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FRAME 1 FRAME 2 FRAME 3
Jason comes in from the left side “Jason’s world” fades out and copy

and copy that reads “Jason’s world” that reads “is about theater.” slides
comes in from the right. in from left.

Red screen slowly dissolves to
reveal Jason and his environment,
along with copy that reads “His
HIV therapy”

IS about
theater.
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Links to Full Prescribing Information:
http://packageinserts.bms.com/pi/pi_atripla.pdf
Opens in a new window

When clicked, Important Safety Information
overlay appears on screen as in FRAME 6.

FRAME 4

= Environment is shown at 100%
and headline appears: “is about
experience.” ATRIPLA logo
appears, as well as Indication,
“Full Prescribing Information”
link, and “Important Safety
Information” link.

IMPORTANT SAFETY IMFORMATICN

13 ahnyt
experience.

IMDICATION

ATRIPLA™ (elavienz/emiricitabine
lermlouir disoeeaxil Tunarale) s
indicated lor use alone as a complhele
regitren o in combination with other
ahlirebroiral sgents jor e irealment
of H¥-1 Infection In =dulls and
pedialric paliends at leas] 12 years of
age and welkghing 240kyg (BE lbal
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IMPORTANT SAFETY IMFDRMETICN
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ATRIPLE:

#1 prescribed HIV
regimen for over
Syears

1. Bouree Health came Ara

Souroe ® PHAST Prescxription Monihdy,

WARNING: LACTIC
ACIDOSIS/SEVERE
HEPATOMESALY WITH
STEATDSIS and POST
TREATMENT EXACERBATICN
OF HEPATITIS B

Lactic acidosis and severe
hepatomegaly with steatosis,
including falal cases, have

—
ATRIPLA

(e G0 ficitatioe 0y,
i o ot 300 Falels

Headline fades out and new headline
appears conveying ATRIPLA “#1
prescribed” messaging. A button
linking co-pay savings information
appears. Full ISI will expand and
auto scroll in expanded state.

Links to ATRIPLA Co-pay Assistance Program:
http://www.atripla.com/copay-assistance.aspx
Opens in a new window

| Rollover state |

FRAME 6

IMPORTANT SAFETY
INFORMATION

WARNING: LACTIC
ACIDDSIS/SEVERE
HEFATOMEGALY WITH
STEATOSIS and POST
TREATMENT EXACERBATION
OF HEPATITIS B

Lactlc acidosis and severe
hepatomegaly with steatosis,
including falal cases, hawe
been reported with the use of
nucleoskde analogs, Including
tenafovir OF, a cemponent of
ATRIPLA {efavirenz/
amtricilabineAenofovir
disoproall fumarale), in
combination with other
anliretrovirals

ATRIPLA is not approvad for
the Ireatmenl of chranic
hepatitis B virus (HBV)
infection, and the safety and
afficacy of ATRIPMLA have not
been establizhed in palients
coinlected wilh HEY and HIV-1,
Severe acule exacerbations of
hepatitis B have been reported
in patients who have
dizcentinued

EMTRIVA® {emircilabine} or
VIREAD® (tenclovir DF), which
are compaonenis of ATRIPLA
Hepatic function should be
monitored closely with bolk
climleal and lsharatary follow-
up for at least seweral months
in palients who are coinfecled
with HIV-1 and HEY and
disconlinue ATRIPLA, IF
appropriate, Initiallon of antl-
hepatitis B therapy may be
warranbed

Canftraindications

* ATRIPLA (efavirenz/
emiricilabine Aenofovir
disoproxil fumarale) |4
contraindicated in patienils
with previoushy
demonsirated clinically
significant lvpersensitiviky

X
N

When mouse rolls over “Expand,”
a scrollable ISI will animate up to
fill frame.



FRAME 8

FRAME 7
IMPORTANMT SAFETY X
MFORRMATION
significant hypms.l!nait'iu'ih'

(e.g. Stavens-Johnson
syndrome, erylhema
multiforme, or lotic skin
eruptions) to =lavirenz, a
component of ATRIPLA .

= Coadministraiion of ATRIPLA
with beprldll, cisapride,
midazolam, pimozide,
triazolam, or ergot
derivalives is
coniraindicaled, since
competition for CYP3IA by
efavirenz ceuld result in
inhibition of metabolism of
these drugs and create he
polenilial for serous andfar
lie-threalening adverss
reaclions.

