DSUVIA 2019 Banner | SDS
300 x 600

DSUVIA
comes in one strength
for acute pain’

DSUVIA
comes in one strength
for acute pain’

Minimum redosing interval
1 hour*

TONGUE
AND DONE.

Average redosing interval
3 hours™*

NO DOSE NO FREQUENT

CALCULATIONS REDOSING

DEUVIA s admitist sublingually *Shewn over a12-hour perlod in the pivoral trial

by a healtheare 1al
— IMPORTANT SAFETY INFORMATION & — IMPORTANT SAFETY INFORMATION &

DS .UVIA WARNING: ACCIDENTAL DS _UVIA WARNING: ACCIDENTAL

[leial] ™~ | EXPOSURE AND DSUVIA REMS [l “—" | ExPoSURE AND DSUVIA REMS

subingual tebiet dlmap PROGRAM; LIFE-THREATENING ubingual bt 2 meg PROGRAM; LIFE-THREATENING
RESPIRATORY DEPRE S SION; - RESPIRATORY DEPRESSION: o
ADDICTION, ABUSE, AND MISUSE; ADDICTION, ABUSE, AND MISUSE:
CYTOCHROME P450 3A4 CYTOCHROME P450 2A4
INTERACTION; and RISKS FROM INTERACTION; and RISKS FROM
CONCOMITANT USE WITH CONCOMITANT USE WITH
BENZODIAZEFINES OR OTHER EENZODIAZEFINES OR OTHER
CHS DEFEPRESSAMNTS Pt T ol T el oY e o




DSUVIA 2019 Banner | SDS

300 x 600 (ContinuSDS)

DSUVIA

[sleni]  ~—~
sulingual tzblat i map ¢

DSUVIA is for use only in a
certified medically supervised
healthcare setting
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CONSIDER
DSUVIA

A single fixed dosage for adults
with acute pain severe enough
to require an opioid analgesic

( TAKE A CLOSER LOOK AT DSUVIA )
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IMPORTANT SAFETY INFORMATION &

WARHNING: ACCIDENTAL
EXPOSURE AND DSUVIA REMS
PROGRAM; LIFE-THREATENING
RESPIRATORY DEPRESSION;
ADDICTION, ABUSE, AND MISUSE;
CYTOCHROME P450 3A4
INTERACTION; and RISKS FROM
CONCOMITANT USE WITH
BENZODIAZEPINES OR OTHER
CNS DEPRESSANTS

Accldental Exposurs and DSUVIA
Rizk Evaluation and Mitigation
Strategy (REMS) Program
Accldental axposure to or iIngestion
ol DSUVIA, ezpecially in childran,
can result In respiratory
depression and death. Because of
the potantlal Tor lIfe-threatening
resplratory depression due to
accidental exposure, DSUVIA |s
only avallable through a restricted
program called the DSUVIA REMS
Program.

« DSUVIA must only be dispensed
to patients In a certified
maedically supervized healthcare
satting.

« Discontinue use of DSUVIA prior
to discharge or transfer from the
certified medically suparvised
healthcare satting.

Lite-Thraatening Respiratory

Depression
Serlous, lfe-threatening, or fatal

resplratory depression may occur
with use of DSUVIA. Maonitor far
resplratory depression, especlally
during Initiation of DSUVIA.

Addiction, Abuse, and Misuse
DSUVIA exposes patlents and
other users 1o the risks of opioid
addiction, abuse, and misuse,
which can lead to overdose and
death. Aszess sach patient's risk
prior to prescribing DSUVIA, and
maonitor all patients regularly for
the development of thesa
behaviors or conditions.

Cytochrome P450 3A4 Interaction
Thi concomitant use of DSUVIA
with all eytachrama P450 3A4
Inhibitors may result In an Increase
In sutentanll plasma
concentrations, which could
Increase or prolong adverse drug
reactions and may cause
potentially fatal resplratory
deprassion. In addition,
discontinuation of a concomitantly
used cylochrome P450 3A4 Inducer
may result in an Increase in
sufentanil plasma concentration.
Monitor patients recelving DSUVIA
and any CYP3A4 inhibltor or
Inducer.

