
l-kil'l;.'

F'ri;l.sr;rlbel i-'!OlJl,UlI

OVf:ltVlf;lW

Prfl:,GI ib8l
EdilC;ati(m

11"'II"'I'IIIIIII~~I~~!)I; ,Ii '1( '" ,t ,..

~: r. ~ ~'.'M .. ~\ j,',,,.r~ ,:",'..:..,.'$':=:';;>;-:<'
J.t~:ai.~.l!!.• ~. .< i"
"" .. .... ;IIi~I' J: i"
"Y)14"'v.;";Jr.':j':·',J.:t.t";;,,\

~,'w -~,' ~):~~':~':'.l:;><:'. .~~~~~

Information for prt35cribera

Dosing & AdminIstration. cont'd
Dose Titration

ONSOLISnd is BVaililbrein IivedcsageSlTelli;llns:
200, ·lOO, 600,..$00, Ilnd 1200 mCg

Thu hlllJal do~e l's 200 meg ONSOUS'~'

,TItrate by in(lrem~tally inr.;re~in!il thed~ ~noe per episode

Il~;r Onsolis"
R:r,.. fenlar~li tw:al soluble film (E

It adequl2te pain n~li~f is acl1ieve-tf. treat subse-quent hreal.:tflr0U>i1hcancer p<tirl epi!';iode~
w.>irl!J the determined ooae.

REMS

Prescriber
Enrollment form

F'LT,t1elll i-'1f)Ul,-~nl

Overlilew

200 meg 400 meg

20l)mcg ONSOi.IS'" flIm(s)

MI:!llicol<i)11
Gtllta;

Patient
Enml:ment FOlm

ONSOLlS"· should only be u."ad one", pen~i:sode.
ONSOLIS"" do&illOShOHld bf; sf1lamted by llt leEl,st.2 hOllIS.

During any episO<kl, if adequate palnreflei is not achlevoo wlthlll 30 mlnut-es,
. tile patient may \lSll a rescue medication as diriJCted,

............, •Please eeefull pro6crtblng rnformatfonlnoludlng boxed warnlngG byclrcklng theHnk below.
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Dosing & Administration, cont'd
Dosage adjustment

During ,malntenance treatment, If the prescribed dose no longer adequately manages the breakthrough
cancer pain eplsode1or several consecutive episodes. Increase the dose of'ONSOLlSTht as described In
dose titration (see above). Once a succesSfUl dose has been found., each episode lstreated With a single
film. ONSOUSTM should be limited to four or fewer doses per day. Consider Increasing the dOse 01 the
around-the-clock medlclne~ for per$lstent cancer pain In patients experiencing more thanfour
breakthrough cancer palneptsodes dally. '

Administration ofONSOUS™

.,USEli the tongue to wet thelnslda of the cheek or rinse the mouth with water to wet the area for
placement of ONSOLISTM.

• Open theONSOUSTM package Immediately prk>r to product use.

• Place the entire ONSOLlST~ film near the tip of a dry finger with the plnkslde facing up.

• Place the plnkslde ofthe ONSOLlSTM fllmagaJnstthe Inside ofthe cheek.

• Press and hold the ONSOUSTM tflm In place for 5 seconds.

• 1heONSOUSTM film should stay In place on Its own after this period.

4,
Pl'eaG8se8 full pr66crlblng InformatIon IncludIng boxed warl11ng6by cllcklng theltnkbelow.
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Information for prescribers

Dosing &Administration. cont'd
Uqulds may be consumed after 5 minutes.

An ONSOUSTM film, If chewedand/or swallowed, mlghtresult In lower peak concentrations and lower
bioavallablllty than when used as·dlrected.

The ONSOUSTM film should not be cot or torn prior to use.

TheONSOUSTM film will dissolve within 15 to 30 minutes after application. The film should not be
manipulated wtththetongue or l1nger(s) and eatlng100d shoUld be avoided until the film has dissolved.

Drug interactions

Fentanyl Is metabolized manly via the human cytochrome P4S0 3M (CYP3A4) Isoenzyme system;
therefore potential aug Interactions may occur when ONSOLIS Is given concurrently With agents that
affect CYP3A4 activity. Concomitant useofONSOLIS WIth CYP3A4lnhlbttors (e.g.• erythromycin;
ketoconazole, and certain protease Inhibitors) may result In an Increase In fentanyl plasma concentrations,
and may cause potentially fatal respiratory depression.

it
Meaee eee full prescrIbing rnformatfon IncludIng boxed warnlngGby clrckln,gthe Irnk below.
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Information for prescribers
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General Oplold Use

lhefollowlnglnformatlon was abstracted from: lhe Use of Oplolds 10rtooTreatment of Chronic Pai1~

A consensus statement from American Apac:lernyofPaln Medicine andAmerJcan Pain SocIety.

