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Dosing & Administration, cont'd
Pragonbes Hrogam Dose Titration

Omprviaw ‘ : !
ONSOLIS™ s availabls in five dosags strengths:
R 2060, 400, 660, 800, and 1200 meg
Prasorile: The iritial dose s 200 mieg ONSOLISH™
Education

i Trrate by incrementally incressing the dose once per episede

200 meg ] 400 meg GO0 meg i 12309 meg

REPQ‘ =}

200 mog ONSOLIS™ filmg)
wimber of P
v

It adequate pain relief is achieved, treat subsequent brepkthrough cancer pain episndes
using the determined dose,

ONSOLIS™ film
Prascriber
‘ Enrpllmt_'ml Fomm

Fahgnl Progiam
Overview

ONSOLIS™ should only be usad ancy per episode.
Mediaten ONSOLIS™ dosing shaild be separsted by ot least 2 hours.
Gunie During any episods, if adequate pain relief is nat achiavesd within 30 minutes,
the patient may use a rescud medication as directed

Patignt
Enrplimeant Formg

A

Please see full prescribing information Including boxed warnings by clicking the link below.

Important S e stion - PRESCRIBING INFORMATION > Privacy Polay = MEDIA Pha macagticals »
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Information for prescribers

Dosling & Administration, cont'd
iber Hrogran! Dosage adjustment

During maintenance treatment, If the prescribed dose no longer adequately manages the breakthrough
cancer pain episode for several consecutive episodes, Increase the dose of ONSOLIS™ as described In
dose titration {(see above). Once a successful dose has been found, aach episode Is treated with a single
film. ONSOLIS™ should be limited to four or fewer doses per day. Consider increasing the dose of the

around-the-clock medicine used for persistent cancer pain In patienis experiencing more than four

Prasoribe:
Edunation

breakthrough cancer pain episodes dally.

Administration of ONSOLIS™
Prascribes
E;r.oﬁ:;ecnz Form » Use the tongue to wet the Inside of the cheek or rinse the mouth with water to wet the area for
placement of ONSOLIS™,
Patigil Progeam » Open the ONSOLIS™ package Immediately prior to product use.

Chveniaw

s Place the entire ONSOLIS™ flim near the tip of a dry finger with the pink side facing up.
Wdicath » Placa tha pink side of the ONSOLIS™ film against the inside of the cheek.

Gante » Prass and hold the ONSOLIS™ film In place for 5 seconds.

* The ONSOLIS™ fiim should stay in place on its own after this period.

Patisnt X 5
Enrelimens Fosn) * *

Flease see full prescribing information Including boxed warnings by clicking the link below.

Imgortant Safety Information PRESCRIBIMG INFORMATION » Privacy Poloy = MEDA Pharmacautizalz »

PHARMALIUBIC AL



The FOCUS™ Program: et &3{ Onsolis
for ONSOLIS™ o e B2 Tty ool soluble fim e

Information for prescribers

Dosing & Administration, cont'd

et Feora Liquids may be consumed after 5 minutes.
An ONSOLIS™ film, If chewed and/or swallowed, might result in lower peak concentrations and lower

Prasolibs: bioavailabllity than when used as directed.
Fducation

The ONSOLIS™ fiim should not be cut or torn prior to use.

RERS

The ONSOLIS™ film will dissolve within 15 to 30 minutes after application. The film shouid not be
manipulated with the tongue or finger(s) and eating food should be avolded until the film has dissolved.

I*rascriber
Enrplimerd Fosm

Drug Interactions

) Fentanyl Is metabolized mainly via the human cytochrome P450 3A4 (CYP3A4) lscenzyme system;
:ﬁfg’n‘:&j“ togant therefore potentlal drug interactions may occur when ONSOLIS Is given concurrently with agents that
ki affect CYP3A4 activity. Concomitant use of ONSOLIS with CYP3A4 Inhibitors {e.g., erythromyein;
ketoconazole, and certaln protease inhibitors) may result in an increase in fentanyl plasma concentrations,
and may cause potentlalty fatal resplratory depression.

