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DALIRESP represents the first class of
drugs approved for GOPD in 25 years'?

INDICATIONS AND USAGE

DALIRESP is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP is not a bronchodilator
and is nof indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

Contraindications ) . . —
DALIRESP is contraindicated in patients with
moderate to severe liver impairment (Child-Pugh

B orC).
CLICK TO EXPAND IMPORTANT SAFETY INFORMATION
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DALIRESP represents the first class of
drugs approved for GOPD in 25 years'2

INDICATIONS AND USAGE

DALIRESP is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP is not a bronchodilator
and is nof indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

Warnings and Precautions —
= DALIRESP is not a bronchodilator and should
not be used for the relief of acute

bronchospasm.
CLICK TO EXPAND IMPORTANT SAFETY INFORMATION
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DALIRESP represents the first class of
drugs approved for GOPD in 25 years'?

INDICATIONS AND USAGE

DALIRESP is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESF js not a bronchodilator
and is not indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

- Prescribers should advise patients, their —
caregivers, and families to be alert for the h
emergence or worsening of insomnia, anxiety,
depression, suicidal thoughts or other mood —

CLICK TO EXPAND IMPORTANT SAFETY INFORMATION
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INDICATIONS AND USAGE

DALIRESP is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe

COPD associated with chronic bronchitis and a history

of exacerbations. DALIRESP is not a bronchodilator

and is nof indicated for the relief of acute bronchospasm.
chan

IMPORTANT SAFETY INFORMATION
. ﬂ&ﬁ. and if such changes occur, to confact &
their healthcare provider. Prescribers should
carefully evaluate the risks and benefits of
continuing treatment if such events occur. Before =
CLICK TO EXPAND IMPORTANT SAFETY INFORMATION
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INDICATIONS AND USAGE

DALIRESP is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP is not a bronchodilator
and is nof indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

using DALIRESP in patients with a history of

depression andfor suicidal thoughts or behavior,

Erescriber:-:- should carefully weigh the risks and
enefits of treatment with DALIKESP.
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INDICATIONS AND USAGE

DALIRESF is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESF js not a bronchodilator
and is not indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

- Treatment with DALIRESP is associated with —

an increase in psychiatric adverse reactions.
In controlled clinical frials 5.9% of patients
treated with DALIRESP reported psychiatric

CLICK TO EXPAND IMPORTANT SAFETY INFORMATION
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INDICATIONS AND USAGE

DALIRESP is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP is not a bronchodilator
and is nof indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

adverse reactions vs 3.3% treated with A
placebo. The most common psychiatric h
v

adverse reactions were insomnia (2.4% vs
1.0%), anxiety (1.4% vs 0.9%), and
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INDICATIONS AND USAGE

DALIRESP is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a histo

of exacerbations. DALIRESP is not a bronchodilator
and is nof indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

depression {1.2% vs 0.9%). Three patients &
treated with DALIRESP experienced suicide-
related adverse reactions (one completed
suicide and two suicide attempts) compared

CLICK TO EXPAND IMPORTANT SAFETY INFORMATION
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INDICATIONS AND USAGE

DALIRESF is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP is not a bronchodilator
and is not indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

to one patient (suicidal ideation) treated with
lacebo.

« Patients should have their weight monitored
reqularly. If unexplained or clinically significant

CLICK TO EXPAND IMPORTANT SAFETY INFORMATION
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DALIRESP is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP is not a bronchodilator
and is not indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

weight loss occurs, weight loss should be
evaluated and treatment discontinuation

considered.
- In addition to weight loss being reported asa

CLICK TO EXPAND IMPORTANT SAFETY INFORMATION

INDICATIONS AND USAGE
DALIRESP is indicated as a treatment to reduce the
risk of COPD exacerbations in patients with severe

COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP is not a bronchodilator
and is nof indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

common adverse reaction (7.5% of patients &

i

treated with DALIRESP vs 2.1% placebao),
weight was prospectively assessed in two 1-
year clinical trials. In these studies that -
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INDICATIONS AND USAGE

