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Dosing & Administration. cont'd
producUo ONSOLlSTM as ONSOLISTM Is nat equivalent on a meg per meg basis with any other fentanyl
product. ONSOLlSTM Is NOT a generic version of any other oral transmucosaJ fentanyl product.

From the initIal dose. closely follow patients and change the dosage level .....tll the patient reaches a
dose that provides adequate analgesia

If adequate pain rellefJsnot achlevedafter one 200 meg ONSOUSTM film, titrate using rroltlples of the
200 meg ONSOUSTM film (for doses of 400, 600, or 800 meg). Increase the dose leVel by 200 meg In each
subsequent episode until the patient reaehesa dose 'that provides adequate analgesia with tolerable side
effects. Do not use more than four oOhe 200 meg ONSOUST"" films slmultaneously. When multiple 200 meg
ONSOUS™lIlms are used, they should not be placed on top of each other and may be placed on both
sides of the moUth.

If adequate pain relief Is not achIeved after 800 meg ONSOUSTM Qe, four 200 meg ONSOUSTM films), and
the patient has tolerated the 800 meg dose. treat the n9xteplsodQ by using one 1200 meg ONSOUSTM film.
Doses above 1200 meg ONSOUSTM Should not be used.

Once a~ate pain relief Is achieved with a dose between 200 and 800 meg ONSOUSTM, the patient
should use or safely dispose of all remaining 200 meg ONSOLlSTM films. Patients who require 1200rncg

........,~.,.
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Dosing &Administration, eont'd
ONSOUSThJ, should dispose of all remalnlng unused 200 meg ONSOUSTM films. The patient shoold then
geta prescription for ONSOUSTM films of the dose determined by titration ~e, 200, 400,600, BOO,or
1200 meg} to treat subsequent episodes.

Single doses should be separated by at least 2 hours. ONSOUSlM should only be used once per
breakthrough cancer pain epIsode, Ie, ONSOUSTM should not be. redosed within an episode.'

During any episode of breakthrough cancer pain, If adeqJate pan relief Is not achIeved after ONSOUSTM,
the patient may use a rescue medication (after 30 minutes) as directed by ther healthcare proVider.

4
F1e.ase see full prescrIbIng rnformatron IncludJngboxed IMirnrngs by cHokIng "the IJnk below.
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Dosing &Administration. cont'd
Dose Titration

ONSOLIS1r04 iss\lailabie irl five Oosa~e5Irengfhs:

200,400,600, aGO; ,Ina 1200 meg

"fhlt lIIkliai dosiJ is 200 meg ONsousr..

,Titrate t?Y lncremlffi~ally Incre~jng the dose Gnce per episcde.
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If adequate piilil'l relief is achielie-d. treat subsequent br~akthro~Lghcancer pain epi50des
using tJ1.l' de,termme-tl dose.

ONSOLlS"" should only be uSt:d Ofme per episode.
ONSOI.IS'''' dosing should be 5ep3fated by in [east 2 hours.

Ol}rfng anyepisc<le, if adequate pain relilll Is oot aclljeved within 30 mlnutfls.
In'll patient may use a rescue medt.calion as directed,

Please see full prescrtbrng InformaUon!ncludlng boxed warnIngs by clrcklngthe Irnkbelow. --
h-'p~":,,,rlt '~"r"~'r :",rc".-n"ti2f' > P~ESCRIEING INFORt-tf-TION Pii','o,,:" ~'2Lr:v\'lE!:::,; Ph"" ,r",':,;,ut,:",I: ' M£i)t.:Il

......"f\Mloll LJ1IoLJ"•. \o



R;mj Onsolis··
E:::;:,. fenlanyl~I solub1e'fllrrHB

....,.,

Home

Proql~JI~1

o...,it'lllfrl'"

PlldllFdust
EtlucaltJll

HI:MS

Pati8nl c.Jrogran1
Ovorvi{!w

lo/..ed":dt'·i)ll
GUI!:te

Information forpharmaoist5

Dosing & Administration. cont'd
Dosage adjustment

During maintenance treatment,ff the prescrlbed dose no longer adequately manages the breakthrough
cancer pain episode for several consecutive episodes, Increase 1he dose of ONSOUSTM as described In
dose t~tlon (see above). Once a successfUl dose has been found. each episode Is treated With a single
111m. ONSOUSTM 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 patients experiencing more than four
breakthrough cancer paln episodes dally.

Admln/st18t1on ofONSOUSTN

• Use the tongue to wet the Inside of the cheek or rinse the mouth with water to wet the area for
placement of ONSOUSTM.

• Open the ONSOUSTM package Immediately prior to prodUct use.

• Place the entire ONSOUSTM film near the tip of a dry finger with the pink side facing up.

• Place the pink side of the ONSOUSTM film agaInst the. Inside of the cheek.

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

• lhe ONSOUSTM film shOUld stay In place on Its own after 1hls partod.

~.,.
P1easeseefuH preecrtblng Information lncludln~ boxed warnings by clickIng the link below.
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Dosing .& Administration. cont'd
Uqulds may be consumed after 5 mrJutes.

An ONSOUSTM film. If chewed andlorswallowed. might result In lower peak concentrations and lower
bloavallabJllty than when used as directed.

"The ONSOUSTM 111m should nat be out or torn prlCir to use.

The ONSQUS™fllm Will dissolve within 15 to 30 minutes after application. The film shOuld not be
manlpul$tecJ with the tongue or f1nger(s) and eating food should be .avolded untll the film has dissolved.

