methyiphenidate may (8%)-abdominal pald (7%}, Yomiting (4%), |053'ﬂf apnetite (4%} insomnla

lead fo dependence. (4%}, increased cough (A%}, and pharyngitis (4%} The most.cammon adverse
CONGERTA®should not be-ussd 1o treat normal fatigue or severe depression gvefts reported by adolescenisreceiving up 10 72-mg were headaohe (9%},

Use with:caution in patients with psychosis; historyiof selzures/EEG i accidental Injury (6%}, and-insomnia (5},

annormalities, and hypertension, CONCERTA® should not be used in patients ?

With precexisting severe gastrointestinal narrowing or known structiral cardiac Piease see {ull preseribing Informationiavallable atithis booth
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Incidence (%) of Treatment-Emergent Events in Patients Aged
6-to 12 Years Receiving Up to 54 mg qd

HODY SYSTEN

Adverse Event CONCERIA" gd (n=108)
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For attention deficit hyperactivity disorder (ADHD)
ONCE-DAILY
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CONCERTA® DELIVERS
RESULTS THAT MATTER

!
Approved for
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+ CONEER antly reduced ADHD symptoms in adul‘m‘ﬁﬂts.'

o Significantly

ADHD symptoms as rated by investigaters,
adolescents, @ :

Please: see full prescHbing infarmation available &t this-booth,

For attention deficit hyperactivity disorder (ADHD)
ONCE-DAILY
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INFORMATION FOR PATIENTS
TAKING CONCERTA® OR
THEIR PARENTS OR CAREGIVERS

CONCERTA®
(methyiphenidate HCI) C

Extended-release Tablets

This information Is for patients taking CONCERTA® Extended-
release Tablets Clf for the treatment of Allention Deflcit
Hyperactivity Disorder, or their parents or caregivers.

Please read this before you start taking CONCERTA®.
Remember, this information does not take the place of your
doctor's Instructions. if you have any questions about this infor-
matlon or about CONCERTA®, talk to your doctor or pharmacist.

What is CONCERTA®?

CONCERTA® is a once-a-day treatment for Attention Deficit
Hyperactivity Disorder, or ADHD. CONGERTA® contains the drug
methylphenkdate, a central nervous system stimutant that has been
used to treat ADHD for more than 30 years, CONCERTA® is taken
by mouth, once each day In the moming.

What is Attention Deficit Hyperactivity
Disorder?
ADHD has three main types of symptoms: inattention, hypérac-
tivity, and Impulsiveness. Symptoms of Inattention include not
paying attention, making careless mistakes, not listening, not
ﬁnlshlng tasks, not following d|recuons and being easily
of y and impi include
fidgeting, lalklng excesslvely. runmng around at inappropriate
fimes, and Interrupting othars. Some patients have more symp-
toms of hyperactivity and Impulsiveness while others have more
symptoms of inattentiveness. Some palients have all three types
of symptoms.
Many people have symptoms like these from time to time, but
patients with ADHD heve these symptoms more than others thelr
age. Symptoms must be present for at Iaasl 6 monlhs to be
certain of the diagnosis.

How does CONCERTA® work?

Part of the CONCERTA® tablet dissolves right after you swallow
it In the morning, giving you an initial dose of methylphenidate.
The remaining drug is slowly } with an i ing rate

o
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CONCERTA®
gmethylphemdate HCI
xtended-release Tablets {
DESCRIPTION
CONCERTA® is a central nervous system (CNS) slimutant.
CONCERTA® & muabls in bur tablel strangths, Each extended-
lelease lablet for orsl adminlslration contains 18, 27, 36, or
lmeth henldate ﬁ'm USP and Is dasigned Lo have a 12-hour
dura of o act Chemlcally. mathylphenidate HCI Is dl {racemic)
ethyl lts empirical
Iovmula Is c..H‘,No,-‘HCI lis structural formula s:
[ OcHs
R
§ ha

Methylphenidale HC1 USP Is a white, adorless crystaliine pawdar. lis
sofutions are acid to litmus, Itls freely soluble in waler and tn mathanof,
solubls in alcohal, and sl%hlly soluble In chioroform and In acetone, Iis
molscular welght
CONCERTA* also nonlalns the following inert Ingredients: butylaled
hydroxytoluene, camadul;:ﬂ wax, celivlose acalate, hypromeliose,
loxamer, g
povidone, propylena yool. sodium chiodde, slearic ackl,
succhic ack, synthelic on oxldes. titanium dioxide, and triacein.
Syaters Componsnts and Performence
CONCERTA? uses osmotic prossure to deiiver methylphenidata HCI at
acontrolied rate. Tha syslem, which tesembles & conventional lablet In
2ppearance, comprises an osmolically aclive trilayer core sumounded
by a semipermeabla membrane with an immediate-releasa drug over-
coat. The lrlayer core Is composed of twa drug layers contalning the
drug and exdplents, and a push layer conlaining osmotically active
componants. Therels a islon-laser diilled orfice on the drug-ayer
ond of the lablel In an aqueous envionment, such as the gaslm!n
testinal trac! m&werwal dissolves withln one hour, providing
Initlal doss of phenidate. ~ Water permealas through lhe
membrane nto Lhe tablet core. As the esmol ryaclivepowmrexdp-
ients expand, methylphenidale Is released through the
membrane conbols the rale 81 which water anters the |ablel core, whmh
in lum controls drug defivery. Furthermore, Ihu dmg raleasa rale from

the syslem increases with time over a 7 hours due to the
cmmmtnﬂon gradient Inoorporahd Inln IM two drug Jayers of
CERTA®. Tha blologicall nents of the 'ahlel remsln

et compo:
intact during .T;:tmlnleathal u;mlland am ellmlna!ad In the stool as a
tablel shell along with insoluble core eompnnems It Is possible that
CONCERTA® extended-release tablets may be visible on abdominal x-
under certaln circumatances, especially when digital enhancing
Ischniquas are utifzed.

