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For Information en the FOCUS™ Frogram; call 1-877-466-7654 (1-877-40NSCLIS).
Flease see full prescribing iInformation Including boxed warnings by clicking the link below.

important Safoty Information

The most serlous adverse reactions associated with all oploids are reapliratory depression (potentially leading to apnea ar reapiratory arrest), clroulatory depression, hypotension, and

shock. Follow all patiants for symptomns of respiratory deprassion. in ONSOLIST trials, the most common adverse reactions ware: nausea, vomiting, tizzinass, anamia, dehydration,
perlphoral edema, dyspnea, and somnolanca. ]

WARNINGS: IMPORTANCE OF PROPER PATIENT SELECTION and POTENTIAL FOR ABUSE

GNSOLIS containg fertanyd, sn apiold agonist and a Schedule 1) cantrolled substance, with sbuse ﬂahiﬁty sirdlar to other oploid anatgesics. This should be considered when prescribing or dispenaing
ORSOLIE in aituations whare the physician or pharmaciet is concernad about an increased risk of misese, abuse or divarsion, Schedule Il oploid substances, which include morphine, axycodone,
hydromovphornie, sxymorphone, and mathadone, have the highest poteatial for abuse and risk of fatal overdoss dus to raspiratory depréaaion.

Serious adverse evants, including deaths, in patisnts treated with other aral transmucosal fantany! products have been reported. Deaths occurmsd as & result of impropar patient selection (8.g. ues in
opioid non-toleramt patientes) and/or improper dosing. The subetitution of ONSOLIS for eny other fantany! product may resudt in fatal owsrdose.

OHSOUS in indicated only for the management of breakthrough pain in patienta with cancer, 18 years of age and older, who ars slready receiving and wha are tolarant to oploid therapy for their
ndarlying parsistent sancer pain. Patients censidaned oplold tolerant ame thosa who sre taking atleast: B9 rmyg crel morphina/day, 26 meg frenadermal fertary¥hour, 80 mg of oml cxyoadonedday;

B mg ol hydremorphonalday, 26 mg oral oxymorphane/day, or an'equianalgesic dosé of anether aploid far cne week ar longen

QOMNBOLIS i contraindicated for use in oploid aon-tolarant patients including those ueing opicids intermittsntly, on an aa nesded basis,

ONSOLIS is contraindicated in the managemant of acute or postoperstive pain, including headschelmigraine, dental pain, or usa in the emergency room, Life-threataning respiratory depression could
OcCur st any doge in opiokd non-tolerant patients. Deathe have occurred in opiodd non-tolarant patiants treated with other fantany] produeta.

Whan prescribing, do not convert patients on a mcg per meyg basis from any other oral ransmucosal fandanyt product to ONSDOLIS, Patients baginning treatmant with ONSOLIS must begin with titration
from the 200 meg doss [aee Doxage and Administration {2]].

Whan dispansing, do not subsiite an ONSQLIS prescription Tor any other iam:amd preduct. Substantial differances exist in the pharmacokinelic profile of QNSOLB campared to othar fentany products
that resull in clinically important diferences in the extent of abacrption of fantanyi. As a resull of these differences, the substitution of ONSOLIS for sy other fi product may reault in fatal overdose.
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Prescriber Name (print):
Prescriber Knowledge Assessment

5. During titration or maintenance treatment, the interval between successive doses of ONSOLIS™ should be
at least:

D A. 15 minutes
(] B. 1hour
(1) C. 2hours
(1] D. 6hours

6. Which of the following may help assess the risk of addiction?
[:] A. history of personal or familial problems with alcohol or drugs

C] B. history of prescription drug misuse

[:] C. screening instruments such as the Screener and Opioid Assessment for
Patients with Pain (SOAPP)

(O D. ali of the above

7. TRUE OR FALSE: ONSOLIS™ must be kept out of the reach of children because it contains a medicine in
an amount which can be fatal to children.

D A. True
C] B. False

8. TRUE OR FALSE: Use of ONSOLIS™ with CYP3A4 inhibitors (such as erythromycin, ketoconazole, and
certain protease inhibitors) may require dosage adjustment; otherwise such use may cause potentially fatal
respiratory depression.

