Initial Shared System Approval: 09/2015
Most Recent Modification: 02/2021
RISK EVALUATION AND MITIGATION STRATEGY (REMS)
SINGLE SHARED SYSTEM FOR CLOZAPINE
I. GOALS

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

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

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

C. Ensuring compliance with the monitoring schedule for absolute neutrophil count (ANC) prior
to dispensing clozapine

D. Ensuring the prescriber documents a risk-benefit assessment when 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

II. REMS ELEMENTS
A. Elements To Assure Safe Use
1. Certain Healthcare Providers who prescribe clozapine are certified

a. All Healthcare Providers who prescribe clozapine for outpatient use must be certified.

b. All Healthcare Providers who prescribe clozapine to a patient who is not yet enrolled must
be certified.

c. To become certified to prescribe clozapine, Healthcare Providers must:

i. Review the Prescribing Information for clozapine,

ii. Review Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers and
successfully complete the Clozapine REMS Knowledge Assessment for Healthcare
Providers; and,
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iii. Enroll in the Clozapine REMS Program by completing the Clozapine REMS
Prescriber Enrollment Form.

As a condition of certification, prescribers must:
i. Enroll each patient in the Clozapine REMS Program by:

1.) Informing the patient about the risks associated with clozapine including severe
neutropenia and the Clozapine REMS Program requirements by using 4 Guide for
Patients and Caregivers: What You Need to Know about Clozapine and
Neutropenia and providing it to the patient or caregiver unless clinical judgment
indicates that the patient’s adherence to the treatment regimen will be negatively
impacted by providing 4 Guide for Patients and Caregivers: What You Need to
Know about Clozapine and Neutropenia

2.) Completing the Clozapine REMS Patient Enrollment Form for each patient. Submit
the completed form to the Clozapine REMS Program

ii. Perform the following requirements on an ongoing basis for each patient and submit to
the Clozapine REMS Program via the online system, by fax, or by calling the
Clozapine REMS Program Contact Center:

1.) Order ANC according to the monitoring schedule described in the Prescribing
Information

2.) Submit ANC according to the patient’s monitoring frequency on file with the
Clozapine REMS Program as described in the Monitoring Schedule of the
Prescribing Information:

a) For weekly monitoring frequency, ANC must be submitted to the Clozapine
REMS Program within 7 days of the lab draw date

b) For every two weeks monitoring frequency, ANC must be submitted to the
Clozapine REMS Program within 15 days of the lab draw date

c¢) For monthly monitoring frequency, ANC must be submitted to the Clozapine
REMS Program within 31 days of the lab draw date

3.) Provide authorization of treatment for patients (i.e., Treatment Rationale) with an
ANC that falls below the acceptable range described in the Prescribing Information,
when the prescriber determines the benefits outweigh the risks of developing severe
neutropenia

4.) Verify the patient monitoring frequency on file with the Clozapine REMS Program
is aligned with the patient’s monitoring frequency as described in the Prescribing
Information



Clozapine Sponsors must:

1.

11.

1il.

1v.

Vi.

Vii.

Viil.

Ensure that Healthcare Providers who prescribe clozapine as described in I1.A.1.a-b are
certified in accordance with the requirements described above

Ensure that Healthcare Providers can complete the certification process, patient
enrollment and management online or by fax to the Clozapine REMS Program

Ensure that Healthcare Providers who prescribe clozapine as described in II1.A.1.a-b are
notified when they have been certified in the Clozapine REMS Program

Maintain a validated, secure database of Healthcare Providers who are certified to
prescribe clozapine in the Clozapine REMS Program. Clozapine Sponsors must ensure
that the prescriber’s REMS requirements are met and may de-certify noncompliant
prescribers if the requirements do not continue to be met

Maintain a validated, secure database of patients enrolled in the Clozapine REMS
Program

Ensure that certified prescribers are provided access to the database of certified
pharmacies and enrolled patients

Provide Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers to
Healthcare Providers who:

1.) Attempt to prescribe clozapine as described in II.A.1.a-b and are not yet certified, or
2.) Inquire about how to become certified
Ensure that within 30 calendar days of REMS approval, the REMS materials listed below

are available on the Clozapine REMS Program Website, www.clozapinerems.com, and by
calling the Clozapine REMS Program Contact Center at 844-267-8678

The following materials are part of the REMS and are appended:

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

o Clozapine REMS Knowledge Assessment for Healthcare Providers

o Clozapine REMS Prescriber Enrollment Form

o Clozapine REMS Prescriber Designee Enrollment Form

o A Guide for Patients and Caregivers: What You Need to Know about Clozapine and
Neutropenia

o Clozapine REMS Patient Enrollment Form
e Clozapine REMS Program Website
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2. Pharmacies that dispense clozapine are certified

Outpatient Pharmacies

a. To become certified to dispense clozapine, outpatient pharmacies must:

1.

il.

1il.
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Designate an authorized representative to complete certification on behalf of the
pharmacy using the appropriate form:

1.) Clozapine REMS Outpatient Pharmacy Enrollment Form

2.) Clozapine REMS Chain Headquarters Pharmacy Enrollment Form

Ensure the authorized representative will oversee implementation and compliance with
the Clozapine REMS Program requirements by doing the following:

1.) Review Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
and successfully complete the Clozapine REMS Knowledge Assessment for
Healthcare Providers

2.) Ensure all relevant staff involved in the dispensing of clozapine are trained on the
Clozapine REMS Program requirements as described in Clozapine and the Risk of
Neutropenia: A Guide for Healthcare Providers and maintain records of staff
training

a.) For pharmacies that have a pharmacy management system that supports
electronic telecommunication verification, each pharmacist must be trained
utilizing established training protocols for their certified pharmacy

b.) For pharmacies that have a pharmacy management system that does not support
electronic telecommunication verification, each pharmacist must be trained by
reviewing Clozapine and the Risk of Neutropenia: A Guide for Healthcare
Providers and successfully completing the Clozapine REMS Knowledge
Assessment for Healthcare Providers

Put processes and procedures in place to ensure the following requirements are
completed:

1.) Obtain a Predispense Authorization each time from the Clozapine REMS Program
by accessing the Clozapine REMS Program Website, Clozapine REMS Program
Contact Center, or enabling the pharmacy management system to support
communication with the Clozapine REMS Program system

2.) Maintain appropriate documentation that all processes and procedures are in place
and are being followed for the Clozapine REMS Program and provide it upon
request to the Clozapine Sponsors or a third party acting on behalf of the Clozapine
Sponsors



3.) Recertify in the Clozapine REMS Program every two years

4.) Comply with audits by the Clozapine Sponsors or a 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

b. As a condition of certification:

il.
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Pharmacies that support electronic communication verification with the Clozapine
REMS Program system must:

1.) Ensure the pharmacy enables its pharmacy management system to support
communication with the Clozapine REMS Program system using established
telecommunication standards and runs validation test transaction(s) to validate the
system enhancements

2.) Dispense clozapine to patients only after obtaining a Predispense Authorization
each time by processing all clozapine prescriptions, including cash claims, through
their pharmacy management system to electronically:

a.) Verify the prescriber is certified in the Clozapine REMS Program

b.) Verify the patient is enrolled in the Clozapine REMS Program

c.) Verify the ANC is current (within 7 days of the Predispense Authorization
transaction date for weekly monitoring, 15 days for every two weeks monitoring
and 31 days for monthly monitoring)

d.) Verify the ANC is within the acceptable range described in the Prescribing
Information, or that a certified prescriber has authorized clozapine treatment for
patients with an ANC that falls below the acceptable range when the prescriber
determines the benefits outweigh the risks of developing severe neutropenia

e.) Report dosing information for each clozapine prescription/fill to the Clozapine
REMS Program

Pharmacies that do not support electronic telecommunication verification with the
Clozapine REMS Program system must dispense clozapine to patients only after
obtaining a Predispense Authorization each time by accessing the Clozapine REMS
Program Website or calling the Clozapine REMS Program Contact Center to:

1.) Verify the prescriber is certified in the Clozapine REMS Program

2.) Verify the patient is enrolled in the Clozapine REMS Program



3.) Verify the ANC is current (within 7 days of the Predispense Authorization
transaction date for weekly monitoring, 15 days for every two weeks
monitoring, and 31 days for monthly monitoring)

