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Information for prescribers

: Overview of The FOCUS™ Program for ONSOLIS™, cont'd
e o KR! The FOGUS™ Program for ONSOLIS™ is designed to provide facllitated, managed distribution with training and
i enroliment of all stakeholders Involved. The purpose of this program Is 1o mitigate the risk of ONSOLIS™
- overdose, abuse, addiction, and serlous complications due to medication errors. Every prescriber, patient,
wholesaler/distributor, and FOCUS™ Program pharmacy is required to enroll in the program. As a result, any
stakeholder involved In prescribing, dispensing, or receiving ONSOLIS™ wiil have been trained on its safe use
conditions. This program may also minimize the risk of drug diversion and fraudulent prescriptions.

The key elements of this program are:
— » Enroliment of all healthcare providers who will be prescribing ONSQLIS™,
Enrolirmcnt Form o Envoliment of all patients prior to being prescribed ONSOLIS™; and
* » Creation of a dispensing process that utilizes only enrolled pharmacies to assure safe
Pabgnt Program dispensing of ONSOLIS™,
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Overview of The FOCUS™ Program for ONSOLIS™, cont'd
Frasenbes Progrann Prescriber Enroliment

Chaisw ‘
Prescriber education and enroliment process Is comprised of the following 3 steps that must be completed
——— prior to prescribing ONSOLIS™:

Education - 1. The prescriber reviews the educational materials (Webslte Educational Materlals or Printed

A RO Educational Materlals).
REMS 2. The prescriber completes and signs the Prescriber Enroliment Form (inciuding Prescriber
. : Knowledge Assessment) and faxes it to the FOCUS™ Program.
Prescrifes 3. A FOCUS™ Program professional reviews the form, requests any missing or lllegible information,
Enrgliment Form and, when the necessary forms have been verifled to be accurate and complete (including
; successful completion of the Prescriber Knowledge Assessment), the prescriber is notifled
Patienl Puogogm of activation.
Lvervigw , Prescribers will be re-educated (complete review of all educational materials) and re-enrolled (inciuding

Prescriber Knowledge Assessment) following substantial changes to the program or at least evety 2 years.
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Important Safeby Irfsimation « PRESCRIBING INFORMATION » Frivacy Poluoy = MEDA Fhas maceuticalz »

PlARRMACL I ALY



The FOCUS™ Prog

@ Onsolis
e Tentanyt buccal solubia fim @

for ONSOLIS™ -

Information for prescribers

Hang

Overview of The FOCUS™ Program for ONSOLIS™, cont'd
ther Hrogaan Patient Enroliment

i The patient {or legalty authorized representative) counseling and envoliment process Is comprised of the following
Prasctibet 5 steps that must be completed prior to dispensing the patient's first prescription of ONSOLIS™,

Educatin
R 1. The prescriber counseis the patient on the Medication Guide for ONSOLIS™
HENS 2. The prescriber and patlent complete and sign the Patlent Ervollment Form and the prescriber faxes
it to the FOCUS™ Program.
3. A FOCUS™ Program professional reviews the form and requesis any missing or lllegible information.
Eﬁiﬁﬁgﬁfﬁa o 4, The FOCUS™ Program counseling call to the patient Is completed.
5. When the previous steps have been successfully completed, the prescriber and pharmacy are
Pahanl Program notified of paﬁm activation.
Dverview Patients will be re-counseled (complete review of the current Medicatlon Guide for ONSOLIS™) and re-envolled
e following substantial changes to the program or at least every 2 years. If an active patient transfers to another
Medicalun active prescriber, the patient and new prescriber must complete a new Patient Enroliment Form.
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Overview of The FOCUS™ Program for ONSOLIS™, cont'd

Pharmacy Enroiiment

The FOCUS™ Pharmacy education and enroliment process Is comprised of the foliowing 3 steps that
must be completed prior to recelving ONSOLIS™ inventory for dispensing:

1. The Pharmacist-in-Charge reviews the educational materlals (Website Educational Materials or
Printed Educational Materials).

