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Demonstration of REMS Website

Until November 15, 2021,

Clozapine REMS - Home x +
<« C Y & clozapinerems.com/ Contlnue tO use the
— Usemname Password = CIozapineREMS.com
CLOZAPINE REMS e ni“% website to ensure safe use
The Single Shared System for Clozapine conditions are met.
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support
“*smportant Program Update (as of 07/28/2021)** 0 Pharmacies should certify
Please click to open the IPU in the new program as

soon as possible and no

**Important Program Update (as of 07/28/2021)*** X later than November 15

Prescriber Update: New Clozapine REMS Coming November 15, 2021

All prescribers of clozapin

. . . . ertify in the Clozapine REMS
Re-Certification and Re-Enroliment Required at www.newclozapinerems.com.
Certification requires pres:

Enroll: Complete the| « ALL Prescribers and Pharmacies must re-certify to continue to prescribe or dispense ddress, NPI, DEA)
Educate: Review Ci clozapine. Q wiropenia: A Guide for Healthcare

Providers « ALL Patients continuing on clozapine must be re-enrolled by a certified prescriber or
Assess: Successfull

eTo certify in the modified
program, go to
NewClozapineREMS.com,
as noted on the Important
Program Update on the
homepage of
ClozapineREMS.com.

REMS Knowledge Assessment for

prescriber designee.
Healthcare Providers - . o . )
« Start re-certification and re-enroliment on August 16, 2021 to avoid interruption in . .

ing and processes to comply with

patient treatment

G0 to www.newclozapinerems.com a

o Click on Log-in | Register tab. You need to create new login credentials before re-
certifying by clicking on Register.

= |
What is the Clozapine REMS Program?

Clozapine is associated with severe neutropenia (absolute neutrophil count (ANC) less than 500/uL), which can lead to serious and fatal infections. The
requirements to prescribe, dispense, and receive clozapine are incorporated into a single shared program called the Clozapine Risk Evaluation and
Mitigation Strategy (REMS). A REMS is a strategy to manage known or potential risks associated with a drug or group of drugs, and is required by the

Food and Drug Administration (FDA) for clozapine to ensure that the benefits of the drug outweigh the risk of severe neutropenia. The Clozapine REMS 7 C LOZAPI N E

Program replaces the individual clozapine patient registries and the National Non-Rechallenge Master File (NNRMF).
- REMS



Demonstration of REMS Website (Continued)

f_ Clozapine REMS x -+ °

&€ S5 C (Y  nips//www.newclozapinerems.com/

/

ICLOZAPINE Home Find ¥ Pharmacy Patients Prescriber © Login | Register

~ REMS

What is the Clozapine REMS?

The Clozapine REMS (Risk Evaluation and Mitigation Strategy) is a safety program required by the Food and Drug Administration (FDA) to

manage the risk of severe neutropenia associated with clozapine treatment.

Severe neutropenia (absolute neutrophil count (ANC) less than 500/uL), can lead to serious and fatal infections.

To receive treatment, a patient
must be enrolled in the Clozapine
REMS program by a certified
doctor.

E Enroliment Information

Pharmacy

Pharmacies must be certified in the
Clozapine REMS to receive and
dispense clozapine.

If you are the designated

authorized representative of a
pharmacy, you can certify below.

B Certify Pharmacy

Prescriber

Healthcare Providers must be
certified in the Clozapine REMS to
prescribe clozapine for outpatient
use.

If you are a clozapine prescriber,
you can certify below.

B Certify Prescriber

< To facilitate a smooth transition to

the modified Clozapine REMS
program on November 15, we
encourage pharmacies to certify in
the modified program now via

e The transition website,
NewClozapineREMS.com, or

e The transition Contact Center at
1-888-586-0758.

Click Certify Pharmacy on the
homepage to start the
certification process.

/ CLOZAPINE
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How to Certify: Introduction

All inpatient and outpatient pharmacies must certify in the Clozapine REMS to purchase and dispense

clozapine. The requirements for outpatient pharmacies are different from the requirements for inpatient
pharmacies.

An inpatient pharmacy is a pharmacy An outpatient pharmacy is a pharmacy
within a facility dispensing clozapine only that dispenses clozapine only to patients
to patients receiving inpatient medical treated on an outpatient or chronic basis
care and other related services for including, but not limited to, retail drug-
surgery, acute medical conditions, or stores, ambulatory care pharmacies, and
injuries (usually for a short-term illness or pharmacies dispensing to long-term care,
condition). rehabilitation facilities, and prison
systems.
—_—
=EhE

* The designated authorized representative for the pharmacy will complete the Inpatient Pharmacy Enroliment Form and/or
the Outpatient Pharmacy Enrollment Form. This form is to certify a single inpatient or a single outpatient pharmacy location.