4.) Verify the ANC is within the acceptable range described in the Prescribing
Information, or that the certified prescriber has authorized clozapine treatment for
patients with an ANC that falls below the acceptable range when the prescriber
determines the benefits outweigh the risks of developing severe neutropenia

5.) Report dosing information for each clozapine prescription/fill to the Clozapine
REMS Program

Inpatient Pharmacies
c. To become certified to dispense clozapine, inpatient pharmacies must:

i.  Designate an authorized representative to complete the certification process on behalf
of the pharmacy using the Clozapine REMS Inpatient Pharmacy Enrollment Form

ii. Ensure the authorized representative will oversee implementation and compliance with
the Clozapine REMS Program requirements by doing the following:

1.) Review Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
and successfully complete the Clozapine REMS Knowledge Assessment for
Healthcare Providers

2.) Ensure all relevant staff involved in the dispensing of clozapine are trained on the
Clozapine REMS Program requirements as described in Clozapine and the Risk of
Neutropenia: A Guide for Healthcare Providers and maintain records of staff
training. Each pharmacist must be trained by reviewing Clozapine and the Risk of
Neutropenia: A Guide for Healthcare Providers and successfully completing the
Clozapine REMS Knowledge Assessment for Healthcare Providers

iii. Put processes and procedures in place to ensure the following requirements are
completed prior to the initial inpatient dispensing of clozapine:

1.) Perform an Eligibility Check from the Clozapine REMS Program by accessing the
Clozapine REMS Program Website or contacting the Clozapine REMS Program
Contact Center to verify the patient is enrolled in the Clozapine REMS Program

2.) Obtain a current ANC by accessing the Clozapine REMS Program Website,
contacting the Clozapine REMS Program Contact Center, or by accessing the
inpatient medical record

3.) Verify that the ANC is within the acceptable range described in the Prescribing
Information or that the prescriber has authorized clozapine treatment for patients
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1v.

with an ANC that falls below the acceptable range when the prescriber determines
the benefits outweigh the risks of developing severe neutropenia

Maintain appropriate documentation that all processes and procedures are in place and
are being followed for the Clozapine REMS Program and provide it upon request to the
Clozapine Sponsors or a third party acting on behalf of the Clozapine Sponsors

Comply with audits by the Clozapine Sponsors or a 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

d. As a condition of certification, inpatient pharmacies must:

1.

11.

Dispense clozapine only after:

1.) Performing an Eligibility Check by accessing the Clozapine REMS Program
Website or calling the Clozapine REMS Program Contact Center to verify the
patient is enrolled in the Clozapine REMS Program;

2.) Verifying that the patient’s ANC obtained from the Clozapine REMS Program
Website, the Clozapine REMS Program Contact Center, or the patient’s inpatient
medical record is current; and,

3.) Verifying that the ANC is within the acceptable range described in the Prescribing
Information or that the prescriber has authorized clozapine treatment for patients
with an ANC that falls below the acceptable range when the prescriber determines
the benefits outweigh the risks of developing severe neutropenia

Dispense no more than a 7-day temporary supply of clozapine to an enrolled patient
upon discharge from the healthcare facility

e. Clozapine Sponsors must:

1.

ii.

1il.

1v.
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Ensure that pharmacies that dispense clozapine are certified, in accordance with the
requirements described above

Ensure that authorized representatives can complete the pharmacy certification process
and training online or by fax to the Clozapine REMS Program

Ensure that pharmacies are notified when they have been certified in the Clozapine
REMS Program

Ensure that pharmacies renew certification in the Clozapine REMS Program every two
years

Verify every two years that the authorized representative’s name and contact
information corresponds to that of the current designated authorized representative for



the certified pharmacy; and if different, require the pharmacy to recertify with a new
authorized representative

The following materials are part of the REMS and are appended:
e  Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
e Clozapine REMS Knowledge Assessment for Healthcare Providers
e Clozapine REMS Inpatient Pharmacy Enrollment Form
e Clozapine REMS Outpatient Pharmacy Enrollment Form
e Clozapine REMS Chain Headquarters Pharmacy Enrollment Form
e C(Clozapine REMS Program Website

3. Clozapine will be dispensed with evidence or other documentation of safe-use conditions
a. To enroll a patient in the Clozapine REMS Program, each prescriber must complete a
Clozapine REMS Patient Enrollment Form indicating that the patient or their caregiver has:

i. Been provided 4 Guide for Patients and Caregivers: What You Need to Know about
Clozapine and Neutropenia unless clinical judgment indicates that the patient’s adherence to
the treatment regimen will be negatively impacted by providing A Guide for Patients and
Caregivers: What You Need to Know about Clozapine and Neutropenia

ii. Been informed by the prescriber of the risks of clozapine and the Clozapine REMS Program
requirements, using A Guide for Patients and Caregivers: What You Need to Know About
Clozapine and Neutropenia

b. Clozapine Sponsors must:

i. Ensure that the certified prescriber can submit the completed Clozapine REMS Patient
Enrollment Form online or by fax to the Clozapine REMS Program

ii. Ensure that the certified pharmacy can verify that the prescriber is certified and each patient
treated with clozapine is enrolled in the Clozapine REMS Program prior to dispensing (see
‘Section II.A.2 Pharmacies that dispense clozapine are certified’)

The following materials are part of the REMS and are appended:
o  Clozapine REMS Patient Enrollment Form
4. Each patient using clozapine is subject to certain monitoring

a. Clozapine Sponsors must ensure that before dispensing clozapine the certified pharmacy can
verify the ANC is current and,

i.  Within the acceptable range described in the Prescribing Information; or,
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http://www.clozapinerems.com/

ii.  The prescriber has authorized clozapine treatment (Treatment Rationale) for patients with
an ANC that falls below the acceptable range when the prescriber determines the benefits
outweigh the risks of developing severe neutropenia

5. Each patient using clozapine is enrolled in a registry

a. Clozapine Sponsors must ensure that certified prescribers enroll all patients in the Clozapine
REMS Program using the Clozapine REMS Patient Enrollment Form

b. Clozapine Sponsors must maintain the Clozapine REMS Program registry. The primary
objective of the Clozapine REMS Program registry is to ensure patient safety and safe-use of
clozapine through periodic monitoring for severe neutropenia

c. Clozapine Sponsors must ensure that patient enrollment can be completed via the Clozapine
REMS Program Website or by fax

B. Implementation System
1. Clozapine Sponsors must ensure that clozapine is only distributed to certified pharmacies by:
a. Ensuring the wholesalers/distributors who distribute clozapine comply with the program
requirements for wholesalers/ distributors. For a wholesaler/distributor to distribute clozapine,

the wholesalers/distributors must:

i. Put processes and procedures in place to verify, prior to distributing clozapine, that the
pharmacies are certified

ii. Train all relevant staff on the Clozapine REMS Program requirements

iii. Agree to be audited by the Clozapine Sponsors or a 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

iv. Maintain appropriate documentation and make it available for audits

v. Provide distribution data to the individual Clozapine Sponsors

b. Ensuring that wholesalers/distributors maintain distribution records of all shipments of
clozapine and provide the data to the individual Clozapine Sponsors

c. Monitoring distribution data and auditing the wholesalers/distributors within one year after the
wholesaler/distributor is enrolled to ensure that all processes and procedures are in place and
functioning to support the requirements of the Clozapine REMS Program. Clozapine Sponsors
must institute corrective action if noncompliance is identified

2. Clozapine Sponsors must maintain a validated, secure database of pharmacies that are certified to
dispense clozapine in the Clozapine REMS Program
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3. Clozapine Sponsors must maintain adequate records of clozapine distribution, dispensing, certified
prescribers, pharmacies, distributors/wholesalers, and patients to meet the Clozapine REMS
Program requirements

4. Clozapine Sponsors must ensure that pharmacies’ REMS requirements are met and may decertify
noncompliant pharmacies if the requirements do not continue to be met

5. Clozapine Sponsors must maintain a validated, secure database of patients who are enrolled in the
Clozapine REMS Program

6. Clozapine Sponsors must maintain a Clozapine REMS Program Contact Center to support
prescribers and pharmacies interfacing with the Clozapine REMS Program

7. Clozapine Sponsors must ensure that within 70 calendar days of approval of the <MMDDYYYY>
REMS modification, the Clozapine REMS Program Website is fully operational and all materials
listed in or appended to the Clozapine REMS Program document are available through the
Clozapine REMS Program Website (www.clozapinerems.com) or by calling the Clozapine REMS
Program Contact Center at 844-267-8678

