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Screen 1

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

Screen 2

Daliresp A
(roflumilast) tablets

500 meg

The severe COPD patient 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 Ehents, with severa
COPD associated with chronic bronchitis and a history
of exacerbations. DALIRESP js nota bronchodjlator
and is not indicated for the relief of acute bronchospasm.

IMPORTANT SAFETY INFORMATION

Contraindications =
DALIRESP is confraindicated in patients with h
moderate to severe liver impairment (Child-Pugh

BorC). -

CLICK TQ EXPAND IMPORTANT SAFETY INFORMATION

Daliresp
(roflumilast) tablets

500 meg

Recently hospitalized due to an exacerbation:
What can you do for them?

Roll over to learn more

INDICATIONS AND USAGE

DALIRESF is indicated as a treatment to reduce the

risk of COPD exacerbations in %ahents} with severe
COPD associated with chronic bronchitis 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 contraindicated in patients with h
moderate to severe liver impairment (Child-Pugh

BorC). -

CLICK TO EXPAND IMPORTANT SAFETY IN FORMATION

SCRIBING INFORMATION

When the mouse is rolled
over this button, the
expansion screen opens.
The expanded banner
screens are shown later in
this submission.

Manually scrolled
Important Safety
Information

Expands the
Important Safety
Information
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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

Daliresp A

(roflumilast) tablets
300 meg
Contraindications —

DALIRESP is confraindicated in patients with
Eud%r?te to severe liver impairment (Child-Pugh
or C).

Warnings and Precautions

» DALIRESP iz 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
continuing treatment if such events occur. Before
nzinn NAl IRFSP in natiants with a histnne nf

CLICK TO CLOSE IMPORTANT SAFETY INFORMATION

FULL PRESCRIBING INFORMATION

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

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

using DALIRESP in patients with a history of

depression and/or suicidal thoughts or behavior,

Eres{:nbers should carefully weigh the risks and
enefits of treatment with DALIRESP.

- Treatment with DALIRESP is associated with
an increase in psychiatric adverse reactions.
In controlled clinical trials 5.9% of patients
treated with DALIRESP reported psychiatric
adverse reactions vs 3.3% treated with
placebo. The most common psychiatric
adverse reactions were insomnia (2.4% vs
1.0%), anxiety (1.4% vs 0.9%), and
depression (1.2% vs 0.9%). Three pafients
treated with DALIRESP experienced suicide-
related adverse reactions &ne completed
suicide and two suicide aﬁemptsir compared
to one patient (suicidal ideation) treated with

lacebo.

* Patients should have their weight monitored
regularlﬁ;. 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
commaon adverse reaction g % of patients
treated with DALIRESP vs 2.1% plcebo),
weight was prospectively assessed in two 1-
year clinical trials. In these studies that
compared DALIRESP to placebo, 20% vs 7%
experienced moderate weight loss (5-10% of
body weightI]]and 7% ws 2% experienced
severe weight loss (=10% body weight).

During the Dllw—ulg Igerind after
discontinuing DALIRESF, the majuril?r

atients regained some of the weight t
ost.

= Use with strong cytochrome P450 enzyme
inducers (eg, ritampicin, phenobarbital,
carbamazeping, phenytoin) is not
recommended, as they decrease the exposure
and may reduce the thempeutic effectiveness of
DALIRESP.

of
hey had

Adverse Reactions

In clinical trials the most common adverse
reactions (=2% and greater than flaoebl:r were
diarrhea (9.5% vs 2.7%), weight loss (7.5% vs
2.1%), nausea (4.7% vs 1.4%), headache (4.4%
s 2.1%), back pain {3.2% vs 2.2%), influenza
(2.8% vs 27% ), Insomnia (2.4% vs 1.[)%{;, .
dizziness (2.1% vs 1.1%), and decreased appetite
(2.1% vs 0.4%).

Flease see full Brescribing Information.

DALIRESF is a registered trademark of
MNycomed GmbH.

© 2012 Forest Laboratories, Inc.
84-12000309 1212

[F Forest Pharmaceuticals, Inc.

P Subsicliary of Forest Laborataries, Inc.
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For this unit, there are 2 screens that will display. Screen 1 and Screen 2 will rotate in the unit.

First

screen of \—> | Daliresp

flash

program

(roflumilast) tablets
200 meg

PRy The severe GOPD patient
with chronic bronchitis and

FULL PRESCRIBING INFORMATION

Expands the

Important Safety
Information \

Manually scrolled
Important Safety
Information

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION CLICK TO EXPAKD IMWPORTART S8 FETY IRFDRMATION
Indications and Usage
DALIRESFE is indicsted 35 3 trestment to reduce the risk of COPD exacerbations in patients
with severe COPD associsted with chronic bronchitis and a history of exacerbations.

DALIRESF is not 3 broncheodilator and is not indicated for the nellel' of acute bronchospasm.