= ATRIPLA should nol ba
adminislered concurrenlly
with voriconazole because of
significantly decreasad
woriconazole plasma
conceniralions and
significantly increased
efavirenz plasima
concentrations.

= Concomitant use of ATRIPLA
with 5L John's weort
(Mypericum perforatum) or
St Jobn's wort-containing
producls iz nol
recommended since lhis
miay lemd io losa al viralagle
response and possible
resistance to efavirenz or to
non-nucleoside reverse
transcriplase inhibitors
[MNHETIS).

Warnings and Precaufions

* Efavirenz plasma
coneentrations may be
altered by substrates,
inhibitors, or inducers of
CYPAA. Efavirenz may altar

plasma concenlrations of
| clruas etk lized by CYDEL |

IMPORTANT SAFETY
MNFORMATION

plasma concenlrations of
drugs melabolized by CYPah
ar CYPIBE,

= Since ATRIFLA {efavirenz/
emiricilabineAenofowir
disoproxil fumarale) conlaing
emiricitakine and lenalovir
OF, ATRIPLA should not be
coadministered wilh
COMPLERA® {emiricitabine/
rilpiviring/ tenofovir DF),
EMTRIVA® (emiricilakina},
TRUVADA® (amlricitabing
tenofovir OF), or
VIREAD® {lencfovir DF),
Since ATRIPLE conlains
elavirenz, ATRIPLA should
nol be coadministered witk
SUSTIVA"Y (efavirenz) unkess
nesded for dose-adjustment
when coadministered with
rifampin. Due to similarilies
belween emtricilabine and
larmividire, ATRIPLA should
nol be ceadministered with
drugs containing lamivudines,
including
Combivir? (lamivudines
zidowudina), Epivir® or
Epivir-HBY® {lamivuding),
Epzicom® (abacavir
sulfate/lamivudineg), or
Trizivir® (abacavir
sulfate/ lamivwdines
Zidowudinal.

= ATRIPLA should not be
atlmin |slersd with
HEPSERA® (adefovir
dipiveill

= Sarious psychialric adverse
eiperlences, Inclding
severe depression (2.4%,
0.9%), suicidal ideation
{0.7%, 0.3%], nonfatal suicide
attempls (0.5%, 0%},
aggressive behavior (4%,
0.5%:), paranoid reactions
(0.4%, 0.3%), and manic
reactions (0.2%, 0.3%), have
been reporled in palienis
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FRAME 9

IMPORTANT SAFETY X
MEORRMATION

been reportad in pallents
receiving efavirenz and
canirel regimens,
respectively. In addition 1o
elavirenz, faciors Idenlified in
a clinleal trial that were
associgted with an increase
in peychialric symploms
included a higtory of Injection
drug use, psychialng hislory,
and use of payehiairic
madication. There havwe bean
oceasicnal reporls of suicide,
delusions, and peychosls-like
behaviar, but it could net be
delerminad |f efavirenz was
tne cause. Patients with

serngus psychialric adversa .
experehces should be
evalualed Immediately o
deiermine whether the risks
al continued tharapy
oulweigh the benelils.

Fifty-{hree percent of
patents reported central
nervous system (CHS)
symploms (inchuding
dizziness [28,1%), insomnia
[1E8.3%], Impaired
cancentration [8.3%),
somnolence [7.0%], abnormal
dreams [6.2%], and
halluclnations [1.2%]) when
laking efavirenz compared o
2500 of patlents recelving
contrel regimens. Thase
symploms usually begin
during Days 1-2 of therapy
and generally resolve afler
e firsl 2-4 waeeks al
therapy; they ware severa in
2.0% of patienls, and 2.1% of
patients discontinued
lherapy. Afler 4 weeks ol
trerapy, the prevalencs of
CHS symptoms of at least
mcderale savanly ranged
from 5% To 9% in patients
trealed wilk regimens
egantaining efavirenz. Nerous
system symptoms are not
prediclive of lhe lass

FRAME 10

IMPORTANT SAFETY X

MFORMATION
syslem gymploms afre nol
predictive of the less
frequent psychiatric
sympioms. Patients receiving
ATRIPLA should be alerted Lo
the potential for additive CHS
effects when ATRIPLA Is
used concomitanthy with
aleshal or psychoactive
drugs. Palienis who
expefehce CHE symploms
such as dizziness, Impaired
conceniration, and’or
drowsiness should avaid
polenlially hazardous lasks
such as driving of operaling
machinsry.