CLINICAL FHARMACOLOGY

Pharmacedynami

Msmwmanldah HCI Is a centrat nervous syslsm (CNS) stmulant, The
mode of therapeuti action In Attention De Hrpevadivhy
(ADHD)is not known, Methylpnenldala s thoughl fo hlock the rauplaka
of noseplnephrine and dopamine into the presynaplic neuron and
Increase the release of thes monoamine into ihe extraneuronal space,

The d-somer Is more pharmacologically ctva than the Hsome.,

during the day to continue to help lessen the symptoms of ADHD.
Methylphenidate, the active |ngredlent In CONCERTA®, helps
Increase atiention and d W and hyp

In patients with ADHD,

Who should NOT take CONCERTA®?

You should NOT take CONCERTA® if:

You have significant anxlety, tension, or agitation since
CONCERTA® may make these conditions worse.

You are allergic to methylphenidate or any of the other ingre-
dients in CONCERTA®.

You have glaucoma, an eye disease.

You hava tics or Tourette's syndrome, or a family history of
Tourette's syndrome.

Talk to your doctor If you believe any of these conditions apply
to you.

How should | take CONCERTA®? )

Do not chew, crush, or divide the tablets. Swallow
CONCERTA® tablets whole with the help of water or other liquids,
such as milk or Julce.

Take CONCERTA® once each day in the moming.

You may take CONCERTA® before or after you eat.

Take the dose prescribed by your doctor. Your doctor may adjust
the amount of drug you take until itis right for you. From tima to
time, your doclor may interrupt your treatment to check your
symptoms whila you are not taking the drug.

What are the possible side effects of
CONCERTA®?

In the clinlcat studies with patients using CONCERTA"’ the most
common side effects were headache, st h pain, sleapl

Methyiphenidate is readly absorbed. Following oral adminlstration of
CONCERTA?, plasma methylphenidate concenlrations increasa rapidly
reaching an Inifial maximum at about 1 hour, follkowed by gradual
ascending concentrations over the nex 5 lo 9 hwts after vmlch agrad-
ual decrease begins. Mean limes lo reach peak plasma concentrations
#oross all doses of CONCERTA? occurred between 8 to 10 hours.

CONCERTA? qd minimizes the fluctvations beiween peak and trough
concenirations assoclaled with immediate-release CEyI nidate tid
(see Flgure ). The ralallva bieavaliabllly of CONCERTA? qd and

" FIGURE 1
M —— GONCERTA' 18
e E;m?@“u
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. Figute 1. Mean meth idate plasma concentrations in 36 adults,
a single dose of CONCER AY 18 mg qd and Immediate-ralease
methyiphenidate 5 mg tid administered every 4 hours.

The mean phalmawkinellc P:mmelﬂs In 36 adutls bllowglg lh;
18 mg g mg L

are summarized In Table 1

TABLE
Mean * 8D Pharm:cokmnlc Parameters

{18 mg qd} {5 mg tid)
(n=38) (n=35)
C.,... (nglmL) 37210 42110
6818 65£18
AUCW (ng'hlrnl) 4131138 3801 1.0
1) 351 04 3005
No dilfelances In the pharmacokinetics of CONCERTAF were noled

foilwhg elngle and rspealed onee-d"gy dosing Indicating no signifi-
¢

ness, and decreased appelite. Other side effecis soen with
methylphenldate, the active Ingredlant in CONCERTAS®, Include
nausea, vomlting, dizziness, nervousness, tics, allergic reac-
fions, i } blood p and psychosis (abnormal think-
ing or hallucinations). -
This is not & complete list of possible side effects. - Ask your
doctor about other side effects. If you develop any side effedt,
talk to your doctor. -
What must | discuss with my doctor before
. taking CONCERTA®?
Talk to your doctor before laklng CONCERTA® if you:
Are being treated for depression or have symptoms of
depression such as feelings of sadness, worlhlessness, and
hopelessness.
Have motion tics (hard-to-controt, repeated twitching of any

parts of your body) or verbal tics (hard-to-control repeating of
sounds or words).

12 following repeated once-
dauy doslng are similar to lhnse following the first dosa of CONCERTA®

Dgsgfmmnhnalm
Foliowing adminiatration of CONGERTA? In single doses of 18, 36, and
54 mg/day to adulls, Crax and AUCip.ry of d-methylphenidate were
pmponlanal la dose. whereas |-melhyiphenidate C,,, and
Cplopon]nnalely with respact to dosa. Following
adml(nlshauon of CON ERTAY, plasma concentralions of the I«lsnmer
were 1/40th the plasma of the g

In a muliiple-dose study In adolescent ADHD patlents aged 13 to 16
administered thelr prascribed dose (18 to 72 mgfday) of CONCERTA,
mean Cug, and AUCray of d- and total methylphenidate Increased
proporilonally with respect to dose.

Distibusion
Plasma melhyiphenkdate concentrations In adults and adofescents
foliowing oral The halffife of
Whanldale In adulls and adulesunls Tolowing oral edminlstration
CERTA® was approximalely 3.5

M&lawlsnunﬂ.mmu

In humans, met rmphenlﬂale is metabokized winarl?' by de-esterffication
lou-phsnyl—plre tic ackd (PPA), which ha 1o phammaco-

fogic adults the metabolism of CONCERTA? qd as evaksated
by melal to PPA is similar to that of methylphenidate tid. The
melabolism of single and repeated once-daly doses of CONCERTA® Is

NOLLYWNOANI IN3LLVd ¥Od J01SN133S
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CONCERTA®

SEE INSIDE FOR PATIENT INFORMATION

After otal dosing of radiolabelod methylphenidate in humans, aboul
00% of the radloactivity was recovered ln urine. The maln urinary
metabolita was PPA, accounting for appraximately 80% of the dose,

‘Fool Effects
in pabems. thera were

in either the o
{ CONCERTA when
aﬂer ahigh fat breakfasl There Is no evidance of dose dumping In the
prasence of absenca

ln heallhy adults, the mean dose-adjusted AUCiy values for
CONCERTA® were 36.7 ng+h/mL In men and 37,4 ng*h/mL. [n women,
with no differences noted betwsen Lhe two groups.