Drug interactions

Fentanyl Is metaboUzed malnlyVla.the hum~ cytochrome P450 3M (CYP3A4) ISMnzyme system;
therefore potentlalctug Interactions may occur when ONSOUS Is given COrlCurrentlylNlth agents that
affect CYP3A4 activity. Concomitant use of ONSOLIS with CYP3A4lnhlbttors (e.g.; erythromycin,
ketoconazole, andcertaJn protease Inhibitors) may result In an Increase In fentanyl plasma concentrations,
and.may cause potentlally fatal respiratory depression.

" Pleaeeeeefufl prescribIng Information includIng boxed warnings by cUcklng the link below.
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General Oplold Use

The followIng Information was ab.stracted from: The Use of Oplolds .for the Treatment of Chronic'Pan.
A consElflsus statement from American Academy of PaIn MedicIne and, American PaIn SOCiety.

• AddictIon Is a compUlsive disorder In which an IndIvidual becomes preoccu~edwtth, obtaining
and using a substance, the continued use of Which results In adecreasad quality of life.

• Respratory depression Is a major risk ofopiold treatment, partlculal1y In patients Who are
oplold~na1Ve.

• Tolerance Is deaaasing pain r~lefwith the same dosage over time.

• Diversion of oplolds can OCClJ" and should be watched for.

Principles atgood mecllcal practice shoUldguJcIe the prescribing otaplo/ds:

• Proper EvaluatIon ofth,e patient Is essential.

• A tnorough lteatrnent Plan Includes multiple modalities, documentation of Infonned consent of
-risks and beneffts, conditions of use and awntteh patient agreement.

• An oplold trial should not be done In the absence of a com~et:e assessment of the
paIn com~aJnt...

Please Gee full prescribIng lnformatfon Including boxed IMarnlngsby clickIng "the Ifnk below.
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General Oplold Use. cont'd
• Consultatton with a specialist In pain medIcIne or wIth a psychologist may be warranted.

• ReView of treatment should occur perlodlcalty, Including need for contnued oplold therapy and
IndIcators of misuse.

• Documentation Is essential for supportIng the evaluation, the reason for oploJd prescribIng, the
overall pain management treatment plan. any consultations received, and periodIc review of the
l;ltatus of the patient.

The following Information w8sa,bstracted1rom: SUbstance Abuse In BrIef Fact Sheet. Pain Management
Without Psychological Dependence: A Guide for Healthcare Providers.

Assessment of the RIsks ofAddiction:

• Obtain relevantpatJent background Information regardloghlstory of personal or familial
problems with alcohol or drugs. legal problems, or misuse ofpresa1ptlon drtlQS.

• Use screening lnstruments WhIch may Include the Oplold Risk Tool, the Pain MedIcation
Questionnaire, the Screener and'Qplold Assessment for Patients with Pain (SOAPP), or the
Screening Tool for Addiction Risk.

•••••••••

...... ":
• !

Preaee see full prescrIbIng tnformatton IncludIng boxed warntngsby c.lrcklng the [Ink below..
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General Oplold Use, cont'd
• Document approprfately. Have patients sign an agreement outlrdng the risks and benefits of

the proposed treatment

• The possibility of psychological dependence should be considered when a pattern of
lnappropriatebeilavlors Is observed.

Risks ot ONSOUSTN

Olf8l'dose

lhere Is a risk of overdose If ONSOLlSTM Is givento:

• someone for whom It has not been prescribed; or
.• oplold.non-tolerant patients.

lhe manIfestations of ONSOLlSTM overdosage are expected to be similar In nature to ntravenous fentanyl
and other oplolds, and are an extension of Its pharmacological actions with the most serious significant effect
beng hypoventllSUon.

Immediate managerraent of oplold overdose Includes removal oHhe ·ONSOLlSTM 111m, If stlll In the mouth,
ensuring a patent aIrway, physical and verbal stimUlation of the patlent, and assessment of-level of

~.. ' '. consclousness. ventllatory and cIrCUlatory status. ..'

~ •. .

PleaGe $e6 full preecrlbfng Information includIng boxed warnings by cHcklng "the lInk below.
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Risks of ONSOLlSTMj conrd
To treat overdosage (accldentailngestiOli) In an oplold non-tolerant person, provide ventilatory support,
obtain Intravenous access, and employ naloxone or other oplold antagonists as clnlcally Incllcatect The
duration of respi'atory depression following overdose may be longer1I1an th6 effects o.f 1I1e oplold
antagonist's action (e.g., the hatf.:.llfe of naJoxoneranges from 30 to 81 minutes) and repea.tedadmlnlstratlon
maY be necessary. Consult the package Insert 01 the Individual oplold antagonlstfor details about such use.

Management of severe OOSOUSTM overdose InclUdes: securng a patent airway, assisting or controlling
ventilation, establishing Intravenous aceess,.and GI decontamination by lavage and/or activated charcoal,
once the pat1ent~a1rWay Is secure. In the presence of hypoventllatlon or apnea, assist or control ventilation,
and administer oxygen as Indicated.

Although muscle rigidity Interfering wtthresplratlon ha$'not been seen following the use of ONSOUSTM, this
Is possible with fentanyl and other oplolds. If It occurs, manage by the use of asslsted.or controlled
ventilation, by the administration of an oplold antagonist; and as a final alternative, by aetnnlstratlon of a
neuromuscular blocking agent.

.~

P1eaGe Gee full preecrrl;ilng lnformaUon IncludIng boxed warfllngG by clfcklng the link below.
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