Clozapine REMS Program
Frequently Asked Questions

General Section
1. What is a REMS?

A REMS or Risk Evaluation and Mitigation Strategy is an FDA required risk management
plan that uses risk minimization strategies beyond the professional labeling to ensure that
the benefits of prescription drugs outweigh their risk.

2. What is the Clozapine REMS Program?

The Clozapine REMS Program is an FDA-mandated program implemented by the
manufacturers of clozapine. It is intended to help Healthcare Providers (HCPs) ensure the
safety of patients taking clozapine. The Clozapine REMS Program is a single shared
patient registry with requirements for prescribers, pharmacists, patients, and distributors,
and replaces the multiple individual clozapine patient registries.

3. What are the goals of the Clozapine REMS Program?

The goals of the Clozapine REMS Program are to mitigate the risk of severe neutropenia
associated with the use of clozapine by:

e Educating prescribers and pharmacists about the risk of severe neutropenia and
appropriate monitoring requirements

¢ Informing patients about the risk of severe neutropenia and appropriate monitoring
requirements

e Ensuring compliance with the monitoring frequency for absolute neutrophil count (ANC)
prior to dispensing clozapine

e Ensuring the prescriber documents a risk-benefit assessment when the patient's ANC
falls below the acceptable range as described in the Prescribing Information

e Establishing long-term safety and safe-use of clozapine by enrolling all patients who
receive clozapine in the registry

Download program enrollment forms here
4. Where can | obtain the Prescribing Information for clozapine?

For current Prescribing Information for clozapine, visit the Resources page on the
Clozapine REMS Program Website at www.clozapinerems.com.
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5. What are the different roles of healthcare staff in the Clozapine REMS Program?
There are 4 different roles in the Clozapine REMS Program:

e Prescriber

e Prescriber Designee

e Pharmacy Staff

e Pharmacy Authorized Representative

Please refer to the description of each of these roles and determine which one best
describes your duties in the Clozapine REMS Program. There are instances where a
Healthcare Provider can serve in more than one role in the Clozapine REMS Program (click
here for details). The high-level enrollment and/or certification requirements for each role
are presented in the table below.

Certify
Role or Description
Enroll?
Prescriber Certify Prescriber Certification Proce§s '
e Complete the Clozapine REMS Prescriber Enrollment
Form online at www.clozapinerems.com or by faxing it
to the Clozapine REMS Program Contact Center at
844-404-8876
e Pass the Clozapine REMS Knowledge Assessment
for Healthcare Providers via the Clozapine REMS
Program Website, or by completing and faxing it to
the Clozapine REMS Program Contact Center
Prescriber Enroll Prescriber Designee Enrollme.:nt Process . .
Designee e Complete the Clozapine REMS Prescriber Designee
Enrollment Form online at www.clozapinerems.com or
by faxing it to the Clozapine REMS Program Contact
Center at 844-404-8876
e Become associated in the system with a certified
prescriber
o Be approved by a certified prescriber
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Role

Certify
or

Enroll?

Description

Authorized
Representative
(Non-chain
Pharmacy)

Certify

Authorized Representative Certification Process

e Complete the Clozapine REMS Outpatient Pharmacy
Enroliment Form or the Clozapine REMS Inpatient
Pharmacy Enrollment Form online at
www.clozapinerems.com or by faxing it to the
Clozapine REMS Program Contact Center at
844-404-8876

e Pass the Clozapine REMS Knowledge Assessment
for Healthcare Providers via the Clozapine REMS
Program Website, or by completing and faxing it to
the Clozapine REMS Program Contact Center

¢ Renew certification of their pharmacy in the Clozapine
REMS Program every two years from initial
enroliment

Authorized
Representative
(Chain
Pharmacy)

Certify

Chain Pharmacy Authorized Representative Certification

Process

¢ Work with an account manager from your pharmacy
network system (i.e., the “switch”) provider to
complete the certification process

e Pass the Clozapine REMS Knowledge Assessment
for Healthcare Providers via the Clozapine REMS
Program Website, or by completing and faxing it to
the Clozapine REMS Program Contact Center at
844-404-8876

o Renew certification of their pharmacies in the
Clozapine REMS Program every two years from initial
enroliment

Pharmacy Staff

Enroll

Pharmacy Staff Enrollment Process

e Enroll online as pharmacy staff at
www.clozapinerems.com
e Become associated in the system with a pharmacy
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Prescriber

Definition

Responsibilities

A prescriber is any
healthcare professional
who prescribes clozapine
to a patient

*An inpatient pharmacy
operates within a facility
dispensing clozapine only
to patients receiving
inpatient medical care and
other related services for
surgery, acute medical
conditions or injuries
(usually for a short-term
illness or condition).

Certification Process

e A prescriber must certify in the Clozapine REMS
Program:

0 Review the Prescribing Information for clozapine

o0 Review Clozapine and the Risk of Neutropenia: A
Guide for Healthcare Providers

o0 Complete the Clozapine REMS Prescriber
Enrollment Form

0 Pass the Clozapine REMS Knowledge
Assessment for Healthcare Providers

e Prescribers who order clozapine to be dispensed from an
inpatient pharmacy** are not required to become certified
in the Clozapine REMS Program

Responsibilities
e Prescribers who order clozapine to be dispensed from an
outpatient pharmacy are required to become certified in
the Clozapine REMS Program and must adhere to the
following requirements:

o Enroll every new patient in the Clozapine REMS
Program

o0 Counsel each patient (or their caregiver) about
the risk of severe neutropenia which can lead to
serious infection and death

0 Check the ANC for each patient according to the
monitoring requirements

0 Submit and verify ANC according to the patient’s
monitoring frequency on file with the Clozapine
REMS Program:

= For weekly monitoring frequency, ANC must be
submitted within 7 days of the lab draw* date

= For every two weeks monitoring frequency,
ANC must be submitted within 15 days of the
lab draw* date

= For monthly monitoring frequency, ANC must
be submitted within 31 days of the lab draw*

date
“Assumes the lab draw date is day 0

In the future!, a lab that is not current according to the
patient’s monitoring frequency will prevent a patient from
receiving clozapine. The Clozapine REMS Program will
then require the ANC to be aligned with the patient’s
monitoring frequency. In the interim, warning messages
will alert the pharmacy if the ANC is overdue.
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Definition

Responsibilities

e Provide a “Treatment Rationale” to authorize the
continuation of clozapine therapy for patients with
moderate or severe neutropenia if it is determined that:

0 The benefits of clozapine therapy outweigh the
risks

0 The patient has documented benign ethnic
neutropenia (BEN)

10Once the date for full program implementation has been
confirmed, updated information will be provided to prescribers and
pharmacies and will also be available on the Clozapine REMS
Program Website.

Prescriber Designee

Definition

Responsibilities

A Healthcare Provider,
office staff member, or
pharmacist designated
by a certified prescriber
to act on their behalf

Enrollment Process

o Complete the Clozapine REMS Prescriber Designee
Enrolliment Form online at www.clozapinerems.com or by
faxing it to the Clozapine REMS Program Contact Center at
844-404-8876

e Become associated in the system with a certified prescriber

o Be approved by the associated prescriber

Responsibilities

e A prescriber designee can:

Enroll general population patients
Counsel patients

Check ANCs

Submit ANCs on the prescriber’s behalf
Change a patient’s monitoring frequency

©Oo0oo0o0Oo

e A prescriber designee cannot:

o Enroll a patient with benign ethnic neutropenia (BEN)
o Provide a Treatment Rationale for a patient
o Designate a patient as a hospice patient
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Authorized Representative for Outpatient Pharmacy

Definition Responsibilities

For outpatient pharmacies | Certification Process

with a single location, the e An authorized representative for an outpatient pharmacy
authorized representative must certify in the Clozapine REMS Program by:
may be a: o Reviewing the Prescribing Information for
clozapine
e Pharmacy Manager, or o Certifying their pharmacy in the Clozapine

e Staff Pharmacist REMS Program by:

e Reviewing Clozapine and the Risk of Neutropenia:
A Guide for Healthcare Providers

e Completing the Clozapine REMS Outpatient
Pharmacy Enrollment Form

If your pharmacy has more
than one pharmacy

location and your e Passing the Clozapine REMS Knowledge
organization would like to Assessment for Healthcare Providers
coordinate staff training o Ensuring training for all relevant staff involved in

and implement processes
for all the pharmacies in

your organization, the o
authorized representative

the dispensing of clozapine on the Clozapine
REMS Program requirements

Putting processes and procedures in place to
verify:

may be a:

e Director of Pharmacy
Services, or

e Corporate Executive
over-seeing Pharmacy
Service

The authorized
representative represents
the pharmacy and is
responsible for ensuring
the processes and
procedures within the
pharmacy are in place to
comply with the Clozapine
REMS Program
requirements

The prescriber is certified in the Clozapine
REMS Program prior to dispensing clozapine
The patient is enrolled in the Clozapine
REMS Program prior to dispensing clozapine
The ANC result is current according to the
patient’'s monitoring frequency:

= For weekly monitoring frequency, the
submitted ANC result must have been drawn*
within 7 days prior to the “Predispense
Authorization” (PDA) transaction date

= For every two weeks monitoring frequency,
the submitted ANC result must have been
drawn* within 15 days prior to the PDA
transaction date

= For monthly monitoring frequency, the
submitted ANC result must have been drawn*
within 31 days prior to the PDA transaction

date
*Assumes the lab draw date is day O

The submitted ANC is within acceptable
range or a certified prescriber has provided a
Treatment Rationale to authorize the
continuation of clozapine treatment
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Definition Responsibilities

o0 Renewing certification of their pharmacy in the
Clozapine REMS Program every two years from
initial enrollment

Responsibilities
e Coordinate the activities required in the Clozapine REMS
Program
e Establish and implement processes and procedures to
ensure compliance with the safe-use conditions required
in the Clozapine REMS Program

Authorized Representative for Inpatient Pharmacy

Definition Responsibilities

For inpatient pharmacies | Certification Process
with & single location, the e An authorized representative for a pharmacy must certify
authorized representative in the Clozapine REMS Program by:

may be a: 0 Reviewing the Prescribing Information for

e Pharmacy Manager, or clozapine

e Staff Pharmacist o Certifying their pharmacy in the Clozapine REMS
Program by:

If your pharmacy has

more than one pharmacy ¢ Reviewing Clozapine and the Risk of Neutropenia:

location and your A Guide for Healthcare Providers

organization would like to e Completing the Clozapine REMS Inpatient

coordinate staff training Pharmacy Enrollment Form

and implement process for e Passing the Clozapine REMS Knowledge

all the pharmacies in your Assessment for Healthcare Providers

organization, the

: . o Ensuring training for all relevant staff involved in
authorized representative

the dispensing of clozapine on the Clozapine

may be a: REMS Program requirements

e Director of Pharmacy 0 Putting processes and procedures in place to
Services, or verify the patient is enrolled in the Clozapine

e Corporate Executive REMS Program prior to dispensing clozapine
overseeing Pharmacy 0 Renewing certification of their pharmacy in the
Service Clozapine REMS Program every two years from

) initial enrollment
The authorized

representative represents | Responsibilities

the pharmacy and is e Coordinate the activities required in the Clozapine REMS
responsible for ensuring Program

the processes and e Establish and implement processes and procedures to
procedures within the ensure compliance with the safe-use conditions required in
pharmacy are in place to the Clozapine REMS Program

comply with the Clozapine o Verify every patient receiving clozapine is enrolled in the

Clozapine REMS Program prior to dispensing
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Definition Responsibilities

REMS Program e Before dispensing clozapine, inpatient pharmacies can:

requirements o Verify the ANC is current (within 7 days of the
“Eligibility Check” date for weekly monitoring, 15
days for every 2 weeks monitoring, and 31 days
for monthly monitoring)

o Verify ANC is within the acceptable range or a
certified prescriber has provided a Treatment
Rationale to authorize the continuation of
clozapine treatment

0 Inpatient pharmacists are encouraged to submit
the patient's ANC to the Clozapine REMS
Program at intervals consistent with the patient's
monitoring frequency.

Pharmacy Staff

Definition Responsibilities

Enroliment Process
e Enroll online as pharmacy staff

Any pharmacist or
pharmacy employee may

assume the role of e Associate with a pharmacy

pharmacy staff member I

associated with a Responsibilities

pharmacy to conduct basic e OQutpatient pharmacy staff must:

program functions o Verify a prescriber is certified in the Clozapine

REMS Program
o Verify the pharmacy is certified
o Verify a patient is enrolled in the Clozapine
REMS Program
0 Obtain a PDA before dispensing clozapine to a patient
0 May submit an ANC for a patient

e Inpatient pharmacy staff must:

o Verify a patient is enrolled in the Clozapine REMS
Program using the Eligibility Check

o Verify patient has an ANC on file and the ANC is
current and within acceptable range via an Eligibility
Check and/or review of the patient’s medical record

o Dispense clozapine to patients only after verifying
safe-use conditions have been met
0 May submit an ANC for a patient
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6. Can a Healthcare Provider fulfill multiple roles in the Clozapine REMS Program?

Yes; the Clozapine REMS Program allows Healthcare Providers with multiple roles in the
Clozapine REMS Program to create multiple website user accounts using the same email
address.

One example of multiple roles a Healthcare Provider might have in the Clozapine REMS
Program includes being a pharmacy authorized representative and a prescriber designee.

If you have any questions, call the Clozapine REMS Program Contact Center at
844-267-8678 for assistance.

7. How does a Healthcare Provider certify in more than one role in the Clozapine REMS
Program (i.e., as a pharmacy staff and a prescriber designee)? Can the same email
address be used for multiple roles in the Clozapine REMS Program?

Yes; to certify in more than one role in the Clozapine REMS Program, you must create a
Clozapine REMS Program Website user account for each role. The same email address
may be used for each role. If you have any questions, call the Clozapine REMS Program
Contact Center at 844-267-8678 for assistance.

8. Why are white blood cell (WBC) counts no longer being collected?

FDA has determined that the absolute neutrophil count (ANC) is more relevant to drug-
induced neutropenia than is the white blood cell (WBC) count. Therefore, WBC counts are
no longer required. An ANC calculator is available on the Clozapine REMS Program
Website.

9. How frequently should a patient’s ANC be monitored?

A patient’s monitoring frequency depends on the patient's ANC and the amount of time a
patient has been on treatment. For details regarding what monitoring frequency a patient
should be on, refer to the Prescribing Information.

The ANC Monitoring Table can be found on the Clozapine REMS Program Website:

e Home Page - Resources - Program Materials - Prescriber Tab - ANC Monitoring
Table

10. When should | submit a patient's ANC to the Clozapine REMS Program?

Patient ANC information should be submitted to the Clozapine REMS Program as soon as
possible after the patient blood draw occurs but must be submitted according to the table
below, which is consistent with patient monitoring frequency.

02/2019 -9-

Reference ID: 4376730



11.

12.

The monitoring frequency and corresponding blood draw dates can be found in the table
below:

R ANC Blood Draw Date

Frequency
Weekly ANC must be submitted within 7 days of the lab draw* date
Every two weeks ANC must be submitted within 15 days of the lab draw* date
Monthly ANC must be submitted within 31 days of the lab draw* date

*Assumes the lab draw date is day O

Presently, although the ‘Lab Not Current’ will not prevent a patient from receiving
medication, i.e., will not prevent a PDA from being provided; a warning message will be
sent to the pharmacy advising that the lab is not current and to contact the prescriber for a
current ANC. In the future when the Clozapine REMS Program is fully implemented, a lab
that is not current with the patient’s monitoring frequency will prevent the patient from
receiving clozapine. (Once the date for full program implementation has been confirmed,
updated information will be provided to prescribers and pharmacies and will be available on
the Clozapine REMS Program Website.) In the interim, warning messages will be provided
if the ANC is overdue.

A prescriber must ensure patients are on the appropriate monitoring frequency and adhere
to the appropriate corresponding blood draw dates in order for the patient to receive
clozapine.

How do | contact the Clozapine REMS Program?

For additional information about the Clozapine REMS Program, please call 844-267-8678.
For additional contact methods, please see the Contact Us page.

How does a Healthcare Provider report an adverse event, product complaint, or
obtain medical information about clozapine?

Promptly report suspected adverse events associated with the use of a clozapine directly to
the Clozapine REMS Program Contact Center at 844-267-8678. You should also report
adverse event information to the FDA MedWatch Reporting System by telephone at

(800) FDA-1088, by mail using Form 3500, or online. Downloadable reporting forms and
online reporting forms are available at
http://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default. htm.

To report a product complaint, or if you require medical information, you may also call the
Clozapine REMS Program Contact Center at 844-267-8678.
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13.

14.

What is the new certification deadline for prescribers and outpatient pharmacies?

The decision to extend the deadlines was made in consultation with the FDA to minimize
treatment disruption for patients while allowing more time for pharmacies and prescribers to
complete certification. Please refer to the categories below for specific dates.

Pharmacies

All pharmacies are required to become certified in the Clozapine REMS Program by
February 28, 2019.

Outpatient Prescribers

All prescribers who prescribe clozapine only to patients treated on an outpatient or chronic
basis including, but not limited to, retail drug-stores, ambulatory care pharmacies, and
pharmacies dispensing to long-term care, rehabilitation facilities and prison systems must
be certified in the Clozapine REMS Program by February 28, 2019.

Inpatient Prescribers

In February 2019, prescribers who prescribe clozapine only to patients receiving inpatient
medical care and other related services for surgery, acute medical conditions or injuries
(usually for a short-term iliness or condition) will not be required to become certified in the
Clozapine REMS Program. However, in order to initiate clozapine therapy in an inpatient
setting, a certified prescriber must enroll the patient in the Clozapine REMS Program before
the first dose can be dispensed.

For more information on this program change for prescribers who prescribe clozapine in an
inpatient setting, please visit the Clozapine REMS Program Website at
www.clozapinerems.com or call the Clozapine REMS Program Contact Center at
844-267-8678.

How is monitoring frequency determined in the Clozapine REMS Program?

Monitoring frequency is calculated by the Clozapine REMS Program automatically, based
on the patient’s history of consistently acceptable ANC values submitted to the program.
The guidelines for determining monitoring frequency are described in the Prescribing
Information.

If a patient’s monitoring frequency is incorrect, the prescriber can modify a patient’s
monitoring frequency by attesting in the patient’s profile via the Clozapine REMS Program
Website. Prescribers and prescriber designees can also modify a patient’s monitoring
frequency by calling the Clozapine REMS Program Contact Center at 844-267-8678 or by
faxing the update via the Clozapine REMS ANC Lab Reporting Form to the Clozapine
REMS Program Contact Center for processing.

Note: A pharmacy cannot update a patient’'s monitoring frequency. Pharmacies should work
with the patient’s prescriber to update a patient’s monitoring frequency.
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15.

16.

The ANC Monitoring Table can be found on the Clozapine REMS Program Website:

o Home Page > Resources - Program Materials > Prescriber Tab > ANC
Monitoring Table

Why did established patients with monthly monitoring frequency get converted to
weekly monitoring frequency?

The Clozapine REMS Program made every effort to consolidate ANC data for patients with
laboratory data in multiple individual manufacturer registries to create complete patient
records. Patients with complete profile information in the individual manufacturer registries
were migrated to the Clozapine REMS Program successfully, but may have had different
monitoring frequencies across multiple individual manufacturer registries and/or had a
significant gap in ANC data when patient data was consolidated from the multiple individual
manufacturer registries.

In accordance with the approved clozapine Prescribing Information, if the patient had
consistent ANCs submitted over the previous 12-month period, the patient was migrated
with a monthly monitoring frequency.

If a patient’s ANCs were inconsistently submitted to the registries in the previous 12-month
period and/or there was a time-frame longer than 56 days between blood draw dates, the
patient was migrated with a weekly monitoring frequency.

The guidelines outlined above for assigning a new monitoring frequency are consistent with
the clozapine Prescribing Information.

If a prescriber needs to change a patient’s monitoring frequency, the prescriber can do so
on the prescriber dashboard on the Clozapine REMS Program Website. The prescriber or a
prescriber designee may also update a patient’s monitoring frequency by calling the
Clozapine REMS Program Contact Center at 844-267-8678.

My existing clozapine patient was not migrated from the individual manufacturer
registries and therefore the Clozapine REMS Program identifies this patient as new
and has aligned this patient to a weekly monitoring frequency. How can | update the
system so my patient is correctly returned to monthly monitoring frequency?

The Clozapine REMS Program made every effort to consolidate ANC data for patients with
laboratory data in multiple individual manufacturer registries to create complete patient
records. In some instances, data was incomplete, creating gaps in ANC histories. These
gaps resulted in some patients who were previously on a monthly monitoring frequency in
an individual manufacturer registry to revert to a weekly monitoring frequency in the
Clozapine REMS Program.

If a prescriber needs to change a patient’'s monitoring frequency, the prescriber can do so
on the prescriber dashboard on the Clozapine REMS Program Website. The prescriber or
the prescriber designee can also update a patient’s monitoring frequency by calling the
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Clozapine REMS Program Contact Center at 844-267-8678, or by faxing the update via the
Clozapine REMS ANC Lab Reporting Form to the Clozapine REMS Program Contact
Center for processing.
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Prescriber

17.

18.

How can a prescriber become certified in the single shared Clozapine REMS
Program?

Any prescriber who wants to initiate clozapine therapy in a patient must be certified in order
for the patient to be enrolled in the Clozapine REMS Program.

Prescribers who prescribe clozapine only to patients treated on an outpatient or chronic
basis including, but not limited to, retail drug-stores, ambulatory care pharmacies, and
pharmacies dispensing to long-term care, rehabilitation facilities and prison systems must
certify in the Clozapine REMS Program and adhere to the Clozapine REMS Program
requirements. Prescribers may certify online through the Clozapine REMS Program
Website or by submitting the Clozapine REMS Prescriber Enrollment Form and Clozapine
REMS Knowledge Assessment for Healthcare Providers via fax to the Clozapine REMS
Program Contact Center at 844-404-8876.

To complete certification on the Clozapine REMS Program Website:

e From the Home Page, use the “Start Prescriber Certification” button. You will be taken
to the Prescriber Certification page, which will explain what is expected and required in
the Clozapine REMS Program.

e From that certification page, use the “Begin Now!” button to begin certification in the
Clozapine REMS Program.

Prescribers who have completed the Clozapine REMS Program certification requirements

will receive notification that they are certified in the program.

During the February 2019 Clozapine REMS Program Modification, prescribers who
prescribe clozapine only to patients receiving inpatient medical care and other related
services for surgery, acute medical conditions or injuries (usually for a short-term illness or
condition) will not be required to become certified in the Clozapine REMS Program.
Patients in this setting are required to be enrolled in the Clozapine REMS Program in
order to receive clozapine. If a patient in this setting is not enrolled, they must be enrolled
by a certified prescriber before they will be allowed to receive clozapine.

For further information, please visit the Clozapine REMS Program Website at
www.clozapinerems.com or call the Clozapine REMS Program Contact Center at
844-267-8678. For a faxed copy of the certification forms, call the Clozapine REMS
Program Contact Center at 844-267-8678.

When do | need to complete certification?

The new deadline for prescriber certification is February 28, 2019. If you are not certified by
this date your patient may not be eligible to receive clozapine. Prescribers are highly
encouraged to certify in the Clozapine REMS Program as soon as possible.
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19.

20.

21.

22.

23.

For further information on this change for prescribers who prescribe clozapine in an
inpatient setting, please visit the Clozapine REMS Program Website at
www.clozapinerems.com or call the Clozapine REMS Program Contact Center at
844-267-8678.

What are the changes for prescribers in an inpatient setting with the February 2019
Clozapine REMS Program Modification?

During the February 2019 Clozapine REMS Program Modification, prescribers who
prescribe clozapine only to patients receiving inpatient medical care and other related
services for surgery, acute medical conditions or injuries (usually for a short-term illness or
condition) will not be required to become certified in the Clozapine REMS Program.

Patients in this setting are required to be enrolled in the Clozapine REMS Program in order
to receive clozapine. If a patient in this setting is not enrolled, they must be enrolled by a
certified prescriber before they will be allowed to receive clozapine.

For further information on prescribers who prescribe clozapine in an inpatient setting,
please call the Clozapine REMS Program Contact Center at 844-267-8678.

If a prescriber is going to be out of the office for an extended period of time, can
another prescriber cover during the absence?

Yes; however, the covering prescriber must be certified in the Clozapine REMS Program
and it may be beneficial for the new prescriber to associate themselves with those patients
in the program or call the Clozapine REMS Program Contact Center at 844-267-8678 to
have the patient assigned to that covering prescriber.

If a prescriber is going to be out of the office for a short period of time, can another
prescriber write a prescription for the patient during the absence?

Yes; the covering prescriber can write a prescription for another prescriber’s patient as long
as the covering prescriber is certified in the Clozapine REMS Program. When the eligibility
of the patient to receive clozapine is checked, it does not look for an established
relationship between the prescriber and patient.

Can a nurse practitioner, physician assistant, resident, or intern certify as a
prescriber in the Clozapine REMS Program?

Yes; any medical professional with prescribing privileges can become certified in the
Clozapine REMS Program.

Can a member of the prescriber’s office staff help manage patients in the Clozapine
REMS Program?

Yes; the Clozapine REMS Program allows a certified prescriber to identify a prescriber
designee to perform some duties or functions on behalf of the prescriber. The prescriber’s
designee(s) will need to enroll in the Clozapine REMS Program and become certified

02/2019 -15-

Reference ID: 4376730



24.

25.

before they can perform any duties or functions for their associated prescriber(s). A
prescriber may have more than one prescriber designee.

A notification will be sent to the prescriber when the designee enrolls. Before a designee
can act on behalf of a prescriber, the prescriber will need to approve the person acting on
his or her behalf. Once the designee has been approved by the certified prescriber, they
will be able to engage in patient management through the Clozapine REMS Program
Website.

How can a prescriber find a list of pharmacies that are certified in the Clozapine
REMS Program?

A prescriber can obtain a list of participating pharmacies by calling the Clozapine REMS
Program Contact Center at 844-267-8678.

If a prescriber knows the pharmacy’s DEA, or NPI, or NCPDP number, the prescriber can
also confirm that a pharmacy is certified by using the feature “Certification Lookup” on the
Resources tab of the Clozapine REMS Program Website at www.clozapinerems.com.

Where can | find the Patient ID for the Clozapine REMS ANC Lab Reporting Form?

The Patient ID can be found on the Prescriber Dashboard on the patient tab. The Patient ID
is also known as the Patient Enrollment ID.

Note: The Patient ID is an optional field on the Clozapine REMS ANC Lab Reporting Form.
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Prescriber Designee
26. What actions can a prescriber designee perform in the Clozapine REMS Program?
A prescriber designee can perform the following actions on behalf of the prescriber:

e Enroll general population patients

e Counsel patients

e Submit ANCs on the prescriber's behalf

e View patient lists and patient ANC history
e Change monitoring frequency

A prescriber designee cannot perform the following actions on behalf of a prescriber:

e Enroll patients with documented benign ethnic neutropenia
e Provide a Treatment Rationale for a patient
e Designate a patient as a hospice patient

To download the Clozapine REMS Prescriber Designee Enrollment Form or Clozapine
REMS Patient Enrollment Form, visit the Clozapine REMS Program Website.

Download program enrollment forms here
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Pat

27.

28.

29.

ient Management

Do patients need to be enrolled in the Clozapine REMS Program in order to receive
clozapine?

Yes; any patient prescribed clozapine, whether in an inpatient or outpatient setting must be
enrolled in the Clozapine REMS Program by the patient's prescriber or the prescriber
designee. To enroll a patient, please visit www.clozapinerems.com or fax the completed
Clozapine REMS Patient Enroliment Form to the Clozapine REMS Program Contact Center
at 844-404-8876.

Note: An acceptable ANC or Treatment Rationale must also be on file with the Clozapine
REMS Program for patients to receive clozapine in an outpatient setting

How are patients enrolled into the Clozapine REMS Program?

Prescribers and prescriber designees can enroll patients into the Clozapine REMS
Program. General population patients can be enrolled by both prescribers and prescriber
designees online, by phone, or by faxing the Clozapine REMS Patient Enroliment Form.

Only a prescriber can enroll patients with benign ethnic neutropenia (BEN). The prescriber
must indicate BEN status as part of the enrollment process on the Clozapine REMS
Program Website or on the Clozapine REMS Patient Enroliment Form to be faxed; patients
with BEN cannot be enrolled by phone. Phone enroliment is only available for general
population patients.

For assistance in enrolling your patient, please call the Clozapine REMS Program
Contact Center at 844-267-8678.

To download the Clozapine REMS Patient Enrollment Form, visit the Clozapine REMS
Program Website.

Download program enrollment forms here.

Can a Healthcare Provider not certified in the Clozapine REMS Program submit an
ANC?

If you are a Healthcare Provider directly involved in the treatment of a clozapine patient,
you can call the Clozapine REMS Program Contact Center at 844-267-8678 and submit an
ANC over the phone even if you aren't certified in the Clozapine REMS Program. You may
be required to provide specific identifying patient information when you submit the ANC
results.

An ANC can also be faxed to the Clozapine REMS Program Contact Center at
844-404-8876 for data entry.

For organizations with high laboratory volumes, a simple automated interface can be
implemented to electronically send ANC data for entry into the Clozapine REMS Program.
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Please call the Clozapine REMS Program Contact Center at 844-267-8678 for more
information on this process.

30. Will the program send notices if the patient experiences alow ANC or substantial
drop?

The Clozapine REMS Program uses an automated system that will notify the patient’s
associated prescriber if a patient experiences mild, moderate, or severe neutropenia as
defined in the approved clozapine Prescribing Information for both patients in the general
population and for patients with documented benign ethnic neutropenia.

Substantial drops are not defined in the clozapine Prescribing Information, so safety notices
will not be sent if the patient experiences such a drop. A notice will be sent if the ANC
meets criteria for mild, moderate, or severe neutropenia.

31. What is a Treatment Status?

A patient’s Treatment Status describes a patient’s status in the clozapine treatment
process.

There are four Treatment Statuses in the Clozapine REMS Program:

e Pre-Treatment: new patient with no baseline ANC submitted who has not started
clozapine

e Active: receiving clozapine at regular intervals consistent with their monitoring
frequency

e Interrupted: clozapine usage has stopped temporarily pending next actions before
resuming therapy or being permanently discontinued

e Discontinued: clozapine usage has stopped

Treatment Status is automatically updated based on the ANC values entered into the
system.

e For general population patients:

0 An ANC between 500 and 999/uL (moderate neutropenia) will cause Treatment
Status to update to Interrupted

0 An ANC below 500/uL (severe neutropenia) will cause Treatment Status to
update to Discontinued

e For patients with documented benign ethnic neutropenia (BEN):

0 An ANC below 500/uL (severe neutropenia) will cause Treatment Status to
update to Interrupted

A Treatment Status of Interrupted or Discontinued will prevent a PDA from being provided
and could result in a disruption of a patient’s clozapine therapy. If a prescriber determines
that the benefits of continuing clozapine outweigh the risks when a patient’s Treatment
Status was changed to Interrupted, the prescriber can provide a Treatment Rationale into
the system and change the patient’s Treatment Status back to Active thereby allowing
clozapine to be dispensed.
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If a patient’s Treatment Status was changed to Discontinued because of a low ANC value,
the Treatment Status will automatically return to Active only when a new/current lab is
submitted with the patient’s ANC value within acceptable range.

32. What is a Treatment Rationale?

A Treatment Rationale is required from a prescriber when he or she determines that a
patient should continue clozapine treatment despite a low ANC.

To authorize the continuation of clozapine therapy for any patient with a Treatment Status
of Interrupted or Discontinued because of a low ANC indicating severe neutropenia, the
prescriber must take action by providing a Treatment Rationale to update the patient’s
Treatment Status back to Active to allow a PDA request to be approved.

The Clozapine REMS Program will alert the prescriber via the Clozapine REMS Program
Website dashboard if a submitted ANC is below the recommended thresholds for a patient.
Clozapine will not be dispensed to the patient unless the prescriber then provides a
Treatment Rationale to authorize continued treatment. There are two Treatment Rationale
options in the Clozapine REMS Program:

1. “Benefits outweigh risks” = In the prescriber’s clinical judgment; the benefits of
continuing clozapine treatment outweigh the risk of neutropenia

2. “Patient with documented BEN” - The ANC is within a range where treatment can
continue for a patient with benign ethnic neutropenia (BEN)

Information provided in the Clozapine REMS Program is not a substitute for
appropriate documentation in the patient’s medical record regarding the prescriber’s
decision to continue, interrupt, or discontinue clozapine treatment.

33. How can | provide a Treatment Rationale?

Providing a Treatment Rationale confirms that the benefits of continuing clozapine
treatment outweigh the risks of developing severe neutropenia when the prescriber
wishes to continue clozapine treatment in a patient whose ANC value is low. The
Treatment Rationale returns the patient’s Treatment Status in the Clozapine REMS
Program to Active and allows the Clozapine REMS Program to provide a PDA which
permits the pharmacy to dispense clozapine.

Prescribers may confirm treatment continuation with a Treatment Rationale in the
Clozapine REMS Program by:

1. Faxing a signed Clozapine REMS ANC Lab Reporting Form to 844-404-8876
containing a completed Treatment Rationale section, or

2. Accessing the Clozapine REMS Program Website to provide a Treatment
Rationale online. To do so, perform the following steps:

a. Log in to the Clozapine REMS Program Website at www.clozapinerems.com.
b. Access the dashboard.
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34.

35.

c. Select ‘Change Treatment Rationale’ from the drop-down menu and click
the GO button.

d. Enter the lab information on the ‘Lab Information’ screen and click Next. The
user will be redirected back to the Dashboard after this step is complete.

What happened to patients previously on the National Non-Rechallenge Master File
(NNRMF)?

The NNRMF was developed by the Novartis Pharmaceuticals Corporation to ensure that
patients at risk of developing severe neutropenia (previously referred to as agranulocytosis)
while on clozapine, regardless of the manufacturer, could not be restarted on clozapine.
Due to updates to the clozapine Prescribing Information, the NNRMF is no longer
applicable. Patients who were previously identified in the NNRMF will be identified in the
Clozapine REMS Program with a flag on the Prescriber Dashboard.

Patients who were previously identified in the NNRMF may restart clozapine in certain
circumstances as defined in the Prescribing Information. Monitoring requirements for
patients previously identified in the NNRMF are the same as for patients new to clozapine.

How are patient ANCs submitted to the Clozapine REMS Program?
Patient ANCs can be submitted to the Clozapine REMS Program in a variety of ways:

e Prescribers and prescriber designees can log in to the Clozapine REMS Program
Website and enter ANCs for a patient using their dashboard

e Pharmacy staff and pharmacy authorized representatives can submit an ANC via their
dashboard on the Clozapine REMS Program Website

e All program roles can call the Clozapine REMS Program Contact Center at
844-267-8678

e All program roles can fax ANCs to the Clozapine REMS Program Contact Center at
844-404-8876

Download Clozapine REMS ANC Lab Reporting Form

36.

Does the Clozapine REMS Program need to be advised when a patient is admitted to
or discharged from an acute or long-term healthcare setting?

No; the Clozapine REMS Program does not track when patients are admitted or
discharged. Patient association to a prescriber is updated automatically when a new
prescriber enrolls a patient. There is no action required on the part of the previous
prescriber.

If a prescriber wishes to remove a patient from their list, they can deactivate the patient via
their dashboard.
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38.

39.

40.

When discontinuing treatment, does the patient’s ANC need to be monitored for 4
weeks?

No; the duration and frequency of all patient ANC monitoring after discontinuation is
dependent on that patient’'s ANC and clinical status (see Section 2.4 in the clozapine
Prescribing Information for more details).

If a patient is eligible to reduce their monitoring frequency does the Clozapine REMS
Program need to be notified?

No; the monitoring frequency recommendations are described in the Prescribing
Information. In the Clozapine REMS Program, monitoring frequency is a calculated value,
based on the patient’'s ANC history. Thus, if the patient is eligible to reduce their monitoring
frequency, the system will automatically adjust their monitoring frequency.

If a patient’s monitoring frequency is incorrect, the prescriber can modify the patient’s
monitoring frequency to monthly by performing an attestation in the patient’s profile via the
Clozapine REMS Program Website. Prescribers and prescriber designees can modify a
patient’s monitoring frequency to monthly by calling the Clozapine REMS Program Contact
Center at 844-267-8678.

A prescriber can move a patient from monthly or every two weeks monitoring frequency to
weekly by faxing the update via the Clozapine REMS ANC Lab Reporting Form to the
Clozapine REMS Program Contact Center for processing.

If the patient or caregiver will not provide the required information needed to
complete Patient Enroliment (i.e., Name, Date of Birth) can they still receive
clozapine?

This information is needed in order for prescribers and pharmacies to identify the patient in
the Clozapine REMS Program to submit ANCs and provide authorization to receive
clozapine. If a patient and/or their caregiver will not provide the required information, the
patient will not be able to receive clozapine therapy.

How does a patient in an inpatient setting become enrolled if prescribers in this
setting are not required to be certified in the Clozapine REMS Program?

All patients are required to be enrolled in the Clozapine REMS Program in order to receive
clozapine. If a patient in this setting is not enrolled, they must be enrolled by a certified
prescriber before they will be allowed to receive clozapine.
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Pharmacy Management
41. What are the different pharmacy certification types in the Clozapine REMS Program?

All pharmacies must certify in the Clozapine REMS Program to purchase and dispense
clozapine.

Pharmacies participating in the Clozapine REMS Program must determine their pharmacy
type based on the definitions below. The certification requirements are different for different
pharmacy types.

Pharmacy Type Definition

e A chain of retail pharmacies has an authorized
representative located at a chain headquarters who is
responsible for ensuring certification and training in the
Clozapine REMS Program across all stores in the
chain.

e A chain pharmacy is contracted to participate with a
pharmacy network provider.

e Chain pharmacies must adjudicate claims through their
Pharmacy Benefit Management System (PBMS) via
electronic communication with the Clozapine REMS
Program using established telecommunications
standards (i.e., “the switch”).

Chain Pharmacy

e Pharmacies are considered outpatient if the pharmacy
dispenses clozapine only to patients treated on an
outpatient or chronic basis including, but not limited to,
retail drug-stores, ambulatory care pharmacies, and
pharmacies dispensing to long-term care, rehabilitation
facilities and prison systems.

e An outpatient pharmacy is an individual location or
multiple stores with an authorized representative
associated to the independent stores. The authorized
representative is responsible for ensuring certification
and training in the Clozapine REMS Program within the
individual or multiple stores.

e Even if a pharmacy has multiple locations, it is not
considered a chain for the purposes of the REMS
unless it has a single authorized representative at a
corporate headquarters that is responsible for ensuring
certification and training in the Clozapine REMS
Program across all stores in the chain.

e An outpatient pharmacy may be able to adjudicate
claims via electronic communication with the Clozapine
REMS Program using established telecommunications
standards (i.e., “the switch”).

e Outpatient pharmacies that cannot adjudicate claims
via the switch must obtain a PDA via the Clozapine

Outpatient Pharmacy
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42.