1

a history of exacerbations

Contraindications
DALIRESP is contraindicated in patients with moderate to severs liver impairment {Child-Pugh

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

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

Second Daliresp
screen of N (roflumilast) tablets
flash o
program FULL PRESCRIBING INFORMATION

Daliresp o

(roflumilast) tablets
200 meg

FULL PRESCRIBING INFORMATION

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.

CLICK TO EXPAND IMPORTANT SAFETY INFORMEATION

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION

Indications and Usage
CALIRESF is indicated as 3 treatment to reduce the risk of COPD exacerbations in patients
with severe COPD associated with chronic bronchitis and 3 history of exacerbations.

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

Recently hospitalized due
to an exacerbation: What
can you do for them?

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

Manually scrolled
Important Safety
Information

INDICATIONS & USAGE AND IMPORTANT SAFETY INFORMATION CLICK T CLOSE IMPORTANT SAFETY INFORMATION
Indications and Usage
DALIRESF is indicated as a treatment to reduce the risk of COPD exacerbations in
with chronic bronchitis and a histony of exacerbations. DALIRESP is not a bronchodi
scute bronchospasm.

ients with severe COPD associsted
r and is not indicated for the relisf of

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

Wamings and Precautions

+ DALIRESF is not & branchodilatar and shoukd not be used for the relisf of acute branchaspasm.

= Frescribers should advise patients, their caregivers, and families to be alert for the emarpance or worsaning of
nsomnia, anxiety, depression, suicidal thoughts or other mood changas, and i such changes ooour, to contact
their healthcare provider. Prascribers should carefully avaluate the risks and benefits of cortinuing treatment if
such avents pecur, Bafore using DALIRESF in patients with a history of depression andfor suicidal thoughts or
behavier, preseribers  should carefully waigh the risks and bengfits of traatment with DALIRESF,

- Treatment with DALIRESP iz essociatad with an incraass in psychiatric adverse reactions. In contralled clinical
trials 5.9% of patients treatad with DALIRESF reported psychiatric adverse reactions vs 3.3% treated with
placebp. The mast cammon psychiatric adverse reactions ware insamnia (2.4% vs 1.0%), anety (1.4%
vg 0.9%), and depression (1.2% ve 0.9%). Thrae patients treated with DALIRESF axperiencad suicide-ralated
adverse reactions (one completed swicide and two suicide attempts) compared to one patient (suicidal
ideation) treated with placebi.

+ [Patients should have their weight menitared regularty. | unexplained or clinically significant weight loss cocurs,
weight kass shoukd be evaluated and treatment discontinuation considered,

- In addition 1o waight less being reported as @ commen adverse reaction (7.55% of pafients treated with
DALIRESF vg 2.1% placaba), weight was prospectively assessed in two 1-year clinical trials, In thase studies
that compared DALIRESF fo placaba, 20% ws 7% exparienced moderate weight loss (5-10% of body
weight) and 7% vs 2% ewparienced severe weight ks (-10% body waight). During the follow-up paricd after
discantinuing DALIRESF, the majority of patients regained some of tha weight they had lost.

= |sg with strong cytochrome P45D enzyme inducers (eg, rifampicin, phenobarbital, carbamazeping, phenytoin) i
not racommended, as thay decrease the axpasure and may reduce the therapautic effectiveness of DALIRESR

NMdverse Reactions

In ciimical trials the most commaon adverse reacions (22% and greater than placebo] were diarhea (9.5% ws 2.7%), weight loss (7.5% vs 2.1%),
rausea (4.7% vs 1,45%), headache (4.4% vs 2.1%), back pain (3.2% vs 2.2%], influanza (2 B3 vs 2.7%), insomnia (2.4% vs 1.0%), dizzness (2.1%
vg 1.1%), and dacreased appstite (2.1% ws 0.4%).

Please sea fyll Prescriing Information,
DALIRESP is a ragistared trademark of Mycomed GmbH,

& 312 Forest Laborataries, Ing,
3412000309 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

The
Limitations of
_ |Use and
Limitations of Use 1 |Important
i 12 h fior DALIRESP is not a bronchodilator Safet
bronchitis and a and is not indicated for the relief of Yy

