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What can YOU do to help the severe COPD
patient (aged >65) with chronic bronchitis
and a history of exacerbations?

INDICATIONS AND USAGE

DALIRESP is indicated as a treatment to reduce the

risk of COPD exacerbations in Elhents} with severs
COPD associated with chronic branchitis and a history
of exacerbations. DALIRESP js nota bronchodilator
and is not indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

Contraindications —
DALIRESF is confraindicated in patients with . hﬁ_
ug
w

moderate to severe liver impairment {Child-P
BorC).
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This screen shows the full Important Safety Information copy that will appear in the expanded Important Safety Information when the
'CLICK TO EXPAND IMPORTANT SAFETY INFORMATION' link is clicked
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IMPORTANT SAFETY INFORMATION H
Contraindications —
DALIRESF is confraindicated in patients with
moderate to severe liver impairment (Child-Pugh
BorC).
Warnings and Precautions
= DALIRESF 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 confact
their healthcare provider. Prescribers should
carefully evaluate the risks and benefits of
v

continuing treatment if such events occur. Before
nzinn NAl IRFSP in natiants with a histone of

CLICK TO CLOSE IMPORTANT SAFETY INFORMATION

FULL PRESCHIBING INFORMATION

Closes the Manually
expansion of the scrolled
Important Safety Important Safety
Information Information

usmg DALIRESP in patients with a history of

depression and/or suicidal thoughts or behavior, This
Eresc:nbers should carefully weigh the risks and )
enefits of ireatment with DALIRESP. layout is
- Treatment with DALIRESP is associated with h
an increase in psychiatric adverse reactions. to show
In controlled clinical trials 5.9% of patients the
treated with DALIRESP reported psychiatric
agverge re?ctlons vs 3.3% treataé with extended
cebo. The most common psychiafric
gdverse reactions were msuriljmifa [2.4% vs !SI. copy
1.0%), anxiety (1.4% vs 0.9%), and In Its
depression (1.2% vs 0.9%). Three patients entirety

treated with DALIRESP experienced suicide-
related adverse reactions H;-HE completed
suicide and two suicide attemptsg compared
to one patient (suicidal ideation) treated with
lacebo.
= Patients should have their weight monitored
regularly. If unexplained or clinically significant
WEI ht loss occurs, weight loss should be
evaluated and treatment discontinuation
considered.
- In addition to weight loss being reported as a
common adverse reaction g " of patients
treated with DALIRESP vs 2. 1% ptacebn]l
weight was prospectively assessed in two 1-
year clinical trials. In these studies that
compared DALIRESP to placebo, 20% vs 7%
experienced moderate wei ht Iuss {5-10% of
body weight) and 7% vs 2% rienced
severe wm? t loss (=10% budy weight).
Ciuri allmnr—ulg Igeru:nd after
discontinuing DALIRESP, the maj Drll%i
ahents regained some of the weight they had

. Uae wlth strong cytochrome P450 en
inducers (eg, rifampicin, phennbarbna
cartarrﬂzri..eénlne phenytain) is not
recommended, as they de-c:rease the exposure
and may reduce the thermpeutic effectiveness of
DALIRESP

Adverse Reactions

In clinical trials the most common adverse
reactions (22% and greater than Iaoebu were
diamhea (9.5% vs 2.7%), weight loss (7.5% vs

2.1%), nausea (4.7% vs 1.4%), headan::he (4.4%
5 2.1%), back pain {3.2% vs 2.2%), influenza
(2.8% vs 2.7%), msumma ([2.4% vs 1. ﬂ%(}
dizziness (2.1% vs 1.1%), and decreased appefite
(2.1% vs 0.4%).

Please see full Brescribing Information. < |

DALIRESP is a registered trademark of
MNycomed GmbH

Links to: http://
www.frx.com/
pi/
Daliresp_pi.pdf

© 2012 Forest Laboratories, Inc.
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What can YOU do to help the

H " severe COPD patient Indications and Usage
Da”resp < 1 ] {aged CALIRESP i=s indicated 35 3 trestment to reduce the risk of COPD exscerbstions in pstients
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INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION

>65) with chronic bronchitis with severe COPD sssocisted with chronic bronchitis and a history of exacerbations.
BN RNl e BT (5 )Yl DALIRESP is not a bronchodilator and is not indicated for the relief of acute bronchospasm.