Pattznt :
Enenliment Forem * %

Flease see full prescribing information Including boxed warnings by clicking the link below.
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Information for prescribers

General Oplold Use

Fyasctba eogran The following Information was abstracted from: The Use of Oploids for the Treatment of Chronic Pain.
A consengus statement from American Academy of Pain Medicine and American Pain Soclety.
— « Addiction Is a compuisive disorder In which an Individual becomes preoccupled with obtaining
Education and using a substance, the continued use of which results In a decreased quality of life.
" ’ » Resplratory depression Is a major risk of oploid treatment, particularly In patients who are
opiold-naive.

REMS

Prascrber
Eneplimont Fosm

« Tolerance Is decreasing pain relief with the same dosage over time.
e Diversion of oploids can occur and should be watched for.

Principles of good medical practice should guide the prescribing of oploids:
Patianl Haogam » Proper Evaluation of the patient Is essential.

et » A thorough Treatment Plan includes multiple modalities, documentation of Informed consent of
risks and benefits, conditions of use and a written patient agreement.
Medicaln

Guide » An opioid trial should not be done In the absence of a complete assessment of the
_ pain compiaint.

Patsnt ) 3
Erroltiment Fosm * *

Flease see full prescribing information Including boxed warnings by clicking the link below.
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Information for prescribers
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General Opilold Use, cont'd

;‘*ﬁ'\,ﬂﬁef Heogran » Consultation with a specialist In pain medicine or with a psychologlst may be warranted.
: « Review of treatment should occur periodically, Including need for continued oploid therapy and
Pr@«fxr i indicators of misuse.
Educatiun = Documentation Is essential for supporting the evaluation, the reason for oploid prescribing, the
: -— overall pain management treatment plan, any consultations recelved, and perlodic review of the
status of the patient.

The following Information was abstracted from: Substance Abuse In Brief Fact Sheet. Pain Management
Without Psychological Dependence: A Guide for Healthcare Providers.

Prascriber
Enrplimesd Form

Assossment of the Risks of Addiction:

Patenl S2ogeam = Obtain relevant patient background Information regarding history of personal or famiilal
Chverview problems with alcohol or drugs, legal problems, or misuse of prescription drugs.

i —_— » Use screening instruments which may Include the Oplold Risk Tool, the Pain Medication

Medicatun Questionnalre, the Screener and Oploid Assessment for Patlents with Pain (SOAPP), or the

{uside

Patignt )
Enrnlimens Fomm ‘

Screening Tool for Addiction Risk.

Please see full prescribing information Including boxed warnings by clicking the link below.

Imgpzrtant Satety Information = PRESCRIBING INFORMATION > B MEDA Pharmaceutizals »
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Information for prescribers

General Oplold Use, cont'd _
nbes Srugran e Document appropriately. Have patients sign an agreement outiining the risks and benefits of
the proposed treatment.

« The possibility of psychological dependence should be considered when a pattern of
inappropriate behaviors Is observed.

: Risks of ONSQLIS™
EMS

There Is a risk of overdose If ONSOLIS™ s given to:

Prescriber s someone for whom It has not been prescribed; or
Enrplimirt Form

» oplokd non-tolerant patients.
Patenl Prograrn ; The manifestations of ONSOLIS™ overdosage are expected to be similar in nature to intfravenous fentanyl
verview and other opiolds, and are an extenslon of its pharmacologlcal actions with the most serious significant effect
- being hypoventilation.
hedicalasn

Guithe Immediate management of opioid overdose Includes removal of the ONSOLIS™ fiim, if still in the mouth,
. ensuring a patent alrway, physical and verbal stimulation of the patient, and assessment of level of
consclousness, ventilatory and circulatory status.

Patisnt
Encodiment Fomi

Flease see full prescribing information Including boxed warnings by clicking the lirk below.
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Information for prescribers

Risks of ONSOLIS™, cont'd

fjr;‘;uf' :ﬁ, Progran To treat overdosage (accidental ingestion) in an oploid non-tolerant person, provide ventilatory support,

i obtaln Intravenous access, and employ naloxone or other oploid antagonists as ciinically indicated. The
; ‘ ; duration of respiratory depression following overdosa may be longer than the effects of the opiold

?;‘:f;{;}?ﬁl antagonist's action {e.g., the half-life of naloxone ranges from 30 to 81 minutes) and repeated administration
T : - may be necessary. Consult the package insert of the Individual oplold antagonist for details about such use.