THE RECENTLY HOSPITALIZED PATIENT S e e s

IMPORTANT SAFETY INFORMATION

headers
John, 69, likes to build model ships Contraindications s
« Diagnosed with severe COPD (post-bronchodilator FEV; 43% DALIRESP is contraindicated in
predicted) and chronic bronchitis 15 years ago patients with moderate to severe Manually
« Averages 1 or 2 exacerbations per year liver impairment (Child-Pugh B or C). scrolled
« Currently takes a long-acting anticholinergic and LABA/inhaled e e |
corticosteroid combination therapy i ALIRFQSP AR mportant
+ Last month was hospitalized with a severe exacerbation and should not be used for the Safety
» Treated in the emergency room with bronchadilators, oxygen, and relief of acute bronchospasm. Information
oral steroids. Discharged after 1 week with direction to visit primary - Prescribers should advise patients,
care physician their caregivers, and families to be
Current Status: Patient is in the office, approximately 3 weeks post- alert for the emergence or
hospitalization. Treatment needs to include appropriate measures to help worsening of insomnia, anxiety,
reduce the risk of future events depression, suicidal thoughts or
- other mood changes, and if such
Da_"r‘ esp q q changes occur, to contact their
(roflumilast) tablets : healthcare provider. Prescribers
00 mez Forillustrative purposes, not an actual patient should carefully evaluate the risks
it Information indications and Usag and benefits of continuing et
When Clicked this will ik ‘I‘ : These units link to the
en clicked this wiltiin When the mouse is www.DalirespHCP.com
tF())the %gllrels g i rolled over this the website which was
‘ rescr mg% n orm/a .|/on Indications and Usage submitted separately as job
rom www.Irx.com/pi are displayed # 84-1200028-R1.
Daliresp_pi.pdf
Limitations of Use Manua”y
- T - DALIRESP is not a bronchodilator scrolled
[ E and is not indicated for the relief of Important
THE RECENTLY HOSPITALIZED PATIENT oL rSafety
IMPORTANT SAFETY INFORMATION , Information
John, 69, likes to build model ships Contraindications
» Diagnosed with severe COPD {post-bronchodilator FEV; 43% DALIRESP is contraindicated in
predicted) and chronic bronchitis 15 years ago patients with moderate to severe
» Averages 1 or 2 exacerbations per year liver impairment (Child-Pugh B or C).
* Currently takes a long-acting anticholinergic and LABA/inhaled s i
corticosteroid combination therapy IMInGS SN LT 1
it : 3 - DALIRESP is not a bronchadilator
» Last month was hospitalized with a severe exacerbation and Should not be used for the
+ Treated in the emergency room with bronchoditators, oxygen, and relief of acute bronchospasm.
oral steroi_d_s. Discharged after 1 week with direction to visit primary - Prescribers should advise patients,
care physician their caregivers, and families to be
Current Status: alert for the emergence or
hospitalization. ] \NDICATIONS AND USAGE worsening of insomnia, anxiety,
reduce the risk ¢ DPALURESP is indicated as a treatment to reduce the risk of COPD exacerbations in depression, suicidal thoughts or
D ’- patients with severe COPD associated with chronic bronchitis and a history of other mood changes, and if such
a' nre exacerbations. DALIRESP is not a bronchedilator and is not indicated for tha relief changes occur, to contact their
(roflumilast) tabl| of acute bronchospasm. healthcare provider. Prescribers
* should carefully evaluate the risks
and benefits of continuing o

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

John, 69, likes to build model ships

« Diagnosed with severe COPD (post-bronchodilator FEV; 43%
predicted) and chronic bronchitis 15 years ago

« Averages 1 or 2 exacerbations per year
Currently takes a long-acting anticholinergic and LABA/inhaled
corticosteroid combination therapy

« Last month was hospitalized with a severe exacerbation

» Treated in the emergency room with bronchadilators, oxygen, and

oral steroids. Discharged after 1 week with direction to visit primary

care physician

Current Status: Patient is in the office, approximately 3 weeks post-

hospitalization. Treatment needs to include appropriate measures to help

For illustrative purposes, not an actual patient

reduce the risk of future events

Daliresp o
(roflumilast) tablets

I

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 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

>

4

Links to:

www.frx.com/pi/

Daliresp_pi.pdf

treatment if such events occur.

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
controlled clinical trials 5.9% of
patients treated with DALIRESP
reparted psychiatric adverse
reactions vs 3.3% treated with
placebo. The mast comman
psychiatric adverse reactions
were insomnia (2.4% vs 1.0%),
anxiety (1.4% vs 0.9%), and
depression (1.2%vs 0.9%). Three
patients treated with DALIRESP
experienced suicide-related
adverse reactions (one completed
suicide and twao suicide attempts)
compared to one patient (suicidal
ideation) treated with placebao.

- Patients should have their weight
monitared 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 commen 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 (3-10% of bady
weight) and 7% vs 2%
experienced severe weight loss
1>10% baody weight). During the
follow-up period after
discontinuing DALIRESF, the
majority of patients regained
some of the weight they had lost.

- Use with strong cytochrame P450
enzyme inducers (eq, rifampicin,
phenobarbital, carbamazepine,
phenytain) is not recommended,
as they decrease the expaosure and
may reduce the therapeutic
effectiveness of DALIRESP:

Adverse Reactions

In clinical trials the mast common
adverse reactions (=2% and greater
than placebo) were diarrhea (9.5%
ws 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
2.2%), 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 sea full Prascribing

Information.

DALIRESP is & registered trademark of
hycomed GmisH.

£ 2012 Farest Laborataries, Inc
2412000309 12112

[E]@@| Forest Pharmaceuticals, Inc.

‘Subsidary of Fores! Laborateris, nc
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