Pharmacy Type Definition

REMS Program Website, or by calling the Clozapine
REMS Program Contact Center.

e Pharmacies are considered inpatient if the pharmacy is
within a facility dispensing clozapine only to patients
receiving inpatient medical care and other related
services for surgery, acute medical conditions or
injuries (usually for a short-term illness or condition).

e Inpatient pharmacies are required to perform an
Eligibility Check to verify a patient is eligible to receive
clozapine before dispensing. If the patient is found to
not yet have been enrolled in the Clozapine REMS
Program, he/she must be enrolled by a certified
prescriber before being allowed to receive clozapine.

Inpatient Pharmacy

What is a Predispense Authorization (PDA)?

A Predispense Authorization (PDA) determines if a patient is eligible to receive clozapine
and provides authorization for an outpatient pharmacy to dispense.

The PDA currently evaluates that the:

e Prescriber is certified; and,

Pharmacy is certified; and,

Patient is enrolled; and,

Patient has an ANC on file; and,

Patient’s ANC is within acceptable range according to the Prescribing Information, or
has a valid Treatment Rationale on file from the prescriber.

In addition, PDA responses provide the dispensing pharmacy with the following information:

e The most recent ANC value and the associated blood draw date
e Patient monitoring frequency

If the ANC is not current (i.e., within 7/15/31 days of the ANC draw date) based on the
patient’'s monitoring frequency (either weekly, every 2 weeks or monthly), this will not
prevent a PDA.

Upon full implementation of the Clozapine REMS Program, pharmacies will be required to
verify the patient ANC is current. At that time, if the ANC is not current based on the
patient’s monitoring frequency, a PDA will not be provided and the patient will not be
allowed to receive clozapine. (Once the date for full program implementation has been
confirmed, updated information will be provided to prescribers and pharmacies and
available on the Clozapine REMS Program Website.)

Click here to access the Clozapine REMS PDA Fact Sheet.
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44,

45,

What is an Eligibility Check?

The Eligibility Check (EC) determines if a patient is eligible to receive clozapine and
provides an authorization for an inpatient pharmacy to dispense.

The EC evaluates the criteria of patient enrollment in the Clozapine REMS Program to
determine if it is safe to dispense clozapine to the patient. Patients who are not enrolled in
the Clozapine REMS Program are not “eligible” to receive clozapine and must be enrolled
by a certified prescriber prior to their first dose of clozapine.

In addition, the EC will provide a warning message informing the pharmacy if the patient’s
ANC is not on file, is not within acceptable ranges according to the Prescribing Information;
or, when the ANC on file indicates moderate or severe neutropenia there is no valid
Treatment Rationale on file from the prescriber. This warning message will not prevent a
dispense for a patient as long as the patient is enrolled in the Clozapine REMS Program.

All EC responses will provide the following information:
e The most recent ANC value and the associated blood draw date
e Patient monitoring frequency

Pharmacy authorized representatives and pharmacy staff in an inpatient pharmacy can
perform an EC from their dashboard. To perform an EC, the user enters the following data:

Patient data: First Name, Last Name, Date of Birth, Zip Code (Required)
Prescriber identifier: DEA or NPI (at least one identifier is required)
Patient ANC data: ANC, Blood Draw Date (Optional)

Dispense data: Date of Service, NDC, Days’ Supply, Quantity (Optional)

Click here to access a Clozapine REMS Eligibility Check Fact Sheet.

How is an Eligibility Check different from a Predispense Authorization?

The Eligibility Check is primarily used by inpatient pharmacies, whereas the PDA is used by
outpatient pharmacies. Further specifics about the use of each and the steps required to
perform each one can be obtained from the Clozapine REMS Program Website at
www.clozapinerems.com by downloading and reviewing the Clozapine REMS PDA Fact
Sheet and/or Clozapine REMS Eligibility Check Fact Sheet.

What is a “Dispense Rationale”?

The Clozapine REMS Program provides certified outpatient pharmacies with an opportunity
to apply clinical judgment and continue to dispense clozapine to enrolled patients when a
patient’s prescriber is not certified in the Clozapine REMS Program. In order to dispense to
a patient who does not have an associated certified prescriber, the pharmacist must
provide a Dispense Rationale.

The Clozapine REMS Program will alert the pharmacy if the prescriber is not certified in the
Clozapine REMS Program when a PDA is requested. A PDA will not be provided for a
clozapine dispense unless the pharmacy provides a Dispense Rationale to authorize a
dispense.
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In order for a patient to be eligible for a Dispense Rationale, that patient must:

e Be enrolled in the Clozapine REMS Program; and,

e Have an acceptable ANC value on file; or,
Have a Treatment Rationale on file if the ANC on file is low indicating moderate or
severe neutropenia.

The Dispense Rationale is valid for 72 hours (3 calendar days).

The Dispense Rationale will be limited to no more than three (3) Dispense Rationales for
an individual patient within a rolling six (6) month period of time.

Pharmacies must fill and dispense no more than the amount of clozapine necessary to treat
the patient until the next blood draw/ANC or as directed by the prescriber.

46. How can | provide a Dispense Rationale?

Certified authorized representatives and enrolled pharmacy staff for certified pharmacies
can provide a Dispense Rationale through the Clozapine REMS Program Website. The
process varies slightly for providing a Dispense Rationale depending on whether your
pharmacy requests a Predispense Authorization (PDA) by using the Clozapine REMS
Program Website (see Section A. below) or by using the pharmacy network system, i.e.,
“switch” (see Section B. below). Alternatively, a Dispense Rationale may be provided via
calling the Clozapine REMS Program Contact Center at 844-267-8678.

A. A Pharmacy using the Clozapine REMS Program Website to request a PDA,
should:

1. Log in to the Clozapine REMS Program Website.
Note: You must be enrolled as a pharmacy staff or certified as an authorized
representative for the pharmacy.

2. Access the dashboard.

3. Select ‘Predispense Authorization’ from the drop-down menu and click the Go
button.

4. Enter the patient information on the ‘Predispense Authorization’ screen and click
Submit (see screenshot below.) The ‘Predispense Authorization Result’ screen will
appear with a reject message.
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For additional information about the Clozapine REMS Program, please call 844-267-8678.
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5. Click on the ‘Provide a Dispense Rationale for this patient’ check box at the bottom
of the ‘Predispense Authorization Result’ screen and click the Submit button. (see
screenshot below)

Patient's Lab History / Provide Dispense Rationale for this patient.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQS | Contact Us

6. If the Dispense Rationale was provided successfully, you will be taken to a
success screen. (see screenshot below)
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CLOZAPINE REMS S

T e R et e g, WS
The Single Shored System for Clozapine
Mo Blood, No Drug™ Home Prescriper Pharmacy  Patient  Resources  Support

Dispense Rationale Result

«” The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date D4/2002017 Mone
ANC Level {per plL) o 1500 None
Mame Summer H & Prescriber not certified. Prescriber can certify at
- www.clozapinerems.com or call 844-267-8678

& Current ANC is not on fils.
Authorization Mumber
A Dispense Rationale currently exisls for this

patient and will expire on 06/06/2018.

For further assistance with this patent's eligibility,

please contact the patient’s prescriber.

Patient’s Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAGs | ContactUs

B. A pharmacy using the pharmacy network system (i.e., “switch”) to request a
PDA should:

1. Log in to the Clozapine REMS Program Website.

Note: You must be enrolled as a pharmacy staff or certified as an authorized

representative for the switch pharmacy.

Access the dashboard.

3. Select ‘Dispense Rationale’ from the drop-down menu and click the Go
button. (see screenshot below)

N
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| Alerts H Notifications Pharmacies

Please search for your pharmacy in the table below and take the appropriate action. If you do not Add Pharmacy

see your pharmacy listed, please use Add Pharmacy button to add the pharmacy to the list.

Pharmacy Name Address Pharmacy Type Certification ID Certification Status * Actions
4343 n scoftsdale rd,

‘aks shay ku BURKEVILLE, Virginia Inpatient FAC5413173502  Certified -- Pleasze Select -- G
23922

4343 n scottsdale rd,

Test Pharma PHOENIX, Arizona Inpatient FAC5413316247  Certified |
85054
4343 n scottsdale rd,

Ikea Inc PHOENIX, Arizona Outpatient FAC5413637605  Certified -- Please Select - L
85054

4343 north scottsdale,

JC Penny PHOENIX, Arizona Outpatient FAC5413634042  Certified -- Please Select — L
85054 — Please Select —
Remove Pharmacy
View/Update Pharmacy Profile
4343 n scofisdale rd, Add Lab
Tata Pharma LANSING, Michigan Outpatient FAC5414118715  Incomplete Predispense Authorizatio
Aiais Dispense Raticnale

Recertify Pharmacy

4343 N scottsdale rd,
Ow Sharma Pharma LANSING, Michigan Outpatient FAC5414119840  Incomplete | - Please Select - v
48912

i Address, SCOTTSDALE,
t@ Inpatient Inpatient FACH414782350 Incomplete
Arizona 85250

— Please Select —

Showing 110 7 of 7 enfries -« |l| » ‘ 10 v ‘

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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4. Enter the patient information on the Dispense Rationale screen and click
Submit. (see screenshot below)
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For additional information about the Clozapine REMS Program, please call 844-267-8678.

5. The "Dispense Rationale Result" screen will appear with a reject message
similar to the switch reject message.
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6. Click on the ‘Provide a Dispense Rationale for this patient’ check box at the
bottom of the ‘Dispense Rationale Result’ screen and click the Submit button
(see screenshot below).

Summer Hogan = My Dashboard

CLOZAPINE REMS

The Single Shared System for Clozapine
Mo Bload, Mo Drug™ Home Prescriber Pharmacy Palient Resources  Supporn

Dispense Rationale Result

A\ Do not dispense clozapine to this patient.
Please call the Clozapine REMS Program at 844-267-8678 for more information,

Current Monitaring Frequency: Weekly

Current Previous

Blood Draw date 04/ 2002017 MNone

ANC Level (perpl) @ 1500 None
Name Summer H ® Prescriber not certified. Prescriber can certify at
00B www_clozapinerems.com or call 844-267-86T8.

Authorization Murmbar A Current ANC is not on file.

For further assistance with this patient's eligibility,

please contact the patient's prescnber.

=)

Patient’s Lab History / Provide Dispense Rationale for this patient.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Srie Map | FAQs | Contact Lis

7. If the Dispense Rationale is provided successfully, you will be taken to a
success screen. (see screenshot below)
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CLOZAPINE REMS s o [

The Single Shared System for Clozapine
Mo Blood, No Drug™ Home Prescriber  Pharmacy  Patient  Resources  Support

Dispense Rationale Result

+” The below patient Is eligible to receive clozapine.

Current Monitoring Frequeney: Weekly

Currant Previous
Blood Draw date 04/20/2017 Naone
ANC Level (perpl) @ 1500 None
Name Summer H & Prescriber not certified. Prescriber can certify at
DOB wew. clozapinerems.com or call 844-267-8678

& Current ANC 15 not on file.
Authorzaton Number
A Dispense Rationale currently exisls for this

patient and will expire on 06/06/2018.

For further assistance with this patient's eligibility,

please contact the patient's prescriber.

Patient's Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Lise | Ste Map | FAQS | Contact Us

8. Reprocess the claim transaction through the pharmacy switch system.
Note: Please wait approximately 2 minutes before going back to the switch to
reprocess the claim transaction.

If you experience any issues, please call the Clozapine REMS Program Contact Center at
844-267-8678.

47. How does a pharmacy certify in the Clozapine REMS Program?

To certify in the Clozapine REMS Program, the authorized representative of a pharmacy
must:

o Complete the Clozapine REMS Inpatient Pharmacy Enroliment Form or the Clozapine
REMS Outpatient Pharmacy Enrollment Form
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49.

50.

51.

o Review Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
o Complete the Clozapine REMS Knowledge Assessment for Healthcare Providers

Non-chain pharmacies can also certify online through the Clozapine REMS Program
Website at www.clozapinerems.com, or by submitting the completed Clozapine REMS
Inpatient Pharmacy Enrollment Form or the Clozapine REMS Outpatient Pharmacy
Enroliment Form via fax to the Clozapine REMS Program Contact Center at 844-404-8876.

Chain pharmacies should work with their account managers from their pharmacy
management system (i.e., “switch”) provider to become certified.

For additional information, call the Clozapine REMS Program Contact Center at
844-267-8678.

How often must pharmacies recertify?

Pharmacies are required to recertify in the Clozapine REMS Program every two (2) years
from the date of the pharmacy’s original certification to maintain ability to order and
dispense clozapine.

How does a pharmacy recertify in the Clozapine REMS Program?

Recertification requires that the authorized representative of the pharmacy has (re)certified
by reviewing of the Clozapine and the Risk of Neutropenia: A Guide for Healthcare
Providers, (re)attesting to the program requirements on the appropriate Clozapine REMS
Enroliment Form for the pharmacy type, and successful completion of the Clozapine REMS
Knowledge Assessment for Healthcare Providers. Pharmacy recertification may then be
completed after the authorized representative is (re)certified. Recertification tasks may be
completed on the Clozapine REMS Program Website at www.clozapinerems.com; or, by
downloading and completing the appropriate type of Clozapine REMS Pharmacy
Enroliment Form (Inpatient, Outpatient, or Chain Headquarters) and the Clozapine REMS
Knowledge Assessment for Healthcare Providers, and faxing the completed/signed forms
to 844-404-8876.

Note: Chain Headquarters Pharmacies may recertify only by completing and faxing the
Clozapine REMS Chain Headquarters Pharmacy Enrollment Form and Clozapine REMS
Knowledge Assessment for Healthcare Providers to the Clozapine REMS Program Contact
Center at 844-404-8876.

Additional assistance for questions or problem resolution may be obtained by calling the
Clozapine REMS Contact Center at 844-267-8678.

What happens if a pharmacy does not recertify every 2 years?

Pharmacies that do not recertify every two years from the date of their original
certification in the Clozapine REMS Program will be deactivated and will be unable to
order or dispense clozapine.

What happens if a pharmacy is deactivated?
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Deactivated pharmacies will be unable to order or dispense clozapine. Previously certified
pharmacies will be unable to obtain a Predispense Authorization from the Clozapine REMS
Program until recertified.

If my pharmacy is “deactivated,” what must be done?

If your pharmacy has been deactivated from the Clozapine REMS Program due to failure to
recertify every 2 years, the pharmacy authorized representative should immediately
recertify online at www.clozapinerems.com; or, download and complete the appropriate
type of Clozapine REMS Pharmacy Enrollment Form (Inpatient, Outpatient, or Chain
Headquarters) and the Clozapine REMS Knowledge Assessment for Healthcare Providers,
and fax the completed/signed forms to 844-404-8876.

Additional assistance for questions or problem resolution may be obtained by calling the
Clozapine REMS Program Contact Center at 844-267-8678.
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Pharmacy Authorized Representative

53.

54,

55.

56.

What is an authorized representative?

Please refer to the FAQ on different roles of healthcare staff in the Clozapine REMS
Program in the General Section of the FAQs.

Who should act as the authorized representative in the pharmacy?

Please refer to the FAQ on different roles of healthcare staff in the Clozapine REMS
Program in the General Section of the FAQs.

When does certification need to be completed?

The new deadline for pharmacy certification is February 28, 2019. If you are not certified by
this date your patient may not be eligible to receive clozapine from a pharmacy.

Pharmacies are required to verify and/or update their pharmacy classification upon
recertification in the program. This pharmacy reclassification may change prescriber
certification and patient safety requirements.

For more information, visit the Clozapine REMS Program Website at
www.clozapinerems.com or call the Clozapine REMS Program Contact Center at
844-267-8678.

What is the difference between an inpatient pharmacy and an outpatient pharmacy?

e A pharmacy that dispenses clozapine only to patients receiving inpatient medical care

and other related services for surgery, acute medical conditions or injuries (usually for a
short-term illness or condition), the pharmacy will be classified as an “inpatient
pharmacy.”

o A pharmacy that dispenses clozapine only to patients treated on an outpatient or chronic

57.

basis including, but not limited to, retail drug-stores, ambulatory care pharmacies, and
pharmacies dispensing to long-term care, rehabilitation facilities and prison systems, the
pharmacy will be classified as an “outpatient pharmacy.”

If you feel your pharmacy is incorrectly classified or if your pharmacy dispenses to both
patient groups, please call the Clozapine REMS Program Contact Center for further
instructions at 844-267-8678.

What if | am in a pharmacy that dispenses clozapine for both inpatient and outpatient
use?

The authorized representative will need to complete both the inpatient pharmacy enrollment
and outpatient pharmacy enroliment. The authorized representative can complete
enrollment through the Clozapine REMS Program Website or by completing the Clozapine
REMS Inpatient Pharmacy Enroliment Form and the Clozapine REMS Outpatient

02/2019 -36 -

Reference ID: 4376730



58.

59.

60.

61.

62.

Pharmacy Enrollment Form and faxing them to the Clozapine REMS Program at
844-404-8876.

For additional questions, please call the Clozapine REMS Program Contact Center at
844-267-8678.

What is “the switch”?

The term “the switch” refers to a technical solution that allows pharmacies to adjudicate
prescription information simultaneously through both the Clozapine REMS Program to
obtain the PDA and their Pharmacy Management System (PMS) to obtain insurance claim
payments via electronic communication using established telecommunications standards.

What happens to patients who try to fill a prescription at a pharmacy that is not
certified?

Beginning on February 28, 2019, if a pharmacy is not certified in the Clozapine REMS
Program, a patient presenting a clozapine prescription at that pharmacy location will not
receive clozapine regardless if the patient meets other program element requirements as
defined by the Clozapine REMS Program (patient is enrolled and has ANC on file with
acceptable values per the Prescribing Information).

Pharmacies must become certified in the Clozapine REMS Program by February 28, 2019
in order to obtain clozapine from a wholesaler.

Will pharmacies that are not certified be able to order and receive clozapine?

Starting on February 28, 2019, if a pharmacy is not certified in the Clozapine REMS
Program, the pharmacy will not be able to order and receive clozapine, regardless if they
were in any of the previous individual manufacturer registries.

Access the pharmacy certification procedure here

The pharmacy has been certified but the system is reporting that the pharmacy is
not certified. What are the next steps?

Please ensure you have completed the steps listed on the certification page. If you are still
experiencing issues, please call the Clozapine REMS Program Contact Center at 844-267-
8678 for assistance.

Will patients still need to have blood draws?

Yes; blood draws for ANC monitoring are required prior to dispensing. Monitoring frequency
(i.e., weekly, every 2 weeks, or monthly) is determined by the patient's prescriber based on
criteria in the clozapine Prescribing Information.
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Can clozapine be dispensed to a patient without bloodwork?

No; patients must have ANCs that are current according to their monitoring frequency and
in the acceptable range. If there is no ANC on file in the patient’s lab history, an ANC will be
required before a PDA is provided. After the Clozapine REMS Program is fully
implemented, if the ANC on file is not current based on the patient’s monitoring frequency,
a more recent ANC will be required before dispensing clozapine. (Once the date for full
program implementation has been confirmed, updated information will be provided to
prescribers and pharmacies and available on the Clozapine REMS Program Website.)

If the ANC meets the criteria for moderate or severe neutropenia, a patient must have an
appropriate Treatment Rationale provided to the Clozapine REMS Program prior to
dispensing clozapine.

What actions are required if the prescribing physician isn't certified?

Prescribers who prescribe clozapine for outpatient use must be certified in the Clozapine
REMS Program by February 28, 2019.

Prescribing clozapine for patients receiving inpatient care does not require prescriber
certification in the Clozapine REMS Program if the patient is already enrolled in the
program. If the patient is to be initiated on clozapine while admitted to an inpatient setting,
a certified prescriber must enroll the patient in the Clozapine REMS Program prior to
receiving the first dose of clozapine.

We encourage you to contact the prescriber to advise him or her of the need to certify in
the Clozapine REMS Program. The Clozapine REMS Program Dispense Rationale
provides certified outpatient pharmacies with an opportunity to apply clinical judgment and
continue to dispense clozapine to enrolled patients when a patient’s prescriber is not
certified in the Clozapine REMS Program.

What should a pharmacist do with the patient’s ANC Lab Reporting Form?

The pharmacist should enter the patient's ANC via the Clozapine REMS Program Website
or fax it to the Clozapine REMS Program Contact Center at 844-404-8876. Once the
information has been entered, the pharmacist may keep the form for his or her records, if
desired. The length of time these records are kept is based on the policies implemented by
each individual pharmacy or organization.

The pharmacy just certified and needs to order clozapine today. What are the next
steps?

The Pharmacy should contact its wholesaler/distributor to inform them that the pharmacy
just certified in the Clozapine REMS Program. If the wholesaler needs to verify certification,
they can access the Certification Look-up on the Clozapine REMS Program Website or call
the Clozapine REMS Program Contact Center at 844-267-8678 to verify the pharmacy’s
certification in the program.
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What if the authorized representative leaves the pharmacy?

If the authorized representative leaves the pharmacy, the new authorized representative
must notify the Clozapine REMS Program of the change in the authorized representative by
certifying in the Clozapine REMS Program as soon as possible.

If the patient’s prescription is denied or the Eligibility Check indicates “do not
dispense,” will the Clozapine REMS Program system explain the reason?

Yes; when a prescription is denied (i.e., a PDA is not generated), an appropriate message
will be displayed to the pharmacy staff member.

There are several rejection reasons that could be provided for a patient. The following are
examples of the most common rejection messages (actual messages may vary):

Outpatient Pharmacy using the pharmacy management system:

“*REMS* - ANC results out of range. Results Last ANC: 400 01/12/16; MF=7d

“*REMS* - Patient not enrolled. Call 844-267-8678 for additional information and to enroll
patient.”

“*REMS* - ANC results not on file. Contact prescriber”

Outpatient Pharmacy using web-based PDA:

“*REMS* - ANC results out of acceptable range”

“*REMS* - Patient not enrolled. Call 844-267-8678 for additional information and to enroll
patient.”

“*REMS* - ANC results not on file. Contact prescriber”

Inpatient Pharmacy:
“*REMS?* - Patient not enrolled. Call 844-267-8678 for additional information and to enroll
patient.”
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olesaler/Distributor
Does a distributor have to enroll in the Clozapine REMS Program?

Yes; clozapine is only available through the Clozapine REMS Program. As part of a
restricted distribution REMS program, distributors will need to enroll in the Clozapine REMS
Program in order to be able to purchase and distribute clozapine.

How can a distributor enroll in the Clozapine REMS Program?

To enroll in the Clozapine REMS Program, a distributor should contact
info@clozapinedistributor.com to have a Clozapine REMS Distributor Enrollment Form sent
to via email.

A Customer Manager will help the distributor to complete a Clozapine REMS Distributor
Enroliment Form. In completing the enrollment form, the distributor is required to indicate
that they understand that clozapine is available only through the Clozapine REMS Program
and they will comply with the program requirements.

How can enrolled distributors access a list of pharmacies that participate in the
Clozapine REMS Program?

After enrollment, distributors can access the current list of certified pharmacies by:

o Downloading a current list of certified pharmacies from a secure FTP site

e Using the “Certification Look-up” feature on the Resources tab of the Clozapine REMS
Program Website at www.clozapinerems.com to verify a pharmacy

e Calling the Clozapine REMS Program Contact Center at 844-267-8678

A pharmacy has requested clozapine, but they are not yet certified in the Clozapine
REMS Program. Can my company still distribute clozapine to them?

Starting February 28, 2019, a pharmacy is only eligible to receive clozapine if the pharmacy
has certified in the Clozapine REMS Program. If the pharmacy is not on the current list of
certified pharmacies, you must not ship clozapine to that pharmacy.

If a pharmacy has requested clozapine but is not eligible to receive clozapine, how
do I notify them?

If a Pharmacy orders clozapine, but is not certified in the Clozapine REMS Program,
distributors should reject the order per their standard procedures. At that point, the
pharmacy can contact the Clozapine REMS Program and start the certification process.
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What if I need help using the Clozapine REMS Program Website?
Call the Clozapine REMS Program Contact Center for assistance at 844-267-8678.

What browser types and versions does the Clozapine REMS Program Website
support?

We support the latest and previous releases of all major browsers on a rolling basis. Each
time a new version is released; we begin supporting that version and typically stop
supporting the third most recent version. Major browsers include Internet Explorer, Chrome,
Firefox, and Safari.

How does the Clozapine REMS Program Website use cookies?

Our technical cookies are used to display the correct alerts and notifications on your
dashboard that assist you in complying with the Clozapine REMS Program requirements.

We never store your unencrypted sensitive information in a cookie. Refer to our privacy
policy to find more information about how we use cookies.

What do I do if | can’t view a document on the Clozapine REMS Program Website?

If you are attempting to open a document but nothing appears, you may have a pop-up
blocker installed on your browser or, if you're unable to open a .pdf file, you may not have
the Adobe Reader software installed. To rectify this, disable the feature in your browser for
pop-up blockers. To install Adobe Reader, visit the Adobe site here.

How do I report a problem with the Clozapine REMS Program Website?

If you experience an outage or need to report a problem with the Clozapine REMS Program
Website, please call the Clozapine REMS Program Contact Center at 844-267-8678.

Why does the Clozapine REMS Program Website use Captcha?

The Captcha on the Create Account page is used to ensure that only humans obtain
accounts on the Clozapine REMS Program Website. The Captcha has been implemented
to prevent abuse by automated scripts. To complete the Captcha, the user must type the
letters of a distorted image that appears on the screen. If the Captcha image is difficult to
read, the user can reload the Captcha image.

How do | obtain a username and password for the Clozapine REMS Program
Website?

You can create a user account for the Clozapine REMS Program Website. You will be
asked to provide your contact information and create a username and password. Once the
information is submitted online, you will be sent an email with a link to use in order to verify
your account.

02/2019 -41 -

Reference ID: 4376730



81.

82.

83.

84.

85.

86.

What if I do not receive the verification email after | created my account?

If you did not receive the email with the verification link, please check your junk mail folder
or call the Clozapine REMS Program Contact Center at 844-267-8678.

What do I do if | forgot my password?

If you forgot your password, you can use the “Forgot Password?” option in the upper right-
hand corner of the page in the sign in section. Fill in the requested information and submit it
online. A temporary password will be sent to your email address on file.

What do | do if | forgot my username?

If you forgot your username, you can use the “Forgot Username?” option in the upper right-
hand corner of the page in the sign in section. Fill in the requested information and submit it
online. Your username will be sent to your email address on file.

What do | do if my user account is locked?

If your user account is locked, please call the Clozapine REMS Program Contact Center at
844-267-8678 so a Clozapine REMS Program support agent can assist you in unlocking it.

How do | change my username and/or password?

To change your username and/or password select the drop-down arrow displayed next to

your name in the upper right corner and select “My Profile.” Select the appropriate tab and
enter the information in the fields and submit the information online. You will be sent either
your username or a temporary password.

How does a Healthcare Provider create multiple accounts with the same email
address?

If you are a health care provider with multiple roles in the Clozapine REMS Program, you
may create multiple accounts by following this procedure:

¢ Inthe Create an Account screen, you may enter the same email address in the My
Information section for each account being set up. (see screenshot below)
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Create Account

Please complele the form below and press Submit. The information you provide for your Lisemame must be unigue within the Clozapine REMS
Program \Website Once you have submitted this form you will receive 3 verification emai thal inCludes a ink Please use the link o complate the

actnation process br].uu new web account Al fields below are nyqxwed

My Information

| First Name

Last Name
Email Address
Confirm Email Address
Phone Mumber
Sign in

UserMame

Use Email Aodress a5 Usermame ) Suggest Usemams

Password

Conhrm Password

| rm not a robot e

1eEAFTERA

. -

For additional information about the Clozapine REMS Program, please call 844-267-8678,

In the Sign In section, do not use your email address as the username or select the
checkbox to use email address as username. Please create a unique username for

each account you create.

e You will need to log in to each account separately in order to access applicable role

functionality.

o For example, if you have an account as a prescriber designee and an account
as a pharmacy staff, you would have to log out of one in order to access the

other.
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o A single log in for multiple roles is not available at this time.
e You will receive Clozapine REMS Program communications to a single email address if
these steps are followed.

If you have any questions, call the Clozapine REMS Program Contact Center at
844-267-8678 for assistance.

87. How does a Healthcare Provider change a website username if they wish to create
multiple accounts and have already used their email address as the username
previously?

You may change your username by signing in to your account on the Clozapine REMS
Program Website and selecting the Change Username option from the links below your
account link in the upper right corner of the website. (see screenshot below)

Summer Hogan~ v, nashboard

CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™
Alerts Not\ﬂcam:rls.0 Pharmacies Pharmacy Staff
All program alerts are listed below. Please use the link within the alert to take the necessary action to satisfy the alert. Search Q
Alert Date 4 Alert Category Alert Reference Name Alert Subject

Mo results to dieplay

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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88. How does a Healthcare Provider change the email address on their REMS profile if
they previously created an account with an email address they no longer wish to
use?

You may change your email address by signing in to your account on the Clozapine REMS
Program Website and selecting the Change Email Address option from the links below your
account link in the upper right corner of the website.

Alerts I'clf.'ati'ﬁt:atiorlsE Pharmacies Pharmacy Staff

All program alerts are listed below. Please use the link within the alert to take the necessary action to satisfy the alert. |Search Ql
Alert Date 4 Alert Category Alert Reference Name Alert Subject
Showing 0 to 0 of 0 entries «» 10 v

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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Patient

89. 1 am a clozapine patient. How do | know if I'm enrolled in the Clozapine REMS
Program? If I'm not enrolled, how do | become enrolled in the Clozapine REMS
Program?

Please contact your Healthcare Provider for information on whether you are currently
enrolled or how to become enrolled in the Clozapine REMS Program.

90. Where do | find a list of local pharmacies that participate in the Clozapine REMS
Program?

Your Healthcare Provider can help you find a participating pharmacy. Please contact your
Healthcare Provider for additional information about the Clozapine REMS Program.
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ELIGIBILITY CHECK FACT SHEET

B Phone: 844-267-8678
EeLsansﬁ!: ISYI:leE ffcﬁmf B Fax: 844-404-8376 For INPATIENT PHARMACIES

No Blood, No Drug™ W www.clozapinerems.com

e The “Eligibility Check” (EC) evaluates criteria established by the Clozapine REMS Program to determine if it is safe to dispense clozapine
to patients receiving inpatient medical care. This includes absolute neutrophil count (ANC) values.

¢« An EC must be completed before dispensing an inpatient’s first dose of clozapine by using the Clozapine REMS Program
Website at www.clozapinerems.com, or by calling the Clozapine REMS Program Contact Center at 844-267-8678.

¢ An EC requires an ANC value which may be obtained through the Clozapine REMS Program, or by checking the patient’s medical
records.

« Inpatient pharmacies are encouraged to submit the patient’s ANC via the Clozapine REMS Program Website, by phone, or by fax
according to the patient's monitoring frequency (i.e., within 7 days of the EC date for weekly monitoring, within 15 days for every
two weeks monitoring and within 31 days for monthly monitoring).

HOW CAN | PERFORM AN ELIGIBILITY CHECK?

Option 1: Use the Clozapine REMS Program Website:
Log in to your account at www.clozapinerems.com
Access the dashboard
Select ‘Eligibility Check’ from the drop-down menu and click the GO button
Enter the patient information on the ‘Eligibility Check’ screen and click Submit
A success message will appear or you will receive a warning message that will inform you of next steps to take. Refer to page 2 of
this Clozapine REMS Eligibility Check Fact Sheet for further guidance.

Option 2: Call the Clozapine REMS Program Contact Center at 844-267-8678.

HOW CAN | SUBMIT ANC VALUES?

Pharmacies are encouraged to submit ANC values to the Clozapine REMS Program according to the patient’s monitoring
frequency by utilizing one of the following methods:

Option 1: Submit via the Clozapine REMS Program Website:
Log in to your account at www.clozapinerems.com
Access the dashboard
Select ‘Add Lab’ from the drop-down menu and click the GO button
Enter the patient information and ANC results on the ‘Add Lab’ screen and click Submit
User will be returned to the dashboard when complete

Option 2: Fax to the Clozapine REMS Program:
¢ Visit www.clozapinerems.com
e Choose the Resources tab
Click on Program Materials
Select ‘Clozapine REMS ANC Lab Reporting Form’ from the list
Print and complete the form
Fax the completed form to 844-404-8876

Note: ANC values will be available immediately if submitted on the Clozapine REMS Program Website, but may be delayed up to 48 hours for
processing of the paper form.

Option 3: Call the Clozapine REMS Program Contact Center at 844-267-8678.
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ELIGIBILITY CHECK FACT SHEET

B Phone: 844-267-8678
W Fax: 844-404-8876
B www.clozapinerems.com

CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

For INPATIENT PHARMACIES

REMS PROGRAM

ELEMENT
EVALUATED BY
THE ELIGIBILITY
CHECK

Patient enroliment
in the Clozapine
REMS Program

POSSIBLE OUTCOMES

Patient is enrolled.

ELIGIBILITY TO RECEIVE
CLOZAPINE

Eligibility Check Successful.

ACTION BY PHARMACY

No action necessary. Dispense.

Patient is not enrolled.

Eligibility Check Unsuccessful.

Do not dispense. Contact a certified
prescriber (or his designee) to enroll new
patient.

Patient absolute
neutrophil count
(ANC) is on file

ANC on file.

Eligibility Check Successful.

Check if ANC is acceptable. Dispense.

No ANC on file.

A warning message will be displayed
but patient will remain eligible to
receive clozapine.

Check inpatient’s medical record to verify
ANC. Apply clinical judgement whether to
dispense.?

Submit current ANC results to the
Clozapine REMS Program according to
the patient’s monitoring frequency.*

Last ANC value on
file is acceptable

ANC is acceptable.

Eligibility Check Successful.

No action necessary. Dispense.

ANC on file for patient
indicates moderate or
severe neutropenia; and
a "Treatment Rationale™
is on file.

Eligibility Check Successful.

No action necessary. Dispense.

ANC on file for patient
indicates moderate or
severe neutropenia; and
a Treatment Rationale®
is not on file.

A warning message will be displayed
but patient will remain eligible to
receive clozapine.

Check patient's inpatient medical record
to verify ANC is acceptable. Apply clinical
judgement whether to dispense.?

ANC is current
according to the
patient’s monitoring
frequency?

ANC is current.

Eligibility Check Successful.

No action necessary. Dispense.

ANC is not current.

A warning message will be displayed
but patient will remain eligible to
receive clozapine.

Submit current ANC results to the
Clozapine REMS Program according to
the patient’s monitoring frequency.t Apply
clinical judgement whether to dispense.?

Check date.

Monitoring frequency:
» For weekly monitoring frequency, the ANC submitted to the Clozapine REMS Program must have been drawn* within 7 days prior to
the Eligibility Check date.
» For every two weeks monitoring frequency, the ANC submitted to the Clozapine REMS Program must be drawn* within 15 days prior
to the Eligibility Check date.
» For monthly monitoring frequency, the ANC submitted to the Clozapine REMS must be drawn* within 31 days prior to the Eligibility

*Assumes lab draw date is day 0

2Apply clinical judgement to determine if the benefits of clozapine outweigh its risks if a patient has an ANC indicating moderate or
severe neutropenia.

STreatment Rationale: a justification provided by a certified prescriber which allows a patient having moderate or severe neutropenia
to continue treatment with clozapine.
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How to Start Clozapine and Monitor Patients

w M Phone: 844-267-8678 M Fax: 844-404-8876 M Www\w.clozapinerems.com
—The Single Shared System for Clozapine . . R o
° Nobrogm " According to the Clozapine Prescribing Information

No Blood, No Drug™

JUd

BEFORE STARTING CLOZAPINE TREATMENT

> Before starting treatment with clozapine, the baseline absolute neutrophil count (ANC) must be:
* At least 1500/uL for the general population, or
* At least 1000/pL for patients with documented benign ethnic neutropenia (BEN)
> Itis no longer necessary to check the National Non-Rechallenge Master File (NNRMF) before starting treatment.
« The NNRMF is no longer available. All patients who were listed in the NNRMF were transferred into the Clozapine REMS Program. These patients are identified with a red flag \* in the
Clozapine REMS Program.

0€29.Ev Al

MONITORING AND DURING TREATMENT

> Prescribers must submit ANC according to the patient’s monitoring frequency (MF) on file with the Clozapine REMS Program:
« For weekly MF, ANC must be submitted within 7 days of the lab draw* date
* For every two weeks MF, ANC must be submitted within 15 days of the lab draw* date
¢ For monthly MF, ANC must be submitted within 31 days of the lab draw* date

LABS *Assumes the lab draw date is day O

> White blood cell (WBC) counts are not accepted. If you have a WBC count and differential, you may use the ANC calculator on the Clozapine REMS Program Website at
www.clozapinerems.com to determine the ANC.

> An ANC is normal if it is greater than or equal to 1500/pL for the general population, or greater than or equal to 1000/pL for patients with BEN.

> Patients may transition to less frequent ANC monitoring based on their history of continuous clozapine therapy and normal ANCs.
* Weekly ANC monitoring is required for all patients during the first six months of treatment.
« If the patient's ANC remains in the normal range for the first six months of therapy, MF may be reduced to once every two weeks.
 If the patient’s ANC continues to remain in the normal range for the second six months of treatment, ANC MF may be reduced to once monthly.
> Monitoring frequency is calculated based on the patient’s lab history in the Clozapine REMS Program. It is critical that all labs be submitted to the Clozapine REMS Program according to the
patient's MF to ensure that the patient's monitoring frequency does not revert to a more frequent schedule.
* The Clozapine REMS Program made every effort to consolidate ANC data for patients with laboratory data in multiple individual manufacturer registries to create complete patient records.
Patients with complete profile information in the individual manufacturer registries were migrated to the Clozapine REMS Program successfully, but may have had different monitoring

MONITORING frequencies across multiple individual manufacturer registries and/or had a significant gap in ANC data when patient data was consolidated from the multiple individual manufacturer registries.
° In accordance with the clozapine Prescribing Information, if the patient had consistent ANCs submitted over the previous 12-month period, the patient was migrated with a monthly MF.
FREQUENCY ° |f a patient's ANCs were inconsistently submitted to the registries in the previous 12-month period and there was a timeframe longer than 56 days between blood draw dates, the patient

was migrated with a weekly MF.
* The guidelines outlined above for assigning a new MF are consistent with the Prescribing Information.
« If a prescriber needs to change a patient's MF, the prescriber may do so via the Prescriber Dashboard on the Clozapine REMS Program Website. The prescriber or prescriber designee
may also update a patient's MF by calling the Clozapine REMS Program Contact Center at 844-267-8678.
During the phased implementation period, the Clozapine REMS Program will not deny clozapine dispensing based on MF data. However, once the REMS Program is fully implemented,
the MF is utilized to determine if a patient's ANC is current. Therefore, accuracy of the MF is important as a factor in determining if a pharmacy will be authorized to dispense clozapine to
the patient.