= |t is recommended thal
craalinine clearance {CrCl)
be calculated in all patlents
priar to inlliating therapy and
as clinically appropriate
during therapy with ATRIPLA, [l
and rouline moniloring of
CrCl and serum phosphorus
be performed fer patients al
risk of renal imparment,
including patients whao hawe
previously experienced renal
events while receiving
adefovir dipivexil ATRIPLA
should not be givan to
patients with
CrCl= EdmL/min. Renal
impairmenl, Including caseg
af acute renal fallure and
Fanconi syndrome {renal
wbular injury with severe
hypophosphalemial, has
been reporied with the use
af tenofavir OF. ATRIPLA
should be avoided with
concurrent or recent use of a
nephroloxic agenl

= ATRIPLA may cause felal
harm when administered
during the first trimester to 8
pregnant woman. Women
should nol become pregnant
ar breastfesd while faking

ATRIPLA Barrier
T S E PN SR Y S R ——
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ATRIPLA. Barmier
conlraceplion must always
be used In combination with
ather methods of
contracepbion {e.g., oral or
othar hormonal
conlraceplives). Because of
the long ball-life of elfavirens,
adequale contraceptive
measures are recommended
for 12 weeks after
disconlinualion of ATRIPLA.
If the patlent becomes
pregnant while taking
ATRIPLA, she should ke
appriced of the polential
harm 1o lhe felus.

= Mild-lo-meoderate rash (s a
cormimon side effect of
efavirenz. In conirolled
clinical rials in adulls, 26%
of patlents treated with
elavirenz enperienced new-
onsat skin rash companed
wilh 17% of palients treated
in conlrol groups. ATRIPLA
should be discentnued in
palients develeping severa .
rash ascociated with
blistaring, desguamation,
mucosal invelsament, or
fever,

= Rash was reported In 464
(26/57) of pediatric
patienls recaiving
gfavirenz. Grade 3 or 4
rash was reporied |n 5%
of pediatric patients
compared to 0.9% of
adulls recaiving efavirenz.

= Liver enzymes should be
monltared befare and during
treaiment in patiante with
underlying hapalic disease,
including hepalitis B or &
infecticn; in patients with
marked transarminase
alevations; and when
ATRIPLA is administered with
rilenavir or olher medications
associhaled with lver loxicity,
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FILONARIT U QUEr NiEdicdLdris
associaled with liver loxicity.
A few of the postmarketing
reports of hepatic fallure,
including casas in patients
with ne pre-existing hepatic
disease or other identiliable
rlsk factors, were
characterized by a fulminant
COWSe, progressing in some
cases to transplaniation or
death. Liver enzyma
menltaring should be
congidered for patients
withoul pra-axicting hapatic
aysfunction or other risk
faclors.

= Bane mineral densiby {BMO)
assessment should ba
considered for patients who
hawe a hislory of palkologic
bone fracture or other sk
factors for osleoporosis or
bone loss. Decreases in BMD
Fiawe been sean with
lenolovir BF. Casas of
oeleomalacla (associated
with proximal renal
tubulopaiky and which may
contribute to fractures) have
been reported in associalion
with the use of tenofovlr DF,

* Use ATRIPLA with caution in [Ji
patients with 2 history of
seizures. Convulsions hawe
been chasrved I patients
recelving efavirenz, generally
in the presence of known
miadical history of seizures.

= Immune reconstitution
syndrarme has besn reported
in patients reated with
combination antiretroviral
lherapy, including ke
compehents of ATRIPLA
Autalmmune disorders (=0
Graves' disease,
polyrmyositis, and Guillain-
Barre syndroma} have also

been reported to cocur in the
| astinn pf eees |
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IMPORTANT SAFETY

NFORMATION
been reported to ooour in the
soting of immune
reconstitution; however, the
time o onsel is more
variable, and can sceur many
months after imitiation of
realmenl

* Redistribution/accumulation
of body fat has been
obsarved in patients
raceiving anlireiroviral
therapy.

fdverse Reactions

* |l Study 534, through 144
weeks, the mos! freguently
reporied Grades 2-3 adverse
reactions reporied i =5% of
subjects receiving efavirenz
+ pmiricitabine + fencfovir
OF were diarrhea (3%),
nausea (93], fatigue (3%,
depression (3], dizziness
(B}, sinusilis (8%), uppear
raspiralory racl infacton
(B2e), rash event (T9%),
headache (B%), Insomnia
(5%}, anxlety (59%), and
nasopharyngitis (%),

= The moet commaon adyerse
reaclions {incldence 210%,
any savarity) oecurring In
Shudhy 834 include diarrhea,
rausea, laligue, headache,
dizziness, depression,
inssmnla, abnormal dreams,
and rash.