8. The Clozapine REMS Program Website (www.clozapinerems.com) must continue for the duration
of the REMS. Additionally,

a. The Clozapine REMS Program Website must include the following online capabilities for
certified Healthcare Providers, their designees, or pharmacy staff, as applicable:

i.  completion of prescriber and pharmacy certification,
ii.  enrollment and management of patients,

iii.  provision of Predispense Authorizations; and,

iv.  provision of Eligibility Check results

b. The Clozapine REMS Program Website must include the option to print versions of the
Clozapine REMS Program materials

c. The individual, product-specific clozapine websites for Healthcare Providers must include a
prominent REMS-specific link to the Clozapine REMS Program Website

9. Clozapine Sponsors must continuously monitor the certified pharmacies to ensure the requirements
of the Clozapine REMS Program are being met. Clozapine Sponsors must institute corrective
action if noncompliance is identified

10. Clozapine Sponsors must audit certified pharmacies that have ordered clozapine to ensure that all
processes and procedures are in place and functioning to support the requirements of the Clozapine
REMS Program on the following schedule:
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a. Initial pharmacy audit must be implemented within 180 days following approval of the current
Clozapine REMS modification;

b. Subsequent audits will be administered every two years thereafter; and,
c. Clozapine Sponsors must institute corrective action if noncompliance is identified

11. Clozapine Sponsors must take reasonable steps to improve implementation of and compliance with
the requirements of the Clozapine REMS Program based on monitoring and evaluation of the
Clozapine REMS Program

II1. Timetable for Submission of Assessments

Clozapine NDA Sponsors must submit REMS Assessments annually beginning February 28, 2020. To
facilitate inclusion of as much information as possible while allowing reasonable time to prepare the
submission, the reporting interval covered by each assessment should conclude no earlier than 60
calendar days before the submission date for that assessment. Clozapine Sponsors will submit each
assessment so that it will be received by the FDA on or before the due date.
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CLOZAPINE REMS

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

This guide is intended to educate Healthcare Providers about clozapine and the Clozapine REMS Program.
During the launch of the Clozapine REMS Program, there were challenges that required an extension of the
phased implementation period. This guide is reflective of the full implementation of the Clozapine REMS
Program, which is expected in [TBD]. For the current state of the Clozapine REMS Program, expected full
implementation dates and important updates on the transition period, please see the Clozapine REMS
Frequently Asked Questions (FAQs) on the Clozapine REMS Program Website at www.clozapinerems.com.

Clozapine and the Risk
of Neutropenia:

A Guide for Healthcare Providers

This Guide discusses:

e What is the Clozapine REMS Program?
e Clozapine and the risk of severe neutropenia

e Treatment recommendations and patient absolute neutrophil
count (ANC) monitoring

e Prescriber requirements for the Clozapine REMS Program
e Pharmacy requirements for the Clozapine REMS Program
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Clozapine and the Risk of Neutropenia: CLOZAPINE REMS

The Single Shared System for Clozapine

A Guide for Healthcare Providers Ne Blood, Mo Drug™
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Clozapine and the Risk of Neutropenia: CLOZAPINE REMS

The Single Shared System for Clozapine

A Guide for Healthcare Providers Ne Blood, Mo Drug™

1 The Clozapine REMS Program

Clozapine is associated with severe neutropenia (absolute neutrophil count (ANC) less than
500/uL). The requirements to prescribe, dispense, and receive clozapine are incorporated into a
single shared program called the Clozapine Risk Evaluation and Mitigation Strategy (REMS)
Program. 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 provides a centralized point of access:
1. For prescribers and pharmacies to certify before prescribing or dispensing clozapine
2. To enroll and manage patients on clozapine treatment

Clozapine is available by prescription as:

o Clozaril® (clozapine) tablets, for oral use

» Versacloz® (clozapine, USP) oral suspension

e Clozapine, USP, orally disintegrating tablets

e Approved generic equivalents of these products

To minimize the risk of severe neutropenia associated with the use of clozapine, the Clozapine
REMS Program includes the following key program requirements:

Prescribers (who prescribe clozapine for outpatient use)
e Must certify in the Clozapine REMS Program to prescribe clozapine
e Must enroll all patients in the Clozapine REMS Program
o Must submit patients’ ANCs to the Clozapine REMS Program for every prescription of clozapine
according to the patient’s monitoring frequency:
e For weekly monitoring frequency, ANC must be submitted to the Clozapine REMS Program
within 7 days of the lab draw* date
o For every two weeks monitoring frequency, ANC must be submitted to the Clozapine REMS
Program within 15 days of the lab draw* date
e 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
Pharmacies
e Must certify in the Clozapine REMS Program to dispense clozapine
o Must verify the prescriber is certified and the patient is enrolled prior to dispensing clozapine
o Must verify the ANC is within the acceptable range described in the Prescribing Information, or
that the prescriber has authorized the continuation of clozapine treatment by providing a
“Treatment Rationale” for patients with an ANC that falls below the acceptable range when the
prescriber determines the benefits outweigh the risks of developing severe neutropenia
¢ Prior to dispensing clozapine, verify ANC is current (within 7/15/31 days prior to the
“Predispense Authorization”/“Eligibility Check” transaction date)

Patients
o Must be enrolled in the Clozapine REMS Program by a certified prescriber to receive clozapine
e Must comply with the ANC testing requirements
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Clozapine and the Risk of Neutropenia: CLOZAPINE REMS

The Single Shared System for Clozapine

A Guide for Healthcare Providers Ne Blood, Mo Drug™

Important Terms Used in the Clozapine REMS Program:

* Predispense Authorization (PDA): An authorization given to outpatient pharmacies which
reflects that the safe-use conditions for that patient have been met. The PDA is an electronic
code provided by the Clozapine REMS Program verifying that the patient is enrolled, the
prescriber and pharmacy are certified, and that the ANC is on file, current and within
acceptable range. This PDA then permits dispensing of clozapine to the patient.

* Treatment Rationale (TR): A justification used by a prescriber to allow a patient having
moderate neutropenia (ANC 500-999/uL for the general population) or severe neutropenia
(ANC < 500/uL for general population and patients with documented BEN) to continue
treatment. Only prescribers can confirm that benefits of continuing clozapine treatment
outweigh the risks of developing severe neutropenia.

* Dispense Rationale (DR): The opportunity provided by the Clozapine REMS Program to
certified outpatient pharmacies 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.
The Clozapine REMS Program alerts the pharmacy if the prescriber is not certified in the
Clozapine REMS Program, and prevents a PDA from being issued for a clozapine dispense
unless the pharmacy provides a “Dispense Rationale” authorizing dispensing. The Dispense
Rationale is valid for only 72 hours (3 calendar days) and can be provided a maximum of 3
times in a rolling six-month period.

+ Eligibility Check (EC): The process inpatient pharmacies use to determine whether a patient
can receive clozapine. Obtained by using the Clozapine REMS Program Website or Clozapine
REMS Program Call Center, the EC verifies the patient is enrolled, the ANC is on file, current,
and within acceptable range.

* 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).

» 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.

* Absolute neutrophil count (ANC): laboratory parameter for monitoring patients for clozapine-
induced neutropenia.

* Benign Ethnic Neutropenia (BEN): a condition observed in certain ethnic groups whose
average ANC is lower than “standard” laboratory ranges for neutrophils compared to the
general population. Patients with documented BEN have a separate ANC monitoring algorithm
when treated with clozapine.
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Clozapine and the Risk of Neutropenia: ELS_OIZSAPJENEFEMS

A Guide for Healthcare Providers Ne Blood, Mo Drug™

2 Absolute Neutrophil Count (ANC), Neutropenia, and Patient ANC
Monitoring

What is ANC?

Absolute neutrophil count (ANC) is the laboratory parameter for monitoring patients for clozapine-
induced neutropenia. Prescribers must submit the ANC before starting and during clozapine
treatment.

ANC is usually available as a component of the complete blood count (CBC), including differential:

* ANC is more relevant to drug-induced neutropenia than white blood cell (WBC) count
« ANC may also be calculated using the following formula:

Absolute Total .
Neutrophil = WBC x  Total percentage of neutrophils
Count Count obtained from the differential

*neutrophils include “segs” and “bands”

Other granulocytes (basophils and eosinophils) contribute minimally to neutropenia and their
measurement is not necessary.