* The authorized representative for the pharmacy or pharmacies can certify the pharmacy online or by fax.

 Certifying multiple pharmacy locations must be completed online.

/ CLOZAPINE

© 2021 All rights reserved | Property of the Clozapine Product Manufacturers Group
= REMS



How to Certify: Introduction (Continued)

a

A pharmacy’s certification does not expire. However, if a pharmacy’s
Authorized Representative changes, the new Authorized
Representative must certify the pharmacy in the REMS Program.

For a pharmacy with a single location, the authorized representative may
be a Pharmacy Manager or Staff Pharmacist.

A~ . If your pharmacy has more than one pharmacy location and your
BhE =M= organization would like to coordinate staff training and implement
P A LY :
AT processes for all the pharmacies in your organization, the Authorized
ﬁﬁﬁ ﬁﬁﬁ Representative may be a director of pharmacy services or corporate
' ' \ executive overseeing pharmacy services.

/ CLOZAPINE
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How to Certify: Register

All users must create new REMS login credentials. Legacy
system credentials will not work in the new system.

4 CLOZAPINE
= REMS

Wholesaler Prescribing Information -

Home Find ~ Pharmacy Patient Preseriber @ Logir]| Register 1

ContactUs

Create Account

Pharmacy Authorized Representative

Username and Password

Username (email address)
RxAuthRep333@examoto.net

First Name

Password

............

Last Name

RxAuth Represenative

e Type in the
Authorized

Representative’s
username, first
and last name,
and password,
noting that the
username must be

®

On the account
confirmation page,
click Login to use
your new
credentials to
continue
certification.

an email address.

m Then Click Next.

Create Account

Complete

°ou may now login to perform REMS functions online.

verifytest74839@examoto.net, your account has
been created.

Create Account
Verify ldentity

Choose verification method

Click Register at the top of the home
page to create your account.

We will send you a code to verify your identity. The code may only be used

once and is time sensitive.

You will need to

® X Email me the code

verifytest74839@examotonet

verify your

After logging in, use preferences to add password reset options and/or en,at:l-°
multi-factor authentication.

=il m

next screen by
requesting a code
via email and

Create Account
Verify Identity

Enter Verification Code

Please enter your code.

472795

Lanesl m

clicking Next.

On the next
screen, enter the
code received via
email and click
Next to proceed
with certification.



How to Certify: Knowledge Assessment

Home Find ~

J CLOZAPINE
I REMS

Pharmacy

Pharmacies must tified in the Clozapine REM ve and dispense .

To certify your pharmacy:

Designate an Authorized Representative
Designate an authorized representative to carry out the certification process and oversee

implementation and compliance with the Clozapine REMS on behalf of the pharmacy.

B| Review the Pharmacy Information

Have the authorized representative review the Clozapine and the Risk of Neutropenia: A

Guide for Pharmacists.

Complete the Knowledge Assessment for Pharmacies
3 Have the authorized representative successfully complete the Knowledge Assessment for

Pharmacy and submit it to the Clozapine REMS.

Establish Processes and Procedures
4 Establish processes and procedures to verify an available, current ANC is within the

acceptable range for patients enrolled but not authorized to receive the drug

Enroll Pharmacy
5 Have the authorized representative enroll in the Clozapine REMS by completing the

Pharmacy Enroliment Form and submitting it to the Clozapine REMS.

or £ Print Inpatient or & Print Outpatient

Train All Relevant Staff

Train all relevant staff involved in dispensing clozapine on the requirements of the REMS

E

program using the Clozapine and the Risk of Neutropenia: A Guide for Pharmacists.

Wholesaler Prescribing Information v Contact

Pharmacy l’nt Prescriber © Login | Register

X

Pharmacy Materials

Clozapine and the Risk of X
Neutropenia: A Guide for

Pharmacists

Knowledge Assessment for X
Pharmacies

Inpatient Pharmacy Enroliment Form 3
Outpatient Pharmacy Enroliment 3
Form

ANC Lab Reporting Form e 2
RDA Factsheet for Inpatient X
Pharmacies

RDA Factsheet for Outpatient 3
Pharmacies

What's Changed in the Clozapine K3
REMS for Pharmacies?

Q Click Pharmacy at the
top of the home
screen to access the
certification screen.