= Skin discoloration,
assochaled with
emiricitabine, may alsa
OECL.

= Padialric palients: In addilicn
lo commaon adverse events
reperied n adulls, anemia
(7ot} and hyperplgmentation
(32%) were obsarved in
pediatric patienls reated
with emirlcitabine,
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with emiricitabine.
Drug Inferactions

« Coadminlgtration of
ATRIPLA (efavirenz/
emiricitakinetenafowir
disoprouil fumarale) with
didancsine should be
undertaken with eaution
Patients receiving this
combination should be
menitored closely ler
didanosine-associaled
atverse reacllong.

Lopinavir/ritonavir has baen
shown o increase lenolovir
cohcehlrations Patlents on
loplnavir/ritenavir plus
ATRIFLA should be
micnitored for lenofovir-
associaled adverse
feactions, ATRIPLA should
be discanlinued In palients
who develop benofovir-
associgied adwerse
reaclicns.

Coadministration of ATRIFLA
and atazanawvir is not
recommeanded. Efavirenz and
lenofovir BF have been
shown lo decrease
concentrations of alazanavir.
#tazanawir has also been
shown to increase tenofovir
conceniralions.

Saguinavir should not be
used as the only protease
inhibitor in combination with
ATHIPLA.

See Full Preseribing
Information for complete list .
ol drug-drug interactions.

Hepatic Impairment

ATRIPLA {efavirenz
emiricitabinetenafavir
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ATRIPLA {elavirenz/
emitricitabine ftenofovir
disoproxil fumarate) is nol
recommended Tor palenis with
mederale or severe hepatlc
impaimen| because of
Insuificlent data; use caullon in
patients with mild hepatic
impairmenl

Dosage and Administrallan

The doze of ATRIPLA for
palienls al leasl 12 years of
age and welghing 240kg

(A& Iha} is 1 lablet {cenlaining
E00 myg of efavirenz, 200 mg of
amtricitabina, and 300 mg of
tenofowir DF) once daily laken
orally @n an emply stomach,
Dosing al bedtime may
Improwe lhe tolerabiliby of
nierpous syslem symploms.
ATRIPLA is not mecommended
for use in patlents <12 years of
age or In pallenls with

Crll< 50mL min. When
ATRIPLA is admmictered wiih
rifampin lo palienis weighing
>a0kg, an additional

Fomg felay of elavirens s
FECOfFImendan

Please see

Bull Prescribing Information, <€
intluding Boxed WARNINGS.

&P Bristol-Myers Squibh

212 Bristol-Myers Sguiblb
Campany.

ATRIPLA |5 & registersd
trademark of Bristal-Myers
Squibb & Gilead Sciencas, LLC.
SUSTIVA |s a registered
ragdemark of Brislal-Myers
Squibb Campany. All ather

Links to Full Prescribing Information:

http://packageinserts.bms.com/pi/pi_atripla.pdf

Opens in a new window
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palienls wilh mild hepalic
imipairmenl

Dasage and Adminlsiratian

The dose of ATRIPLA lor
patients at least 12 years of
age and welghing =40kg

(B8 Iba) s 1 Lablet (containing
600 mg of efavirenz, 200 mg of
omiricitabine, and 300 myg of
tenalouir DF) once dally taken
arally on an emply stomack
Oasing at bediime may
imprave the tolerability of
neryous =yslem symplems,
ATRIPLA | not recommended
for use in patients <12 years af
age of In patlents with

Crll< 50mL fmin. When
ATRIPLA is administerad with
rifampln to patlents welghing
=50ky, an additienal
200mafday of efavirenz 5
recarmmended.

Please see
Fuill ina Informa

incluading Boxed WARNINGS.

& Bristol-Myers Squibb

=201 2 Brislol-Myers Squibb
Company.

ATRIPLA is & registered
trademark of Brislol-Myars
Squibb & Gllead Sciences, LLC,
SUSTIVA Is a reglstered
trademark of Bristol-Myers
Sguibb Company. All ather
trademarks are owned by third
part|es,
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