What is the risk of severe neutropenia associated with clozapine?

Clozapine can cause severe neutropenia, which can lead to serious infections and death.

Severe neutropenia occurs in a small percentage of patients taking clozapine.

e Severe neutropenia is defined as ANC less than 500/uL

e Severe neutropenia replaces the previous terms “severe leukopenia,
granulocytopenia,” and “agranulocytosis”

e The risk appears greatest during the first 18 weeks of clozapine treatment

e The mechanism is not dose-dependent

e |tis unclear if concurrent use of other drugs known to cause neutropenia increases the risk or
severity of clozapine-induced neutropenia

 |If clozapine is used concurrently with a medication(s) known to cause neutropenia:
- Consider monitoring patients more closely than the treatment guidelines recommend, and
- Consult with the treating oncologist in patients receiving concomitant chemotherapy

severe

For a complete discussion of other risks, including other Boxed Warnings, please see the
Prescribing Information available at www.clozapinerems.com.
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What is Benign Ethnic Neutropenia (BEN)?

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 who have
documented BEN have a separate ANC monitoring algorithm when treated with clozapine.

When enrolling a patient in the Clozapine REMS Program, identify if the patient has
documented BEN, so the patient is monitored according to the correct ANC monitoring
algorithm.

A few important things to know about patients with documented BEN:

e Itis most commonly observed in individuals of African descent (approximate prevalence of
25-50%), some Middle Eastern ethnic groups, and in other non-Caucasian ethnic groups with
darker skin

e BEN is more common in men

» Patients with BEN have normal hematopoietic stem cell number and myeloid maturation,
are healthy, and do not suffer from repeated or severe infections

» Patients with BEN are not at increased risk for developing clozapine-induced neutropenia

Additional evaluation may be needed to determine if baseline neutropenia is due to BEN. Consider
a hematology consultation before starting or during clozapine treatment as necessary.

What are the treatment recommendations and monitoring requirements for
patients taking clozapine?

The recommended ANC monitoring frequency for patients in the general population as well as
patients who have documented BEN is shown in Table 1. The table also provides
recommendations for monitoring patients who experience a decrease in ANC during the course of
treatment.

Patients may transition to less frequent ANC monitoring based on the number of weeks of
continuous clozapine therapy and the patient’'s ANCs. Weekly ANC monitoring is required for all
patients during the first six months of treatment. If the ANC remains in the normal range (ANC
greater than or equal to 1500/pL for the general population, ANC greater than or equal to 1000/pL
for patients with BEN) for the first six months of therapy, monitoring frequency can be reduced to
every two weeks. If the patient's ANC continues to remain in the normal range for the second six
months of treatment, ANC monitoring may be reduced to monthly.

The Clozapine REMS Program will alert prescribers via their website dashboard when a patient
qualifies for a change in ANC monitoring frequency.
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Before starting treatment with clozapine, the baseline ANC must be:

» atleast 1500/uL for the general population
o atleast 1000/uL for patients with documented BEN

During treatment, monitor ANC regularly as described in Table 1 below.

Table 1 Recommended Monitoring Frequency and Clinical Decisions by ANC Level

ANC Level

Normal Range for a New

Patient

GENERAL POPULATION
* ANC = 1500/pL

BEN POPULATION
+ ANC 2 1000/pL
 Obtain at least two baseline ANC
levels before initiating treatment

Mild Neutropenia
(1000 - 1499/pL)*

Moderate Neutropenia
(500 - 999/pL)*

Severe Neutropenia
(< 500/pL)*

Treatment Recommendation

Initiate treatment

If treatment interrupted:
- < 30 days, continue monitoring as before

- 2 30 days, monitor as if new patient

Discontinuation for reasons other than
neutropenia

GENERAL POPULATION
» Continue treatment

BEN POPULATION
* Mild neutropenia is normal range for BEN
population, continue treatment

+ Obtain at least two baseline ANC levels
before initiating treatment

« If treatment interrupted
- < 30 days, continue monitoring as before
- 2 30 days, monitor as if new patient

« Discontinuation for reasons other than neutropenia

GENERAL POPULATION
* Recommend hematology consultation
* Interrupt treatment for suspected clozapine-
induced neutropenia

* Resume treatment once ANC normalizes to =
1000/pL
BEN POPULATION
+ Recommend hematology consultation
« Continue treatment

GENERAL POPULATION
* Recommend hematology consultation
« Interrupt treatment for suspected clozapine-
induced neutropenia

Do not rechallenge unless prescriber determines
benefits outweigh risks
BEN POPULATION
+« Recommend hematology consultation
« Interrupt treatment for suspected clozapine-
induced neutropenia

« Do not rechallenge unless prescriber
determines benefits outweigh risks

ANC Monitoring

» Weekly from initiation to six months
+ Every two weeks from 6 to 12 months
* Monthly after 12 months

+ See Section 2.4 of the Prescribing Information

GENERAL POPULATION
* Three times weekly until ANC = 1500/uL
* Once ANC 2= 1500/pL return to patient’s last “Normal Range”

|**

ANC monitoring interva

BEN POPULATION
* Weekly from initiation to six months
* Every two weeks from 6 to 12 months
* Monthly after 12 months

« See Section 2.4 of the Prescribing Information

GENERAL POPULATION
« Daily until ANC = 1000/pL, then:
* Three times weekly until ANC = 1500/uL
* Once ANC = 1500/pL, check ANC weekly for 4 weeks, then
return to patient’s last “Normal Range” ANC monitoring
interval™*

BEN POPULATION
« Three times weekly until ANC = 1000/uL or = patient’s known
baseline.
* Once ANC = 1000/pL or patient’'s known baseline, check
ANC weekly for 4 weeks, then return to patient’s last “Normal
BEN Range” ANC monitoring interval**

GENERAL POPULATION
« Daily until ANC 2= 1000/uL
* Three times weekly until ANC = 1500/uL
« If patient rechallenged, resume treatment as a new patient
under “Normal Range” monitoring once ANC =1500/uL

BEN POPULATION
« Daily until ANC = 500/uL
» Three times weekly until ANC 2 patients established baseline
« If patient rechallenged, resume treatment as a new patient
under “Normal Range” monitoring once ANC =1000/uL or at
patient’s baseline

* Confirm all initial reports of ANC less than 1500/uL (ANC < 1000/uL for BEN patients) with a repeat ANC measurement within 24 hours

** If clinically appropriate
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Can a patient continue clozapine treatment with an ANC less than 1000/uL?
For Patients in the General Population

Yes; prescribers may choose to continue clozapine treatment in patients with ANCs less than
1000/uL. However, prescribers should follow the treatment recommendations as noted in Table 1
and carefully determine if the benefits of continuing clozapine treatment outweigh the risks.

The recommendations to interrupt treatment are provided to ensure patient safety. If monitoring
ANC and symptoms of infection is not done appropriately, patients with ANCs less than 1000/uL
are at risk for developing complications of severe neutropenia including serious infection and
death.

Refer to Section 3 of this document for more details on how to authorize a patient to continue
treatment.

For Patients with documented BEN

Yes; the Prescribing Information for clozapine recommends interrupting clozapine treatment for
patients with BEN only when the ANC is less than 500/uL. No interruption in treatment is
recommended for ANC 500-999/uL, although a hematology consultation is recommended.

If a patient develops a fever, how is clozapine treatment managed?

Generally, clozapine treatment should be interrupted as a precautionary measure in any patient who
develops a fever of 38.5°C (101.3°F) or greater, and an ANC should be obtained. Fever is often the
first sign of a neutropenic infection.

If fever occurs in any patient with an ANC less than 1000/pL, initiate appropriate neutropenia work-
up and treatment for infection. Refer to Table 1 for ANC monitoring recommendations.

If any patient presents with evidence of fever and/or neutropenia, consider a hematology
consultation.

How is clozapine discontinued for neutropenia?

The method of treatment discontinuation will vary depending on the patient’s most recent ANC result.
Abrupt treatment discontinuation is necessary for moderate to severe neutropenia that you suspect
is caused by clozapine.
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0 REMEMBER to submit the decision to discontinue clozapine for a patient to the
Clozapine REMS Program. You can complete it one of three ways:
s

By signing in to the Clozapine REMS Program Website at www.clozapinerems.com

Q By calling the Clozapine REMS Program Contact Center at 844-267-8678

== By completing the “Patient Update — Change Treatment Status” section of the
= Clozapine REMS ANC Lab Reporting Form and faxing it to the Clozapine REMS
Program at 844-404-8876

How is a patient monitored if clozapine treatment is discontinued for neutropenia?