CLICK TO EXPAND IMPORTANT SAFETY INFORMATION

Roill over fo learn more Contraindications
IBING INFORMATION _ DALIRESP is contraindicated in patients with moderate to sewvere liver impairmant {Child-Pugh

A

Expansion screen shown later in this submission.

When the mouse is rolled over this button, the expansion screen opens.

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION

Ba,ir.es { "‘ Indications and Usage
p DALIRESF is indicated as a treatment to reduce the risk of COPD exacerbations in
with chronic bronchitis and a history of exacerbations. DALIRESP is not a bronchodi
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acute bronchospasm.

CLICK TOCLOSE IAPORTANT SAFETY INFORMATION

ients with severe COPD associated
r and is not indicated for the relief of

Contraindications
DALIRESP is contrsindicated in patients with moderate to severs liver impsirment {Child-Pugh B or C).

This shows the full
Important Safety
Information. Please
note that the ISI will
not spill over as it
does on this example.
This layout is to show
you the full ISI copy in
its entirety that will be
visible in the scroll
box.

Wamings and Precautions

+ DALIRESF is not @ branchadilatar and should not be used for the relief of acute branchospasm.

= Prescribers should advise patients, their caregivers, and families to be alert for the emerpance or worsening of

insompnia, anxigty, depression, suicklal thoughts or other moad changas, and if such changes oocur, to contact

their healthzare provider. Prascribers shoukd carefully sveluate the risks and benefits of continuing treatmenrt i

such events occur, Bafore using DALIRESP in patients with a histary of depression and/or suicidal thoughts or

behavior, prascribers should carefully waioh the risks and bensfits of treatment with DALIRESP.

- Treatment with DALIRESP is assaciatad with an incraase in psychiatric adverse reactions. in cantrolled cinical
trigls 5.9% of patients treatad with DALIRESP reported psychiatric adverse reactions vs 3.3% treatad with
placebe. The mast comman peychiatric adverse reactions ware insomnia (2.4% ws 1.0%), anxdety [1.4%
wa [0.9%), and depressicn (1.25 ws (.99} Thrae patients treated with DALIRESF experiencad suicide-ralated
adverse reactions (ane completed suiide and two suicide attempts) compared to ene patient (suicidal
ieation) reated with placebo.

Fatients should have thair weight monitored ragulerly, § unexplained or cinically signifizant weight lpss ocours,

weight loss shauk be evaluated and treatment discontinuation considered.

- In addition 1o waight loss being reporied as & common adversa reaction (7.5% of patients treated with
DALIRESF v 2.1% placeba), weight was prospectively assessed in two 1-year clinical trials, In these studies
that compared DALIRESF to placaba, 20% vs 7% axparienced mederate weight lass (5-10% of body
weighty and 7% vs 2% ewperienced severs weight lass (=107 body weight). During the folliw-up period after
discontinuing DALIRESP, the majority of patiants repained some of the weight they had kst

\isg with strong gyloghrome P45 enzyme inducers {eg, rilampizin, phengbarbital, calamazeping, phenytein) is

not racommended, as thay decrease the axpasure and may reduce the therapsutic effactivensss of DALIRESP.

Mdverse Reactions

In diinical frials the most comman adverse reactions (22% and greater than placebo) were diarrhea (3.5% ws 2.7%), weight loss (7.5% ws 2.156),
raysea (4.7% vs 1.4%), headache (4,45 vs 2.1%), back pain (3.2% va 2.2'%), influanza (2.8% va 2. 7%}, insamnia (2.4% vs 1.0%), dizziness (2.1%
vs 1.1%), and dacreased appatite (2.1% ws 0.4%),

Please sea full Prescriing Informatian,
DWLIRESP is a rapistered trademark of Mycomed GmbH.

D 22 Forest Laborataries, Ing,
34-12000300 12/12

Forest Pharmaceuticals, Inc.

