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Risks of ONSOLJSTM1 cont'd
Abuse andAcldlctlon

There Is a risk of abuse and addlct,lon from exposure to ONSOLISTM. Fentanyl Is a SChedule II controlled
substance that can produce drug dependence of the morphine type. ONSOLlS™may be sUbject to
misuse, abuse and addiction.

Manage the handling of ONSOLlSTM to minimize' the risk: of abuse, Including restriction of access and
accounting procedures as appropriate to the clinical setting and as reqUired by law.

CQncems ab,out abuse and addlctlQn $hould not prevent the proper managementot pain. However, all
patients treated With oplolds require careful monltonng for signs 01 abuse and acJdlctloni because use of
oplold analgesic products carries the risk: of addiction even under appropriate medical use.

Addiction Is a prmary, chronic. neLl'obloJogIc disease. with genetic. psychosoCial. andenvironmental factors
Influencing Its development and manifestations. It Is characterIZed by behaViors that Incllde oneer more of
the following: impaired control over dnJg use. compUlsive use, continued use despite harm, and aavlng.
Drug addiction Is a treatable disease, utilizing a multidisciplinary approach. but relapse Is common.
"Drugwseek:lng· behavior Is very common In acfdlcts and drug abusers.

" Please ,see full prescrIbIng Information Including boxed 'Marnlngs by clickIng the Ilnk below.. •
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Risks ot ONSOLISTM, cont'd
Abuse and addiction are separate and distinct from physical dependen~ and tolerance. Physicians should
be aware that addiction may not be accompanied by concurrent tolerance and symptoms of physical
dependence In all addicts; In addition, abuse of oplolds can occur In the absence of addiction and Is
characterized by misuse for nonmedical purposes, ofien In.comblnatlon with o1her psychoactive sUbstances.
Since ONSOUSTM may be abused for nonmedical use, careful record keeping of prescribing Information,
Including quantlty,frequency, ~d renewal requests· Is strongly advised.

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

Healthcare professionals should contact thek' State Professional Ucenslng Board or state controlled
SUbstances Authority for Information on how to prevent and detect abuse of this prodUct.

For more Information about general oplold use, visit the followng websltes:

-lheUse of Oplolds for the Treatment of Chronic Pain. Aconsensus statementfrom AmerIcan
Academy of Pain Medicine and American PaJn SOCiety (www.ampansoc.orgIadvOCf:1CY/oplolds.htin)

• Substance AbUse. n Brief Fact Sheet. Pain Management Without Psychological DependGnce:
AGlide for Healthcare Providers (WWW.kap.samhsa.gov/prOCl.Icts/broctllJ.eslpdfslsalb 0401.pdf)

•PteaGeGee full prescrtblng rnformatlonlncludlng boxed warnIngs by clickIng the link below.
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Overview of The FOCUSlM Program for ONSOLISTM, cont'd

The FOCUSTM Program for ONSOLISThf Is designed to provide facilitated, managed clstr1but1pn with training and
enrollment of all stakeholders molved. The purpose of this program Is to mitigate the risk ofONSOLISTM
overdose, abuse, addiction, and serious complications we to meclcatJonerrors. Every presa1ber, patient,
Wholesaler/distribUtor, and FOCUSTM ProgrElTl pharmacy Is required toenrpll i11he program. As a result, any
stakeholderlnvolve<11n prescrlbng, dlspensng, or recelvlngONSOLlSTM will haVe been trained on Its safe use
conditions. ThIs pt'()gram may also mlnmlZGthe risk ofdrug dIVersion and fraUdlJent prescriptions.

The key elements otthls program 81'9:

• Enrollment otal heaJthcare provtders who WII be (Y9SCrlblng ONSOUSTM;

• Enrollment otalpatlents prIorto being prescribed ONSOUSTM;and

• Q'eatlon at a dispensing process thatutllJzes only enrolled phannacles to assure safe
dispensing 01 ONSOUSTM.

• PleaGe see,full preecrtbrng Informatlon including boxed warnlngeo by cllek.lng the [(nk below. •
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Overview of The FOCUS™ Program for ONSOUSTM. cont'd
Prescriber Enrollment

Prescriber education and enrollment process Is comprised of1l1e following 3steps1hat must be completed
prlor10 prescrlbng ONSOllSTM:

1. The prescriber reviews the educational materials (WebsIte Educational Materials or PrInted
EciJcatlonaJ Materials).

2. The prescriber completes and signs the Prescrlt>er Enrollment Form (including Prescriber
Knowledge Assessment) and taxes It to the FOCUSTM Program.

3. A FOCUSTM Program profesSional reviews the fOnTI. requests any missing or illegible nformatlon,
and, when the necessmy fOnTIS have been vertfl9dto be accurate and complete Qncludlng
succes,sful completion of the Prescriber KnOWledge Aesessment), the prescriber Is notlfled
of activation.

Prescribers will be re-educated (completQ review of all educatIOnal materials) and re-elYolled (ncludlng
Prescriber'KnOWledge Assessment) folloWing sUbstantial changes to the program or at least.every 2 years.

4
PleaGe Gee full prescribIng Information Including boxed INarnlngs.by clickIng the link below.
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The patient (or legally authorized representative) cOl.l18elilg and erroflment process is comprised of1he following
5 stws that must be completed prior to dtspensilg the patient's first prescrtptlon of ONSOUSTM.