After discontinuing clozapine, monitor ANC according to the recommendations in Table 2 as shown
below.

Table 2: Recommended monitoring frequency when clozapine treatment is discontinued

Moderate GENERAL POPULATION

Neutropenia « Daily until ANC = 1000/uL, then

(500 to 999/pL)* « Three times weekly until ANC = 1500/uL
Severe Neutropenia GENERAL POPULATION

(less than 500/pL)* « Daily until ANC = 1000/pL, then

+ Three times weekly until ANC = 1500/uL

BEN POPULATION
« Daily until ANC = 500/uL
« Three times weekly until ANC = patients established baseline

* Confirm all initial reports of ANC less than 1500/uL (ANC < 1000/pL for BEN patients) with a repeat ANC measurement within 24 hours

e Monitor ANC in any patient reporting a fever (temperature of 38.5°C or 101.3°F or greater) during
the 2 weeks after discontinuation

e Monitor all patients carefully for the recurrence of psychotic symptoms and symptoms related to
cholinergic rebound such as profuse sweating, headache, nausea, vomiting, and diarrhea

e For abrupt clozapine discontinuation for a reason unrelated to neutropenia, continuation of the
existing ANC monitoring is recommended for general population patients until their ANC is greater
than or equal to 1500/uL and for patients with documented BEN until their ANC is greater than or
equal to 1000/uL or above their baseline

Refer to Section 2.4 of the clozapine Prescribing Information for further information.
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Can a patient be rechallenged with clozapine?

Yes; for some patients who experience, or have experienced, moderate clozapine-related
neutropenia (ANC less than 1000/uL) or severe clozapine-related neutropenia (ANC less than
500/pL), the risk of serious psychiatric illness from discontinuing clozapine may be greater than the
risk of rechallenge. This may be relevant for patients with severe schizophrenic illness who have no
treatment option other than clozapine.

In making the decision to rechallenge a patient, consider:
* A hematology consult
o The ANC ranges defined in the Prescribing Information
e The patient’s medical and psychiatric history
» A discussion with the patient and his or her caregiver about the benefits and risks of clozapine
rechallenge
e The severity and characteristics of the neutropenic episode

Refer to Section 2.5 in the clozapine Prescribing Information for more information on how to restart
clozapine in patients who have discontinued clozapine.
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3 |Clozapine REMS Program Requirements for Prescribers

What is the role of prescribers in the Clozapine REMS Program?

Step 1: Review the Prescribing Information for clozapine

Step 2: Certify* in the Clozapine REMS Program by:

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

= Passing the Clozapine REMS Knowledge Assessment for Healthcare Providers

Completing the Clozapine REMS Prescriber Enrollment Form
Step 3: Enroll every new patient in the Clozapine REMS Program

Step 4: Counsel each patient (or their caregiver) about the risk of severe neutropenia
which can lead to serious infection and death

Step 5: Check the ANC for each patient according to the monitoring requirements

Step 6: Submit each ANC for each patient to the Clozapine REMS Program within
7/15/31 days of the lab draw date according to the patient’s monitoring frequency
on file with the Clozapine REMS Program

Step 7: Provide authorization to continue treatment, if necessary, through the
Clozapine REMS Program when the patient’s ANC results meet criteria for
interruption of therapy and you decide to continue clozapine treatment

Refer to the section titled, “What is a Treatment Rationale?” on page 14 for more details
on how to authorize a patient to continue treatment.

Prescribers may designate other healthcare providers or office staff to enroll patients
0 and enter ANC results on the prescriber’s behalf.

=l Find more information about designees at www.clozapinerems.com

*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) are not required to certify 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, he/she must be enrolled by a certified prescriber before being
allowed to receive clozapine.
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What do I tell my patients about clozapine?

Use the patient counseling tool entitled, A Guide for Patients and Caregivers: What You Need to
Know about Clozapine and Neutropenia. Review this information with patients or their caregivers as
often as needed to ensure they understand the risk of neutropenia associated with clozapine and the
importance of ANC monitoring. Refer to Section 17 (Patient Counseling Information) of the clozapine
Prescribing Information for additional important counseling messages for your clozapine patients.

You may choose not to provide A Guide for Patients and Caregivers: What You Need to Know about
Clozapine and Neutropenia to the patient or caregiver if you determine that the patient’s adherence
to clozapine treatment will be negatively impacted by providing it.

How do I enroll a patient?

You can enroll a patient in one of two ways:

& By signing in to the Clozapine REMS Program Website at www.clozapinerems.com and
enrolling the patient online

By downloading a Clozapine REMS Patient Enrollment Form from the Clozapine REMS
Program Website at www.clozapinerems.com and faxing the completed form to
844-404-8876

Complete a Clozapine REMS Patient Enrolilment Form if:

e The patient has never been treated with clozapine before; or,
« If you have never treated this patient with clozapine, regardless of the patient’s history of
clozapine treatment

What if my patient has been treated with clozapine before?

If you have treated the patient with clozapine after October 1, 2012, and that patient was registered
in any of the individual clozapine patient registries, the patient is listed in the Clozapine REMS
Program where you can access the patient’s profile.

Patient information before October 1, 2012, was not transferred into the Clozapine REMS Program,
unless the patient was listed in the National Non-Rechallenge Master File (NNRMF).

If another prescriber has previously treated the patient with clozapine, you must enroll the patient by
completing and submitting the Clozapine REMS Patient Enrollment Form to the Clozapine REMS
Program (online or by fax) to be able to access the patient’s ANC history.

If you cannot find the patient, call the Clozapine REMS Program Contact Center at 844-267-8678 for
assistance or to re-enroll the patient.

If you would like to inquire about a patient’s previous clozapine history before enrolling the patient,
please call the Clozapine REMS Program Contact Center at 844-267-8678 for assistance.
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How do I find out if my patient was listed in the National Non-Rechallenge Master
File (NNRMF)?

Patients were listed in the NNRMF if a patient had a WBC less than 2,000/uL or an ANC less than
1,000/pL.

.3 All patients who were listed in the NNRMF and all their lab data were transferred into
the Clozapine REMS Program. These patients are identified with a red flag in the
Clozapine REMS Program at www.clozapinerems.com.

To access patient information through the Clozapine REMS Program, you must enroll the patient. If
you would like to inquire about a patient’s previous clozapine history before enrolling the patient,
please call the Clozapine REMS Program Contact Center at 844-267-8678 for assistance.

How do | submit ANC results for my patients?

For patients in an outpatient setting:

Prescribers or their designees are responsible for submitting ANC for each prescription to the
Clozapine REMS Program before clozapine can be dispensed by a pharmacy 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.

For patients in an inpatient setting:

Pharmacists must verify the patient is enrolled in the Clozapine REMS Program before clozapine
can be dispensed by a pharmacy within a facility that dispenses 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).

While you are not required to submit ANCs to the Clozapine REMS Program before clozapine can
be dispensed to a patient in an inpatient setting, you (or the certified pharmacy responsible for the
patient in the hospital) are encouraged to submit ANCs to the Clozapine REMS Program with a
blood draw date within the patient’s monitoring frequency on file with the Clozapine REMS Program.

While the patient is hospitalized, remember to monitor ANC according to the
patient’s ANC monitoring frequency on file with the Clozapine REMS Program.
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For Prescribers in an Outpatient setting:
Prescribers or their designees must submit the ANC one of three ways:

& By signing in to the Clozapine REMS Program Website at www.clozapinerems.com
C By calling the Clozapine REMS Program Contact Center at 844-267-8678
= By faxing* the ANC results to the Clozapine REMS Program at 844-404-8876

* When using the Clozapine REMS ANC Lab Reporting Form to submit patient ANC to the Clozapine REMS Program,
prescribers can enter the Patient ID number found on the prescriber dashboard on the website. This is also known as the
Patient Enrollment ID.

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 a patient’s monitoring frequency.

Monitoring Frequency ANC Blood Draw Date

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 after 12 months ANC must be submitted within 31 days of the lab draw™ date

*Assumes the lab draw date is day 0

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

How do | authorize continuation of clozapine when my patient’s ANC is less than
1000/uL (general population) or less than 500/uL (patients with BEN)?

