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Overview of The FOCUSTM Program tor ONSOUSTM. cont'd

The FOCUSn.~ program for ONSOLISTMlsdeslgned to provide facilitated, managed clslrlbutlon with training and
~lImentotallstakeholders ilVOlved. The purpose of this program Is to mlUgate the risk of ONSOLlSlM
overdose, abuse, addlctlon, and serious complications cile to mecleatJon9lT01'S. Every prescriber, patlent,
wholesaler/distributor. and FOCUSTM Program pharmacy Is rElqI,Jlred to enroll il the program. As a result, any
stakeholder Involved h prescr1bng, dispensing, or receiving ONSOUSTM will have been trained on Its sata use
condlUons. ThIs program may also minimIZe the tlsk of drug dlversloo andfraUdlJent prescrtptJons.

The key elements 01 thtsprogram are:

• EnroUment of al heatthcare providers who wi. be prescribing ONSOUSTM;

.:Enrollmentof at patlents prior to being prescribed ONSOUSTM;and

• creation of a dlspensfng process that utilizes only enrolled phannacles to assure safe
dispensing 01 ONSOUSTM.
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Overview of The FOCUSTM Program for ONSOUSTM. cont'd

Prescriber Enrollment

Prescriber education and enrolment process Is comprised of the foUowlng 3 steps that .must be completed
prior to prescribing ONSOUSTM:

1. The prescrIber reviews the educational materials (WebsIte Educational Materials or PrInted
EdUcational Materials).

2. The prescrIber completes and signs the Prescrtber Enrollment Form (i'Icludlng Prescriber
Knowledge Assessment) and faxes It to the FOCUSTM Program.

3. A FOCUSTM Program professional reviews thefOml,requests any missing or lIIeglbleilforrnatlon,
and, when the necessary forms have been verified to be accurate and complete OnelUdIng
successful completlon of the Prescriber Knowledge Assessment), the prescriber Is notmed
of activation.

Prescribers will be re--educated (complete review of all educational materials) and re--elYolled (i'Icludlng
Prescriber KnOWledge Assessment) following substantial changes to the program or at least every 2 years.
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The patient (or legally authol1Zed representative) cooosellng and errollment process Is comprtsed otthe following
5 steps that must be completed prior to dlspensilg the pat1ent'stlrst prescription of ONSOUSTM.

t. The prescribercoLl1S9ls thepauent on the Medication Guidefor ONSOUSTM

2. The prasa1ber and patient complete and sign the Patient ErvoUI1'liI1t Form and the presa1ber faxes
It to the FOCUS™Program. .

3. A FOCUSTM Program professional reviews the form and requests any missing or illegible Information.

4. The FQCUSTM ProgramCOlllseilng call to thepatJent Is completed..

5. When the previous steps have been successtullycornpletec:t. the prescriber a'ld pharmacy are
noUflad of pa1jeot actIVation.

Patients Will be re-counseled (complete review of the current Medication Guide for ONSOUSTM) and re-enroled
fallowing substantial changes to the~am or at least eVfJl'j2 years. If an acUve patlent1ransfers to another
active p-escribGr, the patient and new preea1ber must complete a new Patletit EnrolmentForm.
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Overview of The FOCUSTM Program for ONSOllSTM. cont1d
Patient Enrolment
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Overview of The FOCUSl'M Program for ONSOUSTMf cont'd

Pharmacy EnroRment

The FOCUSTM Phannacy education and enrollmentprocess Is comprised 01 the following 3 steps that
must be completed pl1orto recetvlng ONSOUSTM Inventory tor dispensing:

1. The Phannaclst-In-Charge.revtews the educational materials (Website Educational Materials or
Prtlted Educational Matenal$).

2. The Pharmaclst-In-Charge complete5and signs the Pharmacy EnrOiment Form aJidfaxes It
to the FOCUSTM Program.

3. A FOCUSTM Program professional reviews the 10nn, requests anymlsslng or illegible information,
and, when the form has been verified 10 be accurate and successfully compiGted., the pharmacy
Is notified of activation

FOCUS™ pharmacies Will be re-educated(completereView of all .educational matenals) and re:-enrolled
followlng'substantlal changes to the. program or at least every 2 years.
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Overview of The FOCUSl'M Program tor ONSOlISTM. cont'd
Prescription Processes

Process for Inltlal Prescription

The first prescription for ONSOUSlM Is processecl by 1I1e FOCUSlM pharmacy according tathe folloWing
2 steps:

1. PrescrlJer faxes 1he InttJal ~rlptlon for ONSOUSTM to the FOCUSTM Program to start the
vertflcatlon proce$S. PrescrIber sends the onglnal. hardcopy prescnption via a secure; traceable
coll1er to an active FOCUSTM pharmacy. The original. hardcopy prescrtptlon must be received
by the FOCUSTM pharmacy before dispensing ONSOUS™.

2. Prior to clspenslng, the FOCUSTM pharmacy vermes (viar~pt ofa unique FOCUSTM Program
database authorization number) the following:

a. Prescrb:!r Is active In theFOCUSTM Program,

b. Patlant Is active In the FOCUS™ Program tlYough the current presa1ber. and

c. Patient has successtully completed aFOCUS™ Program colllseing call to. review the safe
use conditions and to ensure thatthelr prescrtber has pOOOI1TIed the followlrg steps prlorto
dlspenslngONSOUS™:

~.
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Overview of The FOCUSl'M Program for ONSOlr8™t cont'd

i. cOLllSelectthepatlent (or legally authorizedrep~e) thatthey must be regularty
using another oplold paIn medicine 10rthelr constantpat! and thai' body must be used to
this medlc!r1e (oploldtoler'ant),

ii. COlJ1SeIed the paUent (or legally authot1Zed representative) on appropriate proclJct use
Md cootralnclcallons•.and

ii~ provided a Medication Guide for ONSOUSTM to the patient (or legally authorized
repI'BSBntatlve) and reviewed It With them.

Once all of the above conditions are met. ONSOUSTM can be dIspensed by a FOCUSTM pharmacy via a
securG. traceable coLl1er (with proof of delivery and adult signature required) to an address specified by
the patient.
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Overview of The FOCUS1'M Program for ONSOUSTI"'. cont'd
Process for SUbsequent Prescriptions

SUbsequent prescriptions for ONSOUSTM by the same prescriber for the same patient are processed
according to the following 2 steps:

1. Prescl1ber sends the original, hardcopy prescription for ONSOUSTM via a secure, traceable
courier to an active FocusrMpharmacy. The anginal, hardcopy prescription must be received
by the FOCUS™ pharmacy beforedlspenslng ONSOUSTM.

2~ Prior to dispensing, the FOCUSTM pharmacy verttJes (via receipt of a unique FOCUSTM Program
database authorization number) the follOWing:

a. Prescriber Is active i11heFOCUSTMProgram,

b. Patient Is active In the FOCUS™ Program through the current presa1ber, and

c. Patient has prevlouslyrecelV9d a prescrptlon for ONsaJS™ and successtully complEted a
FOCUS™ Program COUlsellng caU.

Once all 01 the above conditions are met, ONSOUSTM can be dispensed by a FOCUS™ pharmacy via a
secute,trac~1e COlJ1er (with proof 01 dellvety and adult Slgnature reqUired) to an address sP&cnled by
the pattent.

1i.
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