DALIRESF is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP is nof a bronchodilator
and is not indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

compared DALIRESP to placebo, 20% vs 7%
experienced moderate weight loss (5-10% of h

body weight) and 7% vs 2% experienced
severe weight loss (>10% body weight). -
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risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
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During the follow-up period after -~

discontinuing DALIRESF, the majnritt',r of
Elttients regained some of the weight they had
ost. b
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INDICATIONS AND USAGE

DALIRESP is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP is not a bronchodilator
and is nof indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

= Use with stmnc% cytochrome P450 enzlyme -~
inducers (eg, rifampicin, phenobarbital, ]
Garbarnazedplne, phenytoin) is not
recommended, as they decrease the exposure

CLICK TO EXPAND IMPORTANT SAFETY INFORMATION
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INDICATIONS AND USAGE

DALIRESF is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP is nof a bronchodilator
and is not indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

and may reduce the therapeutic effectiveness of
DALIRESP. h

Adverse Reactions -
CLICK TO EXPAND IMPORTANT SAFETY INFORMATION
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DALIRESP is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a histo

of exacerbations. DALIRESP is not a bronchodilator
and is not indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

In clinical trials the most common adverse -
reactions (=2% and greater than placebo) were 1
diarthea (9.5% vs 2.7%), weight loss (7.5% vs h
2 1%), nausea (4.7% vs 1.4%), headache (4.4%

CLICK TO EXPAND IMPORTANT SAFETY INFORMATION
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INDICATIONS AND USAGE

DALIRESP is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP is not a bronchodilator
and is nof indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

vs 2.1%), back pain (3.2% vs 2. 2%), influenza -

(2.8% vs 2.7%), insomnia (2.4% vs T_G%J, e

dizziness (2.1% vs 1.1%), and decreased appetite

(2.1% vs 0.4%). -
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INDICATIONS AND USAGE

DALIRESF is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP is nof a bronchodilator
and is not indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION
Please see full Prescribing Information.

F
DALIRESP is a registered trademark of h
Nycomed GmbH. -
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DALIRESP is indicated as a treatment to reduce the

risk of COPD exacerbations in patients with severe
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP is not a bronchodilator
and is not indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION
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Contraindications I depression and/or suicidal thoughts or behavior, = = Patients should have their weight monitored .

DALIRESF is contraindicated in patients with ' rescribers should carefully weigh the risks and ) regularly. If unexplained or clinically si m’r" cant )

moderate fo severe liver impairment (Child-Pugh enefits of treatment with DALIRESP. -.:,.-Eq ht loss occurs, weight loss shoul

B or C). - Treatment with DALIRESP is associated with evaluated and treatmen dlsmntmuatmn

) : an increase in psychiatric adverse reactions. considered.

Warnings and Precautions In controlled clinical frials 5.9% of patients - In addition to weight loss being reported as a

* DALIRESP is not a bronchodilator and should treated with DALIRESP reported psychiatric common adverse reaction (7.5% of patients
not be used for the relief of acute adverse reactions vs 3.3% treated with treated with DALIRESP vs 2.1% planehn}
bronchospasm. placebo. The most common psychiatric weight was prospectively assessed in two 1-

» Prescribers should advise patients, their adverse reactions were insomnia (2.4% vs year clinical trials. In these studies that
caregivers, and families to be alert for the 1.0%), anxiety (1.4% vs 0. Q%L and compared DALIRESP to placebo, 20% vs 7%
emergence or worsening of insomnia, anxiety, depression (1.2% vs 0.9%). Three patients experienced moderate weight loss (5-10% of
depression, suicidal thoughts or other mood treated with DALIRESP experienced suicide- body wmghtg.and 7% vs 2% experienced
changes, and if such changes occur, to contact related adverse reactions (one completed severe weight loss (>10% body weight).
their healthcare provider. rescribers should suicide and two suicide attempts) compared During the nlluw—up period after
carefully evaluate the risks and benefits of to one patient (suicidal ideation) treated with discontinuing DALIRESP, the majurltty
continuing treatment if such events occur. Before placebo Fanents regained some of the weight they had
using DALIRESP in patients with a history of v v
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« Use with strong cytochrome P450 enzyme