> Treatment interruptions are now recommended at lower ANC thresholds than in previous versions of the Prescribing Information.
» For general population patients, interrupt treatment if neutropenia is suspected to be clozapine-induced for ANC less than 1000/uL.
« For patients with documented BEN, interrupt treatment if neutropenia is suspected to be clozapine-induced for ANC less than 500/pL.

TREATMENT » See Table 1 in the Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers or Tables 2 and 3 in the clozapine Prescribing Information for more detailed treatment
guidance.
INTERRUPTIONS > Prescribers may use clinical judgment to continue treatment with clozapine for patients with moderate or severe neutropenia if they determine that the benefits of clozapine therapy outweigh

the risks. The prescriber must provide a “Treatment Rationale” in the Clozapine REMS Program to avoid treatment interruptions.
» A prescriber can provide a Treatment Rationale via the Prescriber Dashboard on the Clozapine REMS Program Website or by calling the Clozapine REMS Program Contact Center at
844-267-8678.

> Patients with documented BEN have specific treatment guidelines in the clozapine Prescribing Information (see Table 1 in the Clozapine and the Risk of Neutropenia: A Guide for Healthcare
BEN PATIENTS . ; ; o ) .
Providers or Table 3 in the clozapine Prescribing Information for details).

HOSPICE PATIENTS > Patients in hospice may be excluded from certain program requirements (see Section 8.8 of the clozapine Prescribing Information).

DISCONTINUING CLOZAPINE TREATMENT

> Four weeks of weekly monitoring for patients who are discontinuing clozapine treatment is no longer required.
> The duration and frequency of ANC monitoring is dependent on that patient’s last ANC and clinical status (see Section 2.4 in the clozapine Prescribing Information for more details).
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A “Predispense Authorization” (PDA) determines if a patient is eligible to receive clozapine and provides an authorization for an gutpatient
pharmacy to dispense. An outpatient pharmacy dispenses clozapine only to patients treated on an outpatient or chronic basis, including but
not limited to, retail drug-stores, ambulatory care pharmacies, and pharmacies dispensing to long-term care, rehabilitation facilities and prison

systems.

Outpatient pharmacies must obtain a PDA each time before dispensing clozapine. PDAs may be obtained through the pharmacy
management system (via the switch network), via the Clozapine REMS Program Website at www.clozapinerems.com, or by calling
the Clozapine REMS Program Contact Center at 844-267-8678.

OZAP R
PROGRA

A A DB
PRED P
A OR A O

Patient enrollment
in the Clozapine
REMS Program

Patient is enrolled

(0) A alue e a OCla

PDA Successful

No action necessary. Dispense.

Patient is not enrolled

PDA Unsuccessful

Contact a certified prescriber (or his designee) to
enroll new patient. Do not dispense.

Prescriber Prescriber is certified PDA Successful No action necessary. Dispense.

Certification Prescriber is not certified PDA Unsuccessful Contact prescriber to inform them they must be
certified. Pharmacy can provide a “Dispense
Rationale” and reattempt PDA.2

Pharmacy Pharmacy is certified PDA Successful No action necessary. Dispense.

Certification Pharmacy is not certified PDA Unsuccessful Contact Pharmacy Manager to inform them the

pharmacy must be certified to order, purchase, and
dispense clozapine. Do not dispense.

Patient ANC is on
file

ANC on file

PDA Successful

No action necessary. Dispense.

No ANC on file

PDA Unsuccessful: A warning message
will be displayed, reattempt PDA? after
ANC is obtained

If the pharmacist is in possession of an ANC, they are
encouraged to submit the ANC to the Clozapine REMS
Program:; if not, contact the patient's certified prescriber.
Reattempt PDA? after ANC is obtained.

Last ANC value on
file is acceptable

ANC is acceptable

PDA Successful

No action necessary. Dispense.

ANC indicates moderate or
severe neutropenia; and a
"Treatment Rationale" is on
file

PDA Successful

No action necessary. Dispense.

ANC on file for patient
indicates moderate or
severe neutropenia; and a
Treatment Rationale is not
on file

PDA Unsuccessful: A warning message
will be displayed

Do not dispense, unless one of these two possible
follow-up actions are successful:

« If the pharmacist is in possession of an ANC that is
more current and acceptable, the pharmacist is
encouraged to submit the ANC to the Clozapine
REMS Program and reattempt PDA.?

» Contact the prescriber to provide a Treatment
Rationale or current acceptable ANC, reattempt the
PDA.2

ANC is current
according to the
patient’s monitoring
frequency:*

ANC is current

PDA Successful

No action necessary. Dispense.

ANC is not current

PDA Successful: a warning message will
be displayed

Dispense clozapine; and:
e Submit current ANC results to the
Clozapine REMS Program according to
the patient’s monitoring frequency.*
» Contact Prescriber to inform them that the ANC is
not current according to the patient's monitoring
frequency.

Monitoring frequency:

« For weekly monitoring frequency, the ANC submitted to the Clozapine REMS Program must have been drawn* within 7 days prior to the PDA date.
« For every two weeks monitoring frequency, the last ANC result submitted to the Clozapine REMS Program must be drawn* within 15 days prior to the PDA date.
« For monthly monitoring frequency, the last reported ANC result submitted to the Clozapine REMS must be drawn* within 31 days prior to the PDA date.
*Assumes lab draw date is day 0
2Wait approximately 2 minutes to reprocess the claim transaction through the pharmacy switch system.
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HOW DO | REQUEST A PREDISPENSE AUTHORIZATION?

Pharmacies using a pharmacy management system (via the switch network):
1. Process all clozapine claims, including cash claims, through the pharmacy management system.
2. Responses:
a. A success message will appear; displaying the PDA and recent ANC information, or
b. A warning message will inform you of next steps to take. Refer to page 1 of this Fact Sheet for further guidance.

Pharmacies that do not use an electronic pharmacy management system (without switch network access):
Option 1: Use the Clozapine REMS Program Website to:
. Log in to your account at www.clozapinerems.com
. Access the dashboard
. Select ‘Predispense Authorization’ from the drop-down menu and click the GO button
. Enter the patient information on the ‘Predispense Authorization’ screen and click Submit
. The ‘Predispense Authorization Result’ screen will appear with a success or warning message. Refer to page 1 of this Fact Sheet
for further guidance.
Option 2: Call the Clozapine REMS Program Contact Center at 844-267-8678.

HOW CAN | PROVIDE A DISPENSE RATIONALE?

When a PDA is denied with the warning message: “Prescriber not certified in the Clozapine REMS Program” for an enrolled patient, a
certified authorized representative or enrolled pharmacy staff in a certified pharmacy may exercise clinical judgment and continue to
dispense clozapine by providing a Dispense Rationale electronically via one of two processes below:

Option 1: Pharmacies using the Clozapine REMS Program Website to request a PDA should:
1. Continue from Step 2b above at the PDA Result reject message screen.
2. Click the ‘Provide a Dispense Rationale for this patient’ check box at the bottom of the ‘PDA Result’ screen and click the
Submit button.
3. If the Dispense Rationale was provided successfully, a success screen will appear.

Option 2: Pharmacies using the pharmacy network system (i.e., “switch”) to request a PDA should:
1. Log in to the Clozapine REMS Program Website at www.clozapinerems.com.

. Access the dashboard.

. Select ‘Dispense Rationale’ from the drop-down menu and click the Go button. Enter the patient information on the
Dispense Rationale screen and click Submit.

. The ‘Dispense Rationale Result’ screen will appear with a reject message similar to the switch reject message.

. Click on the ‘Provide a Dispense Rationale for this patient’ check box at the bottom of the ‘Dispense Rationale Result’
screen and click Submit.

. If the Dispense Rationale is provided successfully, a success screen will appear.

. Wait approximately 2 minutes to reprocess the claim transaction through the pharmacy switch system.

Option 3: Call in to the Clozapine REMS Program Contact Center at 844-267-8678
HOW DO | SUBMIT ANC VALUES?

Pharmacies are encouraged to submit the patient's ANC according to the patient's monitoring frequency by utilizing one of the following
methods:
Option 1: Submit via the Clozapine REMS Program Website by:
1. Logging in at www.clozapinerems.com
2. Accessing the dashboard
3. Selecting ‘Add Lab’ from the drop-down menu and click the GO button
4. Entering the patient information and ANC results on the ‘Add Lab’ screen and click Submit
5. User will be returned to the dashboard when completed.
Option 2: Fax to the Clozapine REMS Program by:
. Logging in to your account at www.clozapinerems.com
. Choosing the Resources tab
. Clicking on Program Materials
. Selecting ‘Clozapine REMS ANC Lab Reporting Form’ from the list
. Printing and completing the form
. Faxing the completed form to 844-404-8876.
NOTE: ANC values will be available immediately when submitted via the Clozapine REMS Program Website, but are delayed up to 48 hours for processing of the paper form.

Option 3: Call in to the Clozapine REMS Program Contact Center at 844-267-8678

02/2019 Page 2 of 2
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The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home Frescriber Fhammacy Fatient Resources  Support

Prescrber Pharmacy
All presscribars of clazapine products must cenlly In the Clozapine REMS Program. Al pharmadies dispansing clozapine products must cestify In the Clozapine REMS
Ceriificalion requires prescribers i Program. CerMlcation requires pharmacies o
Enroll: Compisie the Enmlment form {name, addrees, NPI, DEA) +  [Enroll: Complete the Enmliment form (name, address, NP1, DEA)
Educats: Review Ciozepine and the Risk of Neutropenia: A Guikde fov Healthcane - [Educate: Review Ciozapine and Me Risk of Mewtropenis: A Guite for Heaithcare
Prowiders Prowiders
Ampass: Successhully complets the Clozapine REMS Knowledge Assassment for «  Assess: Successhully compleds the Clozapine REWS Knowleoge Assessment for
Haakhcare Prov Healthcare Providers
Impiament: Implement Me necassary E3f raning and processas o Comply wilh
the Clozapine REMS Program requiremess

The 022018 Clozapine REM S Program M odificadon want ifve on Thie 0272078 Ciozapine REM S Program Moolificanion want liva on
02/28/2018. Prescribers are required mo cerpiy In the Clozapine REM S 02282018, Pharmacies are required 1 cerdly In te Clozapine REMS
Program a5 500 35 possibie 10 cONNnYe panent thera Hrp.reacrmar.s are Program. .lr;ﬁarmames are 0L caraiied ar te ome of e 022018

nGT ceritied ar the dme of the 0272018 Clozapine REM dgﬁm Clozapine REMS Program Modificadon, a w?nnsa of ciazaping will not ba
Mogificanan, 8 dr?maa af clozapire will noT be autharized for panenis Autharized for panenss under slr care. Cilck on the Imporant Program
undar teir care. Click on the impormant Program Lipolaze (1PLY) buimon for Uipdame (fPL) bumon for more informanon.

more nformanon.

Start Prescriber Certification Start Pharmacy Cerfification

***Important Program Update (as of 02/28/20

Please click to open the IPU

What is the Clozapine REMS Program?

Clozapine is associated with severe neutropenia (sbsolute neutrophi count (ANC) less than 5000uL), which can lead 1o serious and fatal infections. The
requirements to prescribe, dispense, and receive clozapine are incorporated into 3 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 2 drug or group of druegs, and is required by the
Food and Drug Administration (FDA) for clozapine to ensure that the benefits of the drug cutweigh the risk of severs neutropenia. The Clozapine REMS

Program replsces the individual clozapine patient registrizs and the MNationzl Nen-Rechallznge Master Fie (NMRMF).

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQE | Contset Us
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

1.2 Site Guide — Prescriber Tab

Password Sign in

Site Guide

This websile provides users the ability to become certified in the Clazapme REMS Program, enroll patients on clozapine, and track patient ANC values.

The links located at the top and bottom of every page offer information for prescribers, pharmacists and patients. Additional information about the
program is also available under the Resources and through the FAQ's. Site Map, and Contact Us links.

Prescriber | Pharmacy | Patient nmneeJ Pharmacy Staff

Prescribers will bagin the certification process by using the Learn More button below. which will

navigate the prescriber to the cerification landing page or by visiting the Prescriber link at the top ﬂ
of the page. i

The Prescriber page provides specific steps that must be complated to prescribe clozapine. From e T
the Prescriber page, prescribers can use the Begin Now button to start their certification process.

Once signed in to the site and your cerification 1s complete, you can navigate to your My

Dashboard page to perform various aclivilies that support the Clozaping REMS Program

requirements such as anrolling new patients and adding ANC valuss. The My Dashboard page is s |
the main portal for all activities performed on this site.

’

During specific achvibies, a progress bar will guide you through the required actvity from start to
finish.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

1.3 Site Guide — Pharmacy Tab

Username Password Sign in

Site Guide

This website provides users the ability to become certified in the Clozapine REMS Program, enroll patients on clozapine. and track patient ANC values.

The links located at the top and bottom of every page offer information for prescribers, pharmacists and patients. Additional information about the
program s also available under the Resources and through the FAQ's, Site Map. and Contact Us links.

Prescriber = Pharmacy Patient Designee = Pharmacy Staff |

Authorized representatives for a pharmacy will begin the certification process by using the Learn
More bution below, which will navigate the authorized representative to the cerification landing
page or by visiting the Pharmacy link at the top of the page.

The Pharmacy page provides specific steps that must be completed to dispense clozapine. From
the Pharmacy page, authorized representatives can use the Begin Now button to start their
certification process.

Once signed in to the site and your certification is complete, you can navigate to your My
Dashboard to perform various activities that support the Clozapine REMS Program requirements
such as adding ANC values and reguesting predispense authorizations. The My Dashboard page
is the main portal for all activities performed on this site.

During specific activities, a progress bar will guide you through the required activity from start to

finish.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

1.4 Site Guide — Patient Tab

Lisername Password

Site Guide
This website provides users the atdlity to become certified in the Clozagine REMS Program, enroll pabents on clozapine, and track patient ANC values.

The links located at the top and bofiom of every page offer infemation for prescribers, phammacists, and pabents. Addtional information about the program
i also available under Resources and Mrough the FAQS, Site Map, and Contact Us links,

Prescriber Pharmacy Patient Designes Pharmacy Staffl

Thits sibe ks for prescribers and pharmacists with patients on ciozaping therapy. Patients must be
enrolied in e program by a certified prescriber. f you believe you should be enrolled in the
Clozapine REMS Program, please talk o your prescriber.

Addiional information is avaiiabile 1o patients by using the Learn More bufion belaw, which wil
navigat e patient 1o the patient information page o by visiting e Patisnt nk a1 Me top of Ihe

page.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

1.5 Site Guide — Designee Tab

Usermname Password Sign in

Site Guide

This website provides users the ability to become certified in the Clozapine REMS Program, enroll patients on clozapine, and track patient ANC values.

The links located at the top and bottom of every page offer information for prescribers, pharmacists and patients. Additional information about the
program is also available under the Resources and through the FAQ's, Site Map, and Contact Us links.

Prescriber | Pharmacy Patient ‘ Designee = Pharmacy Staff

Prescriber designees can learn more about the certification process by using the Learn More
button below, which will navigate the prescriber designee to the to the certification landing page or
by visiting the Prescriber link at the top of the page.

The Prescriber Designee Certification page provides specific steps that must be completed to
become certified to prescribe clozapine. From the Prescriber Designee page, prescriber designees
can use the Begin Now button to start their certification process.

Once signed in to the site and your cerfification is complete, you can navigate to your My
Dashboard page to perform various activities that support the Clozapine REMS Program
requirements such as enrolling patients and adding ANC values. The My Dashboard page is the
main portal for all activities performed on this site.

During specific activities, a progress bar will guide you through the required activity from start to

finish.
Learn More

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

1.6 Site Guide — Pharmacy Staff Tab

Usemame

Site Guide

This website provides users the ability to become certified in the Clozapine REMS Program, enroll patients on clozaping, and track patient ANC values.

The links located at the top and bottom of every page offer information for prescribers. pharmacists and patients. Additional information about the
program is also available under the Resources and through the FAQ's, Site Map, and Contact Us links.

Prescriber Pharmacy | Patient Designee Pharmacy Staff

Pharmacy staff can learn more about the enroliment process by using the Learn More button
below;, which will navigate the pharmacy staff to the enrollment landing page or by visiting the
Pharmacy link at the top of the page.

The Pharmacy Staff page provides specific steps that must be completed to dispense clozapine.
From the Pharmacy Staff Enrollment page, pharmacy staff members can use the Begin Now
button to start their enroliment process.

Once signed in to the site and your enroliment is complete, you can navigate to your My
Dashboard page to perform various activities that support the Clozapine REMS Program
requirements such as adding ANC values and requesting Predispense Authorizations. The My
Dashboard page is the main portal for all activities performed on this site.

During specific activities, a progress bar will guide you through the reguired activity from start to

finish.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

1.7 Prescriber Certification

CLOZAPINE REMS w Username

The Single Shared System for Clozapine
No Blood, No Drug™

Prescriber Certification
Steps for Prescriber Certification

Prescribers must be certified in the Clozapine REMS Program to prescribe clozapine.

If you choose to allow designees to act on your behalf, each designee must be certified in the Clozapine
REMS Program. For mare information on the designee certification process, please go to Prescriber

Designee Certification.

Home  Prescriber

Password
'? Need an A

t?

Forgot ? Forgot F

Pharmacy Patient Resources Support

Program Materials

X ANC Monitoring Table

'@ Clozapine and the Risk of Neutropenia: A
Guide for Healthcare Providers

'@ Clozapine REMS ANC Lab Reporting

Form

'@ Clozapine REMS Prescriber Enrollment
Certification in the Clozapine REMS Program includes the following three steps: Form
@ A Guide for Patients and Caregivers:
What You Meed to Know About Clozapine
1. Enroll: Complete the Enroliment Form {name, address, NP1, DEA) .
: and Neutropenia
'@ Clozapine REMS How to Start Clozapine
3 Z : . : \ and Monitor Patients Fact Sheet
2. Educate: Review Clozapine and the Risk of Neuiropenia: A Guide for Healthcare Providers
'@ Clozapine REMS Eligibility Check Fact
Sheet

'@ Clozapine REMS PDA Fact Sheet

3. Assess: Successfully complete the Glozapine REMS Knowledge Assessment for
Healthcare Providers

If your browser closes during certification, you can come back to the same point in the process.

Please use the Begin Now button to start your certification today.

" Begin Now!

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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CLOZAPINE REMS
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1.8 Prescriber Designee Certification

v semame assSworn
CLOZAPINE REMS L Passod e IR

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Prescriber Designee Certification

Steps for Prescriber Designee Certification Program Materials

The term designee refers to any person who has been designated or requested to perform some duty FL ANC Monitoring Table

or function on behalf of a certified prescriber. Designees must be certified and approved in the FX Clozapine and the Risk of Neutropenia: A
Clozapine REMS Program before they can perform any duties or functions for their prescriber. Guide for Healthcare Providers

'@ Clozapine REMS ANC Lab Reporting

If you want to associate yourself to a pharmacy and have selected the Prescriber Designee Certification Form
by accident, please go to Pharmacy Staff Enroliment. T Clozapine REMS Prescriber Designee

Education Program

Prescriber Designee Certification in the Clozapine REMS Program includes the following three steps: T Clozapine REMS Prescriber Designee
Enroliment Form

'@ A Guide for Patients and Caregivers:

1. Enroll: Complete the Enroliment Form (name, address)

What You Need to Know about Clozapine
and Neutropenia
) ) '@ Clozapine REMS Eligibility Check Fact
2. Educate: Review the REMS requirements
Sheet

'@ Clozapine REMS PDA Fact Sheet

3. Confirm: Understanding of the requirements of the REMS

If the browser closes during certification, you can come back to the same point in the process

Please use the Begin Now button to start your certification today.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAGs | Contact Us
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CLOZAPINE REMS
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1.9 Pharmacy Certification
CLOZAPINE REMS w Username Password m

Forgot ? Forgot F Meed an

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Pharmacy Certification

Steps for Pharmacy Certification Program Materials
All inpatient and outpatient pharmacies must be certified in the Clozapine REMS Program in order to 5| ANC Monitoring Table
purchase and dispense clozapine. Certification requires the identification of an authorized #L Clozapine and the Risk of Neutropenia: A
representative for the pharmacy to complete the certification process. The authorized representative Guide for Healthcare Providers
must ensure all pharmacists with privileges to dispense understand that clozapine is only available to 1 Clozapine REMS ANC Lab Reporting
certified pharmacies through the Clozapine REMS Program. Form

'@ Clozapine REMS Chain Headquarters
Pharmacy Staff must enroll in the Clozapine REMS Program to obtain a Predispense Authorization Pharmacy Enroliment Form
(PDA) from the Clozapine REMS Program Website, to enter absolute neutrophil count (ANC), verify & Clozapine REMS Inpatient Pharmacy
the prescriber is certified, or verify the patient is enrolled. If the pharmacy is a non-switch pharmacy to Enroliment Form

comply with the REMS, the pharmacy staff will either need to abtain a PDA by calling the program or T Clozapine REMS Outpatient Pharmacy

by signing in to the website. For more information on the Pharmacy Staff enroliment process, please Eneciiment.Eoom

go to Pharmacy Staff Enroliment. '@ A Guide for Patients and Caregivers:

What You Need to Know about Clozapine
and Neutropenia

'@ Clozapine REMS Eligibility Check Fact
Sheet

Certification in the Clozapine REMS Program includes the following four steps:

1. Enroll: Complete the Enroliment Form (name, address, NP1, DEA) T Clozapine REMS PDA Fact Sheet

2. Educate: Review Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers

3. Assess: Successfully complete the Clozapine REMS Knowledge Assessment for
Healthcare Providers

4. Implement: Implement the necessary staff training and processes to comply with the

Clozapine REMS Program requirements

If your browser closes during certification, you can come back to the same point in the process.

Please use the Begin Now button to start your certification today.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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1.10 Pharmacy Staff Enrollment

CLOZAPINE REMS e

The Single Shared System for Clozapine
No Blood, No Drug™

Forgot Usemname? Forgot Password? Need an Account?

Password

Home Prescriber Pharmacy Patient Resources Support

Pharmacy Staff Enroliment

Steps for Pharmacy Staff Enroliment Program Materials

Pharmacy staff may include pharmacists or other individuals who assist in dispensing medication in a
pharmacy. If your pharmacy is certified to dispense clozapine, pharmacy staff can enroll in the
Clozapine REMS Program to have access to the Clozapine REMS Program Website. Pharmacy staff
can link to multiple REMS-certified pharmacy locations

L ANC Monitoring Table
'._E Clozapine and the Risk of Neutropenia: A
Guide for Healthcare Providers

i Clozapine REMS ANC Lab Reporting

Pharmacy staff enrcll by creating an online account. Education is not required for enroliment but will be Form

- : . - L A Guide for Patients and Caregivers:
available after your enroliment is complete through your authorized representative R
What You Need to Know about Clozapine

For Qutpatient Pharmacies: Pharmacy sta must enroll in the Clozapine REMS Program to obtain a and Neutropenia
Predispense Authorization (PDA) before dispensing each clozapine prescription. Pharmacy staff who X Clozapine REMS Eligibility Check Fact
are enrolled can obtain a PDA by calling the Clozapine REMS Program Contact Center or through Sheet

electronic claim adjudication if your phamacy has set up that process. Talk to your authorized L Clozapine REMS PDA Fact Sheet

representative if you are not sure how your pharmacy must obtain a PDA. Pharmacy staff must enroll
to obtain a PDA through the Clozapine REMS Program Website.

For Inpatient Pharmacies: Pharmacy Staff must enroll to perform Eligibility Checks through the
Clozapine REMS Program Website or the Clozapine REMS Program Contact Center.

Pharmacy staff enroliment in the Clozapine REMS Program includes the following two steps

1. Enroll: Complete the Enroliment Form (name, addre

2. Attest: Complete and sign the Pharmacy Staff Altestation

Please use the Begin Now button to start your certification today.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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1.11 Patient Information — Home Page
Sign in

Patient Information

Because of the risk of developing severe neutropenia, the Food and Drug Administration (FDA) has Program Materials
required a special program called a Risk Evaluation and Mitigation Strategy (REMS) for clozapine.

L A Guide for Patients and Caregivers:
The purpose of the Clozapine REMS Program is to make sure that the benefits of clozapine treatment What You Need to Know about Clozapine
outweigh the risks. and Neutropenia

Prescribers must talk to their patients about the Clozapine REMS Program requirements and the risks of
using clozapine. Patients should review the A Guide for Patients and Caregivers: What You Need fo
Krnow about Clozapine and Neutropenia program material and talk with their prescriber if they have any

questions or concerns about using clozapine.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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1.12 Program Materials

v sername assSWor
CLOZAPINE REMS L Possd e Il

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Program Materials

Forms Patient Pharmacy Prescriber Wholesaler/Distributor Fact Sheets and Demos

EE] Clozapine REMS ANC Lab Reporting Form

'E Clozapine REMS Chain Headquarters Pharmacy Enrollment Form
@ Clozapine REMS Patient Enrollment Form

T Clozapine REMS Inpatient Pharmacy Enroliment Form

@ Clozapine REMS Outpatient Pharmacy Enroliment Form

@ Clozapine REMS Prescriber Designee Enrollment Form

'@ Clozapine REMS Prescriber Enroliment Form

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us

Note: Resources included under the other tabs are listed below:
e Patient
0 A Guide for Patients and Caregivers: What You Need to Know About Clozapine and
Neutropenia

e Pharmacy
o Clozapine REMS Eligibility Fact Check Sheet
0 Clozapine REMS PDA Fact Sheet
0 A Guide for Patients and Caregivers: What You Need to Know About Clozapine and
Neutropenia
Dear Inpatient Pharmacy Letter
Dear Outpatient Pharmacy Using Web PDA Letter
Dear Outpatient Pharmacy Using Switch Letter
Clozapine REMS Inpatient Pharmacy Enrollment Form
Clozapine REMS Outpatient Pharmacy Enrollment Form
Clozapine REMS Chain Headquarters Pharmacy Enrollment Form

O O0OO0OO0OO0OOo
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o0 Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers (Education
Program and Knowledge Assessment)

Clozapine REMS Patient Enrollment Form

Clozapine REMS ANC Lab Reporting Form

ANC Calculator

ANC Monitoring Table

O O O0Oo

e Prescriber
0 Clozapine REMS Prescriber Enrollment Form
0 Clozapine REMS Prescriber Designee Enrollment Form
0 Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers (Education
Program and Knowledge Assessment)
A Guide for Patients and Caregivers: What You Need to Know About Clozapine and
Neutropenia
Clozapine REMS How to Start Clozapine & Monitor Patients Fact Sheet
Clozapine REMS Patient Enrollment Form
Clozapine REMS ANC Lab Reporting Form
ANC Calculator
ANC Monitoring Table
Prescriber Designee Education Program
Prescriber Designee Acknowledgment Form
Dear Prescriber Letter

o

OO0 O0OO0OO0OO0OO0OO

e Wholesaler/Distributor
0 Contact the Clozapine REMS Program by sending an email to
info@clozapinedistributor.com

e Fact Sheets and Demos
0 Clozapine REMS PDA Fact Sheet
Clozapine REMS Eligibility Check Fact Sheet
Clozapine REMS How to Start Clozapine & Monitor Patients Fact Sheet
Prescriber Certification
Prescriber Designee Certification
Pharmacy Authorized Representative Certification and Pharmacy Certification
Pharmacy Staff Enroliment
How to View Prescriber Alerts and Notifications
How to Use the Prescriber Dashboard
How to Enter a Treatment Rationale
How Prescribers Enter ANCs and Manage Patients
How Prescribers Can Enter Labs
How Outpatient Pharmacies Obtain a Web Predispense Authorization (PDA)
How Outpatient Pharmacies Enter ANCs
How Inpatient Pharmacies Check Eligibility and Enter ANCs
How to Obtain a Dispense Rationale

OO0 O0OO0OO0OO0O0DO0O0OO0OO0OO0OO0OO0Oo

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 22 of 238
Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

1.13 Prescribing Information

CLOZAPINE REMS & i -

T
The Single Shared System for Clozapine

MNo Blood, Mo Drug™ Home  Prescriber

Password
Fargot Usemams? Forgot Pesswond 7 Meed an Account?

Pharmacy Patient Resources Support

Prescribing Information

Products covered under the Clozapine REMS Program

Brand Name Products

Clozanl® Clozapine HLE Therapeutics (US4}, Inc. Full Presecribing Infomnstion

FazaClc® Clozapine, USP Jarz Pharmacauticals Inc. Full Prescribing Infomnstion

viersacloz® Clozapine, USF Jazz Pharmaceuticals Inc. Full Presecribing Infomnation

Generic Products

Trade Name Generic Name Company Limk

Clozapine Clozapine Tablats, USP Accord Hesltheare inc. Full Prescribing Informstion

Clozapine Clozapine Tablets, USP Aurobindo Phama USA Inc. Full Preseribing Infomnston

Clozapine Clozapine, USP CDT Jezz Pharmeceuticals Inc. Full Prescribing Informstion

Clozapine Clozapine Tablats, USP Mayne Pharma Inc. Full Preseribing Infomation

Clozapine Clozapine Tablets, USF Mayne Pharma Inc Full Preseribing Infomnston

Clozapine Clozapine Tablats, USP Mylan Phermaceuticals Inc. Full Prescribing Infomnstion

Clozapine Clozapine Crally Disintegrating Mylan Phermaceutcals Inc. Full Preserihing Infomnston
Tablsts

Clozapine Clozapine Tablets, USSP Mylan Pharmaceuticals Inc. Full Prescribing Infomnstion

Clozapine Clozapine Crally Disintegrating Mylan Pharmaceubeals Inc. Full Preseribing Infomnaton
Tablats

Clozapine Clozapine Tablets, USF Sun Pharmaceutical Indusiries Inc. Full Prescribing Infomnstion

Clozapine Clozapine Tablets, USP Teva Pharmaceuticals USA Inc. Full Prescribing Informstion

Clozapine Clozapine, USP ODT Teva Pharmaceuticals LISA Inc. Full Prescribing Infomnstion

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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1.14 Certification Lookup

Usemame Password | Signin

Certification Lookup

To search for a phamacy, please complete at least one field below and press Search. If an identifier is used for searching, no other fields need to be
entered. Search results include contact information for pharmacies that are certified in the Clozapine REMS Program.

Pharmacy Information (at least one identifier is required):

Certification 1D (opt) | £ ‘Zip Code (opt) ‘ o ‘City and | sate \:

and

DEA ‘ or: ‘NF‘I ‘ oF; ‘NCPDP ‘

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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1.15 Certification Lookup Results

Username Password

Certification Lookup

To search for a pharmacy, piease complete at least one field beiow and press Search. If an dentifier 5 used for searching, no other fields need 1o be
entered. Search resulls incude contact informaton for phammacies That ane cenified in the CloZaping REMS Program.

Pharmacy information (& least one kentiler is required)

FALCS413637605 o | Zip Code (opt) | |  Ciy ad  shoe )

[KASEI464 o NP o | NCPDP

Pharmacy Nama Camficabon ki Pharmacy Address Pharmacy Phane Pharmacy Type
| ikea ing FACSA13637605 4343 n scoffscale rd, PHOENIX. Arzong 85054 1254654687 Crtpatent
Showing 1 f0 1 0f 1 anfnes =)« 0 v

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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1.16 Site Map

Usemame

Password

Sign in

Site Map
Prescriber Designee Account
Prescriber Certification Prescriber Designee Certification Forgot Password
Prescriber FAQs Designee Support Forgot Usemame
Prescriber Resources Need an Account
Prescriber Support Pharmacy Staff
Ph Pharmacy Staff Enroliment
aHuscy Pharmacy Staff Support
Pharmacy Certification General
Pharmacy FAQs
Sl b coner s
y Suppol General FAQs
Prescribing Information
; Privacy
Patient Professional Societies Resources
Technical Support FAQs
Patient FAQs Terms of Use

Patient Information
Patient Resources
Patient Support

Wholesaler/Distributor FAQs
Wholesaler/Distributor Resources

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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1.17 FAQs
v Usemame Password Sign in
CLOZAPINE REMS s
The Single Shared System for Clozapine
No Bloed, No Drug™ Home Prescriber Pharmacy Palient  Resources  Support

Frequently Asked Questions (FAQs)

General

Prescriber Patient Pharmacy Pharmacy Wholesaler/ Technical
Prescriber Designee Mgmt Mgmt Auth Rep Distributor Support Patient

+ What is a REMS?

+/ What is the Clozapine REMS Program?

+ What are the goals of the Clozapine REMS Program?

+ Where can | obtain the Prescribing Information for clozapine?

+ What are the different roles of healthcare staff in the Clozapine REMS Program?

+/ Can a Healthcare Provider fulfill multiple roles in the Clozapine REMS Program?

+/How does a Healthcare Provider certify in more than one role in the Clozapine REMS Program (e.g., as a pharmacy staff
and a prescriber designee)? Can the same email address be used for multiple roles in the Clozapine REMS Program?

+/ Why are white blood cell (WBC) counts no longer being collected?

+/ How frequently should a patient’s ANC be monitored?

+/ When should | submit a patient's ANC to the Clozapine REMS Program?

+/ How do | contact the Clozapine REMS Program?

+ How does a Healthcare Provider report an adverse event, product complaint, or obtain medical information about
clozapine?

+/What is the new certification deadline for prescribers and outpatient pharmacies?

+/ How is monitoring frequency determined in the Clozapine REMS Program?

+| Why did established patients with monthly monitoring frequency get converted to weekly monitoring frequency?

+ My existing clozapine patient was not migrated from the individual manufacturer registries and therefore the Clozapine
REMS Program identifies this patient as new and has aligned this patient to a weekly monitoring frequency. How can |
update the system so my patient is correctly returned to monthly monitoring frequency?

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Ste Map | FAQs | Contact Us

Note:
Resources included under the other tabs are listed below:
e Prescriber

(0]

How can a prescriber become certified in the single shared Clozapine REMS Program?
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(o}
(o}

(o}

(0]

When do | need to complete certification?

What are the changes for prescribers in an inpatient setting with the <MM/YYYY>
Clozapine REMS Program Modification?

If a prescriber is going to be out of the office for an extended period of time, can
another prescriber cover during the absence?

If a prescriber is going to be out of the office for a short period of time, can another
prescriber write a prescription for the patient during the absence?

Can a nurse practitioner, physician assistant, resident, or intern certify as a
prescriber in the Clozapine REMS Program?

Can a member of the prescriber’s office staff help manage patients in the Clozapine
REMS Program?

How can a prescriber find a list of pharmacies that are certified in the Clozapine
REMS Program?

Where can | find the Patient ID for the Clozapine REMS ANC Lab Reporting Form?

e Prescriber Designee

(0]

What actions can a prescriber designee perform in the Clozapine REMS Program?

e Patient Management

(0]

(0}
0}

O o0 O0Oo o

o

Do patients need to be enrolled in the Clozapine REMS Program in order to receive
clozapine?

How are patients enrolled into the Clozapine REMS Program?

Can a healthcare provider not certified in the Clozapine REMS Program submit an
ANC?

Will the program send notices if the patient experiences a low ANC or substantial
drop?

What is a Treatment Status?

What is a “Treatment Rationale”?

How can | provide a Treatment Rationale?

What happened to patients previously on the National Non-Rechallenge Master File
(NNRMF)?

How are patient ANCs submitted to the Clozapine REMS Program?

Does the Clozapine REMS Program need to be advised when a patient is admitted to
or discharged from an acute or long-term healthcare setting?

When discontinuing treatment, does the patient’s ANC need to be monitored for 4
weeks?

If a patient is eligible to reduce their monitoring frequency does the Clozapine REMS
Program need to be notified?

If the patient or caregiver will not provide the required information needed to
complete Patient Enrollment (e.g., Name, Date of Birth) can they still receive
clozapine?

How does a patient in an inpatient setting become enrolled if prescribers in this
setting are not required to be certified in the Clozapine REMS Program?

e Pharmacy Management

0 What are the different pharmacy certification types in the Clozapine REMS Program?
0 What is a Predispense Authorization (PDA)?
o What is an Eligibility Check?
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How is an Eligibility Check different from a Predispense Authorization (PDA)?
What is a “Dispense Rationale?”

How can | provide a Dispense Rationale?

How does a pharmacy certify in the Clozapine REMS Program?

How often must pharmacies recertify?

How does a pharmacy recertify in the Clozapine REMS Program?

What happens if a pharmacy does not recertify every 2 years?

What happens if a pharmacy is deactivated?

If my pharmacy is “deactivated,” what must be done?

O O0OO0OO0O0OO0OO0OO0OOo

¢ Wholesaler/Distributor

o0 Does a distributor have to enroll in the Clozapine REMS Program?

o0 How can a distributor enroll in the Clozapine REMS Program?

o How can enrolled distributors access a list of pharmacies that participate in the
Clozapine REMS Program?

0 A pharmacy has requested clozapine, but they are not yet certified in the Clozapine
REMS Program. Can my company still distribute clozapine to them?

o If a pharmacy has requested clozapine but is not eligible to receive clozapine, how
do I notify them?

e Technical Support
o0 What if I need help using the Clozapine REMS Program website?
o What browser types and versions does the Clozapine REMS Program Website
support?

o0 How does the Clozapine REMS Program Website use cookies?

o What do I do if | can’t view a document on the Clozapine REMS Program Website?

0 How do I report a problem with the Clozapine REMS Program Website?

o Why does the Clozapine REMS Program Website use Captcha?

0 How do | obtain a username and password for the Clozapine REMS Program Website?

o0 What if I do not receive the verification email after | created my account?

o What do I do if | forgot my password?

o What do I do if | forgot my username?

0 What do I do if my user account is locked?

o How do I change my username and/or password?

0 How does a healthcare provider create multiple accounts with the same email
address?

o How does a healthcare provider change a website username if they wish to create

multiple accounts and have already used their email address as the username
previously?

o How does a healthcare provider change the email address on their REMS profile if
they previously created an account with an email address they no longer wish to
use?

e Patient
o | am a clozapine patient. How do | know if I'm enrolled in the Clozapine REMS
Program? If I’'m not enrolled, how do | become enrolled in the Clozapine REMS

Program?
o Where do | find a list of local pharmacies that participate in the Clozapine REMS
Program?
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1.18 FAQ — Pharmacy Authorized Representative

Password

Frequently Asked Questions (FAQs)

Ginersi  Prosertor | Dusignas | Mgmi. | Mgt | | AU | Duwkiuie  Supsed | Pesent
* What is an authorized representative 7

= Whao should act as the authorized representative in the pharmacy ¥

+ When does certification need 1o be completed?

+ What is the difference between an inpatient pharmacy and an cutpatient pharmacy?

+ What if | am in a pharmacy that dispenses clozapine for both inpatient and cutpatient use?

+ What is “the switch™?

+ What happens io patienis who iry to fill a prescription at a pharmacy that is nol certified?

+ Wil pharmacies that are not certified be able to order and receive clozapine?

« The pharmacy has been certified but the system is reporting that the pharmacy is not certified What are the next
waps?

- Vil patients still need to have blood draws ?

+ Can clozapine be dspensed to a patient without bloodwork?

= What actions are required if the prescribing physician mn't centfied?