Subsidiary of Forest Laborataries, Inc.
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[The size of the expansion screen is 720 X 350 |

This is the expanded screen that appears when the mouse rolls
over for both the 728x90 & 300x350 units

These units
link to th? Jane, 79, likes baking with her grandchildren
www.Dalires
pHCP.com « Diagnosed with COPD 15 years ago, now has very severe
website disease (post-bronchodilator FEV; 20% predicted) and
which was chronic bronchitis
submitted « Shortness of breath while at rest
separatel « Frequent exacerbations each year
as?ob 4 y = Ongoing treatment with nebulized bronchodiiators and oxygen
84-1200028- Current Status: Recently admitted to a long-term care facility ) =
R1. "\9
Daliresp o ‘eS8 mace ShoutDALIRESE.,
('ﬂflum’laSL) Lagllem For illustrative purposes, not an actual patient

il
When the mouse is
rolled over this the
Indications and Usage
are displayed

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

Jane, 79, likes baking with her grandchildren

« Diagnosed with COPD 15 years ago, now has very severe
disease (post-bronchodilator FEV: 20% predicted) and
chronic bronchitis

» Shoriness of breath while at rest

« Frequent exacerbations each year

* Ongoing treatment with nebulized bronchodilators and oxygen

AL s e A P b

Current Status:r=
INDICATIONS AND USAGE
DALIRESP is indicated as a treatment to reduce the risk of COPD exacerbations in
D ’- patients with severe COPD associated with chronic bronchitis and a history of
alre exacerbations. DALIRESP is not a bronchedilator and is not indicated for the relief
(roflumilast) tabl| of acute bronchospasm.
o

This screen displays the Indications and Usage text
that appears when the mouse is rolled over
'Indications and Usage'

The
Limitations of

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

acute bronchospasm.

IMPORTANT SAFETY INFORMATION <]

Contraindications —

Use and
Important
Safety
Information
are static

1headers

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

Warnings and Precautions

- DALIRESP is not a bronchadilator
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 2

Manually
scrolled
Important
T |Safety

Information

Limitations of Use
DALIRESP is not a bronchodilator

¥ and s not indicated for the relief of
y 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 bronchadilator
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 x
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Jane, 79, likes baking with her grandchildren

« Diagnosed with COPD 15 years ago, now has very severe
disease (post-bronchodilator FEV; 20% predicted) and
chronic bronchitis

= Shortness of breath while at rest

» Frequent exacerbations each year

« Ongoing treatment with nebulized bronchodilators and oxygen

Gurrent Status: Recently admitted to a long-term care facility

For illustrative purposes, not an actual patient

Daliresp &
(rofiumilast) caglgts

Limitations of Use

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).

Warnings and Precautions

« DALIRESP is not a bronchadilator
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

>

4

treatment if such events cccur.

Before using DALIRESP 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
contralled clinical trials 5.9% of
patients treated with DALIRESP
reparted psychiatric adverse
reactions vs 3.3% treated with
placebo. The most comman
psychiatric adverse reactions
were insomnia (2.4% vs 1.0%),
anxiety (1.4% ws 0.9%), and
depression (1.2% vs 0.9%). Three
patients treated with DALIRESP
experienced suicide-related
adverse reactions {one completed
suicide and twa suicide attempts)
compared to one patient {suicidal
ideation) treated with placeba.

- Patients should have their weight
manitared 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 clinical
trials. In these studies that
compared DALIRESP to placebo,
208 vs 7% experienced moderate
weight loss (5-10% of bady
weight) and 7% vs 2%
experienced severe weight loss
{10% body weight). During the
follow-up period after
discontinuing DALIRESF, the
majarity of patients regained
some of the weight they had lost.

« Use with strong cytochrome P450
enzyme inducers (eg, rifampicin,
phenobarbital, carbamazepine,
phenytain) 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 diarhea (2.5%
vs 2.7%), weight loss (7.5% vs 2.1%),
nausea (4.7%vs 1.4%), headache
(4.4%vs 2.1%), back pain (3.2%vs
2.29%), influenza (2.8% vs 2.7%],
insomnia [2.4% vs 1.0%), dizziness
(2.1%vs 1.1%), and decreased
appetite (2.1% s (.4%).

Please see full Prescribing é
Information.

DLIRESP is & registered trademark of
Mycomed GmbH.

£ 2012 Forest Laboratories, Inc.
3413000309 15/12

Forest Pharmaceuticals, Inc.

Subsidiary of Forest Laboralaries, Inc.
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