Following completion
of Steps 1 and 2,
complete the
Knowledge
Assessment by
clicking Online under
Step 3.



How to Certify: Knowledge Assessment (Continued)

Pharmacy - Knowledge Assessment The Authorized Representative must
successfully complete a
Knowledge Assessment for Pharmacies 13_question Knowledge Assessment.

You may leave and return to the Knowledge Assessment at any time, your progress will be saved,

Three attempts are allowed. If you
exceed this number, then call the
Contact Center.

0 of 13 questions in progress

Following successful completion of
the Knowledge Assessment, the
Authorized Representative can
continue the certification process.

/ CLOZAPINE
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How to Certify: Enroliment

Wholesaler

Pres: g Information v Contac

Home Find ~ Pharmacy

J CLOZAPINE
I REMS

Patient Prescriber © Login | Register

and dispense ..

To certify your pharmacy:

Designate an Authorized Representative
D

implementation and compliance with the Clozapine REMS on behalf of the pharmacy.

signate an authorized reg wative to carry out the certification process and oversee

Review the Pharmacy Information
2 Have the authorized representative review the Clozapine and the Risk of Neutropenia: A
Guide for Pharmacists.

Complete the Knowledge Assessment for Pharmacies
3 Have the authorized representative successfully complete the Knowledge Assessment for
Pharmacy and submit it to the Clozapine REMS.

Establish Processes and Procedures
4 Establish processes and procedures to verify an available, current ANC is within the

acceptable range for patients enrolled but not authorized to receive the drug

Enroll Pharmacy
5 Have the authorized representative enroll in the Clozapine REMS by completing the
ne REMS.

Pharmacy Enroliment Form and submitting it to the Cloza

or £ Print Inpatient or & Print Outpatient

Train All Relevant Staff

Train all relevant staff involved in dispensing clozapine on the requirements of the REMS

program using the Clozapine and the Risk of Neutropenia: A Guide for Pharmacists.

X

Pharmacy Materials

Clozapine and the Risk of X
Neutropenia: A Guide for

Pharmacists

Knowledge Assessment for X
Pharmacies

Inpatient Pharmacy Enroliment Form 3
Outpatient Pharmacy Enroliment 3
Form

ANC Lab Reporting Form e 2
RDA Factsheet for Inpatient X
Pharmacies

RDA Factsheet for Outpatient 3
Pharmacies

What's Changed in the Clozapine K3
REMS for Pharmacies?

After completing Step 4,
the Authorized
Representative needs to
complete enrollment by
clicking Online under
Step 5.



How to Certify: Enroliment (Continued)

11 Pharmacy Enroliment

The authorized represantative for the pharmacy must:

1. Review the REMS materials

2. Successfully complete the Knowledee Assessment for Pharmacies
alete and submit this Pharmacy Enrallment, alongwith the completed Knowledes Assessmeant for Pharmacies
1. Implement the necessary staff tralning and processes tocomply with the REMS re I

Pharmacy Information

Organizational NPl Numbe . 5
TEAmZak A M (5alect addrass type te populate form)

Use oganizational NP1 to populate form: | Orzanizational NP1 Number 71 Office Address ([ Mailing Address

Pharmacy Name DEA Number
Pharmacy Mame DEA Number
ddress Line 1 Address Line 2
a".-.all essLinel Address Line 2
City State Lip Code
State il ZipCode
Number Extension Fax
NAE-AnE-Annn nrn.., Fax

found on the Clozapine REMS websiteas & ) Spedialty Pharmacy () Retail Pharmacy

Authorized Representative Information

Firat Name Last Name
soreen printr
Credentials Position or Title
e_' RPh 3 PharmD O BCPS O Crther Pasition or Title
Number Extension Fax Email
MA-FnR-NTnm nne.... Fax screenprintreenrolli@eamotonat

Prefarred Mathod of Contact

() Email () Text (O Call

The Authorized Representative
completes the Pharmacy Enrollment
form online by filling in pharmacy
information (e.g., NPI, pharmacy contact
information),...

...information about themselves (e.g.,
individual contact information and
preferences),...



How to Certify: Enroliment (Continued)

Pharmacy Type |Please pick = Pharmacy Type. Pharmacies have different REMS requirements.)

) Inpatient Pharmacy @ Cutpatient Pharmacy

As the Authorized Representative, | must
» Review Clozapine and the Risk of Neutropenia: A Guide for Pharmacist.

fully complete the Knowledge Assessment for Pharmacies and submit it to the Clozapine REMS.