2. The Pharmacist-in-Charge completes and signs the Pharmacy Enroliment Form and faxes it

to the FOCUS™ Program.
Prescriber 3. A FOCUS™ Program professional reviews the form, requests any missing or lllegible information,
Enelimont Form and, when the form has been verified to be accurate and successfully completed, the pharmacy
Is notified of activation
Patenl Prugran FOCUS™ pharmacles will be re-educated (complete review of all .educational materiais) and re-enrolled

Ovenaew

following substantial changes to the program or at least every 2 years.
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Please see full prescribing information Including boxed warnings by clicking the link below.
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Overview of The FOCUS™ Program tor ONSOLIS™, cont'd

tjr:s,;.r‘ her Program Prescription Processes
WAE VB
) _ Process for initlal Prescription
PO per The first prescription for ONSOLIS™ Is processed by the FOCUS™ pharmacy according to the following
g 2 steps:

1. Prescriber faxes the inltial prescription for ONSOLIS™ to the FOCUS™ Program to start the
verification procass. Prescriber sends the original, hardcopy prescription via a secure, traceabie
courler to an active FOCUS™ pharmacy. The original, hardcopy prescription must be received
by the FOCUS™ pharmacy before dispensing ONSOLIS™,

Prascriber

Enrolment Form. 2. Prior to dispensing, the FOCUS™ pharmacy verifies (via recelpt of a unique FOCUS™ Frogram
database authorization nrumber) the following:
bt Pagran: a. Prescriber Is acfive in the FOCUS™ Program,
b. Patient Is active in the FOCUS™ Program through the current prescriber, and
Medicalon ¢. Patient has successfudly compieted a FOCUS™ Program counseling call to review the safe
Guite use conditions and fo.ensure that their prescriber has performed tha following steps prior to
, : dispensing ONSOLIS™:

Fatisnt
Erenlimens Form

Please see full prescribing information including boxed warnings by clicking the link below.
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Overview of The FOCUS™ Program for ONSOLIS™, cont'd
i. counseled the patient (or legally authorized representative) that they must be regularly
using another opioid pain medicine for their constant pain and their body must be used fo

mess—— this medicine (oplold tolerant),
L | ii. counseled the patient (or legally authorized representative} on appropriate product use
% ot g and contraindications, and

ui, provided a Medicatlion Guide for ONSOLIS™ fo the patient (or legally authorized
represantative) and reviewed It with them.

Prascribar Once all of the above conditions are met, ONSOLIS™ can be dispensed by a FOCUS™ pharmacy via a
Enrplimant Form secure, traceable courier {with proof of delivery and adult signature required) to an address specified by
the patient.
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Please see full prescribing information Including boxed warnings by clicking the ink below.

imipsitant Safely Infa » PRESCRIBING INFORMATION > Frivaoy Palioy - MEDA Pha macaatizalz »

PHARMATLIUIIC ALY



The FOCUS™ Prograr-s s v Onsolis:
for ONSOLIS™ 95 B &%ﬂ@%&ﬁm

Information for presc ribers

Overview of The FOCUS™ Program for ONSOLIS™, cont'd
Process for Subsequent Prescriptions

: —— Subsequent prescriptions for ONSOLIS™ by the same prescriber for the same patlent are processed
Praseribes according to the following 2 steps:

Eduzarion
' ‘ 1. Prescriber sends the original, hardcopy prescription for ONSOLIS™ via a secure, traceable

AEMS | courler to an active FOCUS™ pharmacy. The original, hardcopy prescription must be received
by the FOCUS™ pharmacy before dispensing ONSOLIS™,

2. Prior to dispensing, the FOCUS™ pharmacy verifies (via recelpt of a unique FOCUS™ Program

Prascribes database authorization number) the following:
Enrolimert Form
a. Proscriber Is active in the FOCUS™ Program,
Patignl Program b. Patient Is active in the FOCUS™ Program through the current prescriber, and
Crvervigw ¢. Patlent has previously recelived a prescription for ONSOLIS™ and successfully completed a
o FOCUS™ Program counseling call.
Lo sl Once all of the above conditions are met, ONSOLIS™ can be dispensed by a FOCUS™ pharmacy via a
secure, traceable courler {with proof of delivery and adult signature required) to an address specified by

) the patlent.
Patient :
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Pleage see full prescribing information Including boxed warnings by clicking the lirk below.
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