~ What should a pharmacist do with the patient's ANC Lab Reporting Form?

- The pharmacy jusi certifled and needs o order clozapine today ¥What are the next steps 7
< What if the authorized representative leaves the pharmacy?

* If the patient's prescription is denied or the Eligitility Check indicates “do not dispense” will the Clozapine
REMS Program system explain the reason?

For additional information about the Clozapine REMS Program, please call B44-267-8678.
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1.19 Contact Us

Sign in

Contact Us

If you have any guestions or require additional information, please contact the Clozapine REMS Program utilizing the information provided below.

Phone Number
844-267-8678

Fax Number
B44-404-8876

Mailing Address
Clozapine REMS Program
PO BOX 29058

Phoenix, AZ 85038-9058

Program Manufacturers

e
Accord Healthcare Inc. 919-941-7878
Aurobindo Pharma USA Inc. 732-839-9400
HLS Therapeutics (USA) Inc. 844-457-8721
Jazz Pharmaceuticals Inc. 800-520-5568
Mayne Pharma Inc. 844-825-8500
Mylan Pharmaceuticals Inc. 800-796-9526
Sun Pharmaceuticals Industries Inc. 800-818-4855
Tasman Pharmaceuticals 257-317-4104
Teva Pharmaceuticals USA Inc. 800-292-4283

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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2. User ldentification and Record Search
2.1 User ldentification

CLOZAPINE REMS =& e

The Single Shared System for Clozapine
Noilood,lbbrug"‘ Home Prescriber Pharmacy Patient Resources  Support

User Identification

Please select the option below that best describes you and press Next

{ ¥
What type of user are you? -
New User - Users who are new to ¢lozapine

— Please Select — ¥ | and have not previously submitted an

” Ph Select - enroliment form to the Clozapine REMS
New User jrogram rolg Program Contact Center.

Phone/Fax User

Phone/Fax User - Users who submitted an
enroliment form through the Clozapine REMS
Program Contact Center via fax and have
recevied an enrollment or certified 1D

— Plaase Select -

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us

Note:
Upon starting an enrollment or certification process the users are asked to identify what type of
user they are and what their role is.
1 — The options for type of user are New User and Phone/Fax User. The tool-tip next to the field
will include a definition of each for the user which are also below (Previous Registry User is now
removed).
e New User — Users who are new to clozapine and have not previously submitted an enrollment
form to the contact center clozapine registry
e Phone/Fax User — Users who submitted an enrollment form through the contact center via fax
and have received an enrollment or certification ID.
0 When the system locates the user’s record and creates a web account, the user’s
web account and their enrollment or certification record are linked.
2 — The options for role are Prescriber, authorized representative for pharmacy, Prescriber
Designee, and Pharmacy Staff.

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 32 of 238
Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

2.2 Phone/Fax User Prescriber Search

Usemame Signin |

Phone/Fax User

It you began or compheted cerfification through a fax process, you may already be certified in the Clozapane REMS Program: To delerming your
cerification sialus, please complele Ine fiekds below and press Search, AT fields Bsled below are required unless ohenwese indicalea

Al least pne denlifier s requined:
DEA {opt) o | NP
First Name Last Mame Certification 1D (opt)
Phone (opd) Fax (opl) Email (opt)

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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2.3 Phone/Fax User Prescriber Search with Results

Lisgmamea Password

Phone/Fax User

If you began of comgeted certiScation through & fax process, you may alleady be cerified in the Clozagine REMS Program. To determing your certification
status, please compiele e felds below and press Search. ARl fiekis listed below are requined uniess otherwise indicated.

Al beast one idenlifier below Is requened:

AB1234587 1] WP
| Sumemer | | Hogan Cartfication 10 (opt
Phone [opt Fax {opl) i Ermail {optl) |

I B Search results have relumed your record. please highisght the row and press Submit. IT you 60 nob See your record, you can eithed iry your $earch
again or press the New User button bo begin your cefification process n ihe Clozapne REMS Program.

First Hame Last Mams
‘Summar Haogan

Showing 1 of 7 entnes

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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2.4 Phone/Fax User Prescriber Designee Search

Usemame Password Signin |

Phone/Fax User

It you began or compheted cerfification through a fax process, you may already be certified in the Clozapane REMS Program: To delerming your
cerification sialus, please complele Ine fiekds below and press Search, AT fields Bsled below are required unless ohenwese indicalea

Al least pne denlifier s requined:
DEA {opt) o | NP
First Name Last Mame Certification 1D (opt)
Phone (opd) Fax (opl) Email (opt)

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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2.5 Phone/Fax User Prescriber Designee Search with
Results

Lisgmamsa Password

Phone/Fax User

H you began of comgleted certScation through a ax ocess, you may already be certified in the Clozapine REMS Program . To delerming your certification
status, please compleli the fieids below and press Search. ANl fiekds listed below are required uniess otherwise indicated.

£ | | Hogan | [contcaton oo |

If Bhee search results have refumed your record, please highiight the: row and press Submit. If you do not See your record, you can either try your search
again of press he Mew User button o begin your cerfiication process in this Clozapne REMS Program.

First Name Lasi Mame
Bummar Hagan

Showing 1 of 1 enries

For additional information about the Clozapine REMS Program, please call 844-267-8678,
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2.6 Phone/Fax User Pharmacy Search

Usemame Password

Phone/Fax User

H you began of comgéebed certification through a fax process, you may already be certified in the Clozapine REMS Program. To determing your certification
status, please compleld the Belds below and priss Seanch, AN fekes Ested Delow ane requined unkess olhense indicaled.

Pharmacy Information (ai leasl one idenbfier is required)

ZipCode |and | | DEA | | np HEPDP

Authorized Repressntative Information

Firat Nams | | Last M ai | Canficabon |D (opl)

Phone (oot Il Fax {opt) | Ermail {opt) |

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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2.7 Phone/Fax User Pharmacy Search with Results

Lisemame Passwornd

Phone/Fax User

H you began of completed certiScation through a 1ax process, you may already be certified in the Clozapine REMS Program, To delermine your certificatisn
stalus, pheast complete the fields below and press Search. AR fiekds isted below ane required uniess otherwise indicated.

Pharmacy Information (a1 least one identifier ts required)

. 'IND'I and . ;&123:“?_390 3 MNP

Authorized Representative Information

me Las! Name

Phore {ootl Fax {opl) Email {opli |
————— - L

if the search results have refumed your record, please highlight the: row and press Submit. If you do nol see your record, you can either try your search
again or press the Hew User butlon bo begin your ceificabion process in the Clozapne REMS Program.

Fiest Mam Last Marse Phanmacy Hame Pramacy Address Pharmascy Phone
Surmmer Hagan Joy s ApCITCary 1 lkain Street, New York, NY 10001 555-555-5555

Showing 1 of 1 eniries

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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2.8 Phone/Fax User

Lisername Password

Phone/Fax User

I you began or completed certiication through a fax process, you may already be certified in the Clozaping REMS Program, To delermine your
certiication stalus, please complete the Nelds below and press Sesarch. All felds Ested below are required unbess othensise indicated.

Pharmacy Information

REMS Chain 1D |

Authorized Representative Information

Fars] Marme | Las: Name | | Cenification 1D (opt)

Pl (5p1) | jiFax (opd)

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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2.9 Phone/Fax User with Results

Lisemame Passward

Phone/Fax User

If you began of completad cerication through & fax process, you may already be cerified inthe Clozaping REMS Program, To determing your cerification
siatus, phease complele e fieids below and press Search. Al fields listed below are required unless othenwise indicaled.

Pharmacy Information

o121 |

Authorized Representative Information

Summar | Hogan | | Certfcation D (opt)

Phisne {opl | Fax {opd)

If Ehe: Search results have relumed your record, please highlight the row and press Submit, IT you @0 not See your record, please by your search
again or press the New User button bo begin your enroliment process in the Clozapine REMS Program.

Sumemer Hiogan Joiny's Apathistary 1234 W Norwhene Lane Tempe, AT 55283 555-555-5555
Shimwing 1 of 1 eines 1 = 46

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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3. Web Account
3.1 Create Account

Create Account

Please compilete the form below and press Submit The information you provide for your Usemame must be unigue within the Clozapine REMS
Program Website Once you have submitted this form you will receive & verification email that includes a link Please use the link to complete the
actiation process for your new web account. All fields below are required

My Information

|TH'51HGI'I¥E

Last Name
Email Address
Confirm Email Address
-PI'IIEIHE Number
sign in

UserName

LUse Emall Agdress as Username % Suggest Lisemams

Password

Confirm Password

| ¥mnot a robot 5y

el APTEHA

o

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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3.2 Account Verification

LUsamame Password

Account Verification BT

A verification emall has been sent to remsprogram@gmail. com.,
Please use the link within the email to activate your web account for
the Clozapine REMS Program.

Account Summary

Neme Summer Hogan
Email Address remsprogram@gmail com
Phone Mumber  480-555-5555
Usemame summerhogan

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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3.3 Account Confirmation

Lsemame Password

Account Confirmation e P |

" ‘Your web account has been successiully activated. Please sign in to your
account using the fields in the upper right corner of this page.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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4. Prescriber Certification
4.1 Prescriber Intake

Prescriber Intake

T certily as a prescriber in the Clozapine REMS Program, please complete the form below and press Next. Once cerlified, you will receve a cerlification
confirmation via your contact preference. All fieids listed below are required uniess ohenise ndicated.

Prescriber Information

First Name _| | MI {opt)

| Last Name

- Credentials - "

Email Address

Clinic / Practice Name

Address

| Address 2 (opt)

[ EJI','

| ~state—~ v | | Zip Cote

| Phaone | Ext(opt)

Fax
- Contact Preference — '« |
Prescriber Identifiers

DEA

MP1

= 1 do not have a DEA.

e

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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4.2 Prescriber Education Program

CLOZAPINE REMS e
The Single Shored System for Clazapine
Mo Blood, Mo Drug™ Home  Prescriber  Pharmacy  Patent  Resoumss  Suppart

B2 RSl Assesamend Redew  Attestation  Finish

Education Frogram

Bekw 15 e emication program for ckizaping Please review the piogram maedaks amd press the Naxt uhion to continue 1 is estimaked thal £ will lake

15-20 minutes o compilete the Education Program and Siozapine REMS Knowadge Assessman! for Heaiihcans Providers

CLOZAPINE REMS

The Single Shared System for Clozapine
Mo Blood, Mo Drug™

rrent state of the Clozapl

wsition perind, please see

Clozapine and the Risk
of Neutropenia:

A Guide for Healthcare Providers

For additional Information about the Clozapine REMS Program, please call 844-267-8G78.

Privacy | Teims of Use | Sde Map | FAQs | Contact Us
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4.3 Prescriber Education Confirmation

Education Program Confirmation

You have now completed the Education Program

Please use the Next butlion below 1o conlinue with your certification process. The educalion program you jusl complebed can abways be reviewed again
under your user profile in the top right comer of his site.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Note: Upon pressing the Next button on the Education Confirmation page, the user will be
navigated through the Clozapine REMS Knowledge Assessment for Healthcare Providers
(KA). KA is shown only once below for all stakeholders except for prescriber designees.
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4.4 Prescriber Intake Review

Prescriber Intake Review

Please review the information fof compleleness and CCUracy, You May make any changes &S Necessary. When your feview is complets, please use e
Mext bution to save your information below and proceed to the final step in your cerfication process,

Prescriber Information

First Name / Mi (opt) | Summer | oA

Last Name | Hogan

Credentials | M.D. =

Email Address | summer123@email com

Clinic / Practice Name | Joey's Clinic

Address | 1 Main Street

Address 2 (opt) | Suile 123

City | New York
State / Zip Code | NY || 11001
Phone / Ext (opt) | 555-555-5555 || Ext{opt)

Fax | 556-555-4444

Contact Preference | Email v

Prascriber Identifiers

DEA | AG5255698

NPI | 1013015577

20 1 do not have a DEA.

e

For additional information about the Clozapine REMS Frogram, please call 844-267-8678
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4.5 Prescriber Attestation

Prascribar Attestation

Tre CCMEE I T ERESERTE CErIRC At n e Suamrner Hogan nin 1h Clod apens BELS program Sriie pegise s e 31 RSIanG secnas Bsiow 10
DA O A g N s 2igaNine And signatine das

AR sty o Hy P oL oA s e i and tas § i Cugspes HEMS Progiam o 1544404 875 el

A5 3 prescribes. | atiest 1o e foliowing Clazapine REME Program requirements

By signing this lorm, | alles] Sl

1 Bundersiarsd (NG Cozapne is onk Fealatle Mugh e Genapine RENS Program and Mal | must compsy sl B pogiam regarements
I Febiibe ClZagmne.

2 1 hawe meviee Clocagne e Fuk of Neabogena A Guse o HeasThiare F ;i e
Al surcessuly complsied e Clocsmne REMS Knowiecge Assessmenl o ealicers Fiowdsrs

3 understand Ihe rsk of severs negropenia associatsd with ciozapne which 2n lead bo serious ndection and death.

A Prior 10 malialing mealment | agres o prowide 4 G M SRt ang Camgrees W You S 0 Know o CInmane iooesch
patwnl @i haer camgver. | will [eyerm o wils hariMor o inkem Mem s T ks aasocaled wilh ciozaprs, inchelng e
neuropens and e Clooapne REWS Progam egqurements urless | delermne Fol the pabenls ssheence o he resimen regemen wil
b negatrety ingEsciesd Ly ) A G o P g Caneys Wikl Py Meed b ooy G Clocamne.

5 will =niol 2l pasents | peal wihac prodiuct in e Ci FEWS Frogram.

6 1 incerslane N absolinig Reilnpng Count (AN HEing and manilenng Mequnemans &8 escnned In B dozagns Presenbng
migETnation

¥ Vunderstand (hete s @ olemn] ARG monfionng algenthm lor palents wif gocumerfed Denign elhnic neuopens (DEN)

BN e AR Besling T each paben] goonedng lo he dasegne Presconbasg Ficrsaben.

9 1will submit and verty the ANG accoriing 1o sach paben!'s montonng frequency on fie wilh the Clozapee RERES Program and |
undersiang e SNC mist be providen hidone chierapine can be dspensed:
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For additional information about the Clozapine RENMS Program, please call B44-267-B6T8.
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4.6 Prescriber Confirmation

it
Certification Confirmation Jiten, o8

«" ‘You are now certified in the Clozapine REMS Program.

Below is your Clozapine REMS Program Centification |D. Please retain this information for your records.
Certification ID: HCP123456789

If you would ike to envoll patents now, you can use Enmoll Patient. If you nead o manage your patents. you can use Manage Your Patents.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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5. Prescriber Designee Certification

v semame assSworn
CLOZAPINE REMS . Passod e IR

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Prescriber Designee Certification

Steps for Prescriber Designee Certification Program Materials

The term designee refers to any person who has been designated or requested to perform some duty FL ANC Monitoring Table

or function on behalf of a certified prescriber. Designees must be certified and approved in the FX Clozapine and the Risk of Neutropenia: A
Clozapine REMS Program before they can perform any duties or functions for their prescriber. Guide for Healthcare Providers

'@ Clozapine REMS ANC Lab Reporting

If you want to associate yourself to a pharmacy and have selected the Prescriber Designee Certification Form
by accident, please go to Pharmacy Staff Enroliment. T Clozapine REMS Prescriber Designee

Education Program

Prescriber Designee Certification in the Clozapine REMS Program includes the following three steps: T Clozapine REMS Prescriber Designee
Enroliment Form

'@ A Guide for Patients and Caregivers:

1. Enroll: Complete the Enroliment Form (name, address)

What You Need to Know about Clozapine
and Neutropenia
) ) '@ Clozapine REMS Eligibility Check Fact
2. Educate: Review the REMS requirements
Sheet

'@ Clozapine REMS PDA Fact Sheet

3. Confirm: Understanding of the requirements of the REMS

If the browser closes during certification, you can come back to the same point in the process

Please use the Begin Now button to start your certification today.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAGs | Contact Us
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5.1 Prescriber Designee Intake

Designee Intake

To cetify s & designes in the Clozapine REMS Program, please compiate the form Delow and press Net. Once cenified, you will receive o cenification
confirmation via your contact preference. All Nelds listed below are required unless otherwise indicated.

Designee Information

I Last Name

| Email Address

| Phone | |E:-c‘. {opt)

[ Fax iopt)- -

| Contact Prelerence v

e [
For additional information about the Clozapine REMS Program, please call 844-267-8678.
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5.2 Prescriber Designee Education Program Page 1

General Information

Certified prescribers may identify and associate designees to their Clozapine REMS Program certification record. This allows prescribers to approve
responsible individual(s) to act on behalf of the certified prescriber for patients being treated with clozapine. Prescriber designees can submit absolute
neutrophil count (ANC) test results, enroll, and manage patients with the following exceptions:
= Designees cannot categorize a patient as having benign ethnic neutropenia (BEN).
- Designees cannot authorize the continuation of clozapine treatment for patients with moderate to severe neutropenia (general population) or severe
neutropenia (patients with documented BEN).
« Designees cannot categorize a patient as a hospice patient.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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5.3 Prescriber Designee Education Program Page 2

Summer Hogan =
CLOZAPINE REMS
The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources  Support

SRS U GRS T DLl Assessment  Review  Aftestation  Finish

Prescriber Designee Responsibilities

By signing this form, | acknowledge that | will act on behalf of the certified prescriber identified below to comply with the Clozapine REMS Program

requirements.

| understand:

Clozapine is only available through the Clozapine REMS Program and that | must comply with the program requirements.
There is a risk of severe neutropenia associated with clozapine which can lead to serious infection and death.
The ANC testing and monitoring requirements as described in the clozapine Prescribing Information
Outpatient Settings': An ANC must be submitted to the Clozapine REMS Program for each patient, and | understand these results must be
provided before clozapine can be dispensed and per the Monitoring Schedule described in the Prescribing Information:
« For weekly monitoring frequency, ANC must be submitted to the Clozapine REMS Program within 7 days of the lab draw* date
« For every two weeks monitoring frequency, ANC must be submitted to the Clozapine REMS Program within 15 days of the lab draw* date
« For monthly monitoring frequency, ANC must be submitted to the Clozapine REMS Program within 31 days of lab draw* date

*Assumes the lab draw date is day 0
A certified prescriber must authorize the continuation of clozapine treatment if the patient has moderate or severe neutropenia before
clozapine can be dispensed to a patient.
Clozapine manufacturers or their agents and contractors may contact me via phone, mail, or email to survey me on the effectiveness of the
program requirements for the Clozapine REMS Program.
Personnel from the Clozapine REMS Program or a designated third party acting on behalf of the Clozapine Sponsors may contact me to
gather information, resolve discrepancies, or to provide other information related to the Clozapine REMS Program.
| will not share my credentials for the Clozapine REMS Program Website or allow others to sign in to the website using my credentials.

'Patients treated on an outpatient or chronic basis, includes hut is not limited to those receiving clozapine only via retail drug-stores, ambulatory care pharmacies, and
pharmacies dispensing to long-term care, rehabilitation facilities and prison systems.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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5.4 Prescriber Designee Knowledge Assessment

Knowledge Assessment e

Please select the best answer for the following question. This question must be answered cormectly to become certified:

| have reviewed the requirements of the Clozapine REMS Program.

o A Yes
o B.No

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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5.5 Prescriber Designee Knowledge Assessment
Confirmation — Success

Start Intake Ed

Knowledge Assessment Results

«" Congratulations! You have now completed the assessment.

‘You answered the question correctly and have passed the assessment. Please press the Next button to complete your certification.

Knowledge Assessment Code: KA-1652-A6F8-0BE7 ==

QUESTION 1

| have reviewed the requirements of the Clozapine REMS Program.
v A Yes

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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5.6 Prescriber Designee Knowledge Assessment
Confirmation — Not Successful

Knowledge Assessment Results

We're sorry, you did not pass the Knowledge Assessment.

Below is your response. Please use the Retake Assessment button below to begin your assessment again.

QUESTION 1

| have reviewed the requirements of the Clozapine REMS Program.
X B. No

ATTEMPT Retake Assessment
234568

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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5.7 Prescriber Designee Intake Review

[ Start inlake — Eaucaion  Assessment  Revew JURNGUN
Designee Intake Review

Please review the informanon Tor COmpleleness and Bccuracy. You may make any Changes as necessany. WNen your réview is complete, piease use me
Naxt bution o save your information and proceed to the final step in your certhcation process.

Designee Information

First Name  Jaciie
LastName  Kolins
Email Address  jackie@kolins com
Phone / Ext . 12’3—158?!.90 .E:I l?]JI] :
Fax Fax (opt)

Contact Preference  Email .

. - |

For additional information about the Clozapine REMS Program, please call 844-267-B678.
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5.8 Prescriber Designee Attestation

Designee Attestation

To compiete e designes cerificalion for Summer Hogan inlo the Clazaging REMS Frogram oning plesse review he atesistion saction belw 2o
prowide your acknowliedgement along with signature and signature dale.

Altematively, you may print your online cestification form and Tax it fo Clozapine REMS Program a1 844-404-8376. ey

By signing this form, | acknowledge hat | will act on behalf of the cerified prescriber identMed below to comply with the Clozapine REMS Program
requirements.

1 understand:

1 (Clozapine 15 only avallabie through the Clozapine REMS Program and that | must comply with the pragram requirements.

2. Tnere is a sk of severe neulropenia assocated with clozapine which can kead 1o senous infection and death.

3 Outpatient’ Settings: An absolute newtrophil count (ANC) mest be submited to the Clozapine REMS Program for each patient acconding to

the foliowng monitoning frequency, and | understand these results must be prowvided before clozapine can be dspensed:

+ For weekly monltoAng frequency, ANC must be submetted to he Clozapine REMS Program within 7 days of the lab draw™ date
= [For every two weeks monitenng freguency, ANC must be submitbed to e Clozapine REMS Program within 15 days of the lab draw” date
« For monthly manitonng frequency, ANC must be submitted to the Clozapine REMS Program within 31 days of lab draw” date
“Assirrias bt draw dabe s dap ©

4. A cerlified prescriber must authorize the continuation of clozapine treatment | the patient has moderate or severa neutropenia before
clozapine can be dispensed to a patent.

5. Clozapme manufacturers or their agents and confractors may contact me wia phone, mail, or email o survey me on the effectiveness of the
pragram requirements for the Clozapme REMS Program.

&. Personnel from the Clozapine REMS Program or a designated third party achng on behalf of the Clozapne Sponsors may contact me to
gather informabion, resolve descrepancies, or be provide olher information related to the Clozapine REMS Program.

7. 1will mot share my credentials for the Clozapine REMS Program Website of aliow athers to sign in 1o the website using my credenbals.

Fatents reated of an culpatent of chioni: basks, inchudes But ks not imisd o e receing cooaping only via retall dnig-stons, ambulalony care pharmackes. and
pharmacikes dspansing o kng-tarm cara, rebahitation facl fes and prison syslams

_ By ehecking this box, | hereby slale thal a0 of ihe informaticn | have submitled is ulhfisl ang accurale.

Signature: Must match First and Last name {see above) Signature Date

For additional information about the Clozaplne REMS Program, please call 844-267-8678.
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5.9 Prescriber Designee Confirmation

Certification Confirmation Jetus, el

" Thank you! You are now certified in the Clozapine REMS program.

Beiow is your Clozapine REMS Program Cenification (D Please retain this information for your records.
Certification ID: HCP5627506077

it you are ready 10 associate yoursell as a designee for a prescniber, please go to the Associale (o Prescrber page.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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6. Pharmacy Certification
6.1 Pharmacy Certification — Home Page

CLOZAPINE REMS w Username Password m

Forgot ? Forgot F Meed an

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Pharmacy Certification

Steps for Pharmacy Certification Program Materials
All inpatient and outpatient pharmacies must be certified in the Clozapine REMS Program in order to 5 ANC Monitoring Table
purchase and dispense clozapine. Certification requires the identification of an authorized #L Clozapine and the Risk of Neutropenia: A
representative for the pharmacy to complete the certification process. The authorized representative Guide for Healthcare Providers
must ensure all pharmacists with privileges to dispense understand that clozapine is only available to 1 Clozapine REMS ANC Lab Reporting
certified pharmacies through the Clozapine REMS Program. Form

EC] Clozapine REMS Chain Headquarters
Pharmacy Staff must enroll in the Clozapine REMS Program to obtain a Predispense Authorization Pharmacy Enrollment Form
(PDA) from the Clozapine REMS Program Website, to enter absolute neutrophil count (ANC), verify & Clozapine REMS Inpatient Pharmacy
the prescriber is certified, or verify the patient is enrolled. If the pharmacy is a non-switch pharmacy to Enroliment Form

comply with the REMS, the pharmacy staff will either need to abtain a PDA by calling the program or T Clozapine REMS Outpatient Pharmacy

by signing in to the website. For more information on the Pharmacy Staff enroliment process, please EneiimentEomm

go to Pharmacy Staff Enroliment. '@ A Guide for Patients and Caregivers:

What You Need to Know about Clozapine
and Neutropenia

'@ Clozapine REMS Eligibility Check Fact
Sheet

Certification in the Clozapine REMS Program includes the following four steps:

1. Enroll: Complete the Enroliment Form (name, address, NP1, DEA) T Clozapine REMS PDA Fact Sheet

2. Educate: Review Clozapine and the Risk of Neutropenia® A Guide for Healthcare Providers

3. Assess: Successfully complete the Clozapine REMS Knowledge Assessment for
Healthcare Providers

4. Implement: Implement the necessary staff training and processes to comply with the

Clozapine REMS Program requirements

If your browser closes during certification, you can come back to the same point in the process.

Please use the Begin Now button to start your certification today.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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6.2 Role Selection — New User

Note: User will be presented with this screen upon selecting ‘New User’ type on the User
Identification screen.

3 * v Usemame Password
CLOZAPINE REMS N -

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources  Support

Program Role Selection
Please select the option below that best describes your role and press Continue.
Authorized Representative of Qutpatient Pharmacy - An authorized representative of an outpatient pharmacy Is responsible for ensuring

certification and training of the pharmacy staff within an individual outpatient pharmacy. An authorized representative of an outpatient
pharmacy cannot be affiliated with a chain pharmacy that is contracted with a pharmacy network provider.

Outpatient pharmacy: A pharmacy dispensing clozapine to patients treated on an outpatient or chronic basis. This includes, but is not limited
to, retail drug-stores, ambulatory care pharmacies, and pharmacies dispensing to long-term care, rehabilitation faciliies and prison systems

Authorized Representative of Inpatient Pharmacy - An authorized representative of an inpatient pharmacy is responsible for ensuring
certification and training of the pharmacy staff within a pharmacy where the patient's treatment is coordinated at a site of care and pharmacy
claims are submitted as a medical benefit.

Inpatient pharmacy: A pharmacy within a facility dispensing clozapine to patients receiving inpatient medical care and other related services
for surgery, acute medical conditions or injuries (usually for a short term iliness or condition)

Authorized Representative of Chain Headquarters Pharmacy - An authorized representative of a chain headquarters pharmacy s responsible
for ensuring certification and training in the Clozapine REMS Program for a corporate pharmacy contracted to participate with a pharmacy
network provider. Corporate pharmacies are retail or mail outpatient pharmacy headquarters.
+ The Chain Headquarters Pharmacy certification process requires a single authorized representative fo review the Education Program,
complete the Clozapine REMS Knowledge Assessment for Healthcare Providers, and the Chain Headquarters Pharmacy Enroliment form
+ Once completed, please contact your switch provider Account Manager for further instructions on submission of the Clozapine REMS
Knowledge Assessment for Healthcare Providers & Enroliment Form for certification processing
« A contract with your switch provider is required for a Chain Headquarters Pharmacy certification to be complete
« Please review this important communication to Chain Pharmacies

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 61 of 238
Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

6.3 Role Selection — Phone/Fax User

Note: User will be presented with this screen upon selecting ‘Phone/Fax User’ type on the
User ldentification screen.

Sign in

Program Role Selection

Please select the oplion below that best describes your role and press Continue.

~ Authorized Representative of Outpatient Pharmacy - An authorized representative of an outpatient pharmacy is responsible for ensuring
certification and training of the pharmacy staff within an individual outpatient pharmacy. An authorized representative of an outpatient
pharmacy cannot be affiliated with a chain pharmacy that is contracted with a pharmacy network provider.

« Outpatient pharmacy: A pharmacy dispensing clozapine 1o patients treated on an oulpatient or chronic basis. This includes, but is not limiled
to, retail drug-stores, ambulatory care pharmacies, and pharmacies dispensing to long-lerm care, rehabilitation facilities and prison systems

_ Authorized Representative of Inpatient Pharmacy - An authorized representative of an inpatient pharmacy is responsible for ensunng
cerlification and training of the pharmacy stafl within a pharmacy where the patient’s ireatment is coordinated at a site of care and pharmacy
claims are submitled as a medical benefit.

Inpatient pharmacy. A pharmacy within a facility dispensing clozapine o patients receiving inpatient medical care and other related services
for surgery, acute medical conditions or injuries (usually for a short term iliness or condition)

Authorized Representative of Chain Headquarters Pharmacy - An authonzed representative of a chain headquarters pharmacy is
responsible for ensuring certification and training in the Clozapine REMS Program for a corporate pharmacy contracted to participate with a
pharmacy network provider. Corporate phammacies are retail or mail outpatient pharmacy headquarters.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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6.4 Role Selection Confirmation — Inpatient Pharmacy

Note: This pop-up message is common to both New Users and Phone/Fax users.

Sign in

Program Role Selection

Please select the option below that best describes your role and press Continue.

is responsible for ensuring
Authorized Representative of Inpatient Pharmacy of an outpatient
Based on the response selected, please confirm you are certifying as an inciudes i not limited
Inpatient Pharmacy. - VO R i
facilities and prison systems

An inpatient pharmacy dispenses clozapine only to patients treated recemning inpatient
medical care and other related services for surgery, acute medical conditions or injuries is responsible for ensuring

usually for a short term iliness or condition
' ¥ . ata site of care and pharmacy

If the pharmacy you are certifying does not meet this definition of an Inpatient

Pharmacy, plea§e press Enncsllp chgngs your response; otherwise, please press and oit Sk s
Confirm to continue with the certification.

Cancel Confirm *mmmB
contracted to participate with a

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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6.5 Role Selection Confirmation — Outpatient Pharmacy

Note: This pop-up message is common to both New Users and Phone/Fax users.

Program Role Selection

Please select the option below that best describes your role and press Continue.

Authorized Representative of Independent Outpatient Pharmacy is responsible for ensuring
of an outpatient

Based on the response selected, please confirm you are certifying as an
Independent Outpatient Pharmacy.
. This includes, but is not limited
An outpatient pharmacy dispenses clozapine only to patients treated on an outpatient fon faciliies and prison systems
or chronic basis. This includes, but is not imited to, retail drug-stores, ambulatory care
pharmacies, and pharmacies dispensing 1o long-term care. rehabilitation facilities and
prison systems. As an independent outpatient pharmacy, you agree that your Y is responsible for ensuring
pharmacy is a retail, mail order or institutional outpatient pharmacy enrolling as a single  |d at a site of care and pharmacy
pharmacy location with its own authonzed representative (i.e., not a location covered
by a central headquarters for enreliment or training).

If the pharmacy you are certifying does not meet this definition of an Outpatient
Independent Pharmacy. please press Cancel to change your response; otherwise,
please press Confirm to continue with the certification.
bharmacy headquarters is
contracted to participate with a

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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6.6 Role Selection Confirmation — Chain Headquarters
Pharmacy

Program Role Selection

Please select the option below that best describes your role and press Continue.

., Authorized Representative of Outpatient Pharmacy - An authorized representative of an outpatient pharmacy is responsible for ensuring
certification and training of the pharmacy staff within an individual outpatient pharmacy. An authorized representative of an outpatient

pharmacy cannot be
» Outpatient Authorized Representative of Chain Headquarters Pharmacy basis. This includes, but is not
limited to, retail d rehabilitation facilities and prison
systems Based on the response selected, please confirm you are certifying as a Chain

Headquarters Pharmacy of an Qutpatient Pharmacy.

. Authorized Represd An outpatient pharmacy dispenses clozapine only to patients freated on an outpatient hacy is responsible for ensuring
cartification andtran1 or chronic basis. This includes, but is not limited te, retail drug-stores, ambulatery care
. . pharmacies, and pharmacies dispensing to long-term care, rehabilitation facilities and
claims are submitted | c0n oyctems. As a Chain Headquarters Phammacy, you agree that you are acting on
» |npatient pharmag behalf of a group of outpatient pharmacies as a corporate headguarters enrolling inthe  jeal care and related services for
surgery, acute Clozapine REMS Program for multipie pharmacy locations {i.e., ¢hain stores or a group
of pharmacies ownedioperated as a single entity); and, whose enrollment and
certification activities will be handled centrally by one authorized representative acting

[ at a site of care and pharmacy

.« Authorized Represq on behalf of all the locations in the "chain”. hain headquarters pharmacy is
responsible for ensur contracted to participate with a
If the pharmacies you are certifying do not meet this definition of reguiring enroliment part
pharmacy network pr

by a Chain Headquarters Pharmacy, please press Cancel to change your response;
otherwise, please press Confirm to continue with the certification.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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6.7 Authorized Representative Intake

Authorized Representative Intake

To Degin he process as an aulhorized representative in e Clozapine REMS Program, please compiebe the form below and press Neot. All fiekds Esled below
ane requined unless ofhenyitse indicaled.

Authorized Representative Information

| First Name

| Last Name

| Credentials *

|- Email Address

| Phane [| Ext (opt)

|I Fax {opt) |

| - Contact Preference — = |

|

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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6.8 Authorized Representative Confirmation

Confirmation U W

You have successfully completed the required authorized representative training.

If you are ready 1o certify your pharmacy now piease use Cemify Phammacy To return to your dashboard for other activities, please use the My
Dashboard bution at the fop of the page If you have completed your session today, simply close your browser

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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6.9 Pharmacy Intake

My Dashboard

[ Aesiaton_ contrmation |

Pharmacy Intake

A Note: Your pharmacy type has been updated. Click here to change.

To certify yvour Pharmacy. please complete the form below and press Next. Once certified. you will receive a certification confemation wia the contact
preference you selected dunng your Authorized Representative Intake. Al fields listed below are reguired unless otherwise indicated.

Pharmacy Information
Name
Select Type L . \
Address
Address 2 (opt)
City
State- | | Zip
Phane Exi {opl)
Fax [opl)
Pharmacy Identifiers
Please provide at least one identifier.

NCPDP (opt)

DEA {opl)

NP (opt)

S, -

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Note:

1 — The options for type of Pharmacies are Inpatient and Outpatient. The tool-tip next to this field
will include definition of inpatient and outpatient pharmacies, which are as below:
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e Inpatient pharmacy: A pharmacy within a facility dispensing clozapine only to patients
receiving inpatient medical care and other related services for surgery, acute medical
conditions or injuries (usually for a short-term illness or condition).

e Outpatient pharmacy: A pharmacy dispensing clozapine only to patients treated on an
outpatient or chronic basis. This includes, but is not limited to, retail drug-stores,
ambulatory care pharmacies, and pharmacies dispensing to long-term care, rehabilitation
facilities and prison systems.

2 — Adjudicate claims online question — This question will be displayed only if the Pharmacy Type
selected on this page is ‘Outpatient Pharmacy’.
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6.10 Pharmacy Re-classification

Clozapine REMS Pharmacy Classification

Please complete the following questionnaire to ensure the correct pharmacy type assignment.

QUESTION 1
Does your pharmacy management system support electronic ication with the Clozapine REMS Program using established
icati ds?
@ Yes
o No

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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Clozapine REMS Pharmacy Classification

Please complete the following questionnaire to ensure the correct pharmacy type assignment.

QUESTION 1A

Is your pharmacy affiliated with a chain pharmacy that is contracted with a pharmacy network provider?

o Yes
@ No

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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Usemame Password

Clozapine REMS Pharmacy Classification

Please complete the following questionnaire to ensure the correct pharmacy type assignment.

QUESTION 1B

Is your pharmacy within a facility dispensing clozapine only to patients receiving inpatient medical care and other related services for
surgery, acute medical conditions or injuries (usually for a short-term illness or condition)?

® Yes
 No

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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Usermame Password

Clozapine REMS Pharmacy Classification

Please complete the following questionnaire to ensure the correct pharmacy type assignment.

QUESTION 2

Does your pharmacy dispense clozapine only to patients treated on an outpatient or chronic basis? This includes, but is not limited to,
retail drug-stores, ambulatory care pharmacies, and pharmacies dispensing to long-term care, rehabilitation facilities and prison

systems.

@ Yes
' No

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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Clozapine REMS Pharmacy Classification

Please contact your chain headquarters pharmacy authorized representative for assistance. If you are the authorized representative, or if you do not
know who the authorized representative is, please call the Clozapine REMS Program at 844-267-8678.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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Username Password

Clozapine REMS Pharmacy Classification

Please call the Clozapine REMS Program Contact Center at 844-267-8678 for assistance.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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6.11 Pharmacy Education Program

CLOZAPINE REMS il
The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber  Pharmacy Patient Resources  Support

intake Education Assessment Confirmation

Education Program

Below is the education program for clozapine. Please review the program materials and press the Next button to confinue. It is estimated that it will take

15-20 minutes to compiete the Education Program and Clozapine REMS Knowledge Assessment for Healthcare Providers.

Clozapine_REMS_HCP_Guide_v2_2015_08_11.ai

CLOZAPINE REMS

e aingle shared Jystem for Llozapine
“The Single Shared 5 for Clozapi
Neo Blood, No Drug™

Clozapine and the Risk
of Neutropenia:

A Guide for Healthcare Providers

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 76 of 238
Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

6.12 Pharmacy Education Confirmation

intake  Educabion 52

Education Program Confirmation
You have now completed the Education Program

Please uhe thi Maxt buthon below 10 continie with your cerification process. The education program you just completed can ahways be reviewed again
under your user profile in the top nght comer of nes site.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Note: Upon pressing the Next button on the Education Confirmation page, the user will be
navigated through the Clozapine REMS Knowledge Assessment for Healthcare Providers.
KA is shown only once below for all stakeholders except for prescriber designees.
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6.13 Pharmacy Attestation — Inpatient Pharmacy

Note: This page includes only the attestation text for the Inpatient Pharmacy from the
Clozapine REMS Inpatient Pharmacy Enrollment Form.