= Establish processes and procedures to verify an available, current ANC is within the acceptable range for patients enrolled but not authorized to receive
the druz.

o Train all relevant staff involved in dispensing clozapine on the requirements of the Clozapine REMS using the Clozapine and the Risk of Neutropenia: A
i ...and pharmacy type and

Before dispensing, all pharmacy staff must:

* Obtain authorization to dispense each prescription by contacting the Clozapine REMS to verify that the patient is enrolled and authorized to receive U n d e r S t an d I n g Of A U t h 0 r I Z ed
drug. . . .
e * For patients enrol led but not autherized to receive clozapine: Rep I’eS en tat | Ve reS p O n S | b | I | tl eS

o Verity zn available, current ANC is within the acceptable range through the processes and procedures established as a reguirement of the Clozapine . .
REMS, associated with that pharmacy type.
Document and submit the ANC and the prescriber’'s NP| to the Clozanine REMS and
Obtain authorization to dispense each prescription by contac “lozapine REMS to verify the patient is now authorized to receive ciozapine.

» Sucoess

» Report dosing information to the Cl

All pharmacy staff must
» Notdistribute, transfer, laan, or sell clazapine except ta certified dispansers.

* Maintaln records of staff training and that all processes and procedures are in place and are being followed.

» Comply with audits carried out by the manufacturers or 3 third party acting on behalf of the manufacturers, to ersure that all processes and procedures
are in place and are being followed
To maintain certification to dispense, any new Authorized Representative must:
« Enrollin the Clozapine REMS by reviewing Clozapine and the Risk of Neutropenia: A Guide for Pharmacists, successfully complete the Knovdedgae
Asse_ssmen( for Pham\acie_s and the Outpatient Pharmacy Enrollmenl ForrE and submit both to the Clozapine REMS.

P sign B TypeSignature

< 3 Clear
screen printrx Please use your mouse or stylus to sign befow -

0 The final step is to sign and submit
the form.

| autharize the above signature to be the lezally binding equivalent of my handwritten signature.

12 4 CLOZAPINE
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How to Certify: Certification Completion

181 Pharmacy

Qutpatient Pharmacy Gro

To certify your pharmacy
Your pharmacy Is crrently certified

N Obtain a Patient's REMS Dispense Authorization (RDA)
== RDA Is a recelpt from the Clozapine REMS signifying that the REMS requirements to

dispedsg for this patient are asrently met

~» Obtain Patient RDA

Successful completion of Enroliment
and the Knowledge Assessment
result in a pharmacy being marked
as certified on the Pharmacy
dashboard.

Clozapine and the Risk of 2
Neutropenia: A Guide for
Pharmacists

Submit a Patient'
Pharmacists in possad
s Cloza L ASL

pharmacy personnel ¢

To certify your pharmacy:
Your pharmacy is currently certified.

Pharmacy Personnel
A pharmacy can have multiple personnel with online accounts, You may Invite personnel or

remove them

- Manage Parsonnal

Pharmacies
r#: A pharmacy can have multiple pharmadies grouped together under the responsibility of a

Pharmacy Authorized Representative.

» Manage Pharmacies

RDA Factsheet for Inpatient 3
Pharmacies

RDA Factsheet for Qutpatient 3
Pharmacies

What's Changed in the Clozapine 2
REMS for Pharmacies?

Uploads must be In PDF format

m Or drop files here

/ CLOZAPINE
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How to Certify: Adding Pharmacy Staff

181 Pharmacy

Qutpatient Pharmacy Gro

To certify your pharmacy °
Your pharmacy Is crrently certified

I Obtain a Patient's REMS Dispense Authorization (RDA)

AnRDA i a recelpt from the Clozapine REMS signifying that the REMS requirements to

dispense for this patient are asrently met

~» Obtain Patient RDA

Submit a Patient's ANC Lab Value
Pharmacists in possassion of a patient's ANC lab value are encouraged to enter itinto the

d ANC

Clozapir » will e visible to the patient’s prescriber and

pharmacy personnel attempting to obtain an RDA.

= Submit ANC Lab
Pharmacy Personnel
A pharmacy can have multiple personnel with online accounts, You may Invite personne] or

remove them

- Manage Parsonnal

Pharmacy Materials

Clozapine and the Risk of 2
Neutropenia: A Guide for

Pharmacists

Knowledge Assessment for E3
Pharmacies

Inpatient Pharmacy Enroliment Form 3
Outpatient Pharmacy Enroliment 2
Form

ANC Lab Reporting Form E3
RDA Factsheet for Inpatient 3
Pharmacies

RDA Factsheet for Qutpatient 3
Pharmacies

What's Changed in the Clozapine 2
REMS for Pharmacies?