Rizks From Concomitant Use With
Banzodiazepines Or Other CNS
Depressants

Concomitant use of oplolds with

benzodiazepines or other central

nervous system [CHS)
deprezsants, including alcohol,
may result in profound sedation,
resplratory depression, coma, and
daath.

» Reserve concomlitant
prescribing for use In patients
for whom alternative treatment
options are Inadequate.

» Limit dosages and durations to
the minimum reguired.

« Follow patients for signs and
symptoms of resplratory
depression and sedation.

Indications and Usage
DSUVIA Is indicated for use In adults In
a certified medically supervised
healthcare setting, such as hospitals,
surgical centars, and emargancy
departmeants, for the managament of
acute pain severs enough 1o require an
opioid analgesic and for which
alternative reatments are inadequate.

Limitations of Use:

« Not for home use or for use In
childran. Discontinue treatmaent with
DSUVIA before patients leave the
certified medically suparvised
healthcare setting.

= Not for use for more than 72 hours.
The use of DSUVIA beyond 72
hours has not been studied.

«  Only to be administerad by a
healthcare provider.

« Because of the risks of acdiction,
abuse, and misuse with oplolds,
even at recommended doses,
reserve DSUVIA for use In patients
for whom alternative treatment
options [e.g.. non-oplcid analgesics
or opiold combination products):

- Hawve not been tolerated, or are
not expacied to be tolerated,

- Have not provided adequate
anaigesia, or are not expected o
provide adeguate analgesia.

Contralndications

se of DSUVIA s confraindicated in

patients with:

« Significant respiratory depression

« Acute or severe bronchial asthma in
an unmonitorad setting or in the
absence of resuscitative equipmeant

« Known or suspected gastrointestinal
obstruction, Including paralytic leus

« Known hypersensitivity to sufentamnl
ar components of DSUVIA,

Warnings and Precautions

« Accidental ingestion or exposure to
avan one dosa of DSUYIA,
aspecially in children, can result in
respiratory depression and death
due to an overdose of sufentand.

«  DSUVIA s for use inadull patlents
only in a certified meadically
supervised healthcare setting. Use
of DSUVIA outside of this setting
can increase the risk of accidental
exposure In others for whom it is not
prescrbed, causing falal respiratory
depression. Discontinue use of
DSUNVIA prior 1o discharge or
transter from the certified medicaily
supervised healthcare setting.
DSUVIA Is not for home ar pediatric
use.

« Oploids can cause sleep-related
breathing disorders Including central
sleep apnea (CSA) and sieep-
retated hypoxemia. Oplold use
increases the risk of CSA in a dose-
dependent fashion. In patents who
present with G54, consider
minimizing the use of DSUYVIA and
carefully monitor the patient for
signs of respiratory deprassion.
(revised per 2019 oplold class
labaling)

« DSUVIA contalns sutentanll, a
Schedule Il controlled substance. As
an oploid, DSUVIA exposes users to
the risks of addiction, abuse, and
misuse.

« Protound sedation, respiratory
depression, coma, and death may
resull from the concomitant use of
DSLUVIA with benzodiazepines or
other CHS depressants (e.g..
non-benzodiazepine
sedativesMypnotics, andolytics,
ranquilizers, muscle relaxants,
general anesthetics, antipsychotics,
other opiolds, alcohol). Bacause of
these risks, resarve concomitant
prescrbing of these drugs for use in
patients for whom alternative
reatment options are inadequate.

+ Life-threatening respiratory
depression in patients with chronic
pulmonary disease or in elderly,
cachectic and deblitated patients:
monitor patients closely, particularly
when Initiating DSUVIA therapy and
when DSUVIA = used with other
drugs that deprass respiration.
Management of respiratory
depression may include close
observation, supportive measuras,
and use of oploid antagonists,
depending on the patient's cinical
status.