CLOZAPINE REMS

W TS L e S ST I I T S L e RIn
The Single Shared System for Clozapine
No Blood, No Drug™ Home it y Patient urces  Support

‘Summer Hogan~ My Dashboard

B Gorensicn |

Pharmacy Attestation

To complete the certification for ABC Pharmacy into the Clozapine REMS Program online, piease review the attestation section below to provide your
acknowledgement along with signature and signature date

Alternatively, you may print your online enroliment form and fax it to Clozapine REMS Program at 1-844-404-8876. s

As an authorized representative responsible for the pharmacy, |, Summer Hogan, attest to the following Clozapine REMS Program requirements:

Iam the -] by my to the ities of the REMS Program. | have
reviewed Clozapine and the Risk of penia: A Guide for i i and the F ibing Infermation and | understand:

1. Pharmacies must certify in the Clozapine REMS Program to order and dispense clozapine

2 The risk of severe neutropenia associated with clozapine and the importance of absolute neutrophil count (ANC) monitoring

3 There is a different ANC monitoring algorithm for patients with documented benign ethnic neutropenia (BEN)

4. Clozapine manufacturers, their agents and contractors may contact me to obtain names of our pharmacists to survey on the effectiveness of
the program requirements for the Clozapine REMS Program

©On behalf of the pharmacy, | agree to comply with the following program requirements:

1. Establish procedures and protocols that are subject o audit to help ensure compliance with the requirements of the Clozapine REMS
Program, including the following before dispensing clozapine:
a All pharmacists and relevant staff involved in dispensing clozapine are trained and a record of the training is maintained
b. Verify the patient is enrolied in the Clozapine REMS Program by
- Signing in to the Clozapine REMS Program Website at www.clozapinerems.com to complete an "Eligibility Check", or
- Calling the Clozapine REMS Program Contact Cenier at 844-267-8678
. Verify the ANC is current based on the patient's monitoring frequency (within 7 days of the Eligibility Check date for weekly monitoring,
16 days for every 2 weeks monitoring and 31 days for monthly menitoring)
d. Verify the last ANC is acceptable or verify the ceriified prescriber's authorization for clozapine treatment if the ANC is low indicating
moderate or severe neuiropenia
e. Fill and dispense no mere than the amount of clozapine necessary fo treat the patient until the next blood draw/ANC or as directed by
the prescriber
My pharmacy agrees not to sell, loan, or transfer any clozapine inventory to any other p ; or that is
not enrolied in the Clozapine REMS Program, and will establish procedures and protocols o support these requirements that are subject to
audit

~

@

Pharmacies will renew certification in the Clozapine REMS Program every two years to maintain certification to order and dispense
clozapine

Pharmacies will make documentation available 10 the clozapine manufacturers and/or a designated third party acting on behalf of the
Clozapine Sponsors to verify understanding of, and adherence to, the requirements of the Clozapine REMS Program

»

o

. Clozapine REMS Program personnel may contact my pharmacists to gather information, resolve discrepancies, or to provide other
information refated to the Clozapine REMS Program
Inpatient pharmacies must complete an Eligibility Check and verify ANC/prescriber authorization before dispensing clozapine products to a
patient to ensure compliance with the required safe-use conditions

o

b

Provide dispensing location information to the Clozapine REMS Program

oo

| will not share my credentials for the Clozapine REMS Program Website or allow others to sign in to the website using my credentials
Comply with audits by the Clozapine Sponsors or a designated third party acting on behalf of the Clozapine Sponsors to ensure that all
processes and procedures are in place and are being followed for the Clozapine REMS Program

©®

Note: Inpatient pharmacies are not required to obtain a "Predispense Authorization™ (PDA) prior to dispensing clozapine.

By checking this box, | agree to the responsibilities outlined above and hereby state that all of the information | have submitted is truthful and
accurate

Signature: Must match First and Last name (see above) Signature Date

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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6.14 Pharmacy Attestation — Outpatient Pharmacy

Note: This page includes only the attestation text for the Outpatient Pharmacy from the
Clozapine REMS Outpatient Pharmacy Enrollment Form.

Summer Hogan ~
CLOZAPINE REMS
—t—
The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Intake  Atfestation Feljigicutel]

Pharmacy Attestation

To complete the certification for ABC Pharmacy info the Clozapine REMS Program online, please review the attestation section below to provide your

acknowledgement along with signature and signature date.
Alternatively, you may print your online enroliment form and fax It to Clozapine REMS Program at 1-544-404-8576. sy

As an authorized representative responsible for the pharmacy, |, Summer Hogan, attest to the following Clozapine REMS Program requirements:

Iam the ized rep! ) i by my pharmacy to i the activities of the ine REMS Program. | have
reviewed Clozapine and the Risk of penia: A Guide for i and the Prescribing Information and | understand:
Pharmacies must certify in the Clozapine REMS Program to order and dispense clozapine
' The risk of severe neutropenia associated with clozapine and the importance of absolute neutrophil count (ANC) monitoring
. There is a different ANC monitoring algorithm for patients with documented benign ethnic neutropenia (BEN)
. Clozapine manufacturers, their agents and contractors may contact me to obtain names of our pharmacists to survey on the
effectiveness of the pragram requirements for the Clozapine REMS Program
©On behalf of the pharmacy, | agree to comply with the following program requirements:
1. My pharmacy will establish procedures and protocols that are subject to audit to help ensure compliance with the requirements of the
Clozapine REMS Program, including the following before dispensing clozapine:
a. All pharmacists and relevant staff involved in dispensing clozapine are trained and a record of the training is maintained
b. Verify the prescriber is certified and the patientis enrolled in the Clozapine REMS Program
c. Verify the ANC is current based on the pafient’s monitoring frequency (within 7 days of the “Predispense Authorization” (PDA)
transaction date for weekly monitoring, 15 days for every 2 weeks monitoring and 31 days for monthly monitoring)
Verify the last ANC Is acceptable or venify the certified prescriber's ion for conti clozapine if the ANG is low
indi or severe peni
Fill and dispense no more than the amount of clozapine necessary to freat the patient until the next blood draw/ANC or as directed

oW N

a

o

by the prescriber
. My pharmacy agrees not to sell, Ioan, or transfer any clozapine inventory to any other pharmacy, institution, or prescriber who is not
enrolled in the Clozapine REMS Program, and will establish procedures and protocols to support these requirements that are subject to
audit
Pharmacies will renew certification in the Clozapine REMS Program every two years to maintain certification to order and dispense

&)

w

clozapine
4. Pl ies will make ion available to the clozapine manufacturers and/or a designated third party acting on behalf of the
Clozapine Sponsors to verify understanding of, and adherence to, the requirements of the Clozapine REMS Program
Clozapine REMS Program personnel may contact my pharmacists to gather information, resolve discrepancies, or to provide other

@

information related to the Clozapine REMS Program

Provide dispensing location information to the Clozapine REMS Program

| will not share my credentials for the Clozapine REMS Program Website or allow others to sign in to the website using my credentials
. Outpatient pharmacies must obtain a PDA each time before dispensing clozapine products to a patient to ensure compliance with the

o

required safe-use conditions
. Report dosing information for each clozapine prescription/fill to the Clozapine REMS Program.
10. Comply with audits by the Clozapine Sponsors or a designated third party acting on behalf of the Clozapine Sponsors to ensure that all
processes and procedures are in place and are being followed for the Clozapine REMS Program

@

By checking this box, | agree to the responsibilities outlined above and hereby state that all of the information | have submitted is truthful and

accurate
Signature: Must match First and Last name {see above) Signature Date
For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | Terms of Use | Site Map | FAQs | ContactUs:
Clozapine REMS Program_Website_Screen_Captures November 2018 Page 79 of 238

Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

6.15 Pharmacy Confirmation

Note: This page will be available for:
1. Inpatient Pharmacies
2. Outpatient Pharmacies who cannot adjudicate claims online

My Dashboard

Certification Confirmation e [ "uE

«” Your pharmacy is now certified in the Clozapine REMS Program.

Below is your Clozapine REMS Program Certification I1D. Please retain this information for your records.
Certification ID: FAC7771640309 =k

To add additional pharmacies or manage your pharmacies, please use the My Dashboard button at the top of the page.

Please download the Education Program, Knowledge Assessment for Healthcare Providers, and Knowledge Assessment Answer Guide from your
Profile page. These tools should be used to train all pharmacists and relevant staff invelved in dispensing clozapine. A record of the training must be
maintained for future review by the Clozapine REMS Program.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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6.16 Pharmacy Test Transactions

Note: This page will be available for Outpatient Pharmacies who can adjudicate claims online

My Dashboard

Pharmacy Test Transactions

+ Thank you! Your enroliment form was successfully submitted.

To complete the final step in your certification process, you must now successtully perform a software validation test to venfy your pharmacy
management system.

You will soon receive a communication via your contact preference with instructions on how to submit test transactions to the Clozapine REMS
Program. This will nsure that your pharmacy management system has been successfully configured to allow communication with the Clozapine
REMS Program

To downlgad the instructions now, pkease use the Download Instructions button below. After successful completion of the lest transactions and
validation of all required identifiers, you will be notfied of your centification in the Clozapine REMS Program through your contact preference

L Download instructions

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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7. Chain Pharmacy Certification
7.1 Chain Pharmacy Store Intake

Pharmacy Intake

Tio CErtity VOur SN DRATTACy Store. Dease COMHets e 1M Delow and [Fess Next Once The Siore (S CEMed, youU wil FECEvE 3 CertScalion confemation

Pharmacy Information

: Pharmacy Name
Address

i Address 2 (opt)

; .

- State— v | 2Zip Code

Phone ,. Ext (opt)
Fax
--Training Status--

Pharmacy Identifiers

' NCPDP

Please provide i kel one

DEA

NP

e

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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7.2 Chain Pharmacy Store Confirmation

Chain Store Confirmation

" The chain pharmacy store has been successfully added.

To acd anciher slone, plese use the Add Store bullon Delow,

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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8. Pharmacy Staff Enrollment
8.1 Enrollment Home Page

CLOZAPINE REMS e

e e ey
The Single Shared System for Clozapine
No Blood, No Drug™

Password

Forgot Usemname? Forgot Password? Need an Account?

Home Prescriber Pharmacy Patient Resources Support

Pharmacy Staff Enrollment
Steps for Pharmacy Staff Enroliment

Pharmacy staff may include pharmacists or other individuals who assist in dispensing medication in a
pharmacy. If your pharmacy is certified to dispense clozapine, pharmacy staff can enroll in the
Clozapine REMS Program to have access to the Clozapine REMS Program Website. Pharmacy staff
can link to multiple REMS-certified pharmacy locations

Pharmacy staff enrcll by creating an online account. Education is not required for enroliment but will be

available after your enroliment is complete through your authorized representative

For Qutpatient Pharmacies: Pharmacy staff must enroll in the Clozapine REMS Program to obtain a
Predispense Authorization (PDA) before dispensing each clozapine prescription. Pharmacy staff who
are enrolled can obtain a PDA by calling the Clozapine REMS Program Contact Center or through
electronic claim adjudication if your pharmacy has set up that process. Talk to your authorized

Program Materials

L ANC Monitoring Table

'._z Clozapine and the Risk of Neutropenia: A
Guide for Healthcare Providers

i_' Clozapine REMS ANC Lab Reporting
Form

i_' A Guide for Patients and Caregivers:
What You Need to Know about Clozapine
and Neutropenia

'5: Clozapine REMS Eligibility Check Fact
Sheet

X Clozapine REMS PDA Fact Sheet

representative if you are not sure how your pharmacy must obtain a PDA. Pharmacy staff must enroll
to obtain a PDA through the Clozapine REMS Program Website.

For inpatient Pharmacies: Pharmacy Staff must enroll to perform Efigibility Ghecks through the
Clozapine REMS Program Website or the Clozapine REMS Program Contact Center

Pharmacy staff enroliment in the Clozapine REMS Program includes the following two steps

1. Enroll: Complete the Enrollment Form (name, address)

2. Attest: Compilete and sign the Pharmacy Siaff Altestation

Please use the Begin Now button to start your certification today.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 84 of 238

Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

8.2 Pharmacy Search

BEDW cioe  Atesiaton  Fisn |

Pharmacy Search

Ta identify the pharmmacy you represent, pease complete the fiekls bilow and press Search. Once you ane able 1o acoess your dashbaoard, you will be
abbe 1o associate 10 additonal pharmacies, All fiekts isted below are required uless olhemwise ndicated,

Pharmacy Information (al least one idenbiier is required)

ZpCode |and | | DEA NEL] | HCPDP

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 85 of 238
Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

8.3 Pharmacy Search Results

Pharmacy Search

Ty icfesnitify thee pharmacy you represent, please complete the Nields below and press Search, OnCe you are abie o SCCESS your dashboard, you wil be
abie o associale o additional phamacees. All fields ksled beiow are required umbess ofthenwise indicaled.

Pharmacy Information (af ieast one ideniifier is required)

A NPl 3456789

10001 | and DEA,

I e search resulls have returned your record, please highlight the row and press Submit. if you do nol see your recond, please iry your search again of
contact the Glozapne REMS Program for assstance.

Pharmacy Naimse Pharmscy fddiess
423 Main Sxreet, Tampa FIL 318614

Showing 1 of 1 eninies

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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8.4 Pharmacy Staff Intake

Pharmacy Staff Intake

Tor enrcl 3% 3 phafrmacy S in the Clozagine REMS Progriem, pledse complete ihe form below and press Next. Once enolled, you will recee an
enfoliment confirmation via your contact preference. All fieids ksted beiow are required unless olhensvise indicated.

Pharmacy Staff Information

| First Name |

Last Namo |

| Email Address |

Phone : | Ext l[ﬂpt-] |

Fax (opt) '

- Contact Preference — v |

e [

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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8.5 Pharmacy Staff Attestation

Summer Hogan ~

CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources  Support

Start  Intake  Attestation
Pharmacy Staff Attestation

To complete the pharmacy staff enrollment for Summer Hogan into the Clozapine REIMS Program online, please review the attestation section below to

provide your acknowledgement along with signature and signature date.

As a pharmacy staff, | attest to the following Clozapine REMS Program requirements:

Pharmacy Staff can access the Clozapine REMS Program online at www.clozapinerems.com to complete the following:

« Enter an absolute neutrophil count (ANC) result for a patient
« Verify a patient is enrolled in the Clozapine REMS Program
« In an outpatient pharmacy:

« Obtain a "Predispense Authorization" (PDA)'? or

« Provide a "Dispense Rationale”

« In an inpatient pharmacy:
« Complete an "Eligibility Check”

For online access to perform the above tasks, you must enroll by creating an account.

'Inpatient pharmacies do not need to obtain a PDA.
2Qutpatient pharmacies with a pharmacy management system that supports electronic communication with the Clozapine REMS Program using established

telecommunications standards do not obtain a PDA via the Clozapine REMS Program Website.

By enrolling, you agree not to share your credentials for the Clozapine REMS Program Website or allow others to sign in to the website using

your credentials.

As part of your enrollment, you must select the certified pharmacy location(s) where you fill and/or dispense clozapine. It is your responsibility to

update this information as necessary.

By checking this box, | hereby state that all of the information | have submitted is truthful and accurate.

Signature: Must match First and Last name (see above) Signature Date

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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8.6 Pharmacy Staff Confirmation

Enroliment Confirmation PR T |

+" You have now enrolled in the Clozapine REMS Program.

Below 15 your Clozapine REMS Program Enroliment D, Please retain Bis infommation for your records
Enrollment ID: HCP123456789

T return o your dashboard for ofher activitkes, please use the My Dashboard bution at the lop of the page. If you have completed your session for oday,
SIFnPlY Clese Your Dhowser.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9. Knowledge Assessment for Healthcare
Providers

Note: The Clozapine REMS Knowledge Assessment for Healthcare Providers pages below
are for prescribers, prescriber designees, and authorized representatives.

9.1 Knowledge Assessment for Healthcare Providers
Landing Page

Summer Hogan ~
CLOZAPINE REMS
The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Start  Infake  Education Assessment JTSWT=TUREEE.N ARl IS [

Clozapine REMS Knowledge Assessment for Healthcare Providers  w=

You are now going to review questions that will test your knowledge of appropriate use and administration of clozapine. To be certified in the Clozapine

REMS Program you will need to answer ALL questions correctly. Please select the best option for each question.

You will have a maximum of six attempts to pass the assessment. After three unsuccessful attempts, the education program is required to be reviewed
again before retaking the knowledge assessment. After six unsuccessful attempts, your access to retake the knowledge assessment will be suspended

and you will need to contact the Clozapine REMS Program to reinstate your ability to complete the knowledge assessment.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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9.2 Knowledge Assessment Question 1

Knowledge Assessment

All clozapine products are only available under the single shared Clozapine REMS Program.

o A True
. B.Faise

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Page 91 of 238
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9.3 Knowledge Assessment Question 2

Knowledge Assessment

QUESTION 2

Clozapine is associated with severe neutropenia, which can lead to serious infection and death.
@ B. False

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Clozapine REMS Program_Website_Screen_Captures
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9.4 Knowledge Assessment Question 3

Knowledge Assessment

Severe neutropenia is defined as:

J A A white blood cell count (WBC) less than 2000/L
./ B_An absolute neutrophil count (ANC) less than 1000/uL
/ C_An absolute neutrophil count (ANC) less than S00/uL
. D. None of the above

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9.5 Knowledge Assessment Question 4

Start Intake  Education

Knowledge Assessment

QUESTION 4

Before initiating treatment with clozapine:

_A_A baseline absolute neutrophil count (ANC) must be at least 1000/pL for a patient with documented benign ethnic neutropenia (BEN)
_ B.Abaseline absolute neutrophil count (ANC) must be at least 1500/pL for a patient who is part of the general population (i.e., the patient does not

have documented BEN)
. C. A baseline absolute neutrophil count (ANC) is not necessary
. D.BothAandB

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9.6 Knowledge Assessment Question 5

Knowledge Assessment

[ QUESTION 5 |

Before clozapine is dispensed to a patient, a certified prescriber must:
~ A Determine if the patient has documented BEN

. B. Enroll the paient in Clozapine REMS Program

. C. Counsel the patient/caregiver about the risk of severe neutropenia

. D. Order blood work to obtain an ANC

. E Review the ANC and submit it to the Clozapine REMS Program
. F. All of the above

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9.7 Knowledge Assessment Question 6

Knowledge Assessment

In the outpatient setting, prescribers must submit the ANC to the single shared Clozapine REMS Program before the patient can be dispensed
clozapine.

A True
» B Faise

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9.8 Knowledge Assessment Question 7

Knowledge Assessment

Before clozapine can be dispensed, a pharmacist in an outpatient pharmacy must:

A, Verify the patient is enrolled in the single shared Clozapine REMS Program

_ B. Verity the prescriber is certified in the single shared Clozapine REMS Program

. C. Verify the ANC is acceptable or verify the prescriber has authorized continuing freatment if the ANC is abnormal
. D.Obtain a “Predispense Authorization™ each time from the Clozapine REMS Program

. E. All of the above

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9.9 Knowledge Assessment Question 8

Knowledge Assessment

How much clozapine can be dispensed?

. A A 30-day supply
B. A 90-gay supply
_ €. As much as the patient wants or the insurance will pay for
_ D It gepends when the patient's next biood draw is according to the monitoring requirements Dispense enough medication to treat the patient with
clozapine until the next biood draw/ANC or as directed by the prescriber

Next

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9.10 Knowledge Assessment Question 9

Regarding patients with documented BEN, which of the following statements are true?

A Patients with BEN have a different clozapine treatment algorithm and monitoring requirements
_ B. Patients with BEN are healthy and do not suffer from repeated severe infections

. C. Patients with BEN are NOT at increased risk for developing clozapine-induced neutropenia

D. Before starting clozapine, additional evaluation may be needed to determine if baseline neutropenia is due to BEN. Hematology consultation may
be necessary

 E.All of the above statements are true

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9.11 Knowledge Assessment Question 10

Knowledge Assessment

If a new patient's baseline ANC is within the normal range. how should the ANC monitoring schedule proceed?

A_Weekly from Initiation to discontinuation of therapy

- B Weekly Trom initiation o & months; every 2 weeks from 6 to 12 months; monthly after 12 months
C. Monthly from initiation to discontinuation of therapy

- D No additional ANC monitoring is required if the patient's baseiine ANC is within the normal range

MNext

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9.12 Knowledge Assessment Question 11

Start Int

Knowledge Assessment

QUESTION 11

If a patient's ANC indicates mild neutropenia, which of the following statements is true?

_ A. ANC monitering should be conducted three times weekly until ANC 2 1500/uL if the patient is part of the general population (i.e., if the patient
does not have documented BEN)

_ B. Mild neutropenia is within the normal range for a patient with documented BEN

_ C. If the patient has documented BEN, ANC monitoring should be conducted: weekly from initiation to 6 months; every 2 weeks from 6 fo 12
months; monthly after 12 months
. D. All of the above

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9.13 Knowledge Assessment Question 12

Start

Knowledge Assessment

QUESTION 12

If a patient's ANC indicates moderate neutropenia, which of the following statements is true?

. A Treatment should be continued regardless of whether the patient is part of the general population or has documented BEN

. B. If the patient is part of the general population (i.e_, if the patient does not have documented BEN), interrupt therapy and conduct ANC
monitoring: daily until ANC = 1000/pL; three times weekly until ANC = 1500/pL; weekly for 4 weeks; then return to the patient's last
"Normal Range" ANC monitoring interval

C. The ANC monitoring schedule is the same regardless of whether the patient is part of the general population or has BEN

Q

. D. None of the above

Next

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9.14 Knowledge Assessment Question 13

Knowledge Assessment

QUESTION 13

If a patient's ANC indicates severe neutropenia, which of the following statements is true?

. A. Treatment should be interrupted regardless of whether the patient is part of the general population or has BEN and a hematology consultation
should be considered; resume treatment only if the prescriber determines that the benefits of clozapine therapy outweigh the risks

. B. Ifthe patient is part of the general population {i.e if the patient does not have documented BEN), interrupt treatment and conduct ANC
monitoring: daily until ANC = 1000/pL; three times weekly until ANC = 1500/pL

_ C. The patient may still be rechallenged with clozapine at the discretion of the prescriber

_ D. All of the above

Next

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9.15 Knowledge Assessment Confirmation — Success

Knowledge Assessment Results

" Congratulations! You have now completed the assessment.

You answered all the questions comeclly and Rave passed the assEssment. Piease press the Next bulton to complele your cenificabion.

Knowledge Assessment Code: A-1636-D098-1E12
All clozapine products are only available under the single shared Clozapine REMS Program. l
v A True

Clozapine is associated with severe neutropenia, which can lead to serious infection and death.
v A Te

Severs Neutropenia is defined as:

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9.16 Knowledge Assessment Confirmation — Not
Successful

Knowledge Assessment Results

We're sorry, you did not pass the Knowledge Assessment.

Below Is a summary of your responses. We recommend vou review the Clozapine and e Risk of Neutropenia. A Guide for Healthcare Providers again
before you attempt 1o retake the Knowledge Assessment Once you feel your review & complete, please use ihe Retake Assessmaent button below to
DEgin yOur assessment again

All clozapine products are only available under the single shared Clozapine REMS Program. I
v A Tre

Clozapine is associated with severs neutropenia, which can lsad to senous infection and death.
XB rase

Severs neutropenia is defined as:

ATTEMPT
Ei!SISSI

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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10. Patient Enrollment
10.1 Patient Intake

My Dashboard

Patient Intake

To enroll your patient in the Clozapine REMS Program, please complete the form below and press Next. Once the patient enrcliment is complete, you
will receive an enroliment confirmation via your contact preference. All fields listed below are required.

Patient Information

‘Flrst Mame ‘

‘ Last Mame ‘

‘ Date of Birth (MMDDAY YY) ‘

o |
— Gender - v
e .
- Patient Group - v @ Groups can be used 1o cstegorize your

patients.

Does the patient have Benign Ethnic Neutropenia (BEM)?

- Please Select - v

owen

For additional information about the Clozapine REMS Program, please call 844-267-B678.
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10.2 Patient Lab Intake
CLOZAPINE REMS

e e il it T s 1 e e — 0 Wb S
The Single Shared System for Clozapine
Mo Blood, No Drug™ Home  Prestribel  Phasmacy  Patent  Resowrces  Suppon

i-.lhu-' Wy Dashboand

Start Intake Lab Info ZELE]

Lab Information

The Treatment Siatus and Monionng Frequency for the patient have been defaulied based on program rules. IT you need to change the values,you may
do 50 in the fields provided below. Additionally. I you have lab mformation you may enter it now, olhersise. please press Next 1o conlinue

Jackie Collins

Lab Entry

Biood Draw date None None MNone
ANC Value (per pl)
It you don't have an ANC Value, but want 1o caiculale an ANC Value ANC Level (per ) () None None Naine

based on WBC. pkease click on the calculator buthon.

Treatment Status

Monitaring Frequency

| attest that the patient 5 lerminally ilin hospice care and monitoring can be reduced per the labe|

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Teemns of Use | Sie Wap | FACHE | Contact Us

Note:

The Add Lab page allows the user to enter Patient Lab Information. Options available for Treatment
Status include:

1 — Active

1 — Interrupted

1 — Discontinued
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10.3 Patient Lab Intake with Treatment Rationale

CLOZAPINE REMS S

The Single Shored System for Clozopine
Mo Blood, Mo Drug™ Home  Prescribed Pharmaty  Patient  Resources Suppon

Stxl Intake  Lab mﬁ::-m

Lab Information

The Treatment States and MMonboing Fresquendy for the patieal hawe Deen 0eTiunen Dased on program fukes. Ifyou need 10 Change Me vaes, Tou ma
40 50 In the Neids piovided Delow. Adamonally. 1 you have lab nfimation yeu may enter [ now, oiherwse, please press Mead 10 (onnue

Jackie Collins

Lab Entry

Biposd Cuvars: cabe heona Mors More

ANT Yalue (per ul)
If you Gon have an ANC Vakse. but want 1o caiculate an ANC Vialue ANC Luval jpas i} ) None Hors Hone

based on WEBC, please Click on the calutalor bulhon

e

Maddy Lab

Traatmient Status

Actree ¥

Treatment Rationale Treatment Ratonale Duration
|

Piease Sebect " ~Fease Select-

| S TRt Ing palen? 5 Merminaly BN ROSpCe Care and Monionng Can Deé reouced per e Wbl

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Provacy | Tarrss of Usa | S8 Mag | FACS | Contact Us

Note:

The Add Lab page allows the user to enter Patient Lab Information.
1 — Options available for Treatment Status include:

a. Benign Ethnic Neutropenia (BEN) Patient

b. Benefit Outweighs Risk

2 — Treatment Rationale Duration

a. Until next ANC Lab
b. Until (MM/DD/YYYY)
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10.4 ANC Calculator

ANC Calculator X

WEC count [x10%mm®) Segs {%) Bands (%) ANC walue [per pL}

WEC count [x107mm?) Heutrophils (%) ANC vaiue [per pL)

ROTE:

For 'WHC count. dats thouid e erfersd n decrmnal format dn vaiue of 4300 shouid be erened a4 31
Fex Sagn, Bancs, or Neutrophie, data shouid be erdered withoul percant sgn {20 shoud be srtered o 20
I the ARIC vaiuy i Sepulated with & valus, the same value it pogulatied in e ANC vaius fisd on P fom

Soutcs: Mosty's Disgnoase and | ¥ Tnae et

el 2000 Whits Seoced coll count isfd e eria, fage 0
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11. Stakeholder Profiles

Note: Stakeholder profiles are accessed via the drop-down next to the signed-in user’s name at the
top of every page.

11.1 Prescriber Profile

Last Name | Hogan

Credentials | M.D.

Clinic | Practice Name | Joey's Cilnic

Address [ 4 Main Strast

Address 2 | Suite 123

First Name /Ml [ Summer | [a]
|

B

|

l

|

|

City | New York

State / Zip Code  [[NY B 1001 |

Phone /Ext | 5556566556 | [ Extiont) |

Fax | 6555564444 |

Contact Preference | Email E

DEA | AB123456789 |

wei  [[123456768 |

My Certification

Certification ID: HCF123456780 =

"L Education Program
canon

For additional information about the Clozapine REMS Program, please call B44-267-867T8.
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11.2 Prescriber Designee Profile

My Profile

My Information =l

FirstName | Summer |

Last Name | Hogan ]

Phone / Ext | 555-555-5565 || Extiopt) |

Fax | 555555-4444

Contact Preference [ Email l

My Certification

Certification ID: HCF 123456789 =

L education Program
Cancel | Save |

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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11.3 Authorized Representative Profile

My Dashboard

My Profile

My Information

First Name | Summer |

Last Name ‘ Hogan ‘

Position/Title \ R PH -

Phone / Ext | 555-555-5555 | Ext (opt)

Fax |555-555-4444 ‘

Contact Preference  Email v

™ Education Program
= Clozapine REMS Knowledge Assessment for Healthcare Providers

™ Knowledge Assessment Answer Guide

Cancel

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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11.4 Chain Headquarters Pharmacy Authorized
Representative Profile

My Profile

My Information

First Name
Last Mame
Position / Title
Phone / Ext
Fax

Contact Preferance

'ﬂ Education Pregram

[ Summer

[ Hogan

| RPH

| 555.-555.5555

| | Ext(opt)

| Email

o = B =

Canced swe

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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11.5 Chain Headquarters Pharmacy Profile

Note: The chain headquarters pharmacy authorized representative will have two options
via the drop-down next to the signed-in user’s name at the top of every page; one for My
Profile (authorized representative profile above) and Chain Headquarters Pharmacy Profile

(below).
CLOZAPINE REMS -
The Single Shared System for Clozopine

Mo Blood, No Drug™ Home Prestrber Pharmacy Paten!  Resources  Important Safely Information  Support

Chain Headquarters Pharmacy Profile

Chain Headquarters Pharmacy Information m

Chain Name
Address

Adadress 2

State F Zip
Phone / Ext
Fax

Chain ID CS5123

Chain Headquarters Pharmacy Certification

Certification ID: FAC5471595006 ™=

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Teema of Use | Sae Miap | Fa0s | Contact Us
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11.6 Pharmacy Staff Profile

My Profile

My Information -

FirstName | Summer I
LastName | Hogan |
Phone/Ext | 585-555-5585 || Extlopt) |

Fax | 555-555.4444 ]

Contact Preference | Emal I

My Enroliment

Enrollment ID: HCP123456780 =
cance

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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12. My Account

Note: My Account pages are accessed via the drop-down next to the signed-in user’s name at the
top of every page.

12.1 Forgot Username

Username Password Sign in

Forgot Username

Please enter your credentials in the spaces provided below. Your username will be sent to the email you registered on file with the Clozapine REMS
Program.

| First Name |

| Last Name |

| Email Adaress |

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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12.2 Change Username

My Dashboard

Change Username

To change your username, please provide your new username below. The information you provide for your username must be unigue within the
Clozapine REMS Program Website.

UserName

|| Use Email Address as Username =) Suggest Username

Change Password
Change Email Address

Cancel

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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12.3 Change Username Confirmation

Change Username

»" Your username has been successfully saved.

To change your usemame, please provide your new usemame below. The information you provide for your usemame must be unigue within the Clozapine
REMS Program Website

Username

[ Use Emall Address as Usemama (% Suggest Usemami

Change Passenrd
Charge Erad Addross

e I

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 118 of 238
Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

12.4 Change Password

Change Password

To change your password, please compiete the Telds belw.

| Oid Password

|- MNew Password

| Confirm Password

Crangs Uskmans
Charge Erad dddress

o

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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12.5 Change Password Notification

My Dashboard

Change Password

A Your Password needs to be changed.

To change your password, please complete the fields below.

‘ Old Password |

| New Password |

‘ Confirm Password ‘

Change Usemame
Change Email Address

. - |

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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12.6 Change Password Confirmation

Change Password

" Your password has been successfully saved.

| Oid Password

| New Password

| Confirm Password

Crangs Usimame
Changs Frad dddess

e

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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12.7 Change Email Address

Change Email Address

Tio change your email address, please complele fhe fieids below.

| Email Address

[ Confirm Email Address

Changs Usemans
Glios P

e I

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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12.8 Change Email Address Confirmation

Change Email Address

" Your email address has been successfully updated. A verification email has been sent to
<email address>, Please use the link within the email to confirm this change.

To change your email address, please complele e fields below.

| Email Address

| Confirrn Email Addrass

e

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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13. Patient Groups
13.1 Manage Groups

CLOZAPINE REMS

The Single Shared System for Clozapine

PRI ED My Dashboard

No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources  Support
Alerts | Notifications® Patients Designees = Manage Groups
The table below contains all of your patient groups. If you need to add a new patient group, please use Add Group | Search Q
the Add Group button
Group Name 4 Actions
Group A -- Please Select - r
Group B -- Please Select - v
Showing 1 to 2 of 2 entries «|dl» |10 ¥

My Dashboard

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us

Note:

The Manage Groups page will include a list of all groups the prescriber or designee has created for
themselves. The actions the prescriber and designee can take are:

1 — Add Group — will take the user to the Add Group page

2 — Change Group Name — will take the user to the Edit Group page

2 — Remove Group — will take the user to the Remove Group page
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13.2 Add Group

My Dashboard

Add Group

To add a new group, please specify the group name below and press Submit. You can add a patient to the group by accessing the patient's profile

Group Name

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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13.3 Change Group Name

Change Group Name

To change the group, simply il e group name: in e Niekd below and press Submit.

Group Name | Group A

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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13.4 Remove Group

Remove Group

To remove the group below simply press Remowve; othensise, press Cancal to return to Manage Groups.

Gioup Name: Group &

For additional information about the Clozapine REMS Program, please call 844-267-8678,
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13.5 Remove Group Warning

A Warming

Patients are cuvently Bssigned 1o the Goup You ane remosing
\ould you like to reassign all e patients 1o a new group?
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13.6 Reassign Patients

Reassign Patients

Please seder! the new group below and press Submit Hearch a

Group Name: - Please Saelact - -

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 129 of 238
Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

14. Dashboard
14.1 Dashboard Alerts and Notifications
14.1.1 Dashboard Alerts

Note: Alerts will be displayed for all stakeholders. The Alerts and Notifications tabs are common
across all stakeholders.

My Dashboard

Alerts‘ Noﬁﬁmﬁonéﬁ“ Patients H Designees H Manage Groups

All program alerts are listed below. Please use the link within the alert to take the necessary action to satisfy the alert.

Search Q
Alert Date A Alert Category Alert Reference Name Alert Subject
091052013 Designee/Pharmacy Staff Hogan, Summer Designee Determination

Showing 1 to 1 of 1 entries «I1|» 10 v

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.1.2 Dashboard Notifications

Note: Notifications will be displayed for all stakeholders. The Alerts and Notifications tabs are

common across all stakeholders.

Alertsi‘ Hoﬁﬁcaﬁonso‘ Patients H Designees H Manage Groups

All program notifications are listed below. Please select a notification and use the Acknowledge button to clear the notification.

Search Q

Notification Date 4 MNotification Category

Notification Reference Name

Motification Subject

| 09102013 Certification/Enroliment

Hogan, Summer

Certification Confirmation

Showing 1 to & of 6 enfries

«I1l» 10 v

Acknowledge

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.2 Prescriber Dashboard
14.2.1 Prescriber Dashboard Patient Tab Collapsed

‘ Alerts H Noﬁﬁca‘tionsa‘ Patients Designees H Manage Groups

The table below contains all the patients you have seen in the Clozapine REMS Program. If you do Enroll Patient [ Search Q
not find a patient, please use the Enroll Patient button to add the patient. A flagged row indicates a

National Non-Rechallenge Master File (NNRMF) patient.

First Name Last Name 4 poB Enroliment Group Relationship Actions
@ Mike Brown 05/01/2000 Enrolled Active | — Please Select - '
.@:- John Smith 05/01/2000 Enrolled Active | — Please Select — v |
Showing 1 to 10 of 18 entries & |ﬂ » (10 v |

% = NNRMF (National Non-Rechallenge Master File) patient

Far definitions of terms used on this page, click here.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.2.2 Prescriber Dashboard Patient Tab Expanded
CLOZAPINE REMS

The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home Prescriber  Pharmacy Paten! Resousces  Support

Alerts Motificat .l",'n Patients Designess Manage Groups .