The certified Authorized
Representative can then train staff
and add them to their pharmacy in
the REMS system.

To add staff in your store(s), the
Authorized Representative should
click the Manage Personnel button
under Pharmacy Personnel.

acies
f#‘i A pharmacy Dlave multiple pharmacdies grouped together under the responsibility of a

Pharmacy Authorized

Pharmacy Personnel

remove them.

A pharmacy can have multiple personnel with online accounts. You may invite personnel or

= Manage Personnel

© 2021 All rights reserved | Property of the Clozapine Product Manufacturers Group
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How to Certify: Adding Pharmacy Staff (Continued)

G On the next screen, the
certified Authorized
Representative can add
Pharmacy Staff by entering

sonnel Type the staff member’s contact

Authorized Representative information and clicking

Pharmacy

Qutpatient Pharmacy

e Send Invite.
Pharmacy Staff Information
a Email This screen can also be
Email used to add a second

Authorized Representative

First Name Last Name Title .
(maximum of two).
First Mame Last Name Title
Phone Ext. Fax
Phone Ext. Fax

The REMS system will email
the staff member a message
that includes a link to

establish their own user
credentials for login.

/ CLOZAPINE
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How to Obtain an RDA: Introduction

Starting on November 15, 2021, before any pharmacy
dispenses clozapine to a patient, you must obtain
authorization from the new Clozapine REMS in the form of
a REMS Dispense Authorization (RDA).

Until November 15, continue to use the legacy REMS
system.

/ CLOZAPINE
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How to Obtain an RDA: Introduction (Continued)

An RDA is an electronic code that indicates the Clozapine REMS has verified that all safe use conditions
have been met.
» For the first dispensing, the RDA will verify that:

- the pharmacy is certified

- the patient is enrolled

- the patient’s treatment is not interrupted or discontinued

+ For a subsequent dispensing, the RDA will verify that:
- the pharmacy is certified
- the patient is enrolled
- a Patient Status Form has been completed in the last 37 days
» The prescriber has authorized the continuation of treatment if one or more labs are missing
» The prescriber has provided a Treatment Rationale if the most current ANC lab value is below the acceptable range

» The patient’s treatment is not interrupted or discontinue

Obtain an RDA in one of two ways:
= By using the Clozapine REMS website at www.clozapinerems.com
© By calling the Clozapine REMS Contact Center at 888-586-0758

/ CLOZAPINE
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http://www.clozapinerems.com/

How to Obtain an RDA: Pharmacy Dashboard

7 CLOZAPINE Home Find Pharmacy - RxOutPatiane AuthRepDoe -
— REMS
B P
‘o certify your Armacy: L 8 3 - - . . .
Nonghen e el _ Obtain a Patient's REMS Dispense Authorization (RDA)
S —— An RDA is a receipt from the Clozapine REMS signifying that the REMS requirements to
pine REMS signifying thal the REMS requirements Lo Clazagine and the fiisk

dispense for this patient are currently met.

Neutrapenia A Guide

Knowtedge Assessment
- - Obtain Patient RDA

S
22 [imiarn TS —— To obtain an RDA, log into the Clozapine
T REMS website and click Obtain a

Patient’s RDA from your pharmacy
dashboard.

Pharmacies

Apharmacy

Z CLOZAPINE
- REMS

/ CLOZAPINE
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How to Obtain an RDA: Find Patient

Pharmacy

Outpatient Pharmacy

Obtain a Patient's REMS Dispense Authorization (RDA)
Q An RDA is a receipt from the Clozapine REMS signifying that the REMS requirements to dispense for this patient are currently met.

H Find an enrolled patient:

1 | Find a patient by entering the patient's information below:
First Name Last Name Date of Birth
First Name Last Name mm/dd/yyyy
After entering
REMS Patient ID Phone Or Email available patient
REMS Patient ID Phone Or Email identifiers, click Find.

The first step in obtaining an RDA is to
identify the patient in the REMS system.
Enter as much patient information as

Il righ d|P fthe Clozapine Product Manui G 7 CLOZAPINE
© 2021 All rights reserved | Property of the Clozapine Product Manufacturers Group A REMS



How to Obtain an RDA: Find Patient (Continued)

181 Pharmacy

utpatient Frarmacy

The patient search may return error

Obtain a Patient's REMS Dispense Authorization (RDA)

Q :\;;::::;;;:;2:{2::;;!hrrl:r/.u: ne REMS signifying that the REMS requirements to dispense for this patiant are currently met m eSS ag eS ’ I | ke th OS e Seen b el OW
Z' Find a patient by entering the patient's information below: .
First Name Last Name Date of Birth If a patient cannot be found or there are
First Name Smith mm/dd/yyyy

too many possible matches, then try
entering additional data and searching
again.