[:] A. True
D B. False

For more information about ONSOLIS™, please see Full Prescribing Information, including BOXED WARNINGS. PHARMACEUTICALS®
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For information on the FOCLS™ Frogram, call 1-87 7-486-7654 (1-B77-40NSCLIS),
Flease see full prescribing information Including boxed warnings by clicking the link below,

Whan dispensing, do not substitute an ONSOUS prescription for eny othar fentany product. Substantial differences exist in the pharmacokinatic profile of ONSOLIS companed to other fentany producta
that result in clinically important ditferences in the extant of absarption of fentanyl. As a result of these ditferances, the substitution of ONSOLIS for any other fentamyl product may reault in fatal overdose.

Special cane must be used when dosing ONSOLIS. If the brealdhraugh pein eplacda (s not relleved, patlents should walt at leaat 2 hours bafore taking another dose [ses Dosage and Adminktration 12)].

ONSOLIS B ntanded to be used only in the of care of oplokd tolerant patienta with cancer and only by healthcare profesalonals who am knowledgasbla of, and skillsd in, the uas of Bchedule || opbids to teat
cancar pain,

Patiante and their caragivers must be instructed that ONSOLIS containe a medicine in an amount which can be fatel in children, in individuals for whom it is not prescribad, and in those who are not
opioid tolarant. Al ONSOLIS films must be kept out of the reach of childran fsee Patiant Counsaling Information (17}

The concomitant use of ONSOLIS with CYP3A4 bhbliors may resutt in an Increasa In fortany! plaama concantratkne and mey causs potentialty fatal reaplratory depresalon [aea Drug Intaractions (7).
Hecauss of the riak for misuse, abusa, and ovandess, DNBOLIS i availabia anly through a resiriched distribution program, callad the FOCUS Program. Undar the FOCUS Program, only preacribars, pharmacise, and

petients registersd with the program are able 1o prascribe, dispengs, and recalve ONSOLIS. To ervoll inthe FOCUS Program, call 1-877-466-7864 (1-877-40NSOLIS) or visht www.OnaclisFocus.com {eee Warnings
-and Precautions (5.3.1)].
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I E Inorderto enroll yourself and your patient and
. e § Initlate ONSOLIS™ prescribing, you must complete
Prascribes | T o S e ¢ the 3-Step FOCUS™ Program Pracess.
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Please see full prescribing information Including boxed warnings by clicking the link below.
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Information for prescribers

Prescriber Education, Assessment, and Enroliment

Before you can envoll in the FOCUS™ Program for ONSOLIS™, you must complete the prescriber
education and Knowladge Assessment. Satisfactory completion of the knowledge assessment Is required.
Review the information In each of the following sections to complete your education and enroliment.

Praatiba:
e liogs » Proper Patlent Selection: Indlcations and contraindications

» Dosing & Administration: Maintenance, titration, dosage adjustments
« General Oploid Use: Good medical practice, risk assessment

» Risks of ONSOLIS™: Overdose and addiction

Prascriber T LS 5o
Enroliment Form » Program Overview

Proper Patlent Selection

Eauanl o ONSOLIS™ (fentanyl buccal soluble flim) Is an oplold analgesic indicated only for the management

Overview
i of breakthrough pain In patients with cancer, 18 years of age and older, who are already recelving

_— and who are tolerant to oplold therapy for thelr underlying persistent cancer pain. Patients considered
PN opiold tolerant are those who are taking at least: 60 mg oral morphine/day, 25 mcg transdermal

Gusties ;
o fentanyl/hour, 30 mg oral oxycodone/day, 8 mg oral hydromorphone/day, 25 mg oral oxymorphone/day,
or an equlanalgesic dose of another opioid for one week or longer.

Fatisnt -
Enepitment Foom *

Please see full prescribing information including boxed warnings by clicking the Ink below.

impoitant Safety Infarmanon - PRESCRIBING INFORMATION » P 2 MEDA Pha macautizals »
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Information for prescribers

Proper Patlent Selection, cont’d

ONSOLIS™ |s contraindicated for use in opiold non-tolerant patients including those using oploids
intermittenily, on an as naeded basis.

ONSOLIS™ |s contraindicated In the management of acute or postoperative pain, including
headache/migraine, dental pain, or use in the emergency room. Life-threatening respiratory depression
could occur at any dose in oploid non-tolerant patients. Deaths have occurred in oplold non-tolerant
patients treated with other fentanyl products.

Patients and thelr caragivers must be Instructed that ONSOLIS™ contains a medicine in an amount which
can be fatal In children, In individuais for whom [t is not prescribed, and In those who are not oploid tolerant.
All ONSOLIS™ fiims must ba kept out of the reach of chiidren. All unneeded ONSOLIS™ films should be
disposed of by removing from the foll package and fiushing down a tollet.