When a patient’s ANC is less than 1000/uL (general population) or less than 500/uL (patients with
documented BEN), a prescriber may provide a Treatment Rationale to authorize clozapine treatment
to continue.

What is a Treatment Rationale?

An authorization called a Treatment Rationale requires the prescriber to confirm that the benefits of
continuing clozapine treatment outweigh the risks of developing severe neutropenia.

How can I provide a Treatment Rationale?

e The Clozapine REMS Program will alert the prescriber if an ANC is submitted that is below the
recommended thresholds for a patient; clozapine will not be dispensed to the patient unless
the prescriber provides a Treatment Rationale to authorize continuation of treatment.

e The Clozapine REMS Program will change the treatment status automatically of a patient with
a low ANC to “interrupted” or “discontinued”, according to the recommendations in the
Prescribing Information, found in Table 1 above.
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» If the prescriber wishes to continue clozapine treatment, the prescriber must change the
patient’s treatment status to “active”, and confirm that the benefits of continuing clozapine
treatment outweigh the risks of developing severe neutropenia (i.e., by providing a Treatment
Rationale).

Prescribers must confirm treatment continuation one of two ways:

2 By signing in to the Clozapine REMS Program Website at www.clozapinerems.com and
providing a Treatment Rationale online

= By faxing a signed Clozapine REMS ANC Lab Reporting Form to 844-404-8876 with a
completed Treatment Rationale section

» After the prescriber provides the Treatment Rationale, the Clozapine REMS Program will
issue a PDA which allows the outpatient pharmacy to dispense clozapine.

» 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.

What if my clozapine patient is under hospice care?

For hospice patients (i.e., terminally ill patients with an estimated life expectancy of six months or
less), the prescriber may reduce the ANC monitoring frequency to once every six months, after a
discussion with the patient and his/her caregiver. Individual treatment decisions should weigh the
importance of monitoring ANC in the context of the need to control psychiatric symptoms and the
patient’s terminal iliness.
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n Clozapine REMS Program Requirements for Pharmacies

What types of pharmacies must be certified?

All inpatient and outpatient pharmacies must certify in the Clozapine REMS Program to purchase
and dispense clozapine. The requirements for outpatient pharmacies are different from the
requirements for inpatient pharmacies. The different requirements are explained in the section, “How
do | verify the patient is authorized to receive clozapine?”

An inpatient pharmacy is 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).

An outpatient pharmacy is 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.

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

— For outpatient pharmacies, the authorized representative must confirm if your pharmacy
management system can or cannot support electronic communication with the Clozapine
REMS Program to verify the Clozapine REMS Program safe-use requirements

— For inpatient pharmacies, a pharmacy management system that supports electronic
communication with the Clozapine REMS Program is not needed

The authorized representative for the pharmacy or pharmacies can certify the pharmacy online or by
fax. Certifying multiple pharmacy locations must be completed online.

Who is an Authorized Representative?

In general, an authorized representative for a pharmacy:

— Coordinates the activities required in the Clozapine REMS Program
— Establishes and implements processes and procedures to ensure compliance with the safe-
use conditions required in the Clozapine REMS Program

Specific duties of an authorized representative are noted in the section, "What is the role of the
pharmacy authorized representative in the Clozapine REMS Program?"
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For a pharmacy with a single location, the authorized representative may be a:

— Pharmacy Manager, or
— Staff Pharmacist

If your pharmacy has more than one pharmacy location and your organization would like to
coordinate staff training and implement processes for all the pharmacies in your organization, the
authorized representative may be a:

— Director of Pharmacy Services, or
— Corporate Executive overseeing Pharmacy Services

What is a Predispense Authorization (PDA)?

Before clozapine can be dispensed to a patient by a pharmacy dispensing clozapine 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 pharmacy must obtain a PDA each time from the Clozapine REMS
Program. A PDA is an electronic code that indicates the Clozapine REMS Program has verified:
— Patient is enrolled in the Clozapine REMS Program
— Prescriber is certified in the Clozapine REMS Program
— Pharmacy is certified in the Clozapine REMS Program
— ANC is within acceptable range described in the Prescribing Information, or the prescriber has
provided a Treatment Rationale
— ANC is current (i.e., submitted within 7/15/31 days prior to the PDA transaction date according
to the patient’s monitoring frequency on file with the Clozapine REMS program)

@ Once a PDA is obtained, the outpatient pharmacy can dispense clozapine to the patient.

Obtain a PDA in one of three ways:
| By enabling your pharmacy management system to support electronic communication with
the Clozapine REMS Program
= By using the Clozapine REMS Program Website at www.clozapinerems.com
By calling the Clozapine REMS Program Contact Center at 844-267-8678

Note: Inpatient pharmacies are not required to obtain a PDA. Inpatient pharmacies must complete an Eligibility
Check for each patient before dispensing clozapine. For additional details about the Eligibility Check, please refer to
the Clozapine REMS Eligibility Check Fact Sheet, or visit the Clozapine REMS Program Website at
www.clozapinerems.com.
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What is the role of the pharmacy authorized representative in the Clozapine
REMS Program?

Designate an authorized representative for your pharmacy. The authorized representative for
every pharmacy must:

Step 1: Review the Prescribing Information for clozapine

Step 2: Certify in the Clozapine REMS Program by:

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

-l Passing the Clozapine REMS Knowledge Assessment for Healthcare Providers

“=l Completing the Clozapine REMS Inpatient Pharmacy Enroliment Form and/or the
Clozapine REMS Outpatient Pharmacy Enrollment Form

Step 3: Ensure training for all relevant staff involved in the dispensing of clozapine on the
Clozapine REMS Program requirements

Step 4: Put processes and procedures in place to ensure pharmacy staff obtain a PDA (for
outpatient pharmacies) or conduct an Eligibility Check (for inpatient pharmacies) to
verify that it is safe to dispense clozapine

Step 5: Renew certification in the Clozapine REMS Program every two years from
initial enroliment to maintain certification to order and dispense clozapine

In addition, the authorized representative of a pharmacy that uses electronic telecommunication
verification must:
— Ensure the pharmacy enables its pharmacy management system to support electronic
communication with the Clozapine REMS Program
— Run the verification test transactions to ensure system connectivity

How do I verify the patient is authorized to receive clozapine?

How you verify the patient is authorized to receive clozapine depends on your pharmacy type
(outpatient or inpatient) and your pharmacy’s telecommunication capabilities.
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0 Dispensing Information for All Outpatient Pharmacies

e The amount of clozapine that can be dispensed depends on when the patient’s next blood
draw is scheduled to occur according to the monitoring frequency requirements.

» Pharmacies should dispense enough medication to treat the patient with clozapine until the
next blood draw/ANC or as directed by the prescriber.

 If you do not receive a PDA, you will receive a message explaining why you are not
authorized to dispense clozapine to the patient.

« If a PDA is not received because a patient’s prescriber is not certified in the Clozapine
REMS Program, certified pharmacies can apply clinical judgment and provide a “Dispense
Rationale” to dispense clozapine.

Outpatient Pharmacies WITH Electronic Telecommunication Verification
Certification

As part of certification in the Clozapine REMS Program, the authorized representative for your
pharmacy must implement processes to comply with program requirements, which include how
your pharmacy will ensure a PDA is obtained each time a clozapine prescription is dispensed.

Dispensing

Before you dispense clozapine to each patient, you must:

Step 1: Obtain a PDA using the pharmacy management system

=l All prescriptions require a PDA prior to dispensing, including those paid for in cash
and/or not using insurance for reimbursement.