1. The prescriber coLl18els the patlant on the Medication Guida for ONSOUSTM

2. The prescriber and patientcomplete and sign 1he Patient ErYoIlmmt Form and the prescriber faxes
It to the FOCUS™ Prognrn.

3.A FOCUS™ Program professional reviews 1he form and reqUests any mlsslrg or illegible Information.

4. The FOCUSTM Program COlI1se1lrg call to the patientIs completed.

5. When the previous steps tlave been successfUlly completed, the presortbee'~d pttannacy S'e

rotIfled of patient activation.

Patients will be re-<XMJnseled {complete review of the current Medication Guide for ONSOUSTM) and re--ermled
folloWing substantial~ to 1he program orat least every 2 years. If 81 actIvepattent1ransfer$toanotner
active ~scrtbGr,the patient and new prescriber rrust complete a new Patlei1t Enrolment Form.
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Information for pharmacists

Overview of The FOCUSlM Program for ONSOUSTM. cont'd
Pharmacy EnroHment

lheFOCUSTM Pharmacy education and.enrollment process Is comprised of the following 3 steps that
must be completed prior to receiving ONSOUSTM Inventory for dlspensng:

1. The.Pharinaclst-ln':Charge reviews the educational materials (Website Educational Materials or
Printed Educational Materials).

2. The Pharmaclst-In-Charge completes and signs the Pharmacy EnrolmGnt Form and faxes It
to the FOCUSTM PrograITI.

3. A FOCUSTM Program professional reviews the fOlTTl,requests any miSSIng or illegible ilformatlon,
and, when the10rm has been verified to beaecurateand ~ceessfultycompleted,the pharmacy
Is notlfted.of activation

FOCUS™ ph8JTl1acleswlll be re-educated (complete revl9w of all educational materials) and re-enrolled
following substantial changes to the program or at leastevery 2 years.
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P1eaee eeefull prescribIng rnformatfon IncludIng boxed warnlng$ bycUcklng -the Irnk below.
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Overview of The FOCUSl'M Program for ONSOLtSTM. conrd
Prescription Processes

Process for Initial Prescription

The first prescrlptJon for ONSOUSTM Is processed by the FOCUSTM pharmacy according to the following
2 steps:

1. Prescrl:>erfaxes the k'lltlaJ JiWSSCl1ptJon fa ONSOUS™ tottle FOCUSTM Program to start the
vertflcatlon process. PrescrIber sends the ol1gnaJ. hardcdpy Jrescl1ptIon via a secure; tra.ooable
coLl1erto an actIVe FOOUSTM pharmacy. The orIgInal.ta"dcopy prescription must be received
by the FOOUSTM.pharmacy before dispensing ONSOUSTM.

2. Pl1orto clSpensingi the FOCUS™ ptumacy verifies (via receipt of a unique FOCUSTM Progran
database authorization number) the following:

a Prescrbr Is actIve k'l the FOCUS™ Program,

b. PatIent Is actIVe k'lthe FOCUS™ Program through the current presct1ber; an.d

c. Patient has success(lJly completed a FOCUS™ Program COlI1se1k'lg call to review the safe
use conditions and to ensurethat thelrpresa1ber has performed the following steps prior to
dispensing ONSOlISTM:

4
P1easeeee full prescribIng Informatton Inctudfngboxed warnings by clJckfng the tlnk below. •
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Overview of The FOCUSlM Program for ONSOlISTM, coord
i. coll'lSeled the patient (or legally authorized representative) that they I1"lJst be regularly

using another oplold paln medicine for their constant pall and their body must be used to
this medicine (oplold tolerant),

ii. cOl.l'lSeled the pallent (or legally authoriZed representative) on approprfate product use
and contralrdcatlons, and

iii. provided a Medication GuldeforONSOUSTM to the patlent(orlegally authortzed
representattve) and reviewed It with them.

OnCG all of the above conditions are met, ONSOUSTM can be dispensed bya FOCUS™ pharmacy via a
secure, traceable colXler (with proof of delivery and adult signature required) to an address specified by
the patient.

"* Please Gee full preecrlblng Information Includmg 170xed iMirnlng5by cJtcklng 'the link below. "
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Overview of The FOCUSnl Program for ONSOLISTM. conrd
Process for SUbsequent PrescriptIons

SUbseq.Jent prescrtptlonsforONSOUSTM by the same prescriber for the same patient are processed
according to the folloWing 2 steps:

1. Prescriber sends the original, hardcopy prescription for ONSOUSTM via a secure,' traceable
courier to an active FOCUSTM pharrnacy. The original, hardcopy prescription must be received
by the FOCUS™ pharmacy before dispensing ONSOLISTM.

2. Prior to dispensing, the FOCUSTM pharmacy verifies (VIa receipt of a unique FOCUSTM Program
database authorization number) the folloWing:

a. Prescrlber Is active In the FOCUSTM Program,

b. Pattent Is aettve In the FOCUS™ Program through the current prescriber, and

c. Patient has prevIoUsly received a prescription for ONSOLISTM and SUCCessfully completed a
FOCUS™ Program COU1se1lngcall.

Onoo all of the above conditions are met, ONSOUSTM can be dispensed by a FOCUS™ pharmacy via a
secure, traceable col.l1er (with proof of delivery and adult signature reqUired) to an address specified by
the patient.

• Pleaee.eeefull prsecrlblng Information lncludrn~ boxed warnln~Gbycltcklng"the lInk below.
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