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Information for pharmacists

- Risks of ONSOLIS™, cont'd
oo Abuse and Addiction

There Is a risk of abuse and addiction from exposure to ONSOLIS™, Fentanyl Is a Schedule 1l controlied
E‘;é TRl substance that can produce drug dependence of the morphine type. ONSOLIS™ may be subject to
clucatein
misuse, abuse and addiction.

Manage the handling of ONSOLIS™ to minimize the risk of abuse, including restriction of access and
accounting procedures as appropriate to the clinical setting and as required by law.

Patient Program Concemns about abuse and addiction should not prevent the proper management of pain. However, all
Overview patients treated with oplolds require careful monitoring for signs of abuse and addiction, because use of
oploid analgesic products carries the risk of addiction even under appropriate medical use.

Mediog b

Gwcted Addiction Is a primary, chronic, neurobiologic disease, with genetic, psychosoclal, and environmental factors
influencing its development and manifestations. It Is characterized by behaviors that include one or more of
the following: Impalred control over drug use, compulsive use, continued use desplite harm, and craving.
Drug addiction Is a ireatable disease, utilizing a multidisciplinary approach, but relapse Is common.
“Drug-seeking” behavior is very common in addicts and drug abusers.

Please see full prescribing information Including boxed warnings by clicking the link below.
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S Risks of ONSOLIS™, cont’d

g Abuse and addiction are separate and distinct from physical dependence and tolerance. Physicians should

be aware that addiction may not be accompanied by concurrent tolerance and symptoms of physical
N dependence In all addicts. In addition, abuse of opioids can occur In the absence of addiction and Is
Education characterized by misuse for nonmedical purposes, often In combination with other psychoactive substances.

; g : Since ONSOLIS™ may be abused for nonmedical use, careful record keeping of prescribing Information,

including quantity, frequency, and renewal requests Is strongly advised.

Information for pharmacists

Proper assessment of patients, proper prescribing practices, periodic resvaluation of therapy, and proper
dispensing and storage are approptiate measures that help to limit abuse of oplold drugs.

Patiant ,'f":c»gmm

Sl Healthcare professionals should contact thelr State Professional Licensing Board or State Controlled
Substances Authority for Information on how to prevent and detect abuse of this product.

Mardicabon

Gue For more Information about general oploid use, visit the following websites:

» The Use of Opioids for the Treatment of Chronic Pain. A consensus statement from American
Academy of Pain Medicine and American Pain Society (www.ampainsoc.org/advocacy/oploids.htm)

» Substance Abuse in Brief Fact Sheet. Pain Management Without Psychological Dependence:
A Guide for Healthcare Providers (www.kap.samhsa. gov/products/brochures/pdfs/salb_0401.pdf)

Please see full prescribing information Including boxed warnings by clicking the Iink below.
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Information for pharmacists

Overview of The FOCUS™ Program for ONSOLIS™
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Flease see full prescribing information Including boxed warnings by clicking the link below.
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Information for pharmacists

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

The FOCUS™ Program for ONSOLIS™ |s designed to provide facliitated, managed distribution with training and
enroliment of all stakeholders involved. The purpose of this program is to mitigate the risk of ONSOLIS™
P overdose, abuse, addiction, and serious complications due to medication errors, Every prescriber, patient,
Eelucatiol wholesaler/distributor, and FOCUS™ Program pharmacy Is required to enroll in the program. As a resutt, any

i S stakeholder involved In prescribing, dispensing, or recelving ONSOLIS™ will have been trained on lts safe use
conditions. This program may also minimize the risk of drug diversion and fraudulent prescriptions.

‘ The Key elements of this program are:
Fatiant Program * Enroliment of all healthcare providers who will be prescribing ONSOLIS™,;
R « Enroliment of all patients prior to being prescribed ONSOLIS™; and

« Creation of a dispensing process that utilizes only enrolied phamacies to assure safe
dispensing of ONSOLIS™,

< ¥

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

Irnportant Safety Infoomaticn = PRESCRIBIMNG INFORMATION » Privacy Foluoy = MEDA Pha maceutizalzs »

FUARMALIUTICALS



.

R

The FOCUS™ Programi s 5 (el
for ONSOLIS™ E Onsolis

i fertanyl boocal soluble Tim@

Information for pharmacists

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

Fragiam

Ovatview Prescriber Enroliment
Prescriber education and enroliment process Is comprised of the following 3 steps that must be completed
Enan’rﬁ{:mt prior to prescribing ONSOLIS™:
S chicat ,
FHeon . 1. The prescriber reviews the educational materials (Website Educational Materials or Printed
Educational Materlals).

2. The prescriber completes and signs the Prescriber Enroliment Form (including Prescriber
Knowledge Assessment} and faxes It to the FOCUS™ Program.

HEMS

Patiant Progeam 8. A FOCUS™ Program professional reviews the form, requests any missing or illegible information,
Qverviw and, when the necessary forms have been verified to be accurate and compliete {inciuding

‘ successful completion of the Prescriber Knowledge Assessment), the prescriber Is notified
Medical.on of activation.