Step 2: Before issuing the PDA, the Clozapine REMS Program will verify the following:

— The prescriber is certified in the Clozapine REMS Program

— The patient is enrolled in the Clozapine REMS Program

— The outpatient pharmacy is certified in the Clozapine REMS Program

— The ANC is current according to the patient’s monitoring frequency on file (i.e.,
the most recent ANC submitted is within 7/15/31 days prior to the PDA
transaction date) with the Clozapine REMS Program

— The ANC is within an acceptable range described in the Prescribing
Information, or the prescriber has provided a Treatment Rationale

Step 3: Once a PDA is obtained, dispense clozapine to the patient.
— You do not need to document the PDA on the prescription or in your
pharmacy management system
— If you do not receive a PDA, the Clozapine REMS Program will provide a
message to explain why you are not authorized to dispense clozapine to the
patient
— The pharmacist is encouraged to submit the patient's ANC to the Clozapine
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REMS Program at intervals consistent with the patient's monitoring frequency,
or if you have an ANC more current than the one reported in the PDA result,
submit it to the Clozapine REMS Program by:

By signing in to the Clozapine REMS Program Website at
www.clozapinerems.com

¢ By calling the Clozapine REMS Program Contact Center at 844-267-8678
= By faxing the ANC results to the Clozapine REMS Program at 844-404-8876

Outpatient Pharmacies WITHOUT Electronic Telecommunication Verification

Certification

As part of certification in the Clozapine REMS Program, the authorized representative for your
pharmacy must implement processes to comply with program requirements, which include how
your pharmacy will ensure a PDA is obtained each time a clozapine prescription is dispensed.
Dispensing

Before you dispense clozapine to each patient, you must obtain a PDA by:

Step 1: Accessing the Clozapine REMS Program in one of two ways:
=l Sign in to the Clozapine REMS Program Website at www.clozapinerems.com, or
2 Call the Clozapine REMS Program Contact Center at 844-267-8678

Step 2: Providing the following information:
— Patient Name
— Patient Date of Birth
— Prescriber
— Dispense Date
— NDC
— Days’ Supply
— Quantity

Step 3: Before issuing the PDA, the Clozapine REMS Program will verify the following for you:
— The prescriber is certified in the Clozapine REMS Program
— The patient is enrolled in the Clozapine REMS Program
— The outpatient pharmacy is certified in the Clozapine REMS Program
— The ANC is current according to the patient’s monitoring frequency on file (i.e.,
the most recent ANC submitted is within 7/15/31 days prior to the PDA
transaction date) with the Clozapine REMS Program
— The ANC is within an acceptable range described in the Prescribing
Information, or the prescriber has provided a Treatment Rationale
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Step 4: Once a PDA is obtained, you can dispense clozapine to the patient.

— You do not need to document the PDA on the prescription or in your pharmacy
management system

— If you do not receive a PDA, the Clozapine REMS Program will provide a
message to explain why you are not authorized to dispense clozapine to the
patient

— The pharmacist is encouraged to submit the patient's ANC to the Clozapine
REMS Program at intervals consistent with the patient's monitoring frequency.

Inpatient Pharmacies

Certification

As part of certification in the Clozapine REMS Program, the authorized representative for your
pharmacy must implement processes to comply with program requirements.

Obtaining a PDA is not required in an inpatient setting.
Dispensing

Before you dispense the first inpatient dose of clozapine to each patient, the inpatient
pharmacist must complete an Eligibility Check as follows:

Step 1: Access the Clozapine REMS Program by:

= Signing in to the website at www.clozapinerems.com, or
cCalling the Clozapine REMS Program Contact Center at 844-267-8678

Step 2: Obtain an Eligibility Check to verify the patient is enrolled in the Clozapine
REMS Program. To obtain an Eligibility Check, you must provide the following
information:

— Pharmacy Location Information
— Patient Name

— Patient Date of Birth

— Prescriber

— Dispense Date

— NDC

Step 3: Verify the ANC is within acceptable range as described in the Prescribing
Information, or the prescriber has authorized the continuation of clozapine
treatment by either (a) completing an Eligibility Check or (b) reviewing the
patient’'s medical record in their hospital’s medical record system.

Step 4: Verify the ANC is current according to the patient's ANC monitoring frequency
on file (i.e., submitted within 7/15/31 days prior to the Eligibility Check transaction
date) with the Clozapine REMS Program by either (a) completing an Eligibility
Check or (b) reviewing the patient’'s medical record in their hospital’s medical
record system.
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The pharmacist is encouraged to submit the patient's ANC obtained at the inpatient facility
to the Clozapine REMS Program at intervals consistent with the patient's monitoring
frequency. ANC results may be submitted:

C By calling the Clozapine REMS Program Contact Center at 844-267-8678
& By faxing the ANC results to the Clozapine REMS Program at 844-404-8876

How does an outpatient pharmacy authorize continuation of clozapine when the
patient’s physician is not certified in the Clozapine REMS Program?

Outpatient pharmacies may provide a Dispense Rationale to dispense clozapine to a patient.

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 issued for a
clozapine dispense unless the pharmacy provides a Dispense Rationale to authorize a
dispense.

 In order for a patient to be eligible for a Dispense Rationale, that patient must:

* Be enrolled in the Clozapine REMS Program
» Have an acceptable ANC value on file or, if the ANC on file is low indicating
moderate or severe neutropenia, a Treatment Rationale must be on file

o 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.

» 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.

How can I provide a Dispense Rationale?

Certified authorized representatives and enrolled pharmacy staff for certified pharmacies provide
the Dispense Rationale electronically via one of two available processes, depending on whether
your pharmacy requests a Predispense Authorization 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).
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A. Pharmacies using the Clozapine REMS Program Website to request a Predispense
Authorization should:

Step 1: Log into the Clozapine REMS Program Website at www.clozapinerems.com.
Step 2: Access the dashboard.

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

Step 4: Enter the patient information on the ‘Predispense Authorization’ screen
and click Submit. The ‘Predispense Authorization Result’ screen will
appear with a reject message.

Step 5: Click the ‘Provide a Dispense Rationale for this patient’ check box at
the bottom of the ‘Predispense Authorization Result’ screen and click the
Submit button.

Step 6: If the Dispense Rationale was provided successfully, a success screen
will appear.

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

Step 1: Log in to the Clozapine REMS Program Website at www.clozapinerems.com.

Step 2: Access the dashboard.
Step 3: Select ‘Dispense Rationale’ from the drop-down menu and click the Go
button.

Step 4: Enter the patient information on the Dispense Rationale screen and click
submit.

Step 5: The "Dispense Rationale Result" screen will appear with a reject message
similar to the switch reject message.

Step 6: Click on the ‘Provide a Dispense Rationale for this patient’ check box at the
bottom of the ‘Dispense Rationale Result’ screen and click Submit.

Step 7: If the Dispense Rationale is provided successfully, a success screen will
appear.

Step 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.
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5 Reporting Adverse Events Associated with Clozapine

Report suspected adverse events directly to the Clozapine REMS Program Contact Center at
844-267-8678. You also may report adverse event information to the FDA MedWatch Reporting
System by telephone at (800) FDA-1088 or by mail using Form 3500A, available at
www.fda.gov/medwatch.

6 Clozapine REMS Program Information and Resources

Additional Clozapine REMS Program information and resources are available online at
www.clozapinerems.com or by calling the Clozapine REMS Program Contact Center at

844-267-8678.
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Please select the best answer for each of the following questions. All questions must be answered correctly to
become certified:

Question 1
All clozapine products are only available under the single shared Clozapine REMS Program.

A. True
B. False

Question 2
Clozapine is associated with severe neutropenia, which can lead to serious infection and death.

A. True
B. False

Question 3

Severe neutropenia is defined as:

A. A white blood cell count (WBC) less than 2000/uL

B. An absolute neutrophil count (ANC) less than 1000/uL
C. An absolute neutrophil count (ANC) less than 500/uL

D. None of the above

Question 4
Before initiating treatment with clozapine:

A. A baseline absolute neutrophil count (ANC) must be at least 1000/uL for a patient with documented benign ethnic
neutropenia (BEN)

B. A baseline absolute neutrophil count (ANC) must be at least 1500/uL 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

Both A and B

Please fax this Clozapine REMS Knowledge Assessment for Healthcare Providers to the Clozapine REMS
Program at 844-404-8876. Print your full name and NPI below to ensure it is associated with your program
record.

Name: NPI: Fax:
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Question 5

Before clozapine is dispensed to a patient, a certified prescriber must:

Determine if the patient has documented BEN

Enroll the patient in the Clozapine REMS Program

Counsel the patient/caregiver about the risk of severe neutropenia
Order blood work to obtain an ANC

Review the ANC and submit it to the Clozapine REMS Program
All of the above

Question 6

In the outpatient setting, prescribers must submit the ANC to the single shared Clozapine REMS Program before the
patient can be dispensed clozapine.

A
B.

True

False

Question 7

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
Verify the prescriber is certified in the single shared Clozapine REMS Program
Verify the ANC is acceptable or verify the prescriber has authorized continuing treatment if the ANC is abnormal

Obtain a “Predispense Authorization” each time from the Clozapine REMS Program

. All of the above

Question 8

How much clozapine can be dispensed?