Race

In adults recetving CONCERTA?, dose-adiusled AUC(q.ny Was consis-
“tent across ethnic groups; howaver, Lhe sampla size may have been

insufficlent lo detecl ethnic veriations in pharmacokinetics.

hgs

Increaso in age resulted In Incraased el:fpalenl oral deavanca (CLIF)

(58% increase In adolascents oompar to chiidran). Soma of lhese
differancas could be explained by body welght diffarences among these

mlanons This suggasts that sub) ecla with higher body welght may
lower exposuras of total methylphanidate at similar doses.

The phamumkmaﬂu of CONCERTA® has not been studled In children

less than 6 years of age.

Renal nsufficisncy

There [s no expsrlenua with the use of CONCERTA' In patients with

renal _insufficlency.  After oral

academic, or ooFAMI functioning, and be present In two or more
sattings, ag, school (o work) and at home. The symploms must not be
belter accounted for by another mental disorder. For the Inattantive
Type. at least slx of the foBowing symptoms musl hava porsisted for al
6 months: lack of altention lo detals/carelass mistakes; lack of
suslalned attenllon; poor listener; failure to follow trough an tasks; poof
organization; avolds tasks requinng sustalned ments! effort; loses
ans naslly distraciad; brgeliul For the H{pelast-lm pulshe Typa,
at leasl alx of the fol ymploms must have perslated for at hasl
6 ﬂd&s;ljng £ ulrmlng. Iaavlng seal hapymp la
mnmngldlmblng di ulat acthvitles; "on the go:" excessive
talking: bluring answsrs,mnlwalt mm Intmsws The Combinad Type
tequires both inafteniva and nypomu]vs—lmpulsive criteria ta be met.

etiology of this syndreme s unknown, and Ihere ls no single

nostic tesl. Adequate diagnosis requires the use of medical and
spacial psychological, educational, and saclal resources. Leaming may
Of may nnl be impalrad. The diagnosis mus! ba based upon a complele
history and evaluation of the patient and ot solely on the prasence of
the required number of DSM-IV charactsristics.

ONCERTA* Is Indicaled as an Inlegral part of a tolal lrealmenl
program for ADHD that may Include other measures {psychological
educational, soclal) for palients with this syndrome. Drig lmalmenl
may not ba Indicaled for all patients with this syndrome. Stimulants are
nol Intended for use in patiants who exhibit symptoms secondary lo
enviroimental factors andior ather prlmarr ychlatric disorders,
lncludmg psychosls. Appropriate ;dm:allon t Is essanilal

methyiphanidale In humans, methylphenidale was axlemhiely melabo-

iud and aPpmxlmalely 80% of the ladloadivny was excraled In the
fPPA. notan imporiant route

of methylphenidate dearanm. renal Insufﬁclanc* I3 expected to have

Title efiect on he pharmacokinetics of CONCERTA

Hepatic Insutfidency

There Is o "m?adsnce with the use of CONCERTA? In patients with

hepalls Insi

Clinical Studles

CONCERTA® was demanstraled fo be efiectve in the treatment o'

Atiention Deficit

biind, placebo-con
Wgnoslx: and Statistical Manual 4th edition (DSM-IV) criteda for ADHD.

TNeedoubIe biind, acth

In 416 children aged G lo 12. The controlled sludies compared
CONCERTA® ?Mn qd (15 36, or 54 mg), mthybhsnlﬂa given bd
aver 12hours ingh
center, }weergummr sludfes ((Sst?dles 1 an& 2 |;I:"ﬂ:\a multhanler, 4;
week, comparison 9 primary compartson of
mmallmrea ials was CONCER! Aa‘) us placebo.

Symptoms of ADHD were evaluated by communlly school teachars
mlg the Inattention/Overactivity vnlﬂ l.iagres_‘slnl {IOWA) Conners

veraus placsha was shown canslslently acrass all thiee conrolled stud-

les for CONCERTA®. The scores for CONCERTA® and placebo for the
thres sludias are presentad tn Figure 2.
FIGURE 2
Maan (SEM} Community School Teacher IOWA Conners
Inattention/Overactivity Scores
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Figure 2: Mean Community School Teachar IOWA Conners
inatiention/Overactivity Scores with CONCERTA® ance-dally (18, 36, or
54 mg) and placebo. ‘Studies 1 and 2 invoived a Jway crossaver of 1
week per lrealment arm. Study 3 involved 4 weeks of parafie! group treat-
ments with a Last O bon Carnled Eror
bars rapresent the mean plus standard error of Ihe mean.
In Studles 1 and 2, symptoms of ADHD were evaluated by faboratory
leachers using the SKAMP" laboratory school raling scale. The
combined resulls from these two studies demonstraled significant
lcngmvemsnls In attentlon und behavior In patients healed wih
INCERTA® versus placebo that were maintained through 12 hours
after dos ure 3 nsenls the {aboralory school leacher SKAMP
ratings for ON ERTA and placebo.
“*Swanson, Katkin, Agter, M- Flynn and Pelham

Laborato s:hool Tnl:hu SKAMP
Mean (SEM) of Combined Attention (Studlos 1 and 2)
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. Adolescents

in a randomized, double biind, mulli-center, placebo-controlied trial
(Study 4) InvnMng 477 patients, CONCERTA® was demonstrated to be
effectiva In (he treatment of ADHD in adolescents aged 13 to 18 al
doses up lo 72 mgldlr 14 mglk /day}. Of 220 pallents who entered
an open 4-week litral 77 were liraled to an individualized
dase {maximum of 72 day) based on maeling specific improvernent
cilaria on the ADHD Raling Scals and the Global Asssssment of
Eﬂecllveness wlth acceptabla tolerabiity. Palients who met these crile-
re lhen randomized to receiva either thek individualized dose of
CONCERTA ’dm 72 mglday, n=87) or rlacobo (n=90) during a two-
makdouhlu lind phase. At the end of this phase, mean scoras for tha
aor rating on the ADHD Raling Scale demonstrated that
CDNC RTAF was significantly superior lo placebo.
INDICATION AND USAGE
Attention Deficit Hypsractivity Disordar (ADHD)
CONCERTA® is Indlcalad for Ihe lreaiment of Allenllon Defich
Hyperaclivity Disorder (ADHD).
Tha efficacy of CONGERTA® in the Wrealment of ADHD was established
i three controlied trials of children aged 6 to 12 and In one coniroflad
irlal In adolescenls aged 13 to 17. All patients met DSM-IV aiteria for
ADHD {see CLINICAL PHARMACOL GY).
A dlngnosls of Atlention Deficit HypnracrivlrLDlsotdev (ADHD; DSM-IV)
hes the presence of hyperaclive-impulsive or inatientive symptoms
thal caused impalmant and were presenl before age 7 years. The
symptoms mus! cause clinically significant impairmen, eg, in sodal.

heipful. When remedlal meas.
nms alone are Insufficient, the dedslon ] pfewibe stimulant medica-
tion will depend upon the physk:lan 's assessment of the chronlcity and
severity of lhe patient’s symptoms.