The lable below contains all the patients you have seen in the Ciozapine REMS Program. IT you oo m Q
nol find a patenl, please use the Enroll Patient button lo add ihe patkenl. A Ragged row indicales a

Nabional Non-Rechallenge Masler File (NNRMF) patient

o at Mg Last Nasma & DO [ EFR T W oy Ha Litsurabeip A e g
=1 L [ ] Q%0 172000 Ereoies ALTiw o Paans Sabet L]
Fam PAT £41 2000800

Grendet Fermals e L E it cdlimarnit b -

WMEAE b

BEM ho Bood Drw 2ate WOLNT | OSOM201T | DOLO0NT

AN Lol (D L) 0 1500 0

v ] Jo T SPSI0 £ 20e00 [ LS5 TR ] Fleate Selat L]

For aptritond OF 1Ml LUl OF I DBl [HCh DR

For additional information about the Clozapine REMS Program, please call 844-267-8678.

ey | Taerrm of L | Se Map | FAH | Contaxt Un

Note:

The dashboard for the prescriber will include a list of all patients the prescriber is managing. The
actions the prescriber can take are:

For patients with an enrollment status of “Incomplete”, the prescriber can “Resume Patient
Enrollment”

1 — Enroll Patient — will take users to the Patient Intake page and through the patient enroliment
process

For patients with an enrollment status of “Enrolled”, the prescriber can take the following actions:
2 — Add Lab — will take the user to the Lab Information page

2 — Change Treatment Status — will take the user to the Lab Information page

2 — Change Treatment Rationale — will take the user to the Lab Information page

2 — View Patient History — will take the user to the Patient History page

2 — View Patient Profile — will take the user to the Patient Profile page

2 — Remove from Program — will remove the patient from the program
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3 — Options available for Dispense Rationale status include:

a. Active

b. Expired
c. Limit Reached

d. Not on File
4 — For definitions of terms used on this page — will pop-up the definitions on the page (see next

mockup)

November 2018 Page 134 of 238

Clozapine REMS Program_Website_Screen_Captures
Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

14.2.3 Definitions of Terms Pop-up

Summer Hogan =

CLOZAPINE REMS

e ————
The Single Shared System for Clozapine

My Dashboard

Neo Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support
Alerts thificationse Patients De5|gnee5 Manage Groups
The table below contains all the patients you have seen in the Clozapine REMS Enroll Patient Search Q
Program. If you do not find a patient, please use the Enroll Patient button to add
the patient. A flagged row indicates a Mational Mon-Rechallenge Master File
(NNRMF) ggtisnt
Treatment Status
(+) Pretreatment - new patient with no baseline ANC submitied who has not started clozapine v
Active - receiving clozapine at regular intervals consistent with their monitoring frequency
v
e Interrupted - clozapine usage has stopped temporarily pending next actions before resuming therapy or being permanently
) discontinued =
Discontinued - clozapine usage has stopped
o Enrollment Status M
o Enrolled (patients and pharmacy staff) - All enroliment requirements have been met =
Certified (for all other stakeholders) - All certification requirements have been met
o Incomplete - Requirements for enroliment or cerfification have not been met and must be continued u
o BEN Patient - Benign Ethnic Neutropenia (BEN) is a condition observed in certain ethnic groups whose average ANCs are =
lower than "standard" laboratory ranges for neutrophils. Because of this condition, patients with documented BEN have a
(4] separate ANC monitoring algerithm when treated with clozapine v
NNRMF - Patients were listed in the National Non-Rechallenge Master File (NNRMF) if a patient had a WBC less than 2,000/pL
o or an ANC less than 1000/uL. All patients who were listed in the NNRMF and all their lab data were transferred into the i
Clozapine REMS Program
(+] v
Show « Z2» (10 ~
L wallenge Master File) patients
For definitions of terms used on this page, click here.
For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | Terms ef Use | Site Map | FAQs | Contact Us
— —
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14.2.4 Add Lab, Change Treatment Status, and Change Monitoring
Frequency for Prescribers

CLOZAPINE REMS B

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Lab Information

The Treatment Status and Monitoning Frequency for the patient have been defaulled based on program rules. If you need 1o change the values, you
may do so in the flelds provided below

Joe M
Lab Entry
Bicod Draw date MNane MNone None
ANC Value (per pL)
It you don't have an ANC Value, but want to calculate an ANC Value ANC Level (per L) o None None None:

based on WBC, please click on he calculatorn button

go

Active v

| atest that the patient i erminally ilin hospee careé and MOoNRoNng can be reduced per the @bel

| attest that all ANC results for this patient in the past year were within normal limits per label and this patient has been on clozapine
Inerapy continuously Tor one year making them eligible for monthly monitoring

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | She Map | FAQs | Contact Us

Note:

The Add Lab page allows the user to enter Patient Lab Information. Options available for Treatment
Status include:

1 — Active

1 — Interrupted

1 — Discontinued
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14.2.5 View Patient History Lab History Tab

Patient History

Lab History Treatment Status History H Monitoring Frequency History H Dispense Rationale

| Display WBC

MName: Varsha Bhatia
Entry Date 4 Blood Draw Date ANC

DOCB: 05/01/2000
05/08/2017 05/08/2017 1500

Gender: Female
05/09/2017 05/08/2017 500
Showing 110 2 of 2 entries st « E| » |10 v

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.2.6 View Patient History Treatment Status Tab

Patient History

Lab History Treatment Status History Monitoring Frequency History H Dispense Rationale

Name: Varsha Bhatia Entry Date 4 Treatment Status Rationale Duration
DOB: 05/01/2000 — ohe
Gender: Female 05/00/2017 Active Benefit Outweighs Risk

Showing 1to 2 of 2 entries « m » (10 v |

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.2.7 View Patient Histor

Monitoring Frequency Tab

Patient History

Lab History H Treatment Status History Monitoring Frequency History Dispense Rationale

Name: Varsha Bhatia Entry Date 4 Monitering Frequency
DOB: 05/01/2000 051082017 Weekly
Gender: Female Showing 1o 1 0f 1 entries « Iﬂ 2 1 ¥ |

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.2.8 View Patient History Dispense Rationale Tab

My Diash bosid

Patient History

Lab History | Treatment Status History :. Monitoring Frequency History Dispense Rationale

Name: Jeft Bradley Pharmacy Hams & pate lssued Expiration Date
DOB. anensw First Care Phamacy DRTATO15 0NTE015
e S Scondale Frarmacy B5152015 057015

Showing 1802 of 2 enirles i1l | W ¥

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.2.9 View Patient Profile

Patient Profile

Patient Information [“eat |

First Name |— Chester |

Last Mame | Smith I

DoB | palosi1983

Zip Code | 85667

Gender | Male

Race | Caucasian

Group | Group B

BEN Patient Mo

NNREMF Patient  No

Patient Enroliment Information

Enroliment ID: FAT132456780 w=i

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 141 of 238
Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

14.2.10 Prescriber Dashboard Designees Tab
CLOZAPINE REMS

The Single Shared System for Clozapine

Ether Thomas ~ My Dashboard

No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Important Safety Information  Support

Alerts Nc-tifica‘ciconse Patients Designees Manage Groups l

The table below contains all the designees that are currently assigned or requesting approval from Add Designee ! SEATCH Q

you. If you need to add a new designee to your list, please use the Add Designee bution.

First Name Last Name & Certification ID Approval Status Actions

Don Herve HCP5414002422 Approved -- Please Select— ¥ 2

— Please Select—
Showing 1 to 1 of 1 entries Remove Designee & | 1| p——

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us

Summer Hogan +

The Single Shared System for Clozapine

CLOZAPINE REMS —

No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Alertso Not'!fic:ations0 Patients Designees Manage Groups

The table below contains all the designees that are currently assigned or requesting approval from Add Designee | Search
you. If you need to add a new designee to your list, please use the Add Designee button.

First Name Last Name 4 Certification ID Approval Status Actions

John Smith HCP5415021792 Approved -- Please Select-- ¥
Mark Brown HCP5414002422 Approved -- Please Select - ¥
Scoft Abbot HCP5627729340 Pending | - Please Select - ¥ |

Approve Designee |4 11| »

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us.

Note: The dashboard for the prescriber will include a list of all designees the prescriber is

associated to. The actions the prescriber can take are:

1 — Add Designee — will take the user to the Add Designee page

2 — Remove Designee — will take the user to the Remove Designee page
3 — Approve Designee — will take the user to the Approve Designee page
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14.2.11 Add Designee with Results

Add Designee

To add 3 designee, phease complede e Belds below and press Search, AN felds listed below are required unless olhervise indicaled

Designes nformation

| Tulqr | | Wihite | cun feation 10 fopt) .

Phone (opt) Fax {opi)

H the search results have refumed the designee you want o associate o, please select the row and press Submit. If you do nat see the designes you are
Iooking fof, please iy your Search again of contact e designee 1o ensure they Mne ceified in the program,

Finsl Hame Last Hame

Showing 1 of 1 enines
R - |

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.2.12 Remove Designee

Remove Designee

Removing this designee will revoike iheir ability to perform actions on your behald. To continue, please check the box below and press Submit.

Designea Name. Anantharaman Manickavasagam
Certification ID: HCP123456

I 1 herety remave this designee’s atility 1o perform actons on my behalf in the Clozaping REMS Program.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.2.13 Approve Desi

Designee Determination

This designee will act on my behalf in Tulfilling the requirements for the Clozagine REMS Program.

Designes Name. Jane Brown
Certification ID: HCP055254

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.3 Prescriber Designee Dashboard

14.3.1 Prescriber Designee Dashboard Patient Tab Collapsed

m_um’ Patients  Prescribers | Manage Groups

The table below contains all the patients you have seen in the Clozapine REMS Semch Q
Program. If you do not find a patient, select a prescriber from the Prescribers tab

and use the Add Patient Action to add the patient. A lagged row indicales a

National Non-Rechallenge Master File (NNRMF) patient.

\ Fust Name L ast Mame 4 poe Enromment Group Helatsonship Actions ‘
o Mie Beown 02012000  Ervoled Atve ~ Please Select — v
o John Sevny 05012000  Envoled Actve ~ Please Select - |
Snowing 110 10 of 18 entres «<1>» 10 *

P = NAFME (Natonal hon- Hectasenge Master | be | patent

For denions of lerms used on il paje. ciich hery

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.3.2 Prescriber Designee Dashboard Patient Tab Expanded
Summer Hogan ~ My Dashboard
CLOZAPINE REMS =

The Single Shared System for Clozapine
Neo Blood, No Drug™ Home Prescriber Phammacy  Patienl  Resources  Support

Alerts H:J:i'-':caric*.'rf'.0 Patients Prescribers Manage Groups

The table below coniains all the patients you have seen in the Clozapine REMS Saarch aQ
Program. i you do not find a patient, select a prescriber from the Prescoribers tab

and use the Add Patient Action to add the patient. A flagged row indicates a

National Non-Rechallenge Master File (NNRMF) patient

First Name Last Name + DOB Enroliment Group Relationship Actions
(- Mike Brown 050172000 Enrolied Active — Pleasa Select - v
Gender Famale P . Enroliment ID: PATS414000800
NNRMF: No ! 1 L 1
BEN No Siood Draw dae 10002017 | 05080017 | 10042017
ANC Level (parpl) a0 1500 <00
o Jobhn Smith D501 2000 Enrolied Actve ~ Please Select - v

For definibons of lerms used on s pape. Chck Do

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Uss | St kap | FAQs | Contact Us

Note:
The dashboard for the prescriber designee will include a list of all patients the designee’s
prescriber is managing. The actions the prescriber designee can take are:

For patients with an enrollment status of “Incomplete”, the prescriber designee can “Resume
Patient Enrollment”.

For patients with an enrollment status of “Enrolled”, the prescriber can take the following actions:
1 — Add Lab — will take the user to the Lab Information page

1 — Change Treatment Status — will take the user to the Lab Information page

1 — Change Treatment Rationale — will take the user to the Lab Information page

1 — View Patient History — will take the user to the Patient History page

1 — View Patient Profile — will take the user to the Patient Profile page

1 — Remove from Program — will remove the patient from the program

2 — For definitions of terms used on this page — the definitions will pop-up when “here” is clicked
(see next mockup)
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14.3.3 Definitions of Terms Pop-up

Dicfinition of Termms

Treatment Status

Pratrestrient - niew patient with nio baseline ANC submittad wha has not stansd clozapine

Active - recenang cozapine al regular mtervals consistent with their monilonng freguency

Interrupted - cloezapine vsage has stepped termporanly pending nest actions before resuming therapy er being permanently
dmesnbnued

Digeontinusd - elazagns usage ot slopped

Enrollment Status

Enrofled (patients and pharmacy siaff) - All enraliment requrements have besn mat

Certified (for all other stakeholders) - A1 certific ation requiremants have besn mes

Incomplate - Requraments for envaliment of cemificaton have not been met and must b continued

BEN Patient - Benign Efnic Meutropana (BEMN| 15 3 condsbon observed in cartam sthnie groups whoss average ANCs ars

lower than “standard” laboratory ranges from neutrophils. Because of this condition, patients with docemented BEN have a
saparate ANC monitoring algonthm when treated with clozaping.

WHRMF - Pabienis wers ksted in the Nabenal Mon-Bechallenge Master Fila [NNRMF) if 2 patient had a WEC less than 2 000/
HL o= an ANC less than 1000l All patients who were Ested in the NNREMF and al their lab dala wers transfamed inte tha
Glozapne REMS Program
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14.3.4 Add Lab and Change Treatment Status for Prescriber Designees
Summer Hogen = Dashboard
CLOZAPINE REMS

e e ML R o L e S A e
The Single Shared System for Clozopine
Mo Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Lab Information

The Treatment Status and Monitonng Frequency for the patient have been detaulted based on program rukes. If you need 1o change the vales, you
may 00 S0 In the Nelds provided Delow

Joe M
Lﬂh El‘lw Current Il|ghs,'-c_.l
Blood Draw date None Mone Mone
ANC Value (per yL}
If you don't have an ANC Value, bul want to calculate an ANC Value ANC Level (per L) (@) None None MNone

based on WBC, please Click on the calculator button

ga

M“we '

| atest that the patent is lenmnally ilin ROspIce care and Manitonng Can be reduced per the label

| attest that all ANC results for this patent in the past year were within normal limits per label and this patient has been on clozapine
Merapy continuously for one year making ihem eligible Tor monthly monitoring

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Provacy | Terms of Use | Site Map | FAGS | Contact Us J

Note:

The Add Lab page allows the user to enter Patient Lab Information. Options available for Treatment
Status include:

1 — Active

1 — Interrupted

1 — Discontinued
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14.3.5 View Patient History: Lab History Tab

Patient History

Lab History Treatment Status History H Monitoring Frequency History H Dispense Rationale

| Display WBC
Name: Varsha Bhatia

Entry Date 4 Blood Draw Date ANC
DOB: 05/01/2000 |
05/08/2017 05/08/2017 1500
Gender: Female
05/09/2017 05/092017 500
Showing 110 2 of2 entries il « E » [10 v

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.3.6 View Patient Histor

- Treatment Status Tab

Patient History

Lab History Treatment Status History

Mame: Varsha Bhatia

DOB: 05/01/2000

Gender: Female

Monitoring Frequency History H Dispense Rationale

Entry Date 4 Treatment Status Rationale Duration
05/08/2017 Active
05/09/2017 Active Benefit Outweighs Risk

Showing 1 to 2 of 2 entries

«E|» !10 v

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.3.7 View Patient History: Monitoring Frequency Tab

Patient History

Lab History H Treatment Status History Monitoring Frequency History Dispense Rationale

Name: Varsha Bhatia Entry Date 4 Monitering Frequency
DOB: 05/01/2000 051082017 Weekly
Gender: Female Showing 1o 1 0f 1 entries « Iﬂ 2 1 ¥ |

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.3.8 View Patient History: Dispense Rationale Tab

My Diash bosid

Patient History

Lab History | Treatment Status History :. Monitoring Frequency History Dispense Rationale

Name: Jeft Bradley Pharmacy Hams & pate lssued Expiration Date
DOB. anensw First Care Phamacy DRTATO15 0NTE015
e S Scondale Frarmacy B5152015 057015

Showing 1802 of 2 enirles i1l | W ¥

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Clozapine REMS Program_Website_Screen_Captures November 2018

Page 153 of 238
Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

14.3.9 View Patient Profile

Patient Profile

Patient Information -

First Mame I Chester I

Last Name |Smiﬂ1 l

DOB [ 03/05/1983

Zip Code | 85667

Gender I Male

Race | Caucasian

Group | Group B

BENM Patiant Mo

MNRMF Patient Mo

Patient Enroliment Information

Enroliment ID; PAT132456780 w

For additional information about the Clozapine REMS Program, please call 844-267-8678,
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14.3.10 Prescriber Designee Dashboard Prescribers Tab
CLOZAPINE REMS DonHerve~ iy pashboard

e
The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Alerts Notificationso Patients Prescribers Manage Groups

The table below contains all the prescribers that you are currently a designee for. If you Associate to Prescriber | Search Q |

need to be a designee for a prescriber not in your list, please use the Associate to

Prescriber button.

First Name Last Name & (Certification 1D Approval Status Actions ‘

Ether Thomas HCP5414006589 Approved | — Please Select — v 2
— Please Select —

Showing 1 to/'1 of 1 enfries Remove Designee Relationship 10 v,

Add Patient

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us

CLOZAPINE REMS Summer Hogan~ wy pashboard

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources  Support

Alerts Notifications® Patients Prescribers Manage Groups

The table below contains all the prescribers that you are cumrently a designee for. If you Associate to Prescriber Search Q

need to be a designee for a prescriber not in your list, please use the Associate to

Prescriber button

First Name Last Name &  Certification ID Approval Status Actions

Hetal Diwan HCP5405480914 Pending \ -- Please Select - v ‘
3

Cancel Designee Request fi | p—pp—

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us

Note: The dashboard for the prescriber designee will include a list of all prescribers the designee is
acting on behalf of. The actions the prescriber designee can take are:
1 — Associate to Prescriber — will take the user to the Associate to Prescriber page

2 — Remove Designee Relationship — will take the user to the Remove Designee Relationship page
2 — Add Patient — user can add a patient using this option

3 — Cancel Designee Request — will take the user to the Cancel Designee Request page
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14.3.11 Associate to Prescriber

My Dashboard

Associate to Prescriber

To associate a prescriber, please complete the fields below and press Search. All fields listed below are required unless otherwise indicated.

Prescriber Information (at least one identifier is required):

!First Name Last Name ‘ and ‘ DEA or ‘ NPI

| Phone (opt)

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.3.12 Remove Designee Relationshi

Remove Designee Relationship

T remave yeur relationship with his prescriber, please check the box below and press Submit,

Prascriber Mame: Summer Hogan
Refationship Status: Approved

I I iveredy remave my retabionship with thes prescribser and understand Mat | wil no lnger ave the ability (o perlonm achions on Meir belalf in the
Cilozapine REMS Program.

e

For additional information about the Clozapine REMS Program, please call 844-267-8678,
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14.3.13 Cancel Desighee Request

Cancel Designee Request

To cancel the approval request 1o act on behalf of this prescriber, pleass check the bok below and press Submit,

Prescriber Mame: Summer Hogan
Relabonship Status: Pending

I I hereby cancel my request 1o act on behalf of his prescriber in the Clozapine REMS Program.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.4 Pharmacy Dashboard — Inpatient Pharmacies
14.4.1 Inpatient Pharmacy Dashboard Pharmacies Tab

CLOZAPINE REMS - e

The Single Shared System tor Clozapine
Mo Blood, Mo Drug™ Home Prescriber Pharmacy Palient  Resources  Support
Alerts MNotifications Pharmacies Pharmacy Staff
Piease search for your pharmacy in the lablke below and lake the appropriale action. If you do mat Add Pharmaey a

S8 YOUT PRANMAcy listed, please use Add PRammacy Dution 10 200 the pRarmacy to me list

Pharmacy Nami Addiess Pharmacy Ty Certication iD Cemification Status *  Actions

4343 n scofisdale rd,
2hy shay iy BURKEVILLE. Virgirea Inpabenl FACES13173502 Certfed Flease Select L
23822

4343 n seoisoale rd

Test Pharma PHOENIX. Anzona Inpabent FACEL133824T  Corided | ~ Please Salect - .
2

Hemowe Pharmacy
Wi Uipdate Phamnacy Profile
4343 n scofisdale rd Add L ab

Ikea Ire FHOENIX, Anzona Culpatent FACE413837608  Carited Eligibility Check
pS0SL Receify Phammacy

43473 noimn sconsdse
JC PEnmy PHOENIX, Afizona Cutparen FACS413634242  Canted — Pleass Saleer — r

BI0SA

4243 n scofsdals rod

O Tata PRarma LAMSING, Michigan Coutpanen FACE414118715  mcomplate - Please Salect - L 3
48815
4343 N scoliscale m

& Sharma Phama LANSNG, Michigan Chutpartsm| FACES 14119040 ncomp e - Plgase Salect - L
48912

Agdress, SCOTTIDALE
Q' Irpatant Inpabent FACEA14TEZIS0  mcomplaie - Pleass Sslect — v
Asizona AS250

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Tems of LIee | Sie Mag | FACs | Contallus

Note: The dashboard for the authorized representative of inpatient pharmacy will include a list of
all pharmacies the authorized representative is managing. The actions the authorized
representative can take are:

1 — Add Pharmacy — will take the users to the Pharmacy Intake page and through the pharmacy
certification process
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For pharmacies with an enrollment status of “Certified,” the authorized representative can take the

following actions:

2 — Remove Pharmacy — will take the user to the Remove Pharmacy page

2 — View/Update Pharmacy Profile — will take the user to the Pharmacy Profile page

2 — Add Lab — will take the user to the Add Lab

2 — Eligibility Check — will take the user to the Eligibility Check page.

2 — Recertify Pharmacy — will take the user to the Pharmacy Recertification page

3 — For pharmacies with an enrollment status of “Incomplete,” the authorized representative can
“Resume Pharmacy Certification”
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14.4.2 Add Lab
Note: This Add Lab page is displayed for both Inpatient, Outpatient pharmacies on- and off-switch.
L5 My Dashboard

Add Lab

To add lab information for your patient, please complete the fields below and Submit. All fields listed below are required unless otherwise indicated.

Patient Information

‘ First Name ‘

‘ Last Name ‘

‘ Date of Birth ‘

lZip Code ‘ (7]

Add Patient Lab

If a patient's zip code is unknown, enter the
pharmacy's zip code instead.

‘ ANC value per microlitre ‘

‘ Blood Draw Date ‘

Dispensation Information (optional)

‘ Date of Service (opt) ‘ (%)
| -- Manufacturer -- v |
— NDC# Number — v

| Days Supply (opY) |

‘ Quantity (opt) ‘

At least one identifier is required

| Prescriber DEA ‘

‘ Prescriber NPI ‘

-

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.4.3 Add Lab — Successful

Patient's leb results were successiully saved.
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14.4.4 Add Lab — Unsuccessful

Unsuccessful due to invalid entry. Please recheck
information and resubmit.
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14.4.5 Eligibility Check

Note: This Eligibility Check page displayed is for Inpatient Pharmacies.

My Dashboard |

Eligibility Check

To getermine if the safe-use condilions have been met far your inpatient fo receive clozapine, please complete the Elgibilily Check information below
and Submit If you have lab infarmation for your patient, you may enter it here. The result of the Eligibiity Check will be displayed after the information is
Subrmitted. Al fields Ested Delow are required unkess olhenyise indic ated.

Patient Information

First Name
Last Name
Date of Birth
Zip Code Q
; If a patient’s zip code is unknown, enler the
pharmacy's zip code instead.
Add Patient Lab {optional)

ANC value per microlitre {(opl)

Blood Draw Date (opt)

Dispensation Information (optional)
Date of Service (opt) @
— Manufaciurer - v
NOC#H Number L

Days Supply (opt)

| Quantity (opl)
At least gne igentifier is required

Prescriber DEA

| Presciiber NP1

o

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.4.6 Eligibility Check Result — Successful
CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Eligibility Check Result

" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous

Blood Draw date 04/20/2017 Mone
ANC Level(peryl) @ 1500 None
Name Summer H Lab Status Lab was Saved
DOB For further assistance with this patient's eligibility, please

contact the patient's prescriber.

-
Patient’s Lab History
For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | Terms of Use | Site Map | FACs | Contact Us
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CLOZAPINE REMS —

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Eligibility Check Result

" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous

Blood Draw date 04/20/2017  None
ANC Level(peryl) @ 1500 None
Name Summer H Lab Status Lab was Saved
DOB For further assistance with this patient's eligibility, please

contact the patient's prescriber.

-
Patient’s Lab History
For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | Terms of Use | Site Map | FAGs | Contact Us
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14.4.7 Eligibility Check Result — Successful with warning message
S e Dashboard
CLOZAPINE REMS

e = e e ——— ey
The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Eligibility Check Result

+” The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 0472002017 MNone
ANC Level (peryl) @ 1500 None
Name Summer H Lab Status Lab was Saved
DOB A Treatment Rationale currently exists for this patient and will

expire on 06/06/2018.

For further assistance with this patient's eligibility, please

contact the patient's prescriber.

=
Patient’s Lab History
For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | Terms of Use | Site Map | FAGs | Contact Us
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14.4.8 Eligibility Check Result — Unsuccessful
CLOZAPINE REMS

A
The Single Shared System for Clozapine

No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Eligibility Check Result

A Do not dispense clozapine to this patient.
Please call the Clozapine REMS Program at 844-267-8678 for more information.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 04/2042017  None
ANC Level (per L) o 1500 MNone
Name Summer H % The patient is not enrolled in the REMS Program. Please call

the Clozapine REMS Program at 844-267-8678 for more

DOB
information.

For further assistance with this patient’s eligibility, please

contact the patient's prescriber.

2
Patient’s Lab History -

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Lise | Site Map | FACGS | Contact Us

Note:
1 — The tool-tip next to this field will display this Monitoring Frequency text:

— For weekly monitoring frequency, the ANC submitted to the Clozapine REMS Program
must have been drawn* within 7 days prior to the Eligibility Check date.

— For every two weeks monitoring frequency, the ANC submitted to the Clozapine REMS
Program must be drawn* within 15 days prior to the Eligibility Check date.

— For monthly monitoring frequency, the ANC submitted to the Clozapine REMS must be
drawn* within 31 days prior to the Eligibility Check date.

*Assumes lab draw date is day O
2 — Patient’s Lab History — This button will take the user to the Patient’s Lab History page
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3
14.5 Pharmacy Dashboard — Outpatient Pharmacies

c LOZAP IN E REMS Summer HOan~ py pashibourd

The Single Shared System for Clozapine

Mo Blood, Mo Drug™ Home Prescriber  Pharmacy  Paflent  Resources  Support
Alerts Notifications Pharmacies Pharmacy Staff
Please search for your pharmacy In the table below and take the appropriate action. If you do net Add Pharmacy search a

see your pharmacy bsted, please wse Add Phammacy button to add the pharmacy fo the list

Pharmacy Name Address Pharmacy Typs Certhcation D Certfication Status ©  Actions

4347 n scolisdale o,
343 shay ku BURKEWILLE. Virgina Inpatient FACS413173502  Cerified — Pleass Selaot - .
23922

4341 n scalsdaia d,
Tast Phamma FHOEMIX, Anzona Inpianant FACS413316247  Cetifed —Plaasa Salact - T
35054

4343 n seotisdale rd,
lkra Inc PHENIX, Anzona Culpatamt FACAR413I6ITAOS Crhified — Please Selaci - L

85054

Remawve Pharmacy

WigalUpeate Pharmasy Profle
4343 norin scotscale Add Lah

JC Penny PHOENL, Anzona Olulpatiert FACS413634042  Cedified Dispanae Rationale
Recarhly Phanmary

85054

4343 nscotisdata id,
&) TalaPhama LANSING, Michigan Oulpatiant FACS414118T1E  Incomplete — Please Selecl - ' 3

HHEUS

4343 M seottsdals ri
& Sharma Phama LAMSING, Michigan Cuipatient FACS414119820  Incomoles -~ Pleass Select - v
48912

Address, SCOTTEDALE
@ Inpagent Inpatient FACS414TB2350  Incomples — Pleaze Salect - i
Arizona 85250

e 1s 0T

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Frivacy | Tarms of Lise | Sibe Man | FADs | Contact Lis

Note:

The dashboard for the authorized representative of outpatient pharmacy types will include a list of
all pharmacies the authorized representative is managing. The actions the authorized
representative can take are:

1 — Add Pharmacy — will take the users to the Pharmacy Intake page and through the pharmacy
certification process
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For pharmacies with an enrollment status of “Certified,” the authorized representative can take the
following actions:

2 — Remove Pharmacy — will take the user to the Remove Pharmacy page

2 — View/Update Pharmacy Profile — will take the user to the Pharmacy Profile page

2 — Add Lab — will take the user to the Add Lab

2 — Dispense Rationale — will take the user to Dispense Rationale page

2 — Recertify Pharmacy — will take the user to the Pharmacy Recertification page

3 — For pharmacies with an enrollment status of “Incomplete,” the authorized representative

can “Resume Pharmacy Certification”
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14.5.1 Dispense Rationale

Dispense Rationale

To request a Dispense Rationale 1or your patient, piease complete the information below and Submit. If you have [ab information for your patient, you
can enter it here. All fields listed below are required unless otherwise indicaled.

Patient Information

First Mame J

Last Name |

Date of Binth |

| ‘ If a patient's zip code s unknown, enler the

.2.’9 Code pharmacy's zip code mstead.

Add Patient Lab (optional)

:MIC valug per microire {opl)
Bilood Draw Date (opl)
Dispensation Information
Dale of Service {opt) | Q
- Manufaciurer — *
NECH Numbes v

Days Supply (op) |

Al least one wentifier s reguired

Prescrber DEA

Prescriber NPl

e

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Note: This Dispense Rationale page is displayed for outpatient pharmacies on- & off-switch.
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14.5.2 Dispense Rationale Result Screen — Success

My Dashboard

Dispense Rationale Result

«” The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 04/20/2017  None
ANCLevel (peril) @ 1500 None
Name Summer H Lab Status Lab was Saved
DOB For further assistance with this patient's eligibility,
it fiabar please contact the patient's prescriber.

Patient's Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.5.3 Dispense Rationale Result Screen — Success (After DR is issued)

CLOZAPINE REMS Bl ¥y Ds:hicard

The Single Shored System for Clozapine
Mo Blood, No Drug™ Home Prescriber Pnarmacy  Patient  Resources  Support

Dispense Rationale Result

«" The below patient is eligible to receive clozapine.

Lab @ Gt Provious Current Monitoring Frequency: Weekly

Blood Draw date D4/20r2017 MNone

BNC Level {per plL) o 1500 Mone
Mame Summer H i Prescriber not certified. Prescriber can certify at
s www.clozapinerems.com or call 844-267-8678.

A Current ANC 1s not on file.
Authorization Number

A Dispense Rationale currently exists for this

patient and will expire on 06/06/2018.

For further assistance with this patient's eligibility,

please contact the patient's prescriber.

=
Patient’s Lab History
For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privaty | Terms of Use | Site Map | FAGS | Contact Us
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14.5.4 Dispense Rationale Result Screen — Unsuccessful

CLOZAPINE REMS .

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Dispense Rationale Result

A Do not dispense clozapine to this patient.
Please call the Clozapine REMS Program at 844-267-8678 for more information.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 047202017 None
ANC Level (perpl) @ 1500 None
Name Summer H % Prescriber not certified. Prescriber can certify at
DOB www.clozapinerems.com or call 844-267-8678.

Authorization Number & Current ANC is not on file.

For further assistance with this patient's eligibility,

please contact the patient's prescriber.

L

Patient’s Lab History

Provide Dispense Rationale for this patient.

Cancel

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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14.6 Pharmacy Dashboard — Outpatient Pharmacies on
switch

My [rashboard

Alerts Motifications Pharmacies Pharmacy Staff \

Piease search Tor your pharmacy in the tabke below and take the appeopriate action. If you do not Search a
sE@ your phanmacy listed, piease use Add Phamacy bution 10 add the pharmacy 1o the lisk

Pharmacy N Addiess Phaimacy Type Cemification i)~ Cernification Status 4 Actiens
4343 n scofsdale ro,

ks shay i BURKEVILLE \irgirsa Inpatient FACE4131T3502 Cended ~ Please Selecl - v
nR

4343 n scoisdale ro,
Test Pharma FHOENI, Anzona Inpatent FACEQ1339G24T  Candeo ~ Plpasa Selec -- i
5054

4347 n scoftsdale rd,
lkeaing FHOENIDE Anzona Outpatent FACSS1363TEDS  Canded - Please Salect -
BE054

41T nom sconsdace,
JC Penmy PHOEND Arizona Dutparert FACE413804042  Cended
BI04

4343 n scoledale rd,
© Taia Pharma LANSING, Michigan Crulpaden FACES1ANMATIE  imcomplate
485

4343 N scoliscale
© Sharma Prama LANSING, Michigan Crutpaten FACE414119840  incomplets
48912

. SCOTT '
O  Irpavert m“ﬂ::ﬂ o Inpabent FACE414T82350  ncompame

Srowing 1 1o T of 7 anmes =« 1> 10w

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Note: The dashboard for the authorized representative of the on-switch outpatient pharmacy will
include a list of all pharmacies the authorized representative is managing. The actions the
authorized representative can take are:

1 — Add Pharmacy — will take the users to the Pharmacy Intake page and through the pharmacy
certification process
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For pharmacies with an enrollment status of “Certified,” the authorized representative can take the
following actions:

2 — Remove Pharmacy — will take the user to the Remove Pharmacy page

2 — View/Update Pharmacy Profile — will take the user to the Pharmacy Profile page

2 — Add Lab — will take the user to the Add Lab

2 — Predispense Authorization — will take the user to the Predispense Authorization page

2 — Dispense Rationale — will take the user to Dispense Rationale page

2 — Recertify Pharmacy — will take the user to the Pharmacy Recertification page

3 — For pharmacies with an enrollment status of “Incomplete,” the authorized representative can
“Resume Pharmacy Certification”
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14.6.1 Predispense Authorization

Predispense Authorization

Tor-getermine if e Sa0e-urse COnNDRnS Rinve Dien Me] K youl DEbend 10 fetene COXIORS, Ditdie COMpiels M Prediipenss AUTNGOZAl0n MITatn
betow and SubmE. I you Nave lab IorMation 107 your Patent. you My enier f here The resuats of T Pregspense ALENOATINGT will De asplayed
Aty e infnrmaton 5 subimibed AR Reics BRed Diod ane ieguesd unkess oifw-narte inddated

Patient Information

Firs! Name

Las! Mamrs

Tate of Barth

o B3 SR T ol ) NP SRR B
i Code o EANTRAL 4 1 S0 et

Add Patient Lab (optional)

ANC value es miciclbie (apl)
fhiood Draw Date fopt)
Predispense Authorization Request
Date of Service Q
- TABPAITAL TR -
NOCH Mumibee
s Supphy

Chuasniey

Al asl oo Bty 5 reguired

Presciber DEA

Dot WE

e - |
For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.6.2 Predispense Authorization Result — Successful

My Dashboard

Predispense Authorization Result

+ The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Previous
Blood Draw date 04/20/2017  None
Name Summer H Lab Status Lab was Saved
DOB
bzl Namber For further assistance with this patient's eligibility,

please contact the patient's prescriber.

Patient's Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.6.3 Predispense Authorization Result — Unsuccessful

CLOZAPINE REMS e

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Predispense Authorization Result

A Do not dispense clozapine to this patient.
Please call the Clozapine REMS Program at 844-267-8678 for more information.

Current Menitoring Frequency: Weekly

Current Previous
Blood Draw date 04/20/12017 None
ANC Level (perpl) @ 1500 None

Name Summer H ® Prescriber not certified. Prescriber can certify at

www.clozapinerems.com or call 844-267-8678.

DOB
i L & Current ANC is not on file.
For further assistance with this patient's eligibility,

please contact the patient's prescriber.

[

Patient’s Lab History
Provide Dispense Rationale for this patient.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us

Note:
1 — The tool-tip next to this field will display this text:

— For weekly monitoring frequency, the ANC submitted to the Clozapine REMS Program
must have been drawn™* within 7 days prior to the Eligibility Check date.
— For every two weeks monitoring frequency, the ANC submitted to the Clozapine REMS
Program must be drawn* within 15 days prior to the Eligibility Check date.
— For monthly monitoring frequency, the ANC submitted to the Clozapine REMS must be
drawn* within 31 days prior to the Eligibility Check date.

*Assumes lab draw date is day O
2 — Patient’s Lab History — This button will take the user to the Patient’s Lab History page.

3 — Provide “Dispense Rationale” for this patient — This check box will take the user to the
Dispense Rationale screen.
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14.6.4 Predispense Authorization Result — Success (After DR is issued)

My Dashboard

Predispense Authorization Resuit

" The below patient is eligible to receive clozapine.

Bl Pravicas Current Monitoring Frequency: Weekly
Blood Draw date 042002017  None
Name Summer H & Prescnber not certified. Prescriber can certify at
DOB www. clozapinerems.com or call B44-267-8678.
& Current ANC is not on file.
Authorization Number

A Dispense Rationale currently exists for this
patient and will expire on 06/06/2018.

For further assistance with this patient’s eligibility,
please contact the patient's prescriber.

Patient’s Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 180 of 238
Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

View Pharmacy Profile

Pharmacy Profile

Pharmacy Information -

Pharmacy Name [ Joey's Apothecary ]
Phammacy Type  Outpatient

Address | 1 Main Street |

Address 2 | Sulte 123 |

City | New York |

State / Zip Code [ NY !| 11001 |

Phone | Ext | 555-565-5555 | [ Extiopy |

Fax 1555555-“44 ]

NCPOP [ 1234867 |

DEA | AB123456789 |

NP | 123456769 |

Pharmacy Certification Information

Certification ID: HCF 123456762 =
Cancel ¥ Save

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.6.5 Remove Pharmac

Remove Pharmacy

Remaving this phammacy wil deactvate it from the Clozapine REMS Program. The pharmacy will no longer be authorized to dispense clozapine. To continue,
please chick the box below and press Submit

Pharmacy Name. Joey's Apothecary
Certification ID; PRS123456789

1 1 hereby remove this pharmacy from the Clozapine REMS Program.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.6.6 Recertify Pharmacy

Note: This Recertify Pharmacy page is displayed for Inpatient, Outpatient on- and off-switch
Pharmacies.

14.6.6.1 Pharmacy Recertification Wizard
Note: Users will be presented with a set of questions to recertify a pharmacy

CLOZAPINE REMS s

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Clozapine REMS Pharmacy Classification

Please complete the following questionnaire to ensure the correct pharmacy type assignment.

QUESTION 1

Does your pharmacy management system support electronic communication with the Clozapine REMS Program using established

telecommunications standards?

Yes
No

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 183 of 238

Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

Username Password

Clozapine REMS Pharmacy Classification

Please complete the following guestionnaire to ensure the correct pharmacy type assignment.

QUESTION 1A

Is your pharmacy affiliated with a chain pharmacy that is contracted with a pharmacy network provider?

@ Yes

@ No

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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Usemame Password

Clozapine REMS Pharmacy Classification

Please complete the following questionnaire to ensure the correct pharmacy type assignment.

QUESTION 1B

Is your pharmacy within a facility dispensing clozapine only to patients receiving inpatient medical care and other related services for
surgery, acute medical conditions or injuries (usually for a short-term illness or condition)?

® Yes
 No

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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Password

Username

Clozapine REMS Pharmacy Classification

Please complete the following questionnaire to ensure the correct pharmacy type assignment.

QUESTION 2

Does your pharmacy dispense clozapine only to patients treated on an outpatient or chronic basis? This includes, but is not limited to,

retail drug-stores, ambulatory care pharmacies, and pharmacies dispensing to long-term care, rehabilitation facilities and prison

systems.

o Yes
' No

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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Clozapine REMS Pharmacy Classification

Please contact your chain headquarters pharmacy authorized representative for assistance. If you are the authorized representative, or if you do not
know who the authorized representative is, please call the Clozapine REMS Program at 844-267-8678.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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Username Password

Clozapine REMS Pharmacy Classification

Please call the Clozapine REMS Program Contact Center at 844-267-8678 for assistance.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.6.6.2 Pharmacy Recertification — Intake
e
CLOZAPINE REMS

hhﬁm;_:m
Mo Blood, Mo Drug™ Home  Prescribit  Phammaey  Palent  Resources  Support

D o |

Pharmacy Intake

T Cefiy voud PRGacy peedss COmplete Me form Deiow and (VeSS Next Once Cemifea you wil redeive & CRmicanion confiomalon via e contact

£k Note: Your pharmacy type has been updated. Click here to change.

preference vou selecied dunng vour Authoriced Represenrtaiiee infake AJ Tields isted bolow are requered unle 55 othenwise ndicabed

Pharmacy Information

Pharmacy ldentifiers

FiEase provide 3 least one idenaner

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Proaney | Tarmm of Lina | Giw kisg | FAGS | Comiact L.

Note:

1 — After the user attempts all the questions during pharmacy recertification, the user will be
presented with the Pharmacy Intake page where the Pharmacy Type field will be disabled.

2 — If the user wishes to change the pharmacy type, then the user can click on the link and he will
have to re-take the recertification wizard.

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 189 of 238
Reference ID: 4376730



CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

14.6.6.3 Pharmacy Reactivation: Non-Chain Pharmacy
Note: If a pharmacy does not recertify within the certification window, the pharmacy will be
deactivated from the program. In order to return to the program, the pharmacy will be presented
with the screen below upon logging in to their dashboard. This screen applies to Non-Chain
Pharmacy only.