..l F
inducers (eg, ntampicin, phenobarbital, DALIRESP is a registered trademark of |
Garharnazedplne phenytoin) is not Nycomed GmbH.
recommended, as they decrease the exposure © 2012 Forest Laboratories, Inc.
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and may reduce the thera peutic effectiveness of 84-12000300 9/12

DALIRESPF.
Adverse Reactions /‘%.@ Forest Laboratories, Inc.
In clinical tnials the most common adverse
reactions (2% and greater than placebo) were
diarrhea (9.5% vs 2.7%), weight loss (7. 5% VS
2. 1“;-’:.1} nausea (4.7% vs 1.4% % headache (4.4%,
vs 2.1%), ban:k pain (3.2% vs 2.2%), influenza
(2.8% vs 2.7% ms-nrnnla (2.4% vs 1.0%
dizziness (2.1% vs 1.1%), and decreased appetite
(2.1% vs 0 4%)

Please see full Prescribing Information.
CLICK TO CLOSE IMPORTANT SAFETY IN FORMATION

FULL FRESA-RIBINL 1M EUHRRA T IUH

CLICK TO CLOSE IMPORTANT SAFETY INFORMATION

FULL FRESLHIEING 1M EUHNA 1L


mlb
Text Box
These screens show the expanded Important Safety Information when  the 'CLICK TO EXPAND IMPORTANT SAFETY INFORMATION' link is clicked

mlb
Text Box
Manually scrolled Important Safety Information

mlb
Text Box
Closes the expansion of the Important Safety Information

hkhaira
Line

hkhaira
Line

Paul
Line

Paul
Line

Paul
Line

Paul
Line

user
Line

user
Line


These units are each sized at 728 X 90

When clicked this will link to the
Daliresp Prescribing Information
from www.frx.com/pi/

Daliresp pi.pdf

opens

When the mouse is Expands the Important
rolled over this button, Safety Information

the expansion screen

Manually scrolled
Important Safety
Information

DALIRESF represents

ﬂaﬁresp PRl the first class of drugs

(roflumnilast) EEE'EPE; a"?,:";ﬁ;::gquu

FULL PRESCRIBING INFORMATION

DALIRESP represents

Baﬁr'ssp PRl the first class of drugs

(roflumilast) EEE@IE-E ““'i‘,',“;ﬁ,;';’,ﬁg""

Roll over to learn more

DALIRESP represenis

ﬂaﬁresp PRl the first class of drugs

{roflumilast) tablets ““'i‘,:“;;‘:,;';’,;%f!"”
200 g

FULL PRESCRIBING INFORMATION

DALIRESP represenis

ﬂaﬁresp PRl the first class of drugs

{roflumilast) taE'EE *"’?,:“5}?‘,',5‘;’,52"”

DALIRESP represents
the first class of drugs

{roflumilast) EEEJIEE *"’?,:“5}?‘,',5‘;’,52"”

FULL PRESCRIBING INFORMATION

FULL PRESCRI

DALIRESP represents

ﬂaﬁresp PRl the first class of drugs

(roflumilast) EEEJIDEE *"’?,:“5}?‘,',3;;‘59""

EULL PRESCRIBI

DALIRESP represents
the first class of drugs
approved for COPD
in 25 years'?®

(roflumilast) tablets
200 meg

FULL PRESCRIBING INFI

DALIRESP represents

Da'fr'esp PRl the first class of drugs

(roflumilast) tablets ““?,:“{ﬁ{';:ﬁﬂ""

300 meg
Roll over to learn more

FULL PRESCR

DALIRESP represents
the first class of drugs
approved for COPD
in 25 years'?®

(roflumilast) tablets
200 meg

FULL PRESCR

DALIRESP represents
the first class of drugs

{roflumilast) taE'E-E *"’?,:“5'5‘“,',;';’,5'32"”

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION

Indications and Usage
DALIRESF i indicated as 3 trestment to reduce the risk of COPD exacerbations in patients
with severe COPD associated with chronic bronchitis and a history of exacerbations.

DALIRESF is not a bronchedilator and is not indicated for the relief of acute bronchospasm.

CLICK TO EXPAND IMPORTANT S8 FETY |NFORMATION

1

Contraindications
DALIRESF is contraindicated in patients with moderate to severe liver impairment (Chikd-Pugh

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION
B ar C).