Long-Term Use

Tha effactiveness of CONCERTA? for long-term us, la, for mora than
4 wesks, has nol been systematically evalualed In controlied trals.
Thale(ove. the physician who elects lo use CONCERTA? for axtandad
pertods should periadically re-evaluata the long-term usefulness of the
drug for the Individual patient (sse DOSAGE AND ADMINISTRATION).

CONTRAINDICATIONS

Agitation

CONCERTA® Is conlraindicaled In patients with marked anxsty,

lnnskm and agitation, since Ihe dmg may aggravate these symptoms.
naltivity to Methylphi

CONCERTA' is eonnalndk:awd In pahemx known lo be hypersansitive

] mamylpncnldaln ‘or other components of the praduct.

Glauc

CONCERTA‘ is contralndicaled in patients with glaucoma.

Thes
CONCERTA?® Is conlralndicaled in pallents wilh motor tics or with a
hmily hlslory) of diagnosis of Tourette’s syndrome (see ADVERSE

Monounlm Oxidase Inhibttors

CONCERTA® Is contraindicated during treatment with monoamine
oxldase (MAO) Inhibiters, and also within a minimum of 14 days follow-
Ing disconlinuation of 2 MAQ-inhibitor {hypertensive crises may result)
(see PRECAUTIONS, Drug Interactions).

WARNINGS
D:;JCERTA’ should not ba ussd lo treat severe depusshm

CO‘:!BCERTA' should not be used for the prevention or treatment of
normal fatigue stales.
Long-Term Suppression of Growth
Dala ara inadequale lo delermina whather chronic use of stimulants n
children, including amphetamine, may cause suppression of growth.
Therefore, growih should be monitored during treatment, and patlents
wha are nol growing or gaining welght as expected should have their
traatment intemupted.
Psychosls
Clln!cal experienca suggests that in psychotic patients, admlnlsvarbn of
mmm maygg::cemale symygl‘:ms of behavior disturbar
ght disorder.

Selzures.

There is some clinical evidance that memylprwnldale may lower the
convulsiva threshold in patients with prior history of seizures, n palients
with prior EEG abnomnalitles in absence olselzurss and, very rarely, ln
absence of history of selzures and no prior EEG evxdenca of sefzures.
In the presence of seizwes, tha drug shovid ba disconlinved.
Potential for Gastrolmtestinal Obstruction
Becavse the CONCERTA tablet Is nondaformabla and does nulapple~
clably change In shape in the Gl tract, CONCERTA? should not ordl-
narlly be administerad to patients with preexisting severe
gastrointestinal narrowing (pathologic or latrogeric, for example:
es hageal maoblity disorders, small bowel Inflammatory disease, “short

jut” syndrome due to adheslons or decraased ransit ime, past history
01 perilonills, cystic 'Ibmsls. chronle Intestinal pseudoobstruction, or
Meckel's divericulum). There have been rare reports of obsiructive
symptoms In patienls with known smﬂums !n assodabon with the
ingastion of drugs In
Due to the controlled-releasa design of the tablet, CONCERTA' shoutd
only ba used In patients who are abls to swallw Ihe lablei whole (see
PRECAUTIONS: Information for Patients).
Sudden Death and Pre-exiiting Structural Cerdlac Abnormalfties
Sudden death has been reporied In assoclation with CNS stimulant
Ireal‘menl al usval doses In childran with structural cardlac ahnotmall

Although some structural cardiac abnomalities alone may can

hursased risk of sudden death, smulan! praducls generally s| nol
be used In chitdren, adolescents, o edults with known structural cardiac
abnoimalties.

and other
Caution s indicated in trealing patients whosa undertying medical
conditions might ba compromiss b¥| s n rassure or
hear rate, 29, lhosa wilh ree)dsllng ypunenslon hearl falture, recent
myccardial Infarclion, or lood pressure should be
monltored at appropriate nlelvaLs In paﬂenls taking CONCERTA",
especlally patiants with hypertansion.
In the laboratory classrcom cinical tals in children (Studies 1 and 2)
both CONCERTA? 1d and methyiphenkiale id increased rasling puise
by an average of 2-6 bpm end produced average Incraases of syslolic
and diastofic blood pressure of roughly 1-4 mm Hg during the day, rela-
tve to placebo,

In the placebo-controlled adolescani tral (Study 4), mean increases

from baseline In resling pulse rale were observed with CONCERTA®

nnd placebo at the end of the double-blind rhase (5 and 3 beatsiminule,
spactively). Mean Increases from baselina in blood pressure af the

en of the double-blind phase for CONCERTA® and placebo-treated

palients were 0.7 and 0.7 mm Hg {syslollc) and 2.6 and 1:4 mm Hg

{disstatic), respectively.

Visual Disturbance

Smn;‘loms i have b Inrare cases.

Ditficullies with accommodation and bluming of vislon have been

Uso In Chlldun Under Six Years of Age
CONCERTA® should not be used kn children under six years, since
salaty and efficacy In this age group have not bean eslablished.

DRUG DEPENDENCE
CONCERTA® should be given cauliousty ta patients with a hﬁlﬂ
drug dependence or alcoholism. Chronic abusive use can le
marked tolerance and psychologlcal dependence wiih varying
dagreas of abnormal behavior. Frank psycholle eplsodes can oceur,
eapedially with parenleral abuse, Carefut superviston is required
during withdrawat from abusive use since severe depression mal
occur, Wilhdrawal following chronlc therapeutic usa may unmas!
symptoms of the underlying disorder that may require folow-up.