My Dashboard

Based on the information provided, we have determined that your certification was deactivated. Please use the Reactivate button to start your re-
certification.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.6.6.4 Pharmacy Reactivation: Chain Pharmacy

Note: If a pharmacy does not recertify with the certification window, the pharmacy will be
deactivated from the program. In order to return to the program, the pharmacy will be
presented with the screen below upon logging in to their Dashboard. This screen applies
to Chain Pharmacy onl

Pharmacies are required to renew their certification in the Clozapine REMS Program every two years. Our records indicate your pharmacy has not
recertified and therefore your certification in the Clozapine REMS Program is no longer active To recertify your pharmacy, please call the Clozapine
REMS Program Contact Center at 844-267-8678.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.6.7 Pharmacy Dashboard Pharmacy Staff Tab
CLOZAPINE REMS

The Single Shered System for Clozopine
Mo Blood, Mo Drug™ Home Prescriber  Phasmacy Patient  Resources  Suppodi

Summer Hogan = My Dashboard

alerts®  Notifications® Pharmacies  Pharmacy Staff

The tabén hedea contains all the phanmacy stafl thal ane curmenty assigned 1o you rit Q
Fiost Mame - Last Nama Pharmascy Hamse Address Enrollment 1D Enfollment Siatus Actions
Saly St Sy’ Apothecany 1 Eas Main Sareet, Mew York MY 10001 HCPIZMSETES  Enroled ~ Pl Select -~ 7
Foeenang Phasmady Stasf
L B 1

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Tenms of Lise | Site Map | FACS | Contact Us

Note: The dashboard for the authorized representative of inpatient and outpatient pharmacy types
will include a list of all pharmacy staff that is representing the authorized representative. The
actions the authorized representative can take are:

1 — Remove Pharmacy Staff — will take the user to the Remove Pharmacy Staff page
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14.6.8 Remove Pharmacy Staff

Remove Pharmacy Staff

Fremeving this phanmacy stall memiber wil fevoke their ability o perform actions on behalf of this pharmacy. To continue, please chack the box below and
press Submit

Staff Member:  Sally Smith
Phamacy Name: Joey's Apothecary
Enroliment ID: HCP 123456788

[ Phereby remave this pharmacy stalf membess abdity (o perform actions on behalf of this phanmacy in the Clozapine REMS Prograem,

e

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.7 Chain Pharmacy Dashboard
14.7.1 Chain Pharmacy Dashboard Pharmacies Tab

C LO ZA P I N ER EMS Summer Hogan~> My Dashboard

The Single Shared System for Clozapine

No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Important Safety Information  Support
Alerts®  Notifications® Pharmacies Pharmacy Staff
To certify a store that has been frained on all program requirements, select the store(s) and use the Certify Store button.
Add Chain Store Search Q
To add a store not in your list, use the Add Chain Store button. For all other acfivities, use the Actions list for the store.

Store Name Address Certification ID Certification Status Actions

Jogy's Apothecary 1 East Main Street, New York NY 10001 FAC1002345831 Certified — Please Select -

‘iew Pharmacy Profile

Hogan RX 2 Park Avenu, New York NY 10201 FAC2234583304  Cerlified Remove Pharmacy
Apollo Pharmacy 311 Bell Road, Anaheim CA 92805 FACO057124807  Incomplete — Please Select —
Life Pharmacy 423 Main Street, Tampa FL 33614 FACO057124807  Certified — Please Select -
Mercury Drug 52 Milky Way Dr, Anchorage, AK 99508 FAC2585234583 Certified — Please Select —

Showing 10 of 10 entries 1 = 10

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us

Note: The dashboard for the authorized representative of chain headquarters pharmacy will include
a list of all chain store pharmacies the authorized representative is managing. The actions the
authorized representative can take are:

1 — Add Chain Store — will take the users to the Chain Pharmacy Store Intake page and through
the chain store certification process

For pharmacies with an enrollment status of “Certified,” the authorized representative can take the
following actions:

2 — View Pharmacy Profile — will take the user to the Pharmacy Profile page

2 — Remove Pharmacy — will take the user to the Remove Pharmacy page

3 — Certify Store button — for pharmacies with a certification status of “Incomplete,” the authorized
representative can check one, numerous, or all checkboxes (located on the left side of the data
grid) and press the button to certify the store once the staff is trained.
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14.7.2 View Pharmacy Profile

My Dashboard

Pharmacy Profile
Pharmacy Information
Pharmacy Name { Joey's Apothecary ]

Pharmacy Type Outpatient

Address 1 Main Street J
Address 2 Suite 123 ]
City | New York |

State / Zip Code

[
{
{
{
Phone /Ext | 566-555-6555 || Extiopt) |
{
{
{
[

Fax | 556-555-4444 |
NCPDP | 1234567 |
DEA | AB123456789 |
NPl | 123456789 |

Pharmacy Certification Information

Certification ID: HCP123456789 &=

oo

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.7.3 Remove Pharmac

My Dashboard

Remove Pharmacy

Removing this pharmacy will deactivate it from the Clozapine REMS Program. The pharmacy will no longer be authorized to dispense clozapine. To continue,
please check the box below and press Submit.

Pharmacy Name: Joey’s Apothecary
Certification ID: PRS123456789

I hereby remove this pharmacy from the Clozapine REMS Program.

v

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.7.4 Chain Pharmacy Dashboard Pharmacy Staff Tab
Summer Hogan~ My Dashboard
CLOZAPINE REMS

The Single Shared System for Clozapine
Ma Blood, No Drug™ Home Prescriber  Pharmacy  Patient  Resources Suppen

Mlerts®  Notifications® Pharmacies  Pharmacy Staff

The table below contains all the pharmacy staff thal ane currentty assigned 10 you 3 Q
Fist Mo Last Maima Pharmacy Nams Address Enradlment 10 Erdollmsent Stahis Actines
Saly Smith oSS ApDThECAry 1 East Main Sareet, New York NY 10001 HCPIZMSETAY  Enfoled — Pltase Selec - *
Remove Prarmacy Sta®
= 1 1

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Lse | Sibe Map | FAQS | Contact Us

Note: The dashboard for the authorized representative of chain headquarters pharmacy will include
a list of all pharmacy staff that is representing the authorized representative. The actions the
authorized representative can take are:

1 — Remove Pharmacy Staff — will take the user to the Remove Pharmacy Staff page
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14.7.5 Remove Pharmacy Staff

Remove Pharmacy Staff

Removing this phammacy stafl member wil revole their ability 10 perform actions on behalt of this pharmacy. To continge, please check the bo: below B
priss Submit

Staff Member:  Sally Smith
Pharmacy Mame: Joey's Apothecary
Enroliment ID: HCP123456739

[ Vheteby remave this pharmacy staff members abiity to perform aclions on behall of this. pharmacy in the Clozaping REMS Program.

e [

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.8 Pharmacy Staff Dashboard
14.8.1 Pharmacy Staff Dashboard Pharmacies Tab

TBhKay* by Dashbourd
CLOZAPINE REMS

The Single Shored System for Clozopine
Mo Blood, Mo Drug™ Home Prescriber  Pharmacy Fatenl  Resources  Support

Alarts NC-!:1IE.‘I:IC1I'IE° Pharmacies .
1

The fable below contains all the pharmacies that you are cumenltly associated 1o, If you need Associate Pharmacy rarch a

1o associate voursedl 10 a new pharmacy, please use the Associate Pharmacy bution. For
PRETIRCyY SCU0NS, USe Ne ACTONS BST Dedow

AL Pharmacies in the N5t Delow that are in red text will be deactivated within seven (T) calendar days if the Authonzed Representative does not re-
certify the pharmacy within that imeframe. Please contact your pharmacy Authonzed Repressntative to remind them to recertify the pharma

pharmacy i3 deactivated, Pharmacy Staft will not have access 1o perform Actions for the pharmacy on the webite unll recertification ootur
call the Contact Center fior additional assistance.

Pharmacy Name & Addiess Corufcation Slatus Actons

Bamo Phama 4341 scoiisdaie rd, SAN JOSE, Caifornia 85128 Cefed Flease Select x

4347 scomadaie nd. BENTON HARBIOR

Oriando Fhama 7 D bvatid - Plaaie Select - '
Wichagan &8007
tata redance 4343 scoftsdale nd, PHOENIX. Arzona 85018 Cadded - Please Select - v
Tormas PRarma 4347 srotedale i, OMAHA, Nebsaska 63117 Ceitfed Add Lab
Elgibikity Chack

Remaove Pharmacy Retabonship

4343 g rd, BALTIMORE, Manyt
o e scoltsda BALTIMORE Maryand i

- Plaase Select - L
21215

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Provacy | Tedma of Use | Site Mao | FACS | Contact Us

Note: The dashboard for the pharmacy staff will include a list of all pharmacies the pharmacy staff
is representing. The actions the pharmacy staff member can take are:

1 — Associate to Pharmacy — will take the user to the Associate to Pharmacy page.

2 - Add Lab- will take the user to the Add Lab page

3 - Eligibility Check — will take the user to the Eligibility Check page.

4 —Predispense Authorization — will take the user to the Predispense Authorization page.

5 — Dispense Rationale- will take the user to the Dispense Rationale page.

6 — Remove Pharmacy Relationship- will take the user to Remove Pharmacy page.
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14.8.2 Associate to Pharmac

Associate to Pharmacy

To identify the pharmacy you represent. please compliebe the fields below and press Ssarch. All feids listed below are required uniess otherwise indicated.

Pharmacy Infarmation (a1 least one identier s required):

- 10001 aﬂdl DEA HFI
)

I e search resaits have refumed your recond, please highlight the row and press Submit. If you 0o not S6e your record, please by your search again or
contact the Clozapine REMS Program for assistance.

Pharmacy Name Pharmacy Address

cvs 423 Man Street, Tampa FL 33614

Showing ¥ of 1 emnes

e [

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.8.3 Eligibility Check

Eligibility Check

To determine if the safe-use conditions have been met for your inpabent 1o recenve clozapine, please complele ihe Efginiity Check informabon below and
SUbmIL. IT YoU Nave 130 INTOMation fof your patent, you may enter it here. The result of the ENgNETY Gheck will e cispiayed aner thi information 1S
submilted All fields Bsted below are required unless otherise indicated.

Patient Information

I First Name |

Lasl Mamse |

Date of Birth |

—_—— 1 ifa ni's 2ip code s unknown, enter the
Zip Code | . e . "

pharmacy's zp code mstead

Add Patient Lab (optional)

ANC value per microlite {opt)

Biocd Draw Date (oph)

Dispensation Information

Date of Service (opt) I

- Manuraciurer — ™
NDCH-Number 5

Days Supply (opl) |

Quantity (opt) |

Al least gne identifier 1S required

Prascriber DEA

Prescnber NPI

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.8.4 Eligibility Check Result — Unsuccessful

Note: This result is displayed for the Eligibility Check when the result is unsuccessful.

CLOZAPINE REMS ——

The Single Shared System for Clozapine
Mo Blood, No Drug™ Home Prescriber Pharmacy Patienl  Resources  Support

Eligibility Check Result

A Do not dispense clozapine to this patient.
Please call the Clozapine REMS Program at 844-267-B678 for more information.

Current Menitoring Frequency: Weekiy

Current Previous
Blood Draw date 042072017 MNone
ANC Level (per ul) g 1500 Naone
Name Summer H & The patient is not enrolled in the REMS Program. Please call
DOB the Clozapine REMS Program at 844-267-8678 for more
information.

For further assistance with this patient's eligibility,
please contact the patient’s prescriber,

Fatient’s Lab History

For additional information about the Clozapine REMS Program, please call B44-267-8678,

Privacy | Terms of Uise | Site Map | FAGs | Contact Uis
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14.8.5 Predispense Authorization

Predispense Authorization

Tor el rmins i (e SA08-urse conafaons Nive Dever el B your Dalend i reosive COZIoens Dhedts (OMpIets Me Preckanenss AUtnerranin rionmaticn
Deiow @nd Subma I you have lab rrormanon 105 yOur ittt you My ender f e The nesuts of e PreEsoense ALSNCAZano: sl b grsplayed
aler B information s subwniliod Al feids isied beiow ane regueed uniess ofwnarse ndcated

Patient Information

Firsl Mame

Ll Marme

Dale of Gafth

L Samars T SO0 B NS B
2 Codet . SRS ¢ B T SO YRR

Add Patient Lab (optional)

ANC wale e mtioibe (opl)

ood Draw Date {0pth

Dy Supiply
BT
AL ieas! gne Eenifes © reguired

Prestnted DEA

Sresrnper WP

e
For additional information about the Clozapine REMS Program, please cail 844-267-8678.
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14.8.6 Predispense Authorization Result — Unsuccessful
Note: This result is displayed for the Predispense Authorization when the result is

unsuccessful.
Summer Hogan 7. My-Dashboard
CLOZAPINE REMS
The Single Shared System for Clozapine
Mo Bleod, No Drug™ Home Prescriber Pharmacy Fatient Resources  Support

Predispense Authorization Result

A Do not dispense clozapine to this patient.
Please call the Clozapine REMS Program at 844-267-8678 for more information.

Current Monitoring Fregquency: Weekly

Current Previous
Blood Draw date 042002017 MNone
ANC Level (per ulL) o 1500 None
MName Summer H ® Prescriber not certified. Prescriber can certify at
www_clozapinerems.com or call 844-267-8678.

R & Current ANC is not on file

For further assistance with this patient's eligibility,
please contact the patient's prescriber.

Patient’s Lab History

Provide Dispense Rationale for this patient.

For additional information about the Clozapine REMS Program, please call 844-267-8678,

Privacy | Terms of Use | Site Map | FAGs | ContaciUs
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15. Dispense Rationale — Static Pages
15.1 Home Page

CLOZAPINE REMS e P e Bl

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient  Resources  Support

Prescriber Pharmacy

All prescribers of clozaping products mi: rlify in the Zzapine REMS Program All pharmacies dispensing clozapine products must certify in the Clozapine REMS
cation requires prescribers to: Program. Certification requires pharmacies fo:

Enrol wiete the Enroliment form . add . NP1, C

Guide for Heaithcare Educate: Revie ime and af Neutropenia: A Guide for Healthcare
Prowi

meni for Assess: Successfully complete the Clozapine REMS Knowledge As: ment for
Healthcare Providers Healthcare Providers

Implement: Implement the nec: ry staff raining and processes to comply with
the pine REMS Program requirements

The <MMUYYYY> Clozapine REMS Program Modification went live The <MM/YYYY> Clozanine REMS Program Modification went live
gt RERS P we s 25 Sowallfts o Contime i S <HMIDDYYYYs. Pharmacies ro oo to cor in o
; ) Clozapine REMS Program. If pharmacies are nol certified al the time
glfmpr- I rgﬁ%"ge” -E "Hol;ffe“mﬁ?ﬁ‘ g’.e time of ;h'i M/YYY .,": of the <MM/YYYY> Clozapine REMS Program Modification, a dispense
ozapine RLMS Frogram Modihcation, a dispanse of clozaping wi of clozapine will not be authorized for patients under their care. Click
not be authorized for patients under their care. Click on the Important on the Important Program Update (IPU) button for more information
Program Update [fPUf button for more information. :

Start Prescriber Cerfification

*** Important Program Update (as of MM/DD/YYYY)***
Please click to open the IPU

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

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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16. Dispense Rationale — Pharmacy Authorized

Representative (Non-Switch)
16.1 Pharmacy — Authorized Representative Dashboard

My Crashboard

Alerts Muotifications Pharmacies Pharmacy Staff

Piease search for your pharmacy in the table below and lake the appropriate action. If you do not o Q)
Se€ yOUr pharmacy listed, please use Add Pharmacy bution o add the pharmacy o the lisl

Pharmacy Name Address Pharmacy Type Cermification D Certification Status *  Actions
[
4343 n scofsdale ro,
Hogan Rx BURKEVILLE. Vigirea Inpatient FACES13173502  Conded - Please Select - -
28
2101 E. Dunlap
Selma, Alabama
Test Pharma 35848 Impahent FACES1330624T  Canded ~ Plpase Select -- L
505
Mercury Drug 4343 n scoftsdale rd,
Tkeainc FHOENI, Anzona Dumanem FACSL1IBITEDS  Carmted — Pleass Salect — -
BE054
|
44T nomn scomsdaie,
G Penmy PHOENIN. Anzona Duiparen FACS413834842  Cenleq
BI004
| 4343 n scobsdale rd,
©  TalaPrarma LANSING, Michigan Crulpaden FACES14AMATIE  incomplate
4By
|
4343 N scoliscale md,
& Sharma Pharma LANSING Michigan Crulpaten FACES14116840  incomplate ~ Piease Selec! - -
48812
l Address, SCOTTSDALE.
|
O Irpabard Impabent FACE414TE2350  incomplaie ~ Pleazs Salect — L
1= Anzona 5250
Bhowing 110 7 of 7 anines a1 » 10 v

For additional infermation about the Clozapine REMS Program, please call 844-267-8678.
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16.2 Pharmacy — Authorized Representative Predispense
Authorization

Predispense Authorization

Ter Getermine i e dhie.uke concia hive Dief Ml ke youl Hibesl Io fetens CORiSets Dhelie oOMmpiets T Dradenens LutHoorabon mismmabion
Deiow N Submit. 7 you Nave 1ah Ficrmanon 100 vour pEtenl you My erier € nere The messts of e Pecsne e ALSNGONZane: aill e dsplayed
aller Mg miormation s subimilled A8 Trids sled Deios 20 reguend uniess Ofvnasse relcaled

Patient Information

Firs! Ham#e

Las! Narrs

Date of Bah

c By e I SO0 ol AR ST
[ '. PR T S e

Add Patient Lab (optional)

ANC wale e misiolie (opl)
oo Draw Date fopt)
Predispense Authorization Request
Dite of Service ..
o VLAMRITRL BUNEE = -
KDOE MNurriess
Thirgs Sy

Chiiantity

AL ast png Beniler 5 reguired

Plistiber DEA

e nber NP1

. -

For additional information about the Clazapine REMS Program, please call 844-267-8678.
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16.3 Pharmacy — Authorized Representative Predispense
Authorization Result- Successful

My Dashboard

Predispense Authorization Result

" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Biood Draw date 0472002017 None
Name Summer H Lab Status Lab was Saved
DOB
For further assistance with this patient's eligibilty,
Authorization Number pati ligibility

please contact the patient's prescriber

Patient’s Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, Ne Drug™

16.4 Pharmacy — Authorized Representative Predispense
Authorization Result- Unsuccessful

CLOZAPINE REMS T

The Single Shared System for Clozapine
Mo Bleod, No Drug™ Home Prescriber Pharmacy FPatient Resources  Support

Predispense Authorization Result

A Do not dispense clozapine to this patient.
Please call the Clozapine REMS Program at 844-267-8678 for more information.

current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 042002017 MNone
ANC Level (per L) o 1500 None
Name Summer H ® Prescriber not cerfified. Prescriber can certify at
www._clozapinerems.com or call 844-267-8678.

Ailhorization lurber & Current ANC is not on file

For further assistance with this patient’s eligibility,
please contact the patient's prescriber.

Patient’s Lab History

Provide Dispense Rationale for this patient.

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAGs | Contact Us
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

16.5 Pharmacy — Authorized Representative Predispense
Authorization Result — Successful

My Dashboard

Predispense Authorization Result

" The Dispense Rationale has been provided.
Please resubmit the request to receive the authorization to dispense clozapine to the patient.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, Ne Drug™

16.6 Pharmacy — Authorized Representative Predispense

Authorization Result- Successful (After the Dispense
Rationale is issued)

CLOZAPINE REMS el

The Single Shared System for
Mo Blood, Mo Drug™ Home Prescriber Pharmacy Patient Resources  Support

Predispense Authorization Result

" The below patient is eligible to receive clozapine,

Cisvarit Praloin Current Monitoring Frequency: Weekly

Blood Draw date 042002017 None

ANC Level (per pL) a 1500 None

Name Summer H A Prescnber not certified. Prescriber can certify at

DOB www. clozapinerems.com or call 844-267-8678
& Current ANC is not on file.
Authorization Number ) )
A Dispense Rationale currently exists for this
patient and will expire on D6/06/2018
For further assistance with this palient’s eligibility,
please contact the patient's prescriber.
-
Patient’s Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAGs | Contact Us
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

16.7 Pharmacy — Authorized Representative Predispense
Authorization Result — Unsuccessful

My Dashboard

Predispense Authorization Result

A The maximum number of allowable Dispense Rationales has been reached for this patient.

For further assistance with this patient’s eligibility, please contact the prescriber.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

17. Dispense Rationale — Pharmacy Staff (Non-
Switch)
Pharmacy Staff Dashboard

Alerts Huﬂﬂcatlnmii Pharmacies

The table below contains all the pharmacies that you are currently associated to. Ifyou need [P VNIRRTV -SRI [ searcn a
to associale yourself 1o a new pharmacy, please use the Associate Pharmacy butlon. For

pharmacy actions, use e ACUons st Delow.

A Pharmacies in the list below that are in red text will be deactivatad within seven (7) calendar days if the Authorized Representative does not ra-
certify the pharmacy within that timeframe. Please contact your pharmacy Authorized Representative to remind them to recertify the pharmacy. If the
pharmacy is deactivated, Pharmacy Staff will not have access to perform Actions for the pharmacy on the website until recertification occurs. Please
call the Contact Center for additional assistance.

Phanmacy Name 4 Address Certification Status Actions

Barro Pharma 4343 scotisdale rd, SAN JOSE, Calfomia 95128 Certfied -- Please Select -- L
4343 scofisdale rd, BENTON HARBOR, Add Lab o

Qrlanda Pharma ; Deactivated Predispense Autharization
Michigan 43022 Dispense Rationals

Remaove Pharmacy Relationship |

tata reliance 4343 scottsdale rd, PHOENIX, Anzona 85016 Certified -- Please Sslect -- r

Tomas Pharma 4343 scoftsdale rd, OMAHA, Nebraska 83117 Cerified -- Please Select -- r
4343 scoltsdale rd, BALTIMORE, Maryland

Trader Joes Certified -- Please Select -- v
21215 -

Showing 1105 of & entries =y 1> 10 -

For additional information about the Clozapine REMS Program, please call 844-267-8678,
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

17.1 Pharmacy Staff Predispense Authorization

Predispense Authorization

Tor Gelermine if e SA18-rSe COnSRanS Rinve Dir Med B youl Mabend 10 Metens COXIORS. Ddie COMpiels M Prediapenss AUtncrZalon mnmaton
betow and SUbmE. T y0u Nave 130 NOTMAaton 107 your Batent. you My enter e The resuts of e PRegsnense ALENOTING: will De asplayed
Aller e ndnrmatan b suteribos A Reics R Do ane neguetd uniess olfw-nacte incdaled

Patient Information

Firsl Nams

Las! Nams

Oate of Barh

. B Ty I SOl of ARG ST B

Tip Code A 5 T 00 et

Add Patient Lab (optional)

ANG walie per miciole {oph)
oo Diraw Darte fopd)
Predispense Authorization Request
Date of Service [#]
= LAARUTR trey -~ -
KOCH Murihes
Thiya Sihiily

Chuiantey

AL s ong B3NSR 5 rpguired

Presoiber DEA

PresonDsr hE

e
For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

17.2 Pharmacy Staff Predispense Authorization Result-
Successful

My Dashboard

Predispense Authorization Result

" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Blood Draw date 04/202017  None
Name Summer H Lab Status Lab was Saved
DoB
For further assistance with this patient's eligibility,
Authorization Number ligibility.

please contact the patient's prescriber

Patient’s Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

17.3 Pharmacy Staff Predispense Authorization Result-
Unsuccessful

My Dashboard

Predispense Authorization Result

A\ Do not dispense clozapine to this patient.
Please call the Clozapine REMS Program at 844-267-8678 for more information.

Current Monitaring Frequency: Weekly

Blood Draw date 042012017  None

ANC Level (perpl) @ 1500 None
Name Summer H X Prescriber not cerfified. Prescriber can cerfify at
DOB www.clozapinerems.com or call 844-267-8678.
Authori S & Current ANC is not on file.

For further assistance with this patient's eligibility,
please contact the patient's prescriber.
=

Patient's Lab History

~ Provide Dispense Rationale for this patient.

Cancel

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

17.4 Pharmacy Staff Predispense Authorization Result —
Successful

My Dashboard

Predispense Authorization Result

«" The Dispense Rationale has been provided.
Please resubmit the request to receive the authorization to dispense clozapine to the patient.

Resubmit

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

17.5 Pharmacy Staff Predispense Authorization Result-
Successful (After the Dispense Rationale is issued)

My Dashboard

Predispense Authorization Result

" The below patient is eligible to receive clozapine,

Current Previous Chrphiontering Trsgmeney: Wty
Blood Draw date 042002017 None
Name Summer H A Prescnber not certified. Prescriber can certify at
DOB www. clozapinerems.com or call 844-267-8678.
A& Cument ANC is not on file.
Authorzation Number

A Dispense Rationale currently exists for this
patient and will expire on 06/06/2018.

For further assistance with this patient’s eligibility,
please contact the patient's prescriber.

Patient’s Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

17.6 Pharmacy Staff Predispense Authorization Result —
Unsuccessful

My Dashboard

Predispense Authorization Result

A The maximum number of allowable Dispense Rationales has been reached for this patient.

For further assistance with this patient’s eligibility, please contact the prescriber.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

18. Dispense Rationale — Pharmacy Authorized

Representative (Switch)
18.1 Pharmacy — Authorized Representative Dashboard

Alerts J| Notifications Pharmacies Pharmacy Staff

Please search for your phammacy In the table below and take the appropriate action. Ifyou do not Add Pharmacy Search a
se8 your pharmacy bsted, please use Add Phammacy bution to add the pharmacy to the list

Pharmacy Nama Addrass Pharmacy Type Cartfcation D Certficaton Status & Actons
4343 n scoftsdake d,

a4 shay ku BURKEVILLE. Virginla Inpatent FACS413173502  Certified -~ Pleass Selact - T
23922

4341 n scoflsdaia i,
Tast Phama FHOEMIX, Anzong Inpanent FAzoa13316247  Cemned | — Plaase Selact - T
35054

4343 nscotisdala d,

Ikaa Inc PHOENIX, Arizona Cuipatiant FACH4136ITAOS  Crdified - Plaasa Selac - v
85054
Remawve Pharmacy
Wiew/Update Pharmacy Prodle
4343 norih scotsdale. Add Lak
JC Penny PHOENLY, Atizona Oulpatiert FACR413634042  Cedified Dispense Raticnale
Recerity Pharmacy
85054
4343 nscofisdaia nd,
p.- Tala Phama LANSING, Michigan Oulpatiant FACS414118T1E  Incomplete — Pleaze Selecl - '
4HE15
4343 N seottsdals ri,
& Sharma Phama LAMSING, Michigan Outpatient FACS414119820  Incomoles - Pleass Select - v
48912
Address, BCOTTSDALE
@ Inpagent Inpatient FACS414TB2350  Incomples | —Please Salect - i
Arizona 85250
Encawing 19 T of 7 eniveg - 1= iﬂ L

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

18.2 Pharmacy — Authorized Representative Dispense
Rationale

Dispense Rationale

To request a Dispense Rationale 101 your patient, piease complete the information below and Submit. If you have [ab mfarmation for your patient, you
can enter it here. All fields listed below are required unless otherwise indicaled.

Patient Information
Flrst Name J
Last Name |
1
Date of Birth |
g o = If a patient's zip code s unknown, enter the
_Erp Code | ‘ pharmacy’s zip code mstead.

Add Patient Lab (optional)

ANC value per microlitre {opl)
Blocd Draw Dale (opl)
Dispensation Information
Date of Service (oph) | Q
= Manufaclurer - v
NDCH Number ¥

Days Supply (opt) |

Quantity (opt) |
Al least pne identifier 5 required

Frescriber DEA

PrescriberNPl

e

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Note: This Dispense Rationale page is displayed for outpatient pharmacies on- & off-switch.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

18.3 Pharmacy — Authorized Representative Dispense
Rationale Result Screen- Success

CLOZAPINE REMS i

The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home Prescriber Pharmacy Patien! Resources Supporl

Dispense Rationale Result

«" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 04/2002017  None
ANC Level {per pL) 0 1500 None
Name Summer H Lab Status Lab was Saved
DOB For further assistance with this patient’s eligibility,

Mool i s please contact the patient's prescriber.
orization Number

Patient’s Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Sile Map | FAQs | Contact Us
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

18.4 Pharmacy — Authorized Representative Dispense
Rationale Result Screen- Success (After DR is issued)

CLOZAPINE REMS T

The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home Prescriper Pharmacy  Patient  Resources  Support

Dispense Rationale Result

«" The below patient is eligible to receive clozapine.

Citient Fravious Current Monitoring Frequency: Weekly

Blood Draw date Da/z2oizony Maone

AMNC Level (per pl) o 1500 Mone
Mame Summer H & Prescriber not certified. Prescriber can certify at
s www. clozapinerems.com or call 844-267-8678.

& Cumment ANC i1s not on file.
Authorization Number

A Dispense Rationale currently exists for this
patient and will expire on 06/06/2018.

For further assistance with this patient's eligibility,
please contact the patient's prescriber.

=
Patient’s Lab History
For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | Terms of Use | Site Map | FAQs | Contact Us
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

18.5 Pharmacy — Authorized Representative Dispense
Rationale Result Screen- Unsuccessful

Summer Hogan « My Dashboard

CLOZAPINE REMS

The Single Shared System for Clozapine
Mo Bloed, No Drug™ Home Prescriber Pharmacy Patienl  Resources  Support

Dispense Rationale Result

A Do not dispense clozapine to this patient.
Please call the Clozapine REMS Program at 844-267-8678 for more information.

Current Monitoring Fregquency: Weekly

Current Previous

Blood Draw date 042002017 Mone

ANC Level (perpL) @ 1500 None
Name Summer H % Prescriber not cerlified. Prescriber can certify at
DOB www clozapinerems.com or call 844-267-8678.
Authorization Numbar 4 Current ANC is not on file

For further assistance with this patient's eligibility,

please contact the patient's prescribar.

=

PN Provide Dispense Rationale for this patient.

eI B

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQS | Contact Us
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

18.6 Pharmacy — Authorized Representative Eligibility
Check Result- Successful

CLOZAPINE REMS T ]

The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home Prescriber Pharmacy Palienl Resources  Support

Eligibility Check Result

&' The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date D4/20/2017 None
ANC Level (per pL) a 1500 None
Name Summer H Lab Status Lab was Saved
DoB For further assistance with this pabent's eligibility, please

contact the patient's preseriber

-
For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | Terms of Usa | Sie Map | FACS | Contact Us
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, Ne Drug™

18.7 Pharmacy — Authorized Representative Eligibility
Check Result- Unsuccessful

CLOZAPINE REMS e

The Single Shared System for Clozapine
Mo Blood, No Drug™ Home Prescriber  Pharmacy  Paienl  Resources  Support

Eligibility Check Result

A Do not dispense clozapine to this patient.
Please call the Clozapine REMS Program at 844-267-B678 for more information.

Current Menitoring Frequency: Weekiy

Previous
Blood Draw date 042072017 MNaone
ANC Level (per uL) @) 1500 None
Name Summer H & The patient is not enrolled in the REMS Program. Please call
DOB the Clozapine REMS Program at 844-267-8678 for more
information.

For further assistance with this patient's sligibility,
please contact the patient's prescriber,

Fatfient’s Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, Ne Drug™

19. Dispense Rationale — Pharmacy Staff

(Inpatient Pharmacy)
19.1 Pharmacy Staff Dashboard

CLOZAPINE REMS - RSN

The Single Shared System for Clozapine
Mo Blood, No Drug™ Home Prescriber Pharmacy Patiet Resources  Support

Alerts N otif‘lcat;i-:msu Pharmacies

The table below contains all the pharmacies that you are currently associated to. If you need Associate Pharmacy | Search Q

to associate yourseil to a new pharmacy, please use Ihe Associate Pharmacy bulton. For
pharmacy aclions, use the Actions lst belove.

A Pharmacies in the |ist below that are in red text will be deactivated within seven (7) calendar days if the Authorized Representative does not re-
certify the pharmacy within that timeframe. Please contact your pharmacy Authorized Representative to remind them to recertify the pharmacy. If the
pharmacy is deactivated, Pharmacy Staff will not have access to perform Actions for the pharmacy on the website until recertification occurs. Please
call the Contact Center for additional assistance.

Phammacy MName & Address Certification Status Actions

Barre Pharma 4343 scofisdale rd, SAN JOSE, Calformia 85128 Certified -- Please Select -- v ‘

4343 scofisoale rd, BENTON HARBOR
Oriando Fharma Deaclivated -- Please Select - »
Michigan 49022

tata reliance 4343 scoffsdale rd, PHOENIX, Arizona 85016 Certified | - Please Select - v
Tomas Pharma 4343 scotisdale rd, OMAHA, Mebraska 63117 Certified Add Lab
Eligibility Chack

Remove Pharmacy Relationship

4343 scoltsdale rd, BALTIMORE, Marnyland

Trader Joes e Cerbrfied -- Please Select -- ¥

- 13 10 ¢

For additional information about the Clozapine REMS Program, please call B44-267-8678.

Privacy | Terms of Use | Site Map | FAGs | Contact Us
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

19.2 Pharmacy Staff Eligibility Check

Eligibility Check

To determine if the saje-use condihions hawve been met for your inpabent 1o recene clozapine, please complete the Efgibiity Check informabon below and
Submit. IT you have lab information for your patient, you may enter it here. The result of the Eligibity Check will be displayed after the information is

submilled Al fields fsled below are requined unless olherwise indicaled,

Patient Information

I First Mame |

Las! Mame |

Date of Birth |

'| . If a pabent's 2ip code i unknown, enter the

Zt_’ Code pharmacy's ip code nstead

Add Patient Lab (optional)

ANC valoe per microlitre {opt)

Blocd Craw Date (opt)

Dispensation Information
Date of Service (opt) -! (7]
- Manufacturer — r
NDCH NMumber b

Days Supply (opd) |

Cuantity (opt) |

Al least one identifier is required

Prescriber DEA

Prescrber NP1

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Clozapine REMS Program_Website_Screen_Captures November 2018
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

19.3 Pharmacy Staff Eligibility Check Result- Successful

My Daxhboard

Eligibility Check Result

" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current

Blood Draw date 04202017  Mone
ANCLevel peryl) @ 500 None
Name Summer H Lab Status Lab was Saved
DOB For further assistance with this patient's eligibility, please

contact the patient’s prescriber.

Patient’s Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8G78.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

19.4 Pharmacy Staff Eligibility Check Result
CLOZAPINE REMS —
The Single Shared System for Clozapine

Mo Blood, Mo Drug™ Home Prescriber  Pharmacy Patient Resources  Support
=

Eligibility Check Result

a Do not dispense clozapine to this patient.
Please call the Clozapine REMS Program at 844-267-8678 for more information.

Current Monitoring Frequency: Weekly

Current Previous

Blood Draw date 42002017 MNone
ANC Level (per L) @) 1500 None
Name Summer H & The patient 1s not enrolled in the REMS Program. Please call

DOB the Clozapine REMS Program at 844-267-8678 for more

informaton.

For further assistance with this patient's eligibility,
please contact the pabent’s prescriber

Patient’s Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Serms of Usse | Site Map | FAGs | Contact Us

Note: If an authorized representative or pharmacy staff using the pharmacy network (switch)
receives a rejection message due to “prescriber not certified”, the following message will appear on
their screen:

*REMS* Clozapine REMS — Prescriber must be certified or you can request a Dispense Rationale
through www.clozapinerems.com or by calling 844-267-8678.

Once this message is received, the authorized representative or Pharmacy Staff can either call the
Clozapine REMS Program contact center to obtain a Dispense Rationale or they can access the
website and follow the above screens to obtain the Dispense Rationale. Once they receive
confirmation of the Dispense Rationale, the authorized representative or Pharmacy Staff will need
to re-run the claim to allow the authorization of the dispense.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

20. Dispense Rationale — Pharmacy Staff (Switch)
20.1 Pharmacy Staff Dashboard

Alerts | Nnﬂ'ﬂcaﬂnmii Pharmacies

The table below contains all the pharmacies that you are currently associated to If you nesd Aesociata Pharmacy Igemh Q
to associate yourself 1o a new pharmacy, please use the Associate Pharmacy bution. For :

pharmacy aclions, use the Aclions list below.

4 Pharmacies in the list below that are in red text will be deactivated within seven (7) calendar days it the Authorized Representative does not re-
cartify the pharmacy within that timeframe. Please contact your pharmacy Authorized Representative to remind them to recertify the pharmacy. If the
pharmacy is deactivated, Pharmacy Staff will not have access to perform Actions for the pharmacy on the website until recertification occurs. Please
call the Contact Center for additional assistance.

Pharmacy Name & Address Certification Stalus Actions

Barro Pharma 4343 scottsdale ra, SAN JOSE, Caifornia 85128 Certified -- Please Select - v
4343 scotisdale rd, BENTON HARBOR.

Orlande Pharma Deaclivated -- Please Select - L
Michigan 48022

tata reliance 4343 scotisdale rd, PHOENIX, Anzona 85016 Cerbified -- Please Select - v

Tomas Pharma 4343 scotisdale rd, OMAHA, Nebraska 82117 Cerhified -- Please Select - : 4
4343 scottsdale rd, BALTIMORE, Maryland Add Lab

TraderJoes Certfied Dispense Rationale i
21215 Remove Pharmacy Relationship:

Showing 1 te 5 of 5 entries =z 1= 10 ¥

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

20.2 Pharmacy Staff Dispense Rationale

Dispense Rationale

To request a Dispense Rationale 1or your patient, please complete the informanon below and Submit. If you nave [ab mtarmation for your patient, you
can enter it here. All fields listed below are required unless otherwise indicaled.

Patient Information

First Name J

Last Name |

Date of Birth |

Y if a patient's zip code i unkmown, enter the
| Zip Code _| ‘ pharmacy's zip code mstead.

Add Patient Lab (optional)

iANC valug per microlitre (opl)
Blocd Draw Dale (opl)

Dispensation Information
Date of Service (opt) | [ ]
- kManufaciurer —

NDCH Number

Days Supply (opt) |

Al least gne identifier s required

Prescriber DEA

Prescriber NP

e

For additional information about the Clozapine REMS Program, please call 844-267-8678,
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

20.3 Pharmacy Staff Dispense Rationale Result- Success

My Dashboard

Dispense Rationale Result

«" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current | Previous
Blood Draw date 0412002017 None
Name Summer H Lab Status Lab was Saved
DOB Far further assistance with this patient’s eligibility,
o please contact the patient's prescriber.
Authorization Mumber

Patient’s Lab History

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

20.4 Pharmacy Staff Dispense Rationale Result- Success
(After DR is issued)

CLOZAPINE REMS T

The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home Prescriper Pharmacy  Patient  Resources  Support

Dispense Rationale Result

«" The below patient is eligible to receive clozapine.

Citient Fravious Current Monitoring Frequency: Weekly

Blood Draw date Da/z2oizony Maone

AMNC Level (per pl) o 1500 Mone
Mame Summer H & Prescriber not certified. Prescriber can certify at
s www. clozapinerems.com or call 844-267-8678.

& Cumment ANC i1s not on file.
Authorization Number

A Dispense Ralionale currently exists for this
patient and will expire on 06/06/2018.

For further assistance with this patient's eligibility,
please contact the patient's prescriber.

=
Patient’s Lab History
For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | Terms of Use | Site Map | FAQs | Contact Us
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No Blood, No Drug™

20.5 Pharmacy Staff Dispense Rationale Result-
Unsuccessful

Summer Hogan » My Dashboard

CLOZAPINE REMS

The Single Shared System for Clozapine
Mo Bloed, Mo Drug™ Home Frescriber Pharmacy Palienl  Resources  Support

Dispense Rationale Result

A\ Do not dispense clozapine to this patient.
Please call the Clozapine REMS Program at B44-267-B678 for more information.