CLICK TO EXPAND IMPORTANT SAFETY INFORMATION
- Fe

Warnings and Precautions
= DALIRESF is not 3 bronchodilator and should not be used for the relief of acute
bronchospasm.
= Prescribers should advise pstisnts, their caregivers, and families to be slert for the L 4

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION
EMETgEnce of worsening of insomnia, amaety, depression, suicidal thoughts or other
mood changes, and if such changss ocour, to contact their heslthcars provider.
Prescribers should carefully evaluste the risks and benefits of continuing treatment if
such events occur. Before using DALIRESFP in patients with 3 history of depression
andor suicids] thoughts or behavior, prescribers should carefulhy weigh the risks and
benefits of treatment with DALIRESP. k 4

CLICK TO EXPAND WAPORTART SAFETY IRFDRMATION
FY

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION CLICK TO EXPAND WAPORTANT S&FETY INFORMATION
- Treatment with DALIRESF is associsted with an increase in psychistric adverse
reactions. In controlled clinical trisls 5.5% of patients treated with DWALIRESF
reported psychistric adverse reactions vs 3.3% trested with placebo. The mast
commaon psychistric adverse reactions were insomnia (2.4% vs 1.0%8), anxisty

{1.4% w=s 0.5%), and depression (1.2% vs 0.5%). Threse patients treated with

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION CLICK TO EXPAND IMPORTANT SAFETY INFORMATION
CALIRESF experienced suicide-relsted sdverse resctions (one completed suicide A
and two suicide attempts) compared to one patient {suicidal ideation) treated with

placebo.
=  Patients should have their weight monitored regularhy. |f unexplained or clinically
significant weight loss occurs, weight loss should be evaluated and trestment
discontinuation considered. -

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION

- |m zddition to weight loss being reported 35 3 commen adverse reaction (7.5% of
patients treated with DALIRESF vs 2.1% placebo), weight was prospectivehy
assessed in two 1-year clinical trials. In these studies that compared DALIRESF to
placebo, 20% vs 7% expenenced moderate weight loss (5-10%: of body weight) and
T ws % expenenced severe weight koss (=109 body weight). During the folloa-

CLICK TO EXPAND IAPORTANT SAFETY INFORMATION
Y

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION CLICK TO EXPAND IMPORTANT SAFETY INFIRMATION
Ti% we 2% experenced severe weight loss (>10% body weight). During the follw- &
up peried after discontinuing DALIRESP, the majority of patients regained some of
the weight they had lost.
= Use with strong cytochrome P45 enzyme inducers (eg, rifampicin, phenobarbital,
carbamazepine, phenytoin) is not recommendsd, 35 they decrease the exposure and
may reduce the therapeutic effectivensss of DALIRESP. w

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION CLICK TO EXPARID IMPORTANT SAFETY |HFORMATION

Adverse Reactions
In clinical trisls the most commeon adverse resctions {=27% and grester than placebo) were
disrrhes (.53 vs 2.7%), w‘_'?ht Iurssg.!:% ws 1), nausea (4.7% ve 1.4%L), hasdache
4.4% ws 2.1%), back pain (3.2% vs 2.2%), influsnza (2.8% vs 2.7%), insomniz (2.4% vs
(%), dizminess (2.1% ws 1.1%), and decressed appetite (2.7% vs 04%).

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION CLICK TO EXPARD IMPORTANT SAFETY INFORMATION

Please see full Prescribing Information.

DALIRESP is a registered trademark of Nycomed GmbH.
& 2012 Forest Laboratories, Inc.
84-12000300 912

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION

DALIRESF is a registered trademark of Nycomed GmbH.
& 2012 Forest Laboratories, Inc.
84-12000308 912

CLICK T EXPARD IMPORTANT SAFETY INFORMATION

I‘X\@ Forest Laboratories, Inc. .
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INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION CLICK T0 CLOSE IMPORTANT SAFETY INFORMATION

Indications and Usage

DALIRESP is indicsted 35 3 trestment to reduce the risk of COPD exacerbations in patients with severe COPD associated
with chronic bronchitis and 3 history of exscerbations. DALIRESP is not 3 bronchodilstor and is not indicated for the relief of
acute bronchospasm.