PRECAUTIONS

Hematologle MonHoring

Periodic CBC, differental, and plalelet counls are advised during

prolonged therapy.

information for Patisnts

Patients should be lnfomed that CONCERTA® should ba swalowsd

whote with the ald of llquids. Tablets should not ba chewed, divided, o

cushed. The medication Is conlained within a nonabsorbable shell

designed o relaase the drug at & conlrolied rate, The lablet shel, along

with Insoluble core mwnen(s. Is eliminated from the body; patisnts

should not e concemed If they occaslanally notice In thelr stool soma-

thing that looks fika a tablel,

Palient information Is printed at tha ert.:i of this insert. To assure safe
o Jnl

Tabla 2 anumerates, for a 4-week placabo-controlied, parallel-groy
trial (Slud)' 3} In chlidren with ADHD at CONCERTAP® doses of 1%. 3;
ar 54 mg/day, the incldence of treatmenl-emergent adverse events.
The lable includes onlé thosa events thal oceurred [n 1% or more of
pallents Lreafed with CONCERTA® whers Ihe incldence in palients
treated with CONCERTA? was greater than the Incldence In placebo-
trealed patients.
The prescriber should be aware that thase figures cannot be used to
I medical

adequate cireulation and resplratory exchangs; extema cooling prmce-

dures may ba required for hyperpyrexia.

Efficacy of Pelilonea’ dialysls or extracorporeal hemodialysis for

CONCERTA® overdosage has not been eslablished.

Th from CONCERTA? shoukl be

considered when trealing pallents with overdose.

Polson Contra) Center

As with tha management of all overdosags, the passibliily of multiple

drug Ingestion should be @ physiclan may wish lo
p-

predict the Incldence of advarse events in the course of
praclice where patienl characleristics and other faclors ditier from
thosa which prevalled in the clinical tals. Similarly, the cited
inot ba compared wilh figures obtained from other

and effectve use of CONGERTA®, and
mu\;ulasd in tha patiant imformation section should be discussed with
patients.

Drug [nteractions

CONGERTA® should not ba used In patienls being treated {currently or
within lha pmoeedlmng‘i ‘waeks) with MAO Inhlbitors (sea CONTRAINDI-
CATIONS, Monoamine Oxkdase Inhibitors).

Because of possibla increases in blood pressure, CONCERTA? should
be used cauliously.with vasopressor agents.

Humman pharmacologle sludias hava shown that methylphenidale may
Inhibit the of coumarin anti

cannot
clinlcal Invasligations involving different treatments, uses, and tnves-
figators. The clted figures, howaver, do provide the prescribing
physlclan with some basis for estimating the relative contribution of
drug and non-drug faclors to the adversa event Incidenca rale in the
population studled.

TABLE 2
Incldance of Treatment-Emergent Events! In a &-Week
Placabo-Cantrolled Clinical Trial of CONCERTA?In Children

u ]

henobarbitel, phenytoln, primldone), and some anlidsprassants
flﬂcycllcs and selactive serotonin reuptake Inhibitors). Downward doss
adjustment of these drugs may ba requlred when given <concomitantly
wilh methyiphenidale. it may be necessary lo edjusl the dosage and
monitor plasma drug concentrations (or, In the case of coumarin, coag-
ulaton tmes), when Initialing “or discontinuing concomilant
methylphenidate.
Serious adverse avents have bsan reported in concomitant use with
donidine, although no causallly for the combination has been estab-
fished. The safety of using malhyiphenidate In combination with clonl-
dine or other -cenlrally acling aipha-2 agonists has nol besn
systemalically evaluated,
Carcinogenesis, Mutagenesls, and Impalrment of Fertil
In a lifeime carcinogenicity study carred out In BGC3F mica,
methylphenidata caused an Increase in hepaloceRular adenomas and, in
males only, 8 ncrease in hepatoblastomas at a daily dose of g

fumors, and the significance of thess results to humans Is unknown.
Melhylphenidate did not cause any Increases in tumors In & Kfelime
carcinogeniclty study Eﬂeﬂ mﬁ.ﬂ F344 rats; the highest dose used was
gkg/day,
the maximum secommendad human dase of CONCERTA?® on a mglkg
and mg/m2 basis, respeciively.
Ina 24-week study I pS3+/-,
which Is sansitive to genoloxic carcnogens, there was no evidence of
carclnogeniclty. Male and female mice were fed diels conlalning the
sama concentration of methyiphenidate as in the Kslime car licky
study: the high-dase groups were exposed to 60 to 74 mgigiday of
melhylphenkdata.
Methylphenldale was not mutagenic in the In viro Ames reverse mulation
assay or the In vitro mouss lymphoma cefl forward mulation assay. Sister
chromalid exchanges and chromosoms abemalions were Increased,
Indicative of a waak dasiogenic response, In en in vitro assay in culiured
Chinese Hamsler Ovary calls. Methyiphenidale was negative in vivo in
males and females In ha mouse bona masmow micronudeus essay.
Melzrlphenldale did not impalr fertity in male or female mica that were
fed diets contalning the drug in an 18-week Continuous Breeding study.
The study was conducled at dosas up lo 160 mg/kg/d:

Body System  Preferred Yerm CONCE‘%‘M’ Placabo
{na106) {na 08)
General Headache 14% 10%
Abdominal pain
(slamachache) 7% 1%
Digestive Vomiting 4% 3%
Anorexla
(losa of appetile) 4% 0%
Nervous Dizziness 2% 0%
Insomnla 4% 1%
J
Resplratory nﬂﬁ?:cpmw 8% 5%
Cough Increased 4% 2%
Pharyngitis 4% 3%
Sinusltis 3% 0%

: Events, mamlass of causallty, for which the incidence for patients
treated with CONCERTA? was al leas| 1% and greater than the inck
dence among piacebo-trealed patients. Incidence has been rounded
{o the nearest whols number.

conskler contacting a poison control canter for up-to-date Inft
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DOSAGE AND ADMINISTRATION
CONGERTA® should be admlnistered orally once daily In the moming
with or withoul food as Il has been shown to improve attention and
behavior through 12 hauis after dasing.
CONCERTA® mus! be swaliowed whole with the afd of llquids, and must
nol ba chewad, divided, or crushed (see PRECAUTIONS: Information
for Patients).
Based on an assessment of clinicat benefit and tolerablity, doses may
be Increased at weskly Intervals for patients who have not achleved an
oplimal response at a lower dose.
Patiants Naw to Methylphenldate
Tha recommended starling dase of CONCERTA? for patienls who are
nol currently laking mathylphanidale, or for patients who are on stimu.
lants other than methylphenidate, Is 18 mg onca dally.