AEKMS Management of severe ONSOLIS™ overdose includes: securing a patent alrway, assisting or controlling
ventilation, establishing intravenous access, and Gl decontamination by lavage and/or activated charcoal,
onca the patient's airway Is secure. In the presence of hypoventilation or apnea, agsist or control ventilation,
Praseriber and administer oxygen as Indicated.

EREI et Aithough muscie rigidity interfering with resplration has not been seen following the use of ONSOLIS™, this
) ) Is possible with fentanyl and other oplolds. If it occurs, manage by the use of assisted or controlied
gf;f;};if’-‘““*”‘ ventilation, by the administration of an oplold antagonist, and as a final alternative, by administration of a

. neuromuscular blocking agent.

Medicate
Gusite

Patiant
Ereokment Foom

Flease see full prescribing tnformation Including boxed warnings by clicking the link below.
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“Information for prescribers

Risks of ONSOLIS™, cont'd
B Feagian) Abuse and Addiction

- There s a risk of abuse and addiction from exposure to ONSOLIS™. Fentanyl Is a Schedule 1l controlled
Prascribe: substance that can produce drug dependence of the morphine type. ONSOLIS™ may be subject to
| Educarion misuse, abuse and addiction.

Manage the handling of ONSOLIS™ to minimize the risk of abuse, including restriction of access and
accounting procedures as appropriate to the clinical setting and as required by law.

Prescriber Concerns about abuse and addiction should not prevent the proper management of pain. However, all
e sl B patients treated with oploids require careful monitoring for signs of abuse and addiction, because use of
v oplold analgesic products carries the riek ot addiction even under appropriate medical use.

Fatignl Frograr
Cverview

Addiction Is a primary, chronic, neuroblologic disease, with genetic, psychosoclal, and environmental factors

Influencing its development and manifestations. It Is characterized by behaviors that Include one or more of

the following: Impalred control over drug use, compulsive use, continued use desplite harm, and craving.

ot ! Drug addiction Is a treatable disease, utilizing a multidisciplinary approach, but relapse s common.
“Drug-seeking” behavior Is very common in addicts and drug abusers.

Patiant , ;
Friralimant Forn *; b

Flease see full prsscrlbmg tnformation Including boxed warnings by clicking thelink below.
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Information for prescribers

Risks of ONSOLIS™, cont'd

Prascribe: Srogian) Abuse and addiction are separate and distinct from physical dependence and tolerance. Physiclans should
be aware that addiction may not be accompanied by concurrent tolerance and symptoms of physical
dependence In all addicts. In addition, abuse of opiolds can occur In the absence of addiction and Is

ﬁ;&;};ﬁn characterized by misuse for nonmedical purposes, often in combination with other psychoactive substances.

ChersEe

Since ONSOLIS™ may be abused for nonmedical use, careful record keeping of prescribing information,
including quantity, frequency, and renewal requests Is strongly advised.

Proper assessment of patients, proper prescribing practices, periodic reevaluation of therapy, and proper
dispensing and storage are appropriate measures that help to limit abuse of oploid drugs.

Pragorbes

Enrnliimird Form Healthcare professionals should contact their State Professional Licensing Board or State Controlled
Substances Authority for Information on how to prevent and detect abuse of this product.

Fatienl Progigm

g.f,;rl,.e....- il For more information about general oplold use, vislt the following websites:.

) : * The Use of Opioids for the Treatment of Chronic Pain. A consensus statement from American

Medicabon Academy of Pain Medicine and American Pain Soclety (www.ampainsoc.org/advocacy/oploids.htm)

Gusde

» Substance Abuse in Brief Fact Sheet. Paln Management Without Psychological Dependence:
A Guide for Healthcare Providers (www.kap.samhsa gov/products/brochures/pdfs/salb_0401.pdf

»

Pabant
Erirpkmeant Foom
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Please see full prescribing information Including boxed warnings by clicking the link below.
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