ONSOLIS™ is intended to be used only In the care of oploid tolerant patients with cancer and only by
healthcare professionais who are knowledgeable of, and skilled In the usa of, Schedule Il
oplolds to treat cancer pain.

Please see full prescribing Information including boxed warnings by clicking the link below.

PRESCRIBIMG INFORMATION >

Impgoitans Safety informaton »

MEDA Phaimaceaticalz »
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Information for prescribers

Dosing & Administration
hfztflg’ff Frogran Appropriate product dosing and administration
: As with all oploids, the safety of patients using such products Is dependent on healthcare professionals

prescribing them In strict conformity with their approved labeling with respect to patient selection,
dosing, and proper conditions for use.

p— . Only prescribers enrolied In the FOCUS program may prescribe ONSOLIS™.

— The goal of dose titration is to find the Individual patient’s effective and tolerable dose. The dose of
Erenitment Formt ONSOLIS™ (s not pradicted from the daily maintenance dose of oplold used to manage the persistent
g cancer pain and MUST be determined by dose titration.

::ﬂi:le Brogiam Starting Dose: Individually titrate ONSOLIS™ to a dose that provides adequate analgesia with tolerable
i side effects. All patients MUST begin treatment using one 200 mcg ONSOLIS™ flim.

Medicaliun Due to differences in pharmacokinetic properties and Individual variability, patients switching from another
Gudde oral transmucosal fentanyl product must be started on no greater than 200 mcg of ONSOLIS™, When
prescribing, do not switch patients on a mcg per mcg basls from any other oral transmucosal fentanyl

Pabient 3 .
Eriraliment Form * *

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

lmportans Sately, Infermation > PRESCRIBING INFORMATION 2 E MEDA Phacmaceutizalz »
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Information for prescribers

Dosing & Administration, cont'd

product to ONSOLIS™ as ONSOLIS™ [s not equivalert on a mcg per mcg basis with any other fentanyl
product. ONSOLIS™ js NOT a generic version of any other oral transmucosal fentanyl product.

From the initial dose, closely follow patients and change the dosage level untll the patient reaches a
dose that provides adequate analgesia.

If adequate paln rellef /s not achieved after one 200 mcg ONSOLIS™ fiim, titrate using multiples of the

200 mcg ONSOLIS™ fiim (for doses of 400, 600, or 800 mcg). Increase the dose level by 200 meg In each
subsequent episode until the patient reaches a dose that provides adedquate analgesla with tolerable side
effects. Do not use more than four of the 200 mcg ONSOLIS™ films simultanecusly. When multiple 200 mcg
ONSOLIS™ fiims are usad, they should not be placed on top of each other and may be placed on both
sides of the mouth.

If adequate paln relief /s not achleved after 800 meg ONSOLIS™ (le, four 200 mcg ONSOLIS™ films), and
the patient has tolerated the 800 mcg dose, treat the next episode by using one 1200 mcg ONSOLIS™ film.
Doses above 1200 meg ONSOLIS™ should not be used.

Once adequate pain relief is achieved with a dose between 200 and 800 mcg ONSOLIS™, the patlent
should use or safely dispose of all remaining 200 mcg ONSOLIS™ films. Patlents who require 1200 mcg

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

MEDS Pharmaceuticals »

PRESCRIBING INFORMATION >

FHARMALS UTIC ALY
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Information for prescribers

: Dosging & Administration, cont'd

Fresorter Srograr ONSOLIS™, should dispose of all remaining unused 200 meg ONSOLIS™ films. The patlent should then
e get a prescription for ONSOLIS™ films of the dose determined by titration (le, 200, 400, 600, 800, or
1200 mcg) to treat subsequent episodes.

Single doses should be separated by at least 2 hours. ONSOLIS™ should only be used once per
breakthrough cancer pain episode, le, ONSOLIS™ should not be redosed within an eplsode.

During any episode of breakthrough cancer paln, if adequate pain relief /s not achieved after ONSOLIS™,
the patlent may use a rescue medication (after 30 minutes) as directed by their healthcare provider.

Prascriber
Enrolimertt Fosm

Wizt
Gunde

Pahant -
Errnlmens Forr -+ *

Please see full prescribing information including boxed warnings by clicking thelink below.
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