Patlent Recommended Maximum
Age Starting Dose Dosage
Chitdren 5-12 years of age 18 mg/da) 84 molda)
Adolescents 13-17 years 18 mg/day 72 mgiday
of age not to exceed
2myhkglday

Patients Currently Using Methylphenidata

‘The racommencdad dosa of CONCERTA? for patients who are curranily
hm el‘xl?lhx_bhenmale bld or Uid, al doses of 10 lo 45 mg/day, is
pe in

dase ¢agimen and clinkal Judgmenl. Initlal conversion dosage should
not excead 54 mg daily. Afler convarsion, dosages may be adjusted to
amaximum of 72 mg/day taken once dally In the moming.

:"nw"fm" dosage adjusiment may proceed at approximately weekly
Intervals.

TABLE 4
ommendad Dose Conversion from

80-fold_and 8-fold the :?hesl racommended human dose of

CONCERTA® on a mg/kg and myg/m? basls, respectively.

Pregnancy: Taratogenic Effects

Pregnancy Cafegory C: Methylphenkiate has been shown fo have

laratogenic effects in rabbits when given in doses of 200 mghg/day,

which Is approximalety 100 tmes and 40 times the maximum recom-

mended human dose on a mgkg and mgim? basis, respectively.

A reproduction study In cals revealed no evidence of harm to the fefus

al oral doses up to m%{kg!day. approximately 15-fold and 3-old the

maximum recommendad human dosa of CONCERTA® on a mg/g and

mgim? basls, respeciively. The approximate plasma exposure o

methylphenidate plus lis matn metabolile PPA in pl:fnanl rats was 2

times that seen in Irals In volunteers and patients with the maximum

recommended doss of CONCERTAF based on the AUC.

The safely of melhyiphenidate for use during human pregnancy has not

been established. There are no adequale and well-controlied studles In
egnant women. CONCERTA® should be used during pregnancy onty
the potential benefit justifies the potentlal risk lo the fatus.

Nursing Mothers

It is niot known whether methylphenidate is excrated in human milk.
Because many drugs are excreled in human milk, caution should bs
exerdised if CONCERTA' is administered I0 @ nursing woman.

Pedlatric Use

The safety and efficacy of CONCERTA® in childran under 8 years old
have not baen established. Long-term eflects of malrglphamdala in
childran have nol been well established {sse WARNING! ).

ADVERSE REACTIONS

The development program for CONCERTA® Included exposures in a
lotal of 212 s)anlclpanls In clinical Irials {4797 patients, 324 healthy
adull sublects). These participanis receivad CONCERTA 18, 36, 54
andfor 72 mglday. Children, adolescents, and adulls wilh ADHD were
ovalualed {n four controlied clinkcal studles, three open-label ciical
studies and two clinical pharmacology sludies. Adverse reaclions were
assassed by collocllng adverse evenls, results of Ehysk:l examina-
llons, vital slgns, weights, laboratory analyses, and ECGs.

Adverse evants during exposure were oblained primarily by general
Inquiry nd recorded by clinlcal Invastigalors uaing terminclagy of thalr
own choosing. Consequently, It s not possible to provide a meaning.
ful estimate of the proy n of Individuals experlencing advarse
evanis without firsl grouplng similar fypes of evenls into a smalter
numbar of slandardized event calegories. In the tables and listings
that follow, COSTART Lerminology has been used to classify reporied
adverse evanls.

The staled frequencles of adverse events represant the propartion of
individuals who exparienced, at leas! once, a treatment-amergent
adverse event of the lype listed. An event was consldared treatmant
emergent if il occurred for the first Ume or worsened while receiving
therapy following bassline evaluation.

Adverse Findings In Clinical Trlals with CONCERTA®

In the 4-week placebo-controlled, parallelﬁmu}) \rial in children (Study
3) one CONCERTAlraated patient {0.9%; 1/108} and one placebo-
treated patient (1.0%; 1/99) discontinued due lo an adverse event
(sadness and Increase n lics, respectively).

In the 2owsak place
4), no CONCERTA® realed patiants (0%; 0/87) and 1 placebo-treated
patlent {1.1%; 1/90) discontinued dus to an adverse even (increased
moad irrtlablfity). .

In the two opan-label, lang-lerm safety trials (Sludles 5 and 8: one 24
month sludy In childran aged 6 lo 13 and one S-month study in child,
adolascant and adull patients lrealad with CONCERTAS) 6.7%
{101/4514) of patienls discontinued due to adverse evenls. These
events with an incldance of >0.5% lnchidad: Insomnia (1.5%), twtiching
1.0%). nervousness 50.7% , emotional lablity (0.7%), abdomlnal pain
[0.7%), and anorexia {0.7%).