REMS Patient ID Phone Or Email

REMS Patient ID Phone Cr Email

A Trere are errors, please correct the items below:

* The search result returned too many rows, Please enter additional data to narrow the searct

You can also call the REMS Contact
Center for assistance.

A There are erors, please correct the items below:

* The patient cannot be found with the data entered. Enter additional data or contact the Clozapine REMS Contact Center at 1-888-586-0758

A There are errors, please correct the items below:

* The search result returned too many rows. Please enter additional data to narrow the search.

/ CLOZAPINE
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How to Obtain an RDA: Find Patient (Continued)

2 results found
@ PatientTerri Smitt (DOB:2/19/1970)

C PatientTerry Smitt (DOB:9/22/1989)

Pharmacy

Outpatient Pharmaoy

Cbtain a Patiegh's REMS Dispense Authorization (RDA)

Find an enrolgf patient:

Find a pAtient by entering the patient's information belowy

. 2]

Last Name Date of Birth

Smict Frim/edel Ay

RE Patient ID Phone Or Email

EMS Fatient ID Phone Qr Emai

2 results found
@ patientTerri Smitt [DOB:2/19/1970)

PatientTerry Smitt (DOB:9/22/198%)

vl Tz the Clovat ne REMS signifying Ihal e BEMS tenquinemegg T disaeres Lo his alisnt are coreent by mel

When the REMS system can identify a
reasonable number of patient options,
you will select the radio button next to
the appropriate patient.

Clear

Cancel Continue

Click Continue
to move forward
in the RDA
process.

/ CLOZAPINE
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How to Obtain an RDA: Obtain RDA

Pharmacy

Qutpatient Pharmacy

| Obtain a Patient's REMS Dispense Authorization (RDA)
E An RDA is a receipt from the Clozapine REMS signifying that the REMS requirements to dispense for this patient are currently met.

& Patient Enrolled as of 11/23/2020 @
Name: PatientTerry Smitt Zip Code: 28601

Date of Birth: 9/22/1989 Phone: 920-723-6334

REMS Patient ID: CP1378924 Email: CPPatientGEO1@examoto.net

= REMS Dispense Authorization (RDA)

A REMS Dispense Authorization is a receipt from the Clozapine REMS indicating that the safe use conditions managed by the REMS are currently in place. After

Obtain RDA

On the next screen, you can confirm that you have the correct patient
and click the Obtain RDA button to request an RDA for that patient.

obtaining an RDA, retain it as your receipt.

/ CLOZAPINE
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How to Obtain an RDA: Obtain RDA—Safe Use Conditions Met

Pharmacy

Qutpatient Pharmacy

Obtain a Patient's REMS Dispense Authorization (RDA)
E An RDA is areceipt from the Clozapine REMS signifying that the REMS reguirements to dispense for this patient are currently met.

a Patient (Population: General) Enrolled as of 3/23/2021 @
Name: PatientTerry Smitt Zip Code: 28601 If al I REMS el em entS tO
Date of Birth: 9/22/1989 Phone: 920-723-6334
REMS Patient ID: CPPatEI30NoC Email: CPPatEI30NoC@examoto.net aSS u re S afe u S e are m et1
then the next screen will
B REMS Dispense Authorization (RDA) (] . )
| — P - _ _ display an alphanumeric
A REMS Dispense Authorization is a receipt from the Clozapine REMS indicating that the safe use conditions managed by the REMS are currently in place. After )
obtaining an RDA, retain it as your receipt, R DA (of0) d e, w h IC h th e
- ‘ Reverse h hould retain |
RDA:  2620091f Copy Print Reverse pnarmacy snou retain in
Obtained by RxOutPatJane AuthRepDoe on 04/13/2021 at 11:57 AM Coordinated Universal Time |tS reco rd S for eac h fl | I
© Detail
W Fabiive Condiians: Q You can click Detail to see
~ Patient is Enrolled: Patient Terry Smitt . .
v Pharmacy is Certified more information about the
Dispensing Information COﬂdItIOﬂS SatISerd.
Date Manufacturer NDC Code Days' Supply Quantity
mm/dd/yyvy Manufacturers o NDC Codes i s s

. Upon entry of the dispensing
information, click Save.