A

Please fax this Clozapine REMS Knowledge Assessment for Healthcare Providers to the Clozapine REMS
Program at 844-404-8876. Print your full name and NPI below to ensure it is associated with your program

A 30-day supply

B. A 90-day supply
C.
D

As much as the patient wants or the insurance will pay for

It depends when the patient's next blood draw is according to the monitoring requirements. Dispense enough medication to
treat the patient with clozapine until the next blood draw/ANC or as directed by the prescriber

record.

Name: NPI: Fax:
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Question 9

Regarding patients with documented BEN, which of the following statements are true?

A

B
C.
D

E.

Patients with BEN have a different clozapine treatment algorithm and monitoring requirements
Patients with BEN are healthy and do not suffer from repeated severe infections
Patients with BEN are NOT at increased risk for developing clozapine-induced neutropenia

Before starting clozapine, additional evaluation may be needed to determine if baseline neutropenia is due to BEN.
Hematology consultation may be necessary

All of the above statements are true

Question 10

If a new patient’s baseline ANC is within the normal range, how should the ANC monitoring schedule proceed?

A

B
C.
D

Weekly from initiation to discontinuation of therapy
Weekly from initiation to 6 months; every 2 weeks from 6 to 12 months; monthly after 12 months
Monthly from initiation to discontinuation of therapy

No additional ANC monitoring is required if the patient's baseline ANC is within the normal range

Question 11

If a patient’s ANC indicates mild neutropenia, which of the following statements is true?

Please fax this Clozapine REMS Knowledge Assessment for Healthcare Providers to the Clozapine REMS
Program at 844-404-8876. Print your full name and NPI below to ensure it is associated with your program

ANC monitoring should be conducted three times weekly until ANC =1500/pL if the patient is part of the general population
(i.e., if the patient does not have documented BEN)

Mild neutropenia is within the normal range for a patient with documented BEN

If the patient has documented BEN, ANC monitoring should be conducted: weekly from initiation to 6 months; every 2 weeks
from 6 to 12 months; monthly after 12 months

All of the above

record.

Name: NPI: Fax:

02/2019

Reference ID: 4748731

Page 3 of 4



CLOZAPINE REMS Knowledge Assessment for Phone: 844-267-8678

The Single Shared System forTSIozapine . Fax: 844-404-8876
o Blood, No Brug Healthcare Providers www.clozapinerems.com

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/uL; three times weekly until ANC = 1500/uL; 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

D. None of the above

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

If the 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/uL

The patient may still be rechallenged with clozapine at the discretion of the prescriber
All of the above

Please fax this Clozapine REMS Knowledge Assessment for Healthcare Providers to the Clozapine REMS
Program at 844-404-8876. Print your full name and NPI below to ensure it is associated with your program
record.

Name: NPI: Fax:
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Instructions

For immediate certification, please go to www.clozapinerems.com.

To submit this form via fax, please complete all required fields below and fax to 844-404-8876. You will receive a confirmation via the contact

preference you list below.

Clozapine is only available through the Clozapine Risk Evaluation and Mitigation Strategy (REMS) Program. In order to become

certified and prescribe clozapine, you must:

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

2. Successfully complete the Clozapine REMS Knowledge Assessment for Healthcare Providers

3. Complete and submit this one-time Clozapine REMS Prescriber Enrollment Form' along with the completed Clozapine REMS Knowledge
Assessment for Healthcare Providers

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.

Prescriber Responsibilities

By signing this form, | attest that:

.l understand that clozapine is only available through the Clozapine REMS Program and that | must comply with the program requirements
to prescribe clozapine.

. I have reviewed Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers, reviewed the clozapine Prescribing Information,
and successfully completed the Clozapine REMS Knowledge Assessment for Healthcare Providers.

. lunderstand the risk of severe neutropenia associated with clozapine which can lead to serious infection and death.

. Prior to initiating treatment, | agree to provide A Guide for Patients and Caregivers: What You Need to Know about Clozapine to each
patient and/or his/her caregiver. | will review it with him/her to inform them about the risks associated with clozapine, including severe
neutropenia and the Clozapine REMS Program requirements unless | determine that the patient’s adherence to the treatment regimen
will be negatively impacted by providing A Guide for Patients and Caregivers: What You Need to Know about Clozapine.

. I will enroll all patients | treat with a clozapine product in the Clozapine REMS Program.

. lunderstand the absolute neutrophil count (ANC) testing and monitoring requirements as described in the clozapine Prescribing Information.

. I understand there is a different ANC monitoring algorithm for patients with documented benign ethnic neutropenia (BEN).

. I will order ANC testing for each patient according to the clozapine Prescribing Information.

. I will submit and verify the ANC according to each patient’s monitoring frequency on file with the Clozapine REMS Program and |
understand the ANC must be provided before clozapine can be dispensed.

 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

. I will verify the patient’'s monitoring frequency on file with the Clozapine REMS Program is aligned with the patient’s monitoring frequency
as described in the Prescribing Information.

. I understand that, as described in Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers, | must authorize the
continuation of clozapine treatment if the patient has moderate or severe neutropenia before clozapine can be dispensed.

. | agree that 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.

. I understand that 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.

. I will not share my credentials for the Clozapine REMS Program Website or allow others to sign in to the website using my credentials.

Prescriber Information (All Fields Required Unless Otherwise Indicated)

First Name: MI (opt): Last Name:

NPI: DEA:

Email: Credentials (MD, DO, NP, PA):

Clinic/Practice Name:

Address:

City: State: Zip Code:
Phone: Ext (opt):

Contact Preference (please select one): |:| Email |:| Fax

Prescriber’s Signature: Date (MM/DD/YYYY):

"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) are not required to be 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.
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Instructions

For immediate online absolute neutrophil count (ANC) reporting, please go to www.clozapinerems.com.
Use this form to submit ANC monitoring information or update patient information.
Prescribers must:
¢ Order ANC according to the monitoring frequency described in the Prescribing Information.
« Submit ANC according to the patient's monitoring frequency on file with the Clozapine REMS Program:
» 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 the lab draw* date
*Assumes the lab draw date is day 0

Section 1: ANC Lab Reporting and Prescriber Information (All Fields Required)
Name: NPI or DEA:

Phone: Fax:

Submitter: [] Prescriber [] Prescriber Designee [] Pharmacy

Patient Information (All Fields Required Unless Otherwise Indicated)

Name: REMS Patient ID (optional):

Date of Birth (MM/DD/YYYY): Zip Code: Gender:
ANC Monitoring (All Fields Required)

Blood Draw Date (MM/DD/YYYY): ANC (per pL):

Section 2: Patient Treatment Status Update (If Applicable)

Complete this section to change this patient’s treatment status. If this section is left blank, no changes will be made.
| want to change this patient’s treatment status to: (check one)

[] Aciive* [ ] Interrupted || Discontinued

*Restarting or continuing clozapine requires a “Treatment Rationale” for patients with moderate or severe neutropenia. Please refer to
Treatment Rationale section below.

Section 3: Prescriber or Designee Authorization: Patient Monitoring Frequency Update (If Applicable)

Complete this section to change the patient's monitoring frequency. If this section is left blank, no changes will be made.

Based on the clozapine Prescribing Information, my patient is eligible for a change in ANC monitoring frequency. By selecting ‘monthly,’ | attest that this
patient: is eligible for monthly monitoring, has been on clozapine therapy continuously for one year, and all ANC results in the past 12 months have been
within normal limits according to the Prescribing Information.

|:| Weekly |:| Every 2 weeks |:| Monthly

Prescriber or Designee Name:

Prescriber or Designee Signature: Date (MM/DD/YYYY):

Section 4: Prescriber Authorization: Treatment Rationale or Hospice Care (If Applicable)

Complete this section to continue treatment if the patient has moderate neutropenia For hospice patients (i.e., terminally-ill patients with an estimated

(ANC 500-999/uL for the general population) or severe neutropenia (ANC<500/uL for life expectancy of six months or less), the prescriber may reduce

general population and patients with benign ethnic neutropenia). the ANC monitoring frequency to once every 6 months after a

To provide a Treatment Rationale, check one and sign below: discussion with the patient and his/her caregiver.

|:| Benefits of continuing clozapine treatment outweigh the risk of neutropenia
[ until next ANC Lab

|:| Until (