bo-controled phase of a tial In adolescents (Study *

Table 3 lsls the Incidence of trsatment-emergent adversa avents for Rec
a2:week irofled tral (Study 4} in adolescents with ADHD Mathyiphenldate Repimens to CONCERTA®
8t CONCERTA? doses of 18, 36, 54 of 72 mg/day. Pravious Methylphanidate Dally Dose Recommended
CONCERTA*
TABLE 3 T—nla—hﬂ'”"'—
Incidence of Treatmant-Emergent Events” In a 2 Methyiphenidate bld of L] 18 mg g am
Placabo-Cantrolied Clinjcal Trial of CONCERT, 10 mg Me! nkiate bid or tid 38mgqam
In Adolescants 15 mg Melhyiphanlidate bid or tid 54 mg q am
Body System  Preferred Term CONCERTA® ‘::,“,“QE'L Other meti Im'?‘nual:mr';gdlr;u;ens: Chnlcal judgment shauld be vsed
when Ing the starth 3
General - Accidenta) fnjury 6% 3% A 27 mg dosage sirenglh s avallabis or physilans who wish to
Fever 3% 0% prescribe batween the 18 mg and 36 mg dosages.
Headacha 9% 8% Maintenance/Extended Treatmant
v Anotexla 29 [) Thete is no body of avidence avallabla from conbrolied trala to Indicale
Dlgeative Do 2 ,’; o: towlong the pailent wih ADHD should be Ureated with CONCERTA'. I
e s generally agreed, however, thal phammacological treatment of ADHD
Vomiting 3% 0% may be needed for extended periods,
Nervous Insomnla 5% 0% Ne\ldﬂhﬂﬂp:uhﬂl PhySIC:G"'M m%ﬁl[a)csl?m\lu?d usm‘gll'fERTA? l?r
i oxle s In patients pel re-avaluate
Phannglis 2% 1% the long-etm useluinsss of the drug for the Indvkival pationt wih tisls
Rhinls 3% 2% off medication fo assass the palienl’s functioning withoit pharmacolher-
Urogenttal  Dysmenorthea 2% 0% E;:y. rmay ba sustained when the drug is elther temporar-
or

: Events, regardlass of causality, for which the incldence for patients
treated CONCERTA? was at least 2% and greater than the inci-
dence smong placebo-treatad patients. Incidenca has been rounded
10 the naarest whole number.

Tes

In a long-term uncontrofled study (n=432 children), the cumulativa Incl-
dence of new onset of tics was 9% afer 27 months of treatment with
CONCERTA?,

In & second uncontratied shn‘l% [n=682 chiidren) the cumulative Incl-
dence of riew onset lics was 1% (3/682 children). The treatment period
‘was up lo 9 months with mean traatment duration of 7.2 months.

Post-Marksting Experisnce with CONCERTA®:
Additional very rare undeslrable effects were raported during the
marketing experienca: difficulties In visual accommodation, blurred
vision, abnormal liver function test (e.n.allannmlnase elavation),
penta, ay

Advarse Events with Other Msthylphendate HCI Products
Nervousness and Insomnia are the most commen adverse reaclions
teported with olher methylphenldale producls. Other reactions
Include hypersensllivily {Including skin rash, urticaria, fever, arthral-
ﬁla. exfollalive dermalllis, erythema multiforme wilh histopathalogical

Indings of necrolizing vasculitls, and thrombocylopsnic purpura);
anorexia; nausea: dizziness; headache; dyskinesla; drowslness;
blood pressure ang pulse changes, bolh up and down; lachycardia;
angina; abdominal pain; weighl foss during prolonged therapy. There
have been rare reports of Touretle's syndrome. Toxlc psychosls has
been raﬁeorlad. Although a defintte causal relationshlp has not bean
establishad, the following have baen reported In patients taking this
drug: hepatic coma; isolated cases of cerabral arteritis andlor occhu-
slon; anemla; translent depressed mood; a few Instances of scalp
halr loss. Very rare raporls of nauroleptic malignant syndrome (NMS)
have been fecelved, and, In most of these, patients were concumentiy
recalving theraples assoclated with NMS. ' In a single report, a len-
year-old boy wha had baan taking methylphenidata for approximately
18 months experienced an NMS-like evenl wilhln 45 minules of
Ingesting his first dose of venlafaxine. It is uncertain whather this
case represented a drug-drug Inleraction, a response lo ellher drug
alone, or some olher cause.
In children, Joss of appetite, abdominai pai, weight loss during
Rgolungad therapy, Insomnla, and tachycardia may occur more

quently, howevar, any of lhe other adverse reactions listed above

may also ocour.
DRUG ABUSE AND DEPENDENCE
Controiled Substance Class
CONCERTA®, like other melhylphenidale products, Is classified as a
Schedule Il controlled substance by federal regulation.
Abuss; Depandsnce, and Tolerance
See for boxed waming contalning drug abuse and depend-

ence Information.

OVERDOSAGE

Slgns and Symptoms

Signs and symptams of acule mathylphenidate overdosage, resulting
principally from oversimulation of the CNS and from excessive
sympathomimelc effacls, may Inciude the following: vomiting, agila-
llon, tremors, hyperrefiexla, muscle Iwitching, convulslons may be
followed by coma), euphoria, confusion, hallucinations, dslirium,
swealing, flushing. headache, hyperpyrexia, lachycardia, palpila-
Yons, cardlac arthythmias, hypertension, mydriasis, and dryness of
mucous membranes,

Recommended Treatment

Treatmenl consisis of apprapriate supportive measures. The patlent
must ba prolected sgalnst salf-injury and against extemal stimu tha!
would aggravate overstimulation already present, Gaslic conlenls may
be evacuated by gastic lavage as Indlcaled. Before performing gastic
favage, conlrol agitation and seizures if presenl and protect the altway,
Other measures to detoxify the gut Inclirde administration of aclivaled
charcoal and a cathartic. infensive care must be providad to malntain

Dosa Reduction and Discontinuation

It paradoxical aggravalion of symploms or other adverse events occur,
the dosage should ba reduced, or, If necessary, the drug should be
discontinued.

If mpravemen Is not observed afer appropriate dosage adjustment
over a ong-monlh period, the drug should be discontinued.

HOW SUPPLIED

CONCERTA® (methylphenidate HCI) Extended-felease Tablels are
available in 18 mg, 27 mg, 38 mg, and 54 mg dosage strengths. The 18
mg tablels are yellow and imprinted with "akza 18". The 27 mg tablels
ara gray and impiinted with “alza 27", The 38 mg tablats are while and
Imprinted with “alza 36" The 54 mg lablets are brawnish-red end
Imprinted wlth “alza 54, All four dosage strenglhs are supplied In
boliles conlaining 100 lablets.