• AddIction Is a compulsive disorder n which an Individual becomes preocclipled with obtainIng
and using a substance, the contInued uSe of which results'ln a decreased quality of life.

• ResplratOfY depression Is a major risk of oploldtreatment, partICularly In patients who are
oplolc:t-nalve. .

• Tolerance Is decreasIng paIn relief with the same dosage over time.

• Dlversion·of oplolds can occur and should be watched for.

Principles ofgood medical practice shoulcl gu/cle the prescribing ofapia/cis:

• Proper Evaluation of the patient Is essential.

• A thorough Treatment Plan Includes multiple modalmes, documentatIonofInformed COnserlt of
risks and benefits; conditions of use alld a wrttten patlSnt aQl)le(Tlent.

• An oplold trlal·should notbe done In the absence of a complete assessment of the
paIn complaint.

Pf>tl;i!l"It
Enr()I~t11am Fnrm ·4··.······. ...

Please eee fullprescrtblng rnformation InclUdIng boxed warnIngs by cltckln~ thelfnkbelow. •
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General Oplold Use. cont'd
• Consultation with a specialist In paln medicine or with,a psychologist,may be warranted.

• Review 01 treatment should occur periodically, InclUding need for contnuecl oplold therapy and
Indicators of misuse.

• Documentation Is essentlal10r SUpporting the evaluation, the reason for oplold prescribing, the
overall pain management treatment plan, any consultationsreceived, and periodic 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 Gulde10r Healthcare Providers.

Assessment artheR/shotAddiction:
.,ObtaIn relevant patient background Informatlon'regardlng history of personal or familial

problems WIth alcohol ordnJgs, legal problems; ormlsuse of pre$crIption drugs.

• Use screenIng Instruments which may Includethe Oplold Risk TooI,1he Pan Medication
OUestionnare, the Screener and Oplold Assessment for Patients with Pain (SOAPP), or the
screening Tool for AddJetlon Risk.

Patient
Enrol!l1lfml Foml ..~-.

Please eee full prescrIbIng Information IncludIng boxed warnrngs by cllckll1~ the [Ink below.
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General Oplold Use. cont'd
• Document appropriately. Have patients sign an agreement outlillng the _risks and benents of

the proposed treatment.

• The possibility of psychological dependence should be considered When a pattern of
lnapproprtate behaviors Is observed.

Risks of ONSOllSTN

Ovei'doSe

There Is a rtsk of overdose If ONSOL.ISTM Is gfvento:

• someone for whom tthas not been prescribed; or

• oplold non~tolerant patients.

The manifestations of ONSOLlSTM overdosage are expecte<:tto be similar In nature to Intravenous ferrtanyl
and other oplolds, and are an extension of .Its pharmacological actions with the mostserious significant effect
being hypoventllatlon.

Immediate management of oplold overdose InclUdes removal of the ONSOLISTM film, If stili nthe mouth,
ensurlng a patent airway, physical and verbal stimulation 01 the patient, and assessment of level of

4
..c.onscloUsnass, ventllatory and circulatory status. '.
--'. IJ.·.. ·".' i; ~ ,

"1, .. ', '. ,.

F'leaooeee fun prescribing InformatIon lncludtngboxed warnlngGby oHcklng the Ifnk below.
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Overview

Risks 01 ONSOUSTMJ cont'd
To treatovercJosage (accidental Ingestion) In an oplold non-tolerant person, provide ventilatory support,
obtain Intravenous 8CceSs,and employ naloxone or other opfoldantagonlsts as clinically Indicated. 1he
duration of respratory depresslon1ollowlng overdose may belonger1l1anthe effects of 1I1e oplold
antagonist's action (e.g.; the half-life of naloxone ranges from 30to 81 minutes) and repeated administration
may be necessary. Consult the package Insert 01 the IndIVIdual oplold antagonist 10rdetalls aboutsuch use.