Current Monitoring Fragquency: Weekly

Current Previous

Blood Draw date 042002017 Mone

ANC Level (perpl) @ 1500 None
Name Summer H ® Prescnber not cerlified. Prescriber can certify at
DOB www _clozapinerems.com or call 844-267-8678.
Authorization Numbar & Current ANC is not on file

For further assistance with this patient’s eligibility,

please contact the patient's prescriber.

-

s Provide Dispense Rationale for this patient.

e A B

For additional information about the Clozapine REMS Program, please call 844-267-8678.

Privacy | Terms of Use | Site Map | FACS | Contact Us
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CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™

21. Dispense Rationale — Prescriber and
Prescriber Designee
21.1 Prescriber and Prescriber Designee Dashboard

CLOZAPINE REMS et 1 i—

The Single Shared Syatem for Clozepine
Mo Blood, Mo Dreg™ Homs  Prascriet  Phammacy  Patent  Rewources  Sapport

Alerts Mot ncnho*-.n Patisnts Denigneas Manapge Groups

The fkis betow contans oll e patents you have 3een i the Clozapng HEMS m ERgibdiity Chack a

Program. i you 3o mol g o pabenl please use the lnnsll Pateent bution i
add the patsont. & Sagged rew mducaics an NNRLWF patonl

Frsn s L ant Mama & Dpo8 Enrolieser) Group Halamahip Acmams
o Jems A wha [T ST F] [RELLTE ] LRt Fhease ek 1 !
o ey bz HRDO  compleis Ackve Hlease Sele '
a L Rradbay ICHEEADND Frendled A — Pleass Select — L]
2 ender Mas . i Caoadd Fighest Tl Enrolment bd: PaTT 3
o i i Dlipenss Aaiionsle: ACTPY
BEN: Yea Ko Craw date DRTAZON | OMIATOIE  GWISTHIS
L =TT . L W | I

& kol chelan ol D Ereclled Actve = Mwane Select = ®
o whota chelan Gurpaond  Ereolled Arive — Plaas Salacr - "
() Faten cortactirg ['RR ity bt ] Criciled Aclve = Plaais St - Ll
¥] Paten Gt TR0 Creclisd Aglve = Plaass Salecr = L
o L= Cruise DREMSR0  Crecled Artve Plians Salect .
o Jmn Canvadian B2IS20TE  Erveled ACTve Ploars Salort .
= MeFa = o n DETHI0H Efdoiléa Al Ploase Seleci L4

For defieitens o e vind of Tl Dade. cko Dete

For additional Information about the Clozapine REMS Program, please call B44-26T-8678.

Payacy | Teomn ol e | Sile Mag | FaQs | Comtact L

Note:

1. Prescriber and Prescriber Designees can also view the Dispense Rationale history by clicking on
the drop-down menu and selecting ‘Dispense Rationale History’.
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No Blood, No Drug™

2. This expandable section is functionality that will be on both the Prescriber and Prescriber
Designee dashboard. This section provides information about the status of the Dispense

Rationale.
3. Options available for Dispense Rationale status include:
a. Active
b. Expired
c. Limit Reached
d. Not on File
Clozapine REMS Program_Website_Screen_Captures November 2018 Page 237 of 238
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The Single Shared System for Clozapine
No Blood, No Drug™

21.2 Prescriber and Prescriber Designee Dispense
Rationale History

Patient History

Name: Joft Bradiey Pharmacy Hame A Date Issued Expiration Date
DOR. RN First Care Pharmacy 03242015 03262015
Gender: Male Scosdale Pharmacy DSMS2015 0572015

Showing 1802 of 2 enfries « 1 W

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS Phone: 844-267-8678

. ‘ Distributor Fax: 844-404-8876
The SmgleNSZcBrE)ij’y;tgn{;rf‘?éTglozopme Enrollment Form www.clozapinerems.com

Instructions

Clozapine is only available through the Clozapine Risk Evaluation and Mitigation Strategy (REMS) Program. This form must be
completed and returned to the Clozapine REMS Program before clozapine products may be shipped to certified pharmacy locations.
This form applies to all distributors who wish to purchase any clozapine product.

In order to distribute clozapine, the distributor must designate an authorized representative.

The authorized representative for the distributor must:
* Review and agree to the responsibilities below.

« Complete and submit this one-time Clozapine REMS Distributor Enrollment Form.
* Implement the necessary staff training and processes to comply with the Clozapine REMS Program requirements.

Please complete the requested information below and submit this form to info@clozapinedistributor.com. If you have any
questions, require additional information, or need copies of Clozapine REMS Program documents, please visit the Clozapine
REMS Program Website at www.clozapinerems.com, or call the Clozapine REMS Program Contact Center at 844-267-8678.

Distributor Responsibilities

I am the authorized representative designated to coordinate the activities to comply with the Clozapine REMS Program
distribution requirements. | understand:
« Distributors must enroll in the Clozapine REMS Program to distribute clozapine

« Distributors will have access to a secure daily pharmacy certification file from the Clozapine REMS Program

On behalf of the distributor, | agree to establish procedures that are subject to audit to help ensure compliance with the following
program requirements:
 Train relevant staff involved in distributing clozapine on the distribution requirements of the Clozapine REMS Program

» Provide clozapine only to certified pharmacies and enrolled distributors in the Clozapine REMS Program
» Provide complete, unblinded and unblocked data to individual sponsors, including information on shipments to pharmacies

» Cooperate with periodic audits, REMS Assessments, or noncompliance investigations to ensure that clozapine products are
distributed in accordance with the Clozapine REMS Program requirements

Distributor Information (All Fields Required)

Name:

Address:

City: State: Zip Code:
Phone: Fax:

DEA:

Authorized Representative Information (All Fields Required)

First Name: Last Name:
Phone: Fax:
Email:
— —
— ] —
Contact Preference (please select one): Email Fax

Authorized Representative Signature: Date (MM/DD/YYYY):

02/2019




CLOZAPINE REMS Phone: 844-267-8678
The Single Shared System for Clozapine FaX' 844'404'8876

No Blood, No Drug™ :
WWW.Clozap|neremS.C0m

Dear Clozapine Prescriber:

On October 12, 2015, the single shared Clozapine REMS Program replaced all individual clozapine registries.
Our records indicate you have not certified in the Clozapine REMS Program. As a reminder, one of the key
requirements of the Clozapine REMS Program is that any Healthcare Provider who prescribes or dispenses
clozapine must certify in the program.

Since you have not certified, your account with the Clozapine REMS Program has been deactivated
and interruption of patient therapy is imminent.

If you wish to treat patients using clozapine products, you must certify online through the
Clozapine REMS Program Website at www.clozapinerems.com; by completing the
Clozapine REMS Prescriber Enrollment Form, training, and the Clozapine REMS Knowledge
Assessment for Healthcare Providers and faxing the completed documents
to 844-404-8876; or, by calling the Clozapine REMS Program Contact Center
at 844-267-8678.

If you have any questions, or if you believe that you have received this letter in error, please call the Clozapine
REMS Program Contact Center at 844-267-8678.

Regards,

The Clozapine REMS Program

Please review Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
available at www.clozapinerems.com for more detailed information about the Clozapine REMS
Program requirements and additional information about changes related to clozapine treatment
and monitoring. This letter does not contain the complete safety profile for clozapine. Visit
www.clozapinerems.com to review the complete Prescribing Information.

The products covered under the Clozapine REMS Program are: Clozaril (clozapine) tablets, for oral use -« Versacloz (clozapine, USP) oral suspension

Fazaclo\m (clozapine USP) orally disintegrating tablets < Approved generic equivalents of these products

02/2019




CLOZAPINE REMS Phone: 844-267-8678

The Single Shared System for Clozapine FaX. 844-404-8876
No Bloo I .
o www.clozapinerems.com

Dear Pharmacy Manager:

On October 12, 2015, the single shared Clozapine REMS Program replaced all individual clozapine
registries. Our records indicate your pharmacy dispenses clozapine and is not yet certified in the
Clozapine REMS Program.

Because you are not yet certified, on <Deactivation Date> your account with the Clozapine
REMS Program will be deactivated and you will no longer be able to receive and dispense

clozapine.

You must certify in the Clozapine REMS Program to avoid interruption in your ability to receive and
dispense clozapine products, and to avoid potential interruption in a patient’s clozapine therapy.

Pharmacies can certify online through the Clozapine REMS Program Website at
www.clozapinerems.com; by completing the appropriate Clozapine REMS Enrollment
Form, training, and Clozapine REMS Knowledge Assessment for Healthcare Providers,

and faxing the completed documents to 844-404-8876; or, by calling the Clozapine
REMS Program Contact Center at 844-267-8678.

If you have any questions, or believe that you have received this letter in error, please call the
Clozapine REMS Program Contact Center at 844-267-8678.

Regards,

The Clozapine REMS Program

Please review Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
available at www.clozapinerems.com for more detailed information about the Clozapine REMS
Program requirements and additional information about changes related to clozapine treatment
and monitoring. This letter does not contain the complete safety profile for clozapine. Visit
www.clozapinerems.com to review the complete Prescribing Information.

The products covered under the Clozapine REMS Program are: Clozaril® (clozapine) tablets, for oral use ¢ Versacloz® (clozapine, USP) oral suspension

Fazaclo® (clozapine USP) orally disintegrating tablets + Approved generic equivalents of these products

02/2019



CLOZAPINE Phone: 844-267-8678

The Single Shar Fax: 844-404-8876
www.clozapinerems.com

Dear Pharmacy Manager:

This letter is intended to inform outpatient pharmacies who must obtain a “Predispense Authorization” (PDA) via the
Clozapine REMS Program Website or who obtain a PDA by calling the Clozapine REMS Program Contact Center of
changes to the Clozapine Risk Evaluation and Mitigation Strategy (REMS) Program occurring in the February, 2019 REMS
Modification. If your pharmacy is part of a pharmacy chain, contact your chain’s authorized representative to complete
enrollment and certification. If you need assistance, please call the Clozapine REMS Program Contact Center at
844-267-8678.

Changes to the Clozapine REMS Program in February, 2019 may affect your ability to
dispense clozapine.

1. Only pharmacies certified in the Clozapine REMS Program will be able to receive and dispense clozapine.
o All pharmacies that dispense clozapine must be certified in the Clozapine REMS Program to purchase or receive
clozapine from a wholesaler or distributor.
e If your pharmacy dispenses clozapine and is not yet certified in the Clozapine REMS Program, certify online at
www.clozapinerems.com or download the Clozapine REMS Outpatient Pharmacy Enroliment Form and fax the
completed form to 844-404-8876.

2. Pharmacy Classification and program reguirements may have changed.
Pharmacies previously certified in the Clozapine REMS Program may be reclassified using the following definitions:
e Inpatient pharmacy: a facility dispensing clozapine only to patients receiving inpatient medical care and other
related services for surgery, acute medical conditions or injuries (usually for a short-term illness or condition)
e Outpatient pharmacy: a facility that dispenses clozapine only to patients treated on an outpatient or chronic basis
including, but not limited to, retail drug-stores, ambulatory care pharmacies, and pharmacies dispensing to long-
term care, rehabilitation facilities and prison systems

This pharmacy reclassification, if necessary, will occur at your next scheduled pharmacy recertification. Requirements
of pharmacy types differ so if you were an inpatient pharmacy now reclassified as an outpatient pharmacy, please
review additional information on outpatient pharmacy requirements available in the Clozapine REMS PDA Fact Sheet
attached to this letter; in the Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers, in the
Clozapine REMS Frequently Asked Questions (FAQ’s) available at www.clozapinerems.com; or, call the Clozapine
REMS Program Contact Center at 844-267-8678.

You may call the Clozapine REMS Program Contact Center at 844-267-8678 if you are unsure whether your pharmacy
type is inpatient or outpatient (based on the definitions above) or if your pharmacy provides both inpatient and
outpatient pharmacy services to patients being treated with clozapine.

3. Prescribing clozapine for patients in an outpatient setting!requires certification in the Clozapine REMS
Program.
If the prescriber is not certified in the Clozapine REMS Program, an outpatient pharmacy will not receive authorization
to dispense clozapine.

4. Certified pharmacies may apply clinical judgment and continue to dispense clozapine to enrolled patients if
the prescriber is not certified in the Clozapine REMS Program by utilizing a new function, the "Dispense
Rationale.”

The use of a Dispense Rationale is limited. Refer to the Clozapine and the Risk of Neutropenia: A Guide for
Healthcare Providers or the Clozapine REMS FAQ's available at www.clozapinerems.com; or, call the
Clozapine REMS Program Contact Center at 844-267-8678.

1An outpatient pharmacy dispenses clozapine only to patients treated on an outpatient or chronic basis including, but not limited to, retail drug-stores,
ambulatory care pharmacies, and pharmacies dispensing to long-term care, rehabilitation facilities and prison systems.

The products covered under the Clozapine REMS Program are: Clozaril® (clozapine) tablets, for oral use ¢ Versacloz® (clozapine, USP) oral suspension

Fazaclo® (clozapine USP) orally disintegrating tablets « Approved generic equivalents of these products
02/2019 1



CLOZAPINE REMS Phone: 844-267-8678

The Single Shcu'r_:-( C Fax: 844-404-8876
' www.clozapinerems.com

What is a Dispense Rationale?

e The Clozapine REMS Program will alert the pharmacy when the prescriber is not certified in the Clozapine REMS
Program via a reject message of the PDA request. The pharmacy may then exercise clinical judgement to provide a
Dispense Rationale to authorize the dispense if:

. The patient is enrolled in the Clozapine REMS Program; and,
. Has an acceptable absolute neutrophil count (ANC) value on file; or,
. If the last ANC on file indicates moderate or severe neutropenia, has a “Treatment Rationale” on file.

e Dispense Rationales are valid for 72 hours (3 calendar days) and limited to no more than three (3) occurrences for an
individual patient within a rolling six (6) month period.

How can | provide a Dispense Rationale?
o Certified pharmacies can provide a Dispense Rationale:
. Via the Clozapine REMS Program Website at www.clozapinerems.com, or
« By calling the Clozapine REMS Program Contact Center at 844-267-8678, or
« By following the step-by-step instructions provided in the enclosed Clozapine REMS Predispense Authorization
Fact Sheet.

Patient dispensing

e A PDA will be issued if the patient meets the following program Elements to Assure Safe Use:
« The patient must be enrolled in the Clozapine REMS Program; and,
« An acceptable ANC value is on file; or,
. Has a Treatment Rationale on file if the last ANC submitted to the Clozapine REMS Program indicates moderate or

severe neutropenia.

e Pharmacies should dispense no more than the amount of clozapine necessary to treat the patient until the next blood
draw/ANC or as directed by the prescriber.

e All PDA responses will provide the dispensing pharmacy with the most recent ANC value and the associated blood
draw date, and patient’s monitoring frequency (MF) on file with the Clozapine REMS Program.

Pharmacies are encouraged to submit the ANC to the Clozapine REMS Program when:

e The pharmacist is made aware of a more current ANC than the most recent lab value reported in the PDA response.

e The most recent ANC indicates moderate or severe neutropenia. The prescriber must provide a Treatment Rationale
to the Clozapine REMS Program to allow the pharmacy to receive a PDA and dispense clozapine to the patient. The
pharmacy may contact the prescriber to remind them of the need for a Treatment Rationale.

e Pharmacies may submit ANCs to the Clozapine REMS Program at www.clozapinerems.com, by calling the Clozapine
REMS Program Contact Center at 844-267-8678; or, faxing a completed Clozapine REMS ANC Lab Reporting Form
(available from the website) to the Clozapine REMS Program.

e If the ANC result on file with the Clozapine REMS Program is not current according to the patient's MF (within 7 days
of the PDA transaction date for weekly monitoring, 15 days for every two weeks monitoring, and 31 days for monthly
monitoring), a PDA will still be issued, but the pharmacist will receive a warning message regarding the need to
ensure the ANC is current.

The pharmacy’s authorized representative must ensure that all pharmacy staff are aware of these modifications
to the Clozapine REMS Program effective February 2019.

For additional information related to the Clozapine REMS Program, please call the Clozapine REMS Program Contact
Center at 844-267-8678.

Sincerely,

The Clozapine REMS Program

Enclosures: Clozapine REMS Predispense Authorization Fact Sheet
How to Start Clozapine and Monitor Patients Fact Sheet

The products covered under the Clozapine REMS Program are: Clozaril® (clozapine) tablets, for oral use ¢ Versacloz® (clozapine, USP) oral suspension

Fazaclo® (clozapine USP) orally disintegrating tablets « Approved generic equivalents of these products
02/2019 2



CLOZAPINE REMS Phone: 844-267-8678

The Single Shared S for Clozapine Fax: 844-404-8876

No Blood, No Drug * www.clozapinerems.com

Dear Pharmacy Manager:

This letter is intended to inform outpatient pharmacies who must obtain a “Predispense Authorization” (PDA)
electronically via their pharmacy management system (i.e., “the switch”) of changes to the Clozapine Risk
Evaluation and Mitigation Strategy (REMS) Program that will occur in the February 2019 REMS Modification.

Changes to the Clozapine REMS Program in February 2019 may affect your ability to
dispense clozapine.

1. Only pharmacies certified in the Clozapine REMS Program will be able to receive and dispense

clozapine.

e Only pharmacies certified in the Clozapine REMS Program will be able to purchase or receive
clozapine from a wholesaler or distributor.

e If your pharmacy dispenses clozapine and is not yet certified in the Clozapine REMS Program, certify
online at www.clozapinerems.com or download the Clozapine REMS Outpatient Pharmacy Enrollment
Form and fax the completed form to 844-404-8876.

o |f your pharmacy is part of a pharmacy chain, contact your chain’s authorized representative to
complete enroliment and certification. If you need assistance, call the Clozapine REMS Program
Contact Center at 844-267-8678.

2. Prescribing clozapine for patients in an outpatient setting? requires certification in the Clozapine
REMS Program.
If the prescriber is not certified in the Clozapine REMS Program, the outpatient pharmacy will not receive
authorization to dispense clozapine.

3. Certified pharmacies may apply clinical judgment and continue to dispense clozapine to enrolled
patients if the prescriber_is not certified in the Clozapine REMS Program by utilizing a new
function, the "Dispense Rationale.”

The use of a Dispense Rationale is limited. Refer to information provided below, the Clozapine and the
Risk of Neutropenia: A Guide for Healthcare Providers or Clozapine REMS Frequently Asked Questions
(FAQ’s) available at www.clozapinerems.com; or, call the Clozapine REMS Program Contact Center at
844-267-8678.

What is a Dispense Rationale?

e The Clozapine REMS Program will alert the pharmacy when the prescriber is not certified in the Clozapine
REMS Program via a reject message of the PDA request. The pharmacy may then exercise clinical
judgement to provide a Dispense Rationale to authorize the dispense if:

« The patient is enrolled in the Clozapine REMS Program; and
« Has an acceptable absolute neutrophil count (ANC) value on file; or
. The last ANC on file indicates moderate or severe neutropenia, and has a “Treatment Rationale” on file.

¢ Dispense Rationales are valid for 72 hours (3 calendar days) and are limited to no more than three (3)

occurrences for an individual patient within a rolling six (6) month period.

1 An outpatient pharmacy dispenses clozapine only to patients treated on an outpatient or chronic basis including, but not limited to, retail
drug-stores, ambulatory care pharmacies, and pharmacies dispensing to long-term care, rehabilitation facilities and prison systems.

The products covered under the Clozapine REMS Program are: Clozaril® (clozapine) tablets, for oral use ¢ Versacloz® (clozapine, USP) oral suspension

Fazaclo® (clozapine USP) orally disintegrating tablets ¢ Approved generic equivalents of these products
02/2019 1



CLOZAPINE REMS Phone: 844-267-8678

The Single Share for Clozapine Fax: 844-404-8876

: www.clozapinerems.com

How can | provide a Dispense Rationale?
¢ Certified pharmacies can provide a Dispense Rationale:
« Via the Clozapine REMS Program Website at www.clozapinerems.com, or
. By calling the Clozapine REMS Program Contact Center at 844-267-8678, or

. By following the step-by-step web instructions provided in the enclosed Clozapine REMS Predispense
Authorization Fact Sheet.

Patient dispensing

o A PDA will be issued if the patient meets the following program Elements to Assure Safe Use:
. The patient must be enrolled in the Clozapine REMS Program; and,
« An acceptable ANC value is on file;

. A Treatment Rationale is on file if the last ANC submitted to the Clozapine REMS Program indicates
moderate to severe neutropenia.

e Pharmacies should dispense no more than the amount of clozapine necessary to treat the patient until the
next blood draw/ANC or as directed by the prescriber.

o All PDA responses will provide the dispensing pharmacy with the most recent ANC value, the associated
blood draw date, and patient’s monitoring frequency (MF) on file with the Clozapine REMS Program.

Pharmacies are encouraged to submit the ANC to the Clozapine REMS Program when:

« The pharmacist is made aware of a more current ANC than the most recent lab value reported in the
PDA response.

. The most recent ANC indicates moderate or severe neutropenia. The prescriber must provide a
Treatment Rationale to the Clozapine REMS Program to allow the pharmacy to receive a PDA and
dispense clozapine to the patient. The pharmacy may contact the prescriber to remind them of the need
for a Treatment Rationale.

« Pharmacies may submit ANCs to the Clozapine REMS Program at www.clozapinerems.com, by calling
the Clozapine REMS Program Contact Center at 844-267-8678 or faxing a completed Clozapine REMS
ANC Lab Reporting Form (available from the website) to the Clozapine REMS Program.

. If the last ANC result on file with the Clozapine REMS Program is not current according to the patient’s
MF (within 7 days of the PDA transaction date for weekly monitoring, 15 days for every two weeks
monitoring, and 31 days for monthly monitoring), a PDA will still be issued, but the pharmacist will
receive a warning message regarding the need to ensure that the ANC is current.

The pharmacy’s authorized representative must ensure that all pharmacy staff are aware of these
modifications to the Clozapine REMS Program effective February 2019.

For additional information related to the Clozapine REMS Program or use of the REMS Pharmacy Network,
please call the Clozapine REMS Program Contact Center at 844-267-8678.

Sincerely,
The Clozapine REMS Program

Enclosures: Clozapine REMS Predispense Authorization Fact Sheet
How to Start Clozapine and Monitor Patients Fact Sheet

The products covered under the Clozapine REMS Program are: Clozaril® (clozapine) tablets, for oral use ¢ Versacloz® (clozapine, USP) oral suspension

Fazaclo® (clozapine USP) orally disintegrating tablets ¢ Approved generic equivalents of these products
02/2019 2



CLOZAPINE REMS Phone: 844-267-8678

The Single Share FaX 844'404'8876
No BI _ www.clozapinerems.com

Dear Inpatient Pharmacy Personnel:

This letter is intended to inform inpatient pharmacies of changes to the Clozapine Risk Evaluation and
Mitigation Strategy (REMS) Program that will occur in the 02/2019 REMS Modification.

Changes to the Clozapine REMS Program in 02/2019 may affect your ability to
dispense clozapine.

1. Only pharmacies certified in the Clozapine REMS Program will be able to receive and dispense
clozapine.
e Only pharmacies certified in the Clozapine REMS Program will be able to purchase or receive clozapine
from a wholesaler or distributor.
o If your pharmacy dispenses clozapine and is not yet certified in the Clozapine REMS Program, certify
online at www.clozapinerems.com or download the Clozapine REMS Inpatient Pharmacy Enrollment
Form and fax the completed form to 844-404-8876.

2. Pharmacy classification and program requirements may have changed.

Inpatient pharmacies previously certified in the Clozapine REMS Program may be reclassified using the

following definitions:

e Inpatient pharmacy: a pharmacy within a facility dispensing clozapine only to patients receiving
inpatient medical care and other related services for surgery, acute medical conditions, or injuries
(usually for a short-term illness or condition).

e Outpatient pharmacy: a pharmacy that dispenses clozapine only to patients treated on an outpatient
or chronic basis including, but not limited to, retail drug-stores, ambulatory care pharmacies, and
pharmacies dispensing to long-term care, rehabilitation facilities and prison systems.

This pharmacy reclassification, if necessary, will occur during the next scheduled pharmacy recertification. If
an inpatient pharmacy is reclassified as an outpatient pharmacy, the requirements for dispensing clozapine
are different. Please review the Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
available on the Clozapine REMS Program Website at www.clozapinerems.com for more information.

You may call the Clozapine REMS Program Contact Center at 844-267-8678 if you are unsure whether
your pharmacy type is inpatient or outpatient (based on the definitions above) or if your pharmacy
provides both inpatient and outpatient pharmacy services to patients being treated with clozapine.

3. Certification is not required to prescribe clozapine for patients receiving inpatient care if the
patient is enrolled in the Clozapine REMS Program.
Prescribers who continue clozapine for patients during inpatient medical care and other related services
for surgery, acute medical conditions, or injuries (usually for a short-term illness or condition) will not be
required to become certified in the Clozapine REMS Program if the patient is already enrolled in the
Clozapine REMS Program.
e A patient being initiated on clozapine while in an inpatient setting who is not enrolled in the Clozapine

REMS Program must be enrolled by a certified prescriber.

4. Dispense atemporary supply of clozapine to an enrolled patient upon discharge from a healthcare
facility that is not more than:
e A 7-day supply, or
e An amount sufficient to supply the patient until their next blood draw date per the monitoring frequency
(MF) on file with the Clozapine REMS Program; or
e The amount authorized by the prescriber.

The products covered under the Clozapine REMS Program are: Clozaril® (clozapine) tablets, for oral use « Versacloz® (clozapine, USP) oral suspension

Fazaclo® (clozapine USP) orally disintegrating tablets « Approved generic equivalents of these products
02/2019 1



CLOZAPINE REM Phone: 844-267-8678

The Single Share pine FaX 844'404'8876
No Blood, _ www.clozapinerems.com

The “Eligibility Check” (EC) process for inpatient pharmacies is also changing as outlined below:

The Eligibility Check for Inpatient Pharmacies will evaluate:

- Patient Enrollment Status: The patient must be enrolled in the Clozapine REMS Program to receive
clozapine.

o If the patient is enrolled, you will receive an authorization to dispense clozapine.

o If the patient is not enrolled, a certified prescriber must enroll the patient before the patient becomes
eligible to receive clozapine.

« Absolute Neutrophil Count (ANC): Inpatient pharmacies can determine if the patient ANC is on file with
the Clozapine REMS Program, if it's current, and if it's within the normal range. Abnormalities or an
absence of this information will not prevent dispensing of clozapine.

o All EC responses will provide inpatient pharmacies with the patient’s most recent ANC value and the
associated blood draw date, and his/her MF on file with the Clozapine REMS Program.

o The pharmacy may access the inpatient medical record system to verify:

= The ANC is current based on the patient’'s MF (i.e., within 7 days of the EC date for weekly
monitoring, 15 days for every two weeks monitoring, and 31 days for monthly monitoring)

= ANC is within the acceptable range described in the Prescribing Information or the certified
prescriber has authorized clozapine treatment if the patient’s ANC falls below the acceptable
range when the prescriber determines the benefits exceed the risks of developing severe
neutropenia.

o If the patient’'s ANC is low and there is no “Treatment Rationale” on file, the inpatient pharmacy will
receive a warning message. Inpatient prescribers should use clinical judgment to determine if benefits
of receiving clozapine outweigh its risks if a patient has an ANC indicating moderate or severe
neutropenia.

o If the patient has an ANC that is more current than the ANC draw date on file with the Clozapine
REMS Program as received in the EC response, the pharmacy is encouraged to submit the ANC to
the Clozapine REMS Program utilizing the step-by-step instructions provided in the enclosed
Clozapine REMS Eligibility Check Fact Sheet.

The pharmacy’s authorized representative must ensure that all pharmacy staff are aware of these
modifications to the Clozapine REMS Program effective 02/2019.

For additional information related to the Clozapine REMS Program, visit the Clozapine REMS Program Website
at www.clozapinerems.com or call the Clozapine REMS Program Contact Center at 844-267-8678.

Sincerely,

The Clozapine REMS Program

Enclosures: Clozapine REMS Eligibility Check Fact Sheet
How to Start Clozapine and Monitor Patients Fact Sheet

The products covered under the Clozapine REMS Program are: Clozaril® (clozapine) tablets, for oral use « Versacloz® (clozapine, USP) oral suspension

Fazaclo® (clozapine USP) orally disintegrating tablets « Approved generic equivalents of these products
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Dear Prescriber and/or Prescriber Designee:

This letter is intended to notify prescribers and prescriber designees of changes to the Clozapine Risk
Evaluation and Mitigation Strategy (REMS) Program that will occur in the 02/2019 REMS Modification.

Changes to the Clozapine REMS Program in 02/2019 may affect your ability to
prescribe clozapine.

1. Only prescribers certified in the Clozapine REMS Program will be able to prescribe
clozapine to patients for outpatient use.

If you need to prescribe clozapine but are not yet certified in the Clozapine REMS Program, go
immediately to www.clozapinerems.com to certify online. You may also download the Clozapine
REMS Prescriber Enrollment Form and Clozapine REMS Knowledge Assessment for Healthcare
Providers, and fax the completed forms to 844-404-8876. Once a prescriber is certified, his/her
designees must enroll online at www.clozapinerems.com.

2. Prescribing clozapine for patients receiving inpatient care does not require prescriber
certification in the Clozapine REMS Program if the patient is already enrolled in the
program. If the patient is to be initiated on clozapine while admitted to an inpatient
setting, a certified prescriber must enroll the patient in the Clozapine REMS Program
prior to receiving their first dose of clozapine.

Prescribers in an inpatient setting should use clinical judgment to determine if the benefits of
receiving clozapine outweigh its risks if a patient has an absolute neutrophil count (ANC)
indicating moderate or severe neutropenia. For more information on patient access to clozapine
in the inpatient setting, please review the Clozapine and the Risk of Neutropenia: A Guide for
Healthcare Providers available on the Clozapine REMS Program Website at
www.clozapinerems.com.

3. Pharmacies that dispense clozapine must be certified in the Clozapine REMS Program.

A list of certified pharmacies is available on the Clozapine REMS Program Website at
www.clozapinerems.com.

Prescribers, once certified, must:
o Enroll all patients in the Clozapine REMS Program prior to their first dose of clozapine.

o Order ANC lab work according to the monitoring frequency (MF) described in the Prescribing
Information.

o Submit ANC according to the patient’s MF on file with the Clozapine REMS Program:
For weekly MF, ANC must be submitted within 7 days of the lab draw* date
For every two weeks MF, ANC must be submitted within 15 days of the lab draw* date

For monthly MF, ANC must be submitted within 31 days of the lab draw* date
*Assumes the lab draw date is day 0.

The products covered under the Clozapine REMS Program are: Clozaril® (clozapine) tablets, for oral use « Versacloz® (clozapine, USP) oral suspension
Fazaclo® (clozapine USP) orally disintegrating tablets « Approved generic equivalents of these products
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o Patient ANCs may be submitted by:
- By logging in to the Clozapine REMS Program Website at www.clozapinerems.com,
By calling the Clozapine REMS Program Contact Center at 844-267-8678; or
By using the Clozapine REMS ANC Lab Reporting Form (available at
www.clozapinerems.com) and faxing it to 844-404-8876. Labs submitted via the Clozapine
REMS Program Website are available immediately; however, allow up to 48 hours to process
ANC labs submitted by fax.

o Provide a “Treatment Rationale” to authorize dispensing via an outpatient pharmacy for patients
who have an ANC indicating moderate or severe neutropenia. Treatment Rationales may be
provided online or on the Clozapine REMS ANC Lab Reporting Form (available at
www.clozapinerems.com) and faxed to 844-404-8876.

For additional information related to the Clozapine REMS Program, please call the Clozapine REMS
Program Contact Center at 844-267-8678.

Sincerely,

The Clozapine REMS Program

Enclosure: How to Start Clozapine and Monitor Patients Fact Sheet

The products covered under the Clozapine REMS Program are: Clozaril® (clozapine) tablets, for oral use « Versacloz® (clozapine, USP) oral suspension
Fazaclo® (clozapine USP) orally disintegrating tablets « Approved generic equivalents of these products
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Dear <Prescriber FirstName LastName>:

On October 12, 2015, the single shared Clozapine Risk Evaluation Mitigation Strategy (REMS) Program
replaced all individual clozapine registries. Our records indicate you prescribe clozapine to patients and that
you currently have <Enrolled Patient Count> enrolled patients affiliated and under your care within the
Clozapine REMS Program. Our records also indicate that you have not yet certified in the Clozapine REMS
Program.

You must certify in the Clozapine REMS Program to avoid interruption in your ability to continue prescribing
clozapine products, and to avoid potential delays to your patient’s clozapine therapy. As a reminder, one of
the key requirements of the Clozapine REMS Program is that any Healthcare Provider who prescribes
clozapine must certify in the program.

If you have not completed certification by <Certification Deadline>, your account with the Clozapine
REMS Program will be deactivated.

If you wish to continue to treat patients using clozapine products, you must certify online
through the Clozapine REMS Program Website at www.clozapinerems.com; or by
completing the Clozapine REMS Prescriber Enrollment Form, training, and the Clozapine
REMS Knowledge Assessment for Healthcare Providers and faxing the completed
documents to 844-404-8876; or, by calling the Clozapine REMS Program Contact Center at
844-267-8678.

If you have any questions, or if you believe that you have received this letter in error, please call the
Clozapine REMS Program Contact Center at 844-267-8678.

Regards,

The Clozapine REMS Program

Please review Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
available at www.clozapinerems.com for more detailed information about the Clozapine REMS
Program requirements and additional information about changes related to clozapine treatment
and monitoring. This letter does not contain the complete safety profile for clozapine. Visit
www.clozapinerems.com to review the complete Prescribing Information.

The products covered under the Clozapine REMS Program are: Clozaril® (clozapine) tablets, for oral use Versacloz® (clozapine, USP) oral suspension

Fazaclo® (clozapine USP) orally disintegrating tablets ¢ Approved generic equivalents of these products
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Dear <Prescriber FirstName LastName>:

On October 12, 2015, the single shared Clozapine Risk Evaluation and Mitigation Strategy (REMS)
Program replaced all individual clozapine registries. Your prescriber information was migrated from
an existing registry to the Clozapine REMS Program. Our records indicate that you may not be
currently prescribing clozapine and do not currently have enrolled patients affiliated under your care
within the Clozapine REMS Program. Our records also indicate that you have not certified in the
Clozapine REMS Program.

On <Deactivation Date>, your account with the Clozapine REMS Program will be deactivated.

If you prescribe clozapine only to patients treated on an outpatient or chronic basis including, but not
limited to, retail drug-stores, ambulatory care pharmacies, and pharmacies dispensing to long-term
care, rehabilitation facilities and prison systems, you must certify in the Clozapine REMS Program to
avoid interruption in your ability to prescribe clozapine products, and to avoid potential delays to a
patient’s clozapine therapy. As a reminder, one of the key requirements of the Clozapine REMS
Program is that any Healthcare Provider who prescribes clozapine for outpatient use must certify in
the program.

If you wish to treat patients using clozapine products, you must certify online through the
Clozapine REMS Program Website at www.clozapinerems.com; by completing the
Clozapine REMS Prescriber Enrollment Form, training, and Clozapine REMS Knowledge
Assessment for Healthcare Providers; and faxing the completed documents to
844-404-8876; or, by calling the Clozapine REMS Program Contact Center at 844-267-8678.

If you have any questions, or believe that you have received this letter in error, please call the
Clozapine REMS Program Contact Center at 844-267-8678.

Regards,

The Clozapine REMS Program

Please review Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
available at www.clozapinerems.com for more detailed information about the Clozapine REMS
Program requirements and additional information about changes related to clozapine treatment
and monitoring. This letter does not contain the complete safety profile for clozapine. Visit
www.clozapinerems.com to review the complete Prescribing Information.

The products covered under the Clozapine REMS Program are: Clozaril® (clozapine) tablets, for oral use * Versacloz® (clozapine, USP) oral suspension
Fazaclo® (clozapine USP) orally disintegrating tablets < Approved generic equivalents of these products
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Dear <Professional Society>:

The Clozapine REMS Program is pleased to announce a program modification slated to become

effective February 2019. A summary of changes is provided below:

e A pharmacy cannot dispense clozapine to patients if the pharmacy is not certified in the
Clozapine REMS Program.

e Reclassification of certain inpatient and outpatient pharmacies may be needed at

recertification with related updates to enroliment forms.

e Patients in inpatient settings no longer require a program-certified prescriber unless the

patient has never been enrolled into the Clozapine REMS Program.

e A “Treatment Rationale” is required prior to dispensing in outpatient settings if the patient’s

absolute neutrophil count (ANC) indicates moderate or severe neutropenia.

¢ In an outpatient setting, a “Dispense Rationale” may be provided to allow dispensing of
clozapine for a limited time when a prescriber is not certified.

Please assist the Clozapine REMS Program in notifying pharmacies of these important program
modifications by distributing this letter to your membership. You may direct them to contact the

Clozapine REMS Program with any questions or for additional information.

Sincerely,

The Clozapine REMS Program

Enclosures:
e Dear Inpatient Pharmacy Letter
e Dear Outpatient Pharmacy Using Switch Letter
e Dear Outpatient Pharmacy Using Web PDA Letter
e Clozapine REMS PDA Fact Sheet
e Clozapine REMS Eligibility Check Fact Sheet
e How to Start Clozapine and Monitor Patients Fact Sheet

The products covered under the Clozapine REMS Program are: Clozaril® (clozapine) tablets, for oral use + Versacloz® (clozapine, USP) oral suspension
Fazaclo® (clozapine USP) orally disintegrating tablets « Approved generic equivalents of these products
02/2019
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Dear <Professional Society>:

The Clozapine REMS Program is pleased to announce a program modification slated to become

effective 02/2019. A summary of the changes is provided below:

e |[f patients in inpatient settings are already enrolled in the Clozapine REMS Program, they no

longer require a program-certified prescriber to prescribe clozapine for inpatient use.

e In order to be considered current, patient’s absolute neutrophil count (ANC) values must be
on file and within 7 days of the lab draw date for weekly monitoring, 15 days for every two

weeks monitoring, and 31 days for monthly monitoring.

e A*“Treatment Rationale” is required prior to dispensing in outpatient settings if the patient’s

ANC level indicates moderate or severe neutropenia.

e Only a certified prescriber can provide a valid Treatment Rationale to continue clozapine

treatment in a patient whose ANC indicates moderate or severe neutropenia.

Please assist the Clozapine REMS Program in notifying prescribers of these important program
modifications by distributing this letter to your membership. You may direct them to contact the

Clozapine REMS Program with any questions or for additional information.

Sincerely,

The Clozapine REMS Program

Enclosures:
e Dear Prescriber Letter
¢ How to Start Clozapine and Monitor Patients Fact Sheet

The products covered under the Clozapine REMS Program are: Clozaril® (clozapine) tablets, for oral use « Versacloz® (clozapine, USP) oral suspension

Fazaclo® (clozapine USP) orally disintegrating tablets « Approved generic equivalents of these products