Contraindications
DALIRESF is contraindicated in patients with moderate to severe liver impairment {Chilkd-Pugh B or C}.

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION
Warmngs and Precautions
DALIRESF is not 3 broncheodilator and should not be used for the relief of acute bronchospasm.
= Prescribers should advise patients, their caregivers, and families to be slert for the emengence or worsening of
insomnis, anxiety, depression, suicidal thoughts or other mood changes, and if such changes occur, to contact their
heslthcare provider. Prescribers should carefulhy evaluate the risks and benefits of continuing trestment if such
events occur. Before using DALIRESP in patients with 3 histonr of depression and/or suicidal thouahts or behavior.

CLICK TO CLOSE IMPORTANT SAFETY INFORMATION
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prescribers. shnukl carelulty weigh the risks and I:enelrts ol trastmant wrth DA.LIF{ESP

- Trestment with DALIRESP is associsted with an increass in psychistric adverse reactions. In controlled clinical
trisls 5.5% of patients treated with DALIRESP reported psychiatric adverse reactions vs 3.3% trested with
placebo. The most common psychiatric adverse reactions were insomnia (2.4% vs 1.0%), anaety {1.4% vs
0.59%), and depression [1.2% vs 0.5%). Thres patients treated with DALIRESF experienced suicide-related
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tneated with placebo.

Patients should have their weight monitored regularhy. |f unexplained or clinically significant weight loss occurs,

weight loss should be evalusted and trestment discontinuation considered.

- |n zddition to weight loss being reported 3= 3 common adverse reaction {7.5% of patients treated with DALIRESP
ws 2.1% placebo), weight was prospectively assessed in two 1-year clinical trials. In these studies that compared

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION CLICK TOCLOSE IMPORTANT SAFETY INFORMATION

DALIRESP to placebo, 209 vs 7% expenenced moderate weight loss [5-10% of body weight) and T9% ws 2%
expenenced severe weight loss (105 body weight). During the follow-up period after discontinuing DALIRESP,
the majority of patients regained some of the weight they had lost.
= Use with strong cytochroms P450 enmyme inducers {eg, rifampicin, phenobarbital, carbamazepine, phenytoin) is not
recommended, 35 they decresss the exposure and may reduce the therspeutic effectivensss of DALIRESP.

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION CLICK TOCLOSE IMPORTANT SAFETY INFORMATION
Adverse Reactions

In clinical trials the most mmmon sdverse resctions (=2% and grester than placebo) were disrrhes (3.5% vs 2.7%), weight

koss (T.5% vs 2.1%), nausea (4.7% vs 1.4%), headache (4.4% vs 2.1%), back pain (2.2% vs 2.2‘%;. influenza (2.8% vs

2.7%), insomniz [2.4% vs 1.0%), dizziness [2.1% vs 1.1%), and decressed appetite (2.1% vs 0.4%

Plasca oo full Brocerihinn Infarmatinn

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION CLICK T CLOSE IMPORTANT SAFETY IRFORMATION

Please see full Prescribing Information.

DALIRESF is a registered trademark of Nycomed GmbH.
© 2012 Forest Laboratories, Inc.
8412000305 912
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TREAT NOW WITH DALIRESP TO REDUCE THE RISK OF EXACERBATIONS
DALIRESP represents the first class of drugs approved for GOPD in 25 years'2

Reduces moderate or severe exacerbations by 17% vs placebo™®
Effective alone or in combination with a bronchodilator®*
Effective in older and younger patients (=65 and 40-65 years)*!

Statistically significant increase in lung function (pre-bronchodilator FEV4)
of 48 mL vs placebo®?

— DALIRESP is not a bronchodilator; this increase was not clinically significant®”
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Read additional information about

Limitations of Usa

DALIRESP is not a bronchodilator
and is not indicated for the relief of
acute bronchospasm.

IMPORTANT SAFETY INFORMATION

Contraindications

DALIRESP is contraindicated in
patients with moderate to severe
liver impairment {Child-Pugh B or C).

il

Wamnings and Precautions

- DALIRESP is not a bronchodilator
and should not be used for the
relief of acute bronchospasm.