18 mg 100 count bottie NDC 17314-5850-2

27 mg 100 count botte NDC 17314-5853-2

36 mg 100 count botte NOC 1731458512

54mg “100 counl botte NDC 17314.5852-2
Storags

9
Store at 26°C [77°F); excursions permitied to 15-30°C (59-85°F) [sae
USP Conlrolled Room Temperature]. Protect from humidity.
REFERENCE
Ameican Psychlatric Assoclation. Dlagnasis and Stabistical Manual of
Mental Disorders. 4ih ed. Washington DC: American Psychlatric
Assoclation 1994,
Rx Only.
For more informalion call 1-888-440-7903 or vislt www.concerta.nel
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able 4. Dosing recommendations are based on cumen! -

Hava someone In your family with motion tics, verbal tics, or
Tourette's syndrome.
Have abnormal thoughts or vislons, hear abnormal sounds, or
have been diagnosed with psychosis.
Have had seizures {convulsions, epilepsy) or abnormal EEGs
{electroencephalograms).
Have high blood pressure.
Have a narrowing or blockage of your gastrointestinal tract
{your esophagus, stamach, or small or large infestine).
Tell your doctor immediately If you develop any of the above
conditions or symploms while taking CONCERTAS.
Can | take CONCERTA® with other medicines?
Tell your doctor about alf medicines that you are taking. Your
doctor should decide whether you can take CONCERTA® with
other medicines. These include:
Other medicines that a doctor has prescribed.
Mediclnes that you buy yourself without a prescription.
Any herbal remedies that you may be taking. .
You should not take CONCERTA® with monoamine oxidase
{MAO) Inhibitors.
While on CONCERTA®, do not start taking a new medicine or
herbat remedy before checking with your doctor.
CONCERTA® may change the way your body reacls to certain
medicines. These include medicines used to treat depression,
prevent selzures, or prevent bloed clots {commonly called *blood
thinners®). Your doctor may need to change your dose of these
medicines if you are taking them with CONCERTA®.
Other Important Safety Information
Abuse of methylphenldate can lead to dependence.
Tell your doctor if you have ever abused or been dependent on
alcohol or drugs, or if you are now abusing or dependent on alco-
hol or drugs.
Before taking CONCERTAS, tell your
doctor if you are pregnant or plan on
becoming pregnant.  If you take
methylphenidate, it may be in your breast
milk. Tell your doctor if you are nursing a

by

baby. £
Tell your docter if you have blurred vision ;g
when taking CONCERTA®.

Stower growth (weight galn and/or height)

has been reported with long-term use of

methylphenidate in children. Your doctor

wilt be carefully watching your height and

welght. If you are not growing or galning

weight as your doctor expects, your doctor may stop your
CONCERTA® treatment.

Call your doclor Immediately if you take more than the amount
of CONCERTA® prescribed by your doctor.

What else should | know about CONCERTA®?
CONCERTA® has not been studied in children under 6 years of age.
The CONCERTA® tablet does not dissolve completely after all the
drug has been released, and you may samelimas notice it In your
stool. This is normal.

CONCERTA® may be a part of your overall treatment for ADHD,
Your doctor may also recommend that you have counseling or
other therapy.

As wilh all medicines, never share CONCERTA® with anyone
else and take only the number of CONCERTA® tablets prescribed
by your doctor.

CONCERTA® should be stored In a safe place at room tempera-
ture (between 59°-86°F). Do not store this medicine in hot,
damp, or humid places.

Keep out of the reach of children.

For more information call 1-888-440-7903 or visit
www.concerta.net

Manufactured by

ALZA Carporalion, Mountain View, CA 94043

Distributed and Marketed by

Speclalty Pharmaceuticals

Division of McNell-PPC, Inc.

Fort Washington, PA 19034
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Driving and ADHD

- Talking to Your Teen
About ADHD

After School

Often the main reason parents decide to treat their teens' ADHD
symptoms is to help them focus and pay attention in school.
However, it's important to remember that ADHD doesn't stop
when the school bell rings.

Adolescence is a time of greater independence and
responsibility. For most teens, the after-school hours are filled
with plenty of activities, including:

sports

clubs

part-time jobs

socializing with friends
household chores

and, of course, homework

ADHD can have an impact on all of these activities, so you want
to be sure your teen's medication is doing its job.

CONCERTA® provides consistent symptom management
throughout the day, for up to 12 hours, helping your teen focus
and manage behavior. This may benefit your teen's ability to
socialize with family and friends, and pursue interests and
hobbies outside of school. You also won't have to worry about
whether your teen needs another dose of medication, because a
single dose in the morning is all it takes.

As a parent, you naturally want your teen to do well in all areas
of his or her daily life. With once-daily CONCERTA®, you can be
confident that symptoms are being managed no matter what he

=14
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Concerned about ADHD
and your teen driving?

CLICK HERE
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or she is doing.

Learn more about CONCERTA® once-daily dosing

Get more information about how your teen can build
strona family relationships

. E Print-friendly uersionl

Full U.S. Prescribing Information . State Requlations . Site Map . McNeil Pediatrics

Talk to your doctor for a proper diagnosis and treatment of ADHD. Only a doctor can decide whether medication is right for
you or your child.

CONCERTA® should not be taken by patients with: significant anxiety, tension, or agitation; allergies to methylphenidate
or other ingredients in CONCERTA®; glaucoma; Tourette's syndrome, tics, or family history of Tourette's syndrome.

Abuse of methylphenidate may lead to dependence. Tell your healthcare professional if your child has had problems with
alcohol or drugs, has had depression, abnormal thoughts or visions, bipolar disorder, seizures, high blood pressure or has
had any heart problems or defects. If your child develops abnormal thinking or hallucinations, abnormal, extreme moods and/
or excessive activity, or if aggressive behavior or hostility develops or worsens while taking CONCERTA®, consult

your healthcare professional.

The most common adverse events reported in children receiving up to 54 mg were headache, upper respiratory tract
infection and abdominal pain. The most common adverse events reported by adolescents receiving up to 72 mg were
headache, accidental injury and insomnia.

CONCERTA® and OROS® are registered trademarks of ALZA Corporation
© McNeil Pediatrics, a Division of McNeil-PPC, Inc. 2000-2007 Ft. Washington PA, USA. All rights reserved.

This site is published by McNeil Pediatrics, a Division of McNeil PPC, which is solely responsible for its contents.
This site and its contents are intended for USA audiences only.

Questions or comments? Call 1-888-440-7903.