« A potentially life-threatening
condition could result from
concomitant serctonergic drug
administration. Discontinue DSUVIA
if serotonin syndrome |s suspected.
Cases of adrenal insufficlency have
been reported with opiold use
{usually > 1 manth). Presentaton
and symptoms are non-specitic and
include nausea, vomiting, anorexia,
fatigue, weakness, dizziness and
low blood pressure. Gondirm
diagnosis with testing as soon as
possible and, it confirmed, treat with
physiologic replacement of
corticosterolds and wean patient
from oploid.

« As with all oploids, sutentanil may
produce bradycardia or hypotension
in some patients. Therefore DSUVIA
should be used with caution In
patients with bradyarrhythmias or
hypovelemia.

« DSUVIA should not be used in
patients who may be particulariy
susceptible (o the Intracranial aftects
ot GO; retention, such as those with
evidence of increased intracrardal
pressure, impaired consclousness or
coma.

« Prolonged use of DSUYIA during
pregnancy can result in withdrawal
in the neonate, which can be lite-
threatening. Observe newborns for
signs of neonatal oplold withdrawal
syndrome and manage accordingly.
Advise pregnant women using
opioids tor a prolonged period of this
risk and ensure that appropriate
treatmeant will be avalable.

« Insufficient dala are avallabie on the
use of DSUVIA In patients with
severe ver or kidney impairment.
DSUVIA should be used with
caution in such patlents due o the
importance of these organs in the
matabolism and excration of
sutantanil.

Adverse Reactions

Adverse reactions are described, or

described In greater detall, in othar

sections of the Prescribing Information:

+ Life-Threatening Respiratory
Depression [see Warmings and
Precautions (5.3)]

« Addiction, Abuse, and Misuse [see
Warnings and Precautions (5.4)]

« Adrenal insufficiency [see Warmings
and Precautions (5.91]

«  Severe hwpotension [see Wamings
and Frecautions (5. 10J]

« (Gastrointestinal Adverse Reactions
|[see Warnings and Frecaulions
(5.12)]

« Selzures [see Warnings and
Precautions (5.13)]

« Meonatal Oplodd Withdrawal
Syndrome [see Wamings and
Precautions (5. 15)]

The most commonly reported adverse
reactions (= 2% and higher than
placebo) were nausea, headacha,
vomiting, dizziness, and hypotension.

Medical Information

Far medical inquiries or @ report an
adverse avent, other safely-refated
information of preduct complaints for a
company product, pleasse contact the
AcelAx Medical Information Gontact
Canter at 1-855-925-8476 or
AcelRxMedinfo@rmpde.org.

You are encouraged to report negative
side affects of prescription drugs to tha
FOA. Vst waww. fda.gov/medwatch or
call 1-800-FDA-1088.

Please sea Tull Prescribing
Intermation and Directions For Use.
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IMPORTANT SAFETY
INFORMATION

WARNING: ACCIDENTAL
EXPOSURE AND DSUVIA
REMS PROGRAM;
LIFE-THREATENING
RESPIRATORY
DEPRESSION; ADDICTION,
ABUSE, AND MISUSE;
CYTOCHROME P450 3A4
INTERACTION; and RISKS
FROM CONCOMITANT USE
WITH BENZODIAZEFINES
OR OTHER CNS
DEPRESSANTS

Accldental Exposure and
DSUVIA Risk Evaluation
and Mitigation Strategy
(REMS) Program
Accldental exposure to or
ingestion of DSUVIA,
aespeclally in children, can
result in respiratory
depression and death.
Because of the potential for
lite-thraatening raspiratory
depression due to
accldental exposure,
DSUVIA is only avallable
through a restricted
program called the DSUVIA
REMS Program.

» DSUVIA must only be
dispensad to patlents in
a certified medically
supervised healthcars
satting.

« Discontinue use of
DSUVIA prior to
discharge or transfer
from the certified
madically supervised
healthcare setting.

Lite-Threatening
Respiratory Depression
Serlous, life-threatening, or
fatal respiratory depression
may accur with use of
DSUVIA. Monitor for
resplratory depression,
especlally during inltiation
of DSUVIA.