« Prescribers should advise patients,
their caregivers, and families to be
alert for the emergence or
worsening of insomnia, anxiety,
depression, suicidal thoughts or
other mood changes, and if such
changes occur, to contact their
healthcare provider. Prescribers
should carefully evaluate the risks
and benefits of continuing
treatment if such events occur.
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TREAT NOW WITH DALIRESP TO REDUCE THE RISK OF EXACERBATIONS
DALIRESP represents the first class of drugs approved for COPD in 25 years'2

Reduces moderate or severe exacerbations by 17% vs placebo™*
Effective alone or in combination with a bronchodilator®
Effective in older and younger patients (=65 and 40-65 years)*!

Statistically significant increase in lung function (pre-bronchodilator FEV4)
of 48 mL vs placebo®?

— DALIRESP is not a bronchodilator; this increase was not clinically significant®”
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500 mcg

Read additional information about

Limitations of Use

DALIRESP is not a bronchodilator
and is not indicated for the relief of
acute bronchospasm.

IMPORTANT SAFETY INFORMATION

Before using DALIRESF in patients

with a history of depression and/or

suicidal thoughts or behavior,

prescribers should carefully weigh

the risks and benefits of treatment
with DALIRESP.

- Treatment with DALIRESP is
associated with an increase in
psychiatric adverse reactions. In
controlled dlinical trials 5.9% of
patients treated with DALIRESP
reported psychiatric adverse
reactions vs 3.3% treated with
placebo. The most common
psychiatric adverse reactions
wWere insomnia (2.4% vs 1.0%),
anxiety (1.4% vs 0.9%), and
depression (1.2% vs 0.9%). Three

v

patients treated with DALIRESP
experienced suicide-related
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TREAT NOW WITH DALIRESP TO REDUCE THE RISK OF EXACERBATIONS
DALIRESP represents the first class of drugs approved for COPD in 25 years'2

Reduces moderate or severe exacerbations by 17% vs placebo™*
Effective alone or in combination with a bronchodilator®”
Effective in older and younger patients (=65 and 40-65 years)**

Statistically significant increase in lung function (pre-bronchodilator FEV4)
of 48 mL vs placebo®?

— DALIRESP is not a bronchodilator; this increase was not clinically significant®*

Daliresp A
(roflumilast) tablets

500 meg

Read additional information about

Limitations of Use

DALIRESP is not a bronchodilator
and is not indicated for the relief of
acute bronchospasm.

IMPORTANT SAFETY INFORMATION

adverse reactions (one completed “*
suicide and two suicide attem pts)
compared to one patient (suicidal
ideation) treated with placebo.
- Patients should have their weight
monitored regularly. If unexplained

or clinically significant weight loss

occurs, weight loss should be

evaluated and treatment
discontinuation considered.

- In addition to weight loss being
reported as a common adverse
reaction (7.5% of patients treated
with DALIRESP vs 2.1% placebo),
weight was prospectively
assessed in two 1-year dinical
trials. In these studies that
compared DALIRESP to placebo,

20% vs 7% experienced moderate
weight loss (5-10% of body v
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For patients with severe CUFPL associated with chronic bronchitis and a history of exacerbations

TREAT NOW WITH DALIRESP TO REDUCE THE RISK OF EXACERBATIONS
DALIRESP represents the first class of drugs approved for GOPD in 25 years'?2

Reduces moderate or severe exacerbations by 17% vs placebo™*®
Effective alone or in combination with a bronchodilator®
Effective in older and younger patients (=65 and 40-65 years)**

Statistically significant increase in lung function (pre-bronchodilator FEV4)
of 48 mL vs placebo??

— DALIRESP is not a bronchodilator; this increase was not clinically significant®?

Daliresp &
(roflumilast) tablets

500 mcyg

Read additional information about

Limitations of Use

DALIRESP is not a bronchodilator
and is not indicated for the relief of
acute bronchospasm.

IMPORTANT SAFETY INFORMATION

weight) and 7% vs 2% p—
experienced severe weight loss
{10% body weight). During the
follow-up period after
discontinuing DALIRESP, the
majority of patients regained
some of the weight they had lost.
- Use with strong cytochrome P450
enzyme inducers (eg, rifampicin,
phenobarbital, carbamazepine,
phenytoin) is not recommended,
as they decrease the exposure and
may reduce the therapeutic
effectiveness of DALIRESP.