/ CLOZAPINE

21 All rights reserved | Property of the Clozapine Product Manufacturers Group
-~ REMS

On the RDA screen, you should
enter the dispensing information.




How to Obtain an RDA: Obtain RDA—Safe Use Conditions NOT Met

i1 Pharmacy

Outpatient Pharmacy

! | Obtain a Patient’s REMS Dispense Authorization (RDA)
E An RDA is a receipt from the Clozapine REMS signifying that the REMS requirements to dispense for this p

it are currenthy met.

& Patient (Population: General) Enrolled as of 2/11/2021 @
Name: PatientPat Smithe Zip Code: 44145

Date of Birth: 6/27/1954 Phone: 204-896-7543

REMS Patient 1D: CPDemoPatDiscont Email: CPPatDiscont@examoto.net

-REMSDispenseAuthorizatinn[RDM o If a_” REMS elem ents tO aSSUre
:?::E.:,S\ED;F;[P;:M.‘:HN zation is r-:cc:inrfr:-mthe Clozapine REMS indicating that the safe use conditions managed by the REMS are currently in place. After S afe u S e ar e N OT m et , th e n th e
ADO NOT DISPENSE next screen will display a
© et message to not dispense.

0 5afe Use Conditions:

w Patient s Enrolled: PatientPat Smithe

X Patient, PatientPat Smithe, most recent Patient Status Form (PSF) on file indicates the patient has discontinued treatment. Let the patient know that
their ber has not authorized a refill and to contact their prescriber if necessary.

~ Pharmacy is Certified

© Safe Use Conditions:
v Patientis Enrolled: PatientAli Smithson

X Patient, PatientAli Smithson, most recent Patient Status Form (PSF) on file indicates the patient has interrupted treatment. Let the patient know that

. . their prescriber has not authorized a refill and to contact their prescriber if necessary,
You can click Detail to

v Pharmacy is Certified

see Why the RDA was not a © Safe Use Conditions:

|SS u ed , S u C h as th e v Patient is Enrolled: PatientHospPat Smith
examples shown here.

General population Patient, PatientHospPat Smith, has a Dispense Rationale with an ANC greater than 999 per pl
Pharmacy is Certified

X £«

Patient, PatientHospPat Smith, has a reached the Dispense Rationale limit. Please contact the patient’s prescriber, the prescriber is required to submit a
Patient Status Form (PSF) for this patient to receive drug.
Prescriber is Certified: PRJane PRDoe

<
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How to Obtain an RDA: Reverse RDA

If a prescription is not dispensed to the patient and is returned to stock,
the RDA must be reversed. To reverse an RDA, log into your account at
www.clozapinerems.com and select the Reverse RDA button.

Find the patient and follow the directions.

You may also reverse an RDA by calling the Clozapine REMS Contact Center at 888-586-0758.

/ CLOZAPINE
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http://www.clozapinerems.com/

How to Obtain an RDA: Reverse RDA (Continued)

181 Pharmacy

Outpatient Pharmacy

Obtain a Patient's REMS Dispense Authorization (RDA)
E An RDA is a receipt from the Clozapine REMS signifying that the REMS requirements to dispense for this patient are currently met.

; Patiel‘lt tpowldlioll: Gener ﬂn Enrolled as of 3/23/2021 s
Mame: PatientTerry Smitt Zip Code: 28601
Date of Birth: 9/22/1989 : 920-723-6334

REMS Patient ID: CPPatEI30NoC Email: CPPatEI30NoC@examoto.net

BIREMS Dispense Authorization (RDA) ° If you need to reverse an RDA, then
o ——— L e o e look up the patient in the REMS. Their
latest RDA will be listed on their patient
record, and you can click the Reverse

button to request areverse.

RDA:  2620091f Copy  Print

Obtained by RxOutPatJane AuthRepDoe on 04/13/2021 at 11:57 AM Coordinated Universal Time
© Detail

@ safe Use Conditions:

v Patient is Enrolled: Patient Terry Smitt

+ Pharmacy is Certified

Dispensing Information

Date Manufacturer NDC Code Days' Supply Quantity
mm/ddfyyyy Manufacturers v NDC Codes
& Patient (Population: General) Enrolled as of 3/23/2021 @
Name: PatientTerry Smitt Zip Code: 28601
Date of Birth: 9/22/1989 Phone: 920-723-6334
REMS Patient |D: CPPatEI30NoC Email: CPPatEI30ONoC@examoto.net
£ REMS Dispense Authorization (RDA) ©

Th e fO | | OWI n g S C reen WI | I A REMS Dispense Alr!i:w!"ild?i()ﬂ is a receipt from the Clozapine REMS indicating that the safe use conditions managed by the REMS are currently in place. After
display a confirmation that T
the RDA was reversed.
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How to Troubleshoot Common Issues: Incomplete Certification

Authorized Representatives must successfully complete the Knowledge Assessment AND enrollment process
to be certified; if a user stops in the middle of certification, then one of these elements may be incomplete. In
this case, the Pharmacy Dashboard will only show a check mark next to one of the two activities.