Addiction, Abuss, and
Misuse

DSUVIA exposes patlents
and other users to the risks
of oplold addiction, abuse,
and misuse, which can lead
to overdose and death.
Asspss each patient's risk
prior to prescribing
DSUVIA, and manitor all
patients regularly for the
development of these
behaviors or conditions.

Cytochrome P450 3A4
Intaraction

The concomitant use of
DSUVIA with all cytachrome
P450 3A4 Inhibltors may
result In an increase in
sufentanil plasma
concentrations, which could
increase or prolong adverse
drug reactlons and may
cause potentially tatal
resplratory depression. In
addition, discontinuation of
a concomitantly used
cytochroma P450 3A4
Inducer may result in an
Increase In sufentanil
plasma concentration.
Monitor patients recelving
DSUVIA and any CYP3A4
Inhibitor or Inducer.

Rlsks From Concomitant

Usza With Banzodiazepines

Or Other CNS Depressants

Concomitant use of oploids

with benzodiazepines or

other central nervous
system (CNS) depressants,

Including alcohol, may

result in profound sedation,

resplratory depression,
coma, and death.

+ Reserve concomiltant
prescribing for use in
patients for whom
alternative traatment
options are inadequate.

+ Limit dosages and
durations 1o the
minimum required.

« Follow patients for signs
and symptoms of

respliratory depression
and sedation.

Indications and Usage
DSUVIA Is Indicated for use
in adults in a cenified
medically suparvised
healthcare seiting, such as
hospitals, surgical centers,
and amargency
departments, for tha
management of acute pain
sEvere anough to require an
opioid analgesic and for
which alternative treatments
are Inadequate.

Limitations of Usa:

= Mot for home use or for
use in children.
Discontinue raatmant
with DSUWVIA belora
patients leave the
cartified madically
supervized healthcare
satting.

« Mot for use for more than
T2 hours. The usa of
DSUVIA beyond 72 hours
has not baen studied.

= Only to be administerad
by a healthcare provider.

« Because of the risks of
addiction, abusa, and
misuse with oploids, even
at recommended doses,
resanve DSUVIA for use
In patlents for whom
alternative reatmant
options [@.g., non-oploid
analgesics or opkold
comblnation products]:

- Have not bean
tolerated, or are not
expactad o be
tolerated,

- Have not provided
adequate analgasia,
or are not expected to
provide adeguate
analgesia.

Contraindications

Usa of DSUVIA 15

contraindicated In patiants

with:

« Slgnificant respiratory
deprassion

« Acute or severs bronchial
asthma In an
unmonltored setting or in
the absance of
rasuscitative aquipmant

«  Kmown or suspecied
gastrointestnal
obstruction, Includimg
paralytic ileus

«  Kmown hypersensitivity to
sufantanil or components
of DSUVIA,

Warnings and Precautlons

« Accidental ingastion or
EXpOSUNe 1o evan one
dose of DSUVIA,
especially in children, can
rasult In resplratory
deprassion and death
due to an overdose of
sutantamnil.

«  DEUVIA IS for use in
adult patients only In a
cartified madically
supervised healthcare
setting. Use of DSUVIA
outside of this setiing can
Increase the risk of
accldental exposure in
athers tor whom It s not
prescribed, causing fatal
resplratory deprassion.
Discontinue use af
DSUVIA prior 1o
discharge or transfer from
iz certifled medically
supervised healthcare
setting. DSUVIA Is not for
home or padiatric use.

» Oplodds can cause sleep-
related breathing
disorders including
central sleap apnea
[CEA) and sleep-related
hypoxemia. Oploid use
Increases the risk of CSA
in a dose-dependant
tashion. In patients who
present with CSA,
consider minimizing the
use of DSUVIA and
carafully monltor the
patient for signs of
resplratory deprassion.
(revised per 2019 cplold
class labaling)

« DSUVIA contalns
sutentanil, a Schedule [l
controlied substance. As
an oploid, DSUVIA
exXpOses users to the
risks of addiction, abuse,
and misuse.