Adverse Reactions

In clinical trials the most common
adverse reactions (=2% and greater
than placebo) were diarrhea (9.5%

vs 2.7%), weight loss (7.5% vs 2.1%),

¥ close

For patients with severe COPD associated with chronic bronchitis and a history of exacerbations

TREAT NOW WITH DALIRESP TO REDUCE THE RISK OF EXAGERBATIONS
DALIRESP represents the first class of drugs approved for COPD in 25 years'?2

Reduces moderate or severe exacerbations by 17% vs placebo™®
Effective alone or in combination with a bronchodilator®?
Effective in older and younger patients (>65 and 40-65 years)*!

Statistically significant increase in lung function (pre-bronchodilator FEV4)
of 48 mL vs placebo®?

~ DALIRESP is not a bronchodilator; this increase was not clinically significant®*

Daliresp &
(roflumilast) tablets

200 mcyg

Read additional information about

Limitations of Use
DALIRESF is not a bronchodilator
and is not indicated for the relief of

acute bronchospasm.

IMPORTANT SAFETY INFORMATION

nausea (4.7%vs 1.4%), headache  “*
(4.4% vs 2.1%), back pain (3.2% vs
2.2%), influenza (2.8% vs 2.7%),
insomnia (2.4% vs 1.0%), dizziness
(2.1% vs 1.1%), and decreased

appetite (2.1% vs 0.4%).

Please see full Prescribing
Information.

DALIRESF is a registered trademark of
Mycomed GmbH.

£ 201 2 Forest Laboratories, Inc.
24-1200030% 9112

ﬂ@ Forest Laboratories, Inc.
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TREAT NOW WITH DALIRESP TO REDUCE THE RISK OF EXACERBATIONS
DALIRESP represents the first class of drugs approved for GOPD in 25 years'2

Reduces moderate or severe exacerbations by 17% vs placebo™®
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Limitations of Use

DALIRESP is not a bronchodilataor
and is not indicated for the relief of
acute bronchospasm.

IMPORTANT SAFETY INFORMATION

Contraindications
DALIRESP is contraindicated in
patients with moderate to severe

liver impairment (Child-Pugh B or C).

Warnings and Precautions

- DALIRESP is not a bronchodilator
and should not be used for the
relief of acute bronchospasm.

« Prescribers should advise patients,
their caregivers, and families to be
alert for the emergence or
worsening of insomnia, anxiety,
depression, suicidal thoughts or
other mood changes, and if such
changes occur, to contact their
healthcare provider. Prescribers
should carefully evaluate the risks
and benefits of continuing

treatment if <irh svents nrror
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TREAT NOW WITH DALIRESP TO REDUCE THE RISK OF EXACERBATIONS
DALIRESP represents the first class of drugs approved for GOPD in 25 years'2

Reduces moderate or severe exacerbations by 17% vs placebo™®
Effective alone or in combination with a bronchodilator®*
Effective in older and younger patients (=65 and 40-65 years)*!

Statistically significant increase in lung function (pre-bronchodilator FEV4)
of 48 mL vs placebo®®

— DALIRESP is not a bronchodilator; this increase was not clinically significant®”!

INDICATIONS AND USAGE
DALIRESP is indicated as a treatment to reduce the risk of COPD exacerbations in patients with

savere COPD associated with chronic bronchitis and a history of exacerbations. DALIRESF is not a
bronchodilator and is not indicated for the relief of acute bronchospasm.
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Limitations of Use

DALIRESP is not a bronchodilataor
and is not indicated for the relief of
acute bronchospasm.

IMPORTANT SAFETY INFORMATION

Contraindications

DALIRESP is contraindicated in
patients with moderate to severe
liver impairment (Child-Pugh B or C).

Warnings and Precautions

- DALIRESP is not a bronchodilator
and should not be used for the
relief of acute bronchospasm.

« Prescribers should advise patients,
their caregivers, and families to be
alert for the emergence or
worsening of insomnia, anxiety,
depression, suicidal thoughts or
other mood changes, and if such
changes occur, to contact their
healthcare provider. Prescribers
should carefully evaluate the risks
and benefits of continuing

treatment if <irh svents nrror
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