Management of severe ONSOUSTM overdose Includes: securing a patent airway, assisting or controllfng
ventilation, establishing Intravenous access, and Gldecontamlnatlon by lavageaod/or activated charcoal,
once the patient's airway Is secure, In the presence of hypoventilation or apnea, assist or control ventilation,
and administer oxygen as Indicated.
Although muscle rigidity Interfering With respiration has not been seen following the use of ONSOUSTM, this
Is possible With fentanyl and other oplolds. If It occurs, manage by the use of assisted or controlled
ventilation, by the administration 01 an oplold antagonlst,and as a final alternative, by admtllstratlon 01 a
neuromuscular blocking agent.

MtHJIGd(rUI'I
Gtl~(te

Patient
Enrollment Foml • Please.Gee full preGcrlbing rnformatlon IncludIng boxed warnIngs by clickIng the Irnk below.
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Risks ofONSOUSTMj cont'd
Abuse Bnd Addiction

There Is a r1$kof abuse and addletlonfrom exposure toONSOLISTM. Fentanyl Is a SChedule lI.controlled
substance that can produce drug dependence of the morphine type. ONSOLlSTM may be sUbject to
misuse, abuse and addiction.

Manage the handling of ONSOLlST"", to minimize the risk of abuse, including restrJctJon of access and
accounting procedures as approprlateto the clinical setting and as required by law.

Concerns. about abuse andaddlctlon.should not prevent the proper management of pain. However, all
patients treated with opioIds reqUire careful monitoring for signs 01 abuse and addiction, because use of
oplold analgesIc products carries the risk ot addiction even under appropriate medIcal ,use.

Addiction Isa primary, chronic, neLl'oblolog1c disease, with genetic, psychosocial, andenvlronmentaJ 1actors
Influencing Its'development and manifestations. It Is characterized by behaviors that Include one or more of
the following: Impaired control over drug use; compUlsive use, contJnueduse despite harm, and craving.
Drugaddlcllon Isa treatable disease. utilizing a multidisciplinary approach, bUt relapse 15 common.
"Drug-seeking" behavior Is very cominon n addicts and drug abusers. .

Patient
EfI((::*ml~n: FOIl1! 4·

·~' .
. ,.
'. '

Please see full proscrIbing Information lncludln~boxed warnIngs by cllcklngthelrnk below. •
I ;m~;:,t"n, Saf."t'. :d.),r~u:'("-I PRESCRIBING INFORNATION :> ;:;:i'"",~,( P·::I,;:" "'lEDA Ph", n-,,3';:<2cJt,:alo' M£Dt:Il

J'IV\ItM,,< IlJ1IoC~U.".



I·J~t Onsolis'·
~::;:~ flOf~1 tuxal soluble fi~11 tE

1'1;;-1'1'"

!-'r<!1jr;r1beJ i-'r(lip,Ull
Overview "

Pr~SClibe:

Educatir;JI1

flEMS

I>rescr Ibo!
Enrililmon! Form

F'i:lll€ III ::-'r OSF all I
O....-efVlew

M:;;dICol'!.i11
GtJlt!e

Patlfilll
Enrt)lm'll~m Folt!l

Information for prescribers

Risks 01 ONSOLISTM, cont'd
Abuse and addiction are separate and dIstinct from physical dependence and tolerance. PhysIcians should
be.aware that addIction maynot be aCCOlTlpanled by concurreriUoleranceand symptoms of physical
dependence In all addIcts. In additiOn, abUseofoplolds can ooeurln the abSence of addlctJonand Is
characterlz~· by miSUse for nonmedical purposes, often In combination Wtttl other psychoactIVe sUbstances.
Since ONSOUSTM may be abused for nonmedical use, careful record keepng of prescribing Information,
Including quantity, frequenCy;.and renewal requests·Isstrongly advised. . .

Proper assessment ofpatJents, proper prGscrlblng practices, periodIc reevaU81Ion oHherapy,.and proper
dispensing ancJ.storage are approprlatemaasures that h91pto limit abuse of oplold drugs.

Healthcare professionals should contact their Slate Professional Ucenslng Board or state Controlled
Substances Authortty for Information on how to prevent and detect abuse of thIs prodUct.

For more Information about general oplold use, V1slt the following websltes:

••The Usa of Oplolds for the Treatment of Chronic Pain. A consensus statementfromAmerlcan
Academy of PaIn Medicine and Amer1Can Pain Society (www.amPalnsoc.Q!9fadvQ9M{V/oplolds.h!ml

• Substance Abuse In Brief Fact.Sheet. Pain Management Without Psychological Dependence:
A Glide for HGaIthcare ProvIders (www.kap.samhsa.govlprooocts/broctllxeslpdfslsalb 0401.pdf)

~... '.. ~.....~ ."
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