» Profound sedation,
resplratory deprassion,
coma, and death may
rasult from the
concomitant use of
DSLUVIA with
benzodiazepines or other
CMS depressants (e.g.,
non-benzodiazeping
sedatives/hypnotics,
anxiolytics, tranquilizers,
muscle relaxants, genaral
anesthatics,
antipsychotlcs, other
opioids, alcohot).
Because of these risks,
reserve concomitant
prescribing of these
drugs for use In patients
far whom alternative
treatmeant options are
Inadeguate.

» Llte-threatening
resplratory deprassion in
patients with chronic
pulmonary disease or In
eldarly, cachactic and
dabilitated patients:
maonlior patiants closely,
particularty whan initiating
DSUVIA therapy and
whan DSUVIA s used
with other drugs that
deprass respiraton.
Management of
rasplratory depresslon
may include close
abservation, supportive
measures, and use of
opioid antagonists,
depending on the
patent's clinical stalus.

« A paotantially life-
threatening condition
could result from
concomitant serotonergic
drug administration.
Discontinue DSUVIA if
saratonin syndrome s
suspected. Cases of
adrenal insufficlency
have been reporad with
opioid use (usually
=1 momnth). Fresantation
and symptoms are non-
specific and Include
nausea, vomiting,
anoraexla, fatigue,
weakness, dizziness and
low blood pressure.
Contfirm diagnosks with
testing as scon as
possible and, it
confirmed, treat with
physiologlc replacemeant
of corticosterolds and
wean patient frem oploid.

« As with all opioids,
sufentanil may produce
bradycardia or
hypotension in some
patiants. Tharafore
DSUVIA should be used
with caution In patignts
with bradyarrythmias or
hypovolamia.

« DSUVIA should not be
used In patients who may
be particularty
susceptible 1o the
Intracranial effects of CO:
ratention, such as those
with evidence ot
Increased Intracramdal
pressure, Impaired
CONSCIOUSMESS Of COMAa.

« Prolonged use of
DSUVIA during
pregnancy can result in
withdrawal in the
neonate, which can be
lite-threatening. Observe
newbaoms for slgns of
neonatal oploid
withdrawal syndrome and
manage accordingly.
Agvise pregnant women
uslng oplolds for a
prolonged period of this
risk and ensure that
appropriate treatment will
pe avallable.

« Insutticient data are
avallabie on the use of
DSUVIA in patients with
savere liver or kidnay
Impalrment. DSUVIA
should be used with
caution in such patlents
due to the Importance of
thase organs In the
metabolism and axcration
af sutertanil.

Adversa Reactions
Advarse reactions are
descriped, or described in
greater detall, in other
sections of the Prescribing
Infarmaton:

«  Lifa-Threataning
Respiratory Depression
[sea Warmings and
Pracautions (5.3)]

« Addiction, Abuse, and
Misuse [see Wamings
and Pracautions (5.4

» Adrenal Insutficiency [see
Warmnings and
Precautions (5.9)]

= Severe hypotension [see
Wamings and
Pracautions (5.10]

» (Gastrointestinal Adverse
Reactions [see Wamings
and Pracautions (5. 12]]

» Selzures [see Wamnings
and Pracautions (5.13)]

« Meonatal Opioid
Withdrawal Syndrome
[sea Warnings and
Pracautions (5.15)]

The most commaonky
reported adverse reactions
(= 2% and highar than
placebo) were nausea,
headache, vomiting,
dizzinass, and hypolension.

Medical Information

For medical inguiries or o
report an adverse avent,
other safety-related
Iinformation or product
complalnts for a company
product, please contact the
AcelRx Medical Information
Contact Center at
1-B55-925-B4T6 or
AcelRxMedinfo @ rmpde.org.

YoU are encouraged to
report nagative side effects
of prescription drugs to the
FDA. Visit
www.lda.gowmedwatch or
call 1-800-FDA-1088.

Please sae full Prescribing
Informaticn and Directions
For Use.
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