J CLOZAPINE
I REMS

L P
A

)

13rmacy RxOutPatjane AuthRepDoe -

Comgplete the Knowledge Assessment for Pharmecies

Have the authorized reprosantative successfully complete the Knowledge Assessmaont §

nzapine REMS

he (
B Snten . m

Pharmacy and submat it 1ot

o

Pharmacles

Inpatient Pharmacy Enroliment Form & \

Outpatient Pharmacy Enrollmel CLOZAplNE
2t - REMS

ANC Lab Reporting Form

ROA Factsheet for Inpatient

i1 Pharmacy

Outpatient Pharmacy

3 | Envoll Pharmacy

» Sigm and Submil

To certify your pharmacy:

omplete the following

1 | Review the Pharmacy information

Clozapine REMS Lo gispense tozapine

el: 3

3 | Enroll Pharmacy

Incomplete Enroliment with Complete

Knowledge Assessment

Incomplete Knowledge
Assessment with
Complete Enroliment

Home Pharmacy RxOutPat)ane AuthRepDoe

Pharmacy Materials

Clozapine and the Risk of £
Neutropenia: A Guide for

Pharmadists

Knowledge Assessment for F 3
Pharmacies

Inpatient Pharmacy Enroliment Form £
Outpatient Pharmacy Enroliment i
Form




How to Troubleshoot Common Issues: Lost/Forgotten Password

Authorized Representatives are not responsible for staff passwords. Staff members can reset their own
password from the Login screen.

Wholesaler Prescribing Information v Contact Us

e/
/CLOZAPINE Home Find ¥ Pharmacy Patient Prescriber|] © Login | Register
'« REMS

What is the Clozapine REMS?

The Clozapine REMS (Risk Evaluation and Mitigation Strategy) is a safety program required by the Food and Drug Administration (FDA) to manage the risk of severe
neutropenia associated with clozapine treatment.

Severe neutropenia (absolute neutrophil count (ANC) less than 500/uL), can lead to serious and fatal infections.

7 CLOZAPINE
- REMS

b
To receive treatment, a patient must be enrolled Pharmacies must be cer|
inthe Clozapine REMS by a certified doctor. REMS to receive and dis L P R ° t
If you are the designated
representative of a phar
below. Username (click i for additional help) e To perform REMS functions online, you must have an account. Creating
b an account involves creating unique login credentials {username and
sername

password). Register to create an account.

AR R e The system will ask for the username.
i ® If the username is in the system, the
system will then ask the user to

7 SLOZAPINE — choqse a verification method (e.g.,

s email, text, call). The user can then
Toraport ary SUSPECTED ADVERSE REACTIONS contactthe laapina BEMS Contact _ access password reset via their
preferred verification method.

Remember my login




Closing

Z Clozapine REMS " N

&€ S5 C (Y  nips//www.newclozapinerems.com/

W
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Home Find ¥ Pharmacy Patients Prescriber © Login | Register

What is the Clozapine REMS?

The Clozapine REMS (Risk Evaluation and Mitigation Strategy) is a safety program required by the Food and Drug Administration (FDA) to

manage the risk of severe neutropenia associated with clozapine treatment.

Severe neutropenia (absolute neutrophil count (ANC) less than 500/uL), can lead to serious and fatal infections.

To receive treatment, a patient
must be enrolled in the Clozapine
REMS program by a certified
doctor.

E Enroliment Information

Pharmacy

Pharmacies must be certified in the
Clozapine REMS to receive and
dispense clozapine.

If you are the designated

authorized representative of a
pharmacy, you can certify below.

B Certify Pharmacy

Prescriber

Healthcare Providers must be
certified in the Clozapine REMS to
prescribe clozapine for outpatient
use.

If you are a clozapine prescriber,
you can certify below.

B Certify Prescriber

Pharmacies must certify in the
modified program prior to
November 15.

e The transition website,
NewClozapineREMS.com, or

e The transition Contact Center at
1-888-586-0758.