Guste

Prescribers will be re-educated (complete review of all educational materiais) and re-envolled (including
Prescriber Knowledge Assessmaent) following substantial changes to the program or at least every 2 years.

Flease 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 Patient Enroliment

E Onsolis
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The patient (or legally authorized representative} counseling and enroliment process Is comprised of the following
5 steps that must be completed prior to dispensing the patient's first prescription of ONSOLIS™,

1. The prescriber counsels the patient on the Medication Guide for ONSOLIS™
2. The prescriber and patient complete and sign the Patient Enroliment Form and the prescriber faxes

Pharracst
Ethugation

it to the FOCUS™ Program.
—— 3. AFOCUS™ program professional reviews the form and requests any missing or llleglible information.
Cverview 4. The FOCUS™ Program counseling call to the patient is completed.
5. When the previous steps have been successiully completed, the prescriber and pharmacy are
Mearioabon notified of patient activation.

Gntie

Patients will be re-counseled '(canplete review of the current Medication Guide for ONSOLIS™) and re-enrolled
following substantial changes to the program or at least every 2 years. If an active patient transfers to another
active prescriber, the patient and new prescriber must complete a new Patient Enroliment Form.

< B

Please see full prescribing information Including boxed warnings by clicking the link below.
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- Information for pharmacists

Overview of The FOCUS™ Prograim for ONSOLIS™, cont'd

Fragtam

Crietview Pharmacy Enroliment
; The FOCUS™ Pharmacy education and enroliment process is comprised of the following 3 steps that
kv 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.
gf,gf?"?igijc‘gfﬂﬂ‘ 3. A FOCUS™ Program professional reviews the form, requests any missing or lllegible information,
' and, when the form has been verified o be accurate and successfully completed, the pharmacy
— is notified of activation
Guie FOCUS™ pharmacies will be re-educated (complete review of ali educational materiais) and re-enrolied

following substantial changes to the program or at least every 2 years.

Please gee full prescribing information Including boxed warnings by clicking the link below.
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Information for pharmacists

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

Fragtam

CHBIVIEW Prascription Procasses
Process for Initlal Prescription
P gt
Eroation The first prescription for ONSOLIS™ Is processed by the FOCUS™ pharmacy according to the following
sl _ 2 steps:

1. Prescriber faxes the Initial prescription for ONSOLIS™ to the FOCUS™ Program to start the
verification process. Prescriber sends the original, hardcopy prescription via a secure, traceable
: courier to an active FOCUS™ pharmacy. The original, hardcopy prescription must be received
Patiant Program by the FOCUS™ pharmacy before dispensing ONSOLIS™,

e 2, Prior to dispensing, the FOCUS™ pharmacy verifies (via receipt of a unique FOCUS™ Program
— database authorization number) the following:

Gute a. Prescriber Is active In the FOCUS™ Program,

' b. Patient Is active in the FOCUS™ Program through the currant prescriber, and

c. Patient has successfully compieted a FOCUS™ Program counseling call to review the safe
use conditions and to ensure that thelr prescriber has performed the following steps prior to
dispensing ONSOLIS™; :

Pease see full prescribing Information Including boxed warnings by clicking the link below.
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Information for pharmacists

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

Ot i. counseled the patlent (o legally authorized representative) that they must be regularly
using anether oploid pain medicine for thelr constant pain and thelr body must be used to
N——— this medicine (oploid tolerant),
Educaton i.. counseled the patient (or legally authorized representative) on appropriate product use
. : - : and contraindications, and
REMS i provided a Medication Guide for ONSOLIS™ to the patient (or legally authorized
_ representative) and reviewead Rt with them.
Patiant Pragrarm Once all of the above conditions are met, ONSOLIS™ can be dispensed by a FOCUS™ pharmacy via a
Heraew secure, traceable courler (with proof of delivery and adult signature required) to an address specified by

the patient.

Madedlaoh
Causihe:

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

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

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

1. Prescriber sends the original, hardcopy prescription for ONSOLIS™ via a secure, traceable
courler to an active FOCUS™ pharmacy. The original, hardcopy prescription must be recelved
by the FOCUS™ pharmacy before dispensing ONSOLIS™,

2. Prior to dispensing, the FOCUS™ pharmacy verlfies (via recelpt of a unique FOCUS™ Program
database authorization numbetr) the following:

a. Prescriber Is active in the FOCUS™ Program,
b. Patient is active in the FOCUS™ Program through the current prescriber, and

. Patient has previously recaived a prescription for ONSOLIS™ and successfully compileted a
FOCUS™ Program counseling call.

Once all of the above conditlons are met, ONSOLIS™ can be dispensed by a FOCUS™ pharmacy via a
secure, traceable courier (with proof of delivery and adult signature required) to an address specified by

the patient.

Pleagse see full preseribing information Including boxed warnings by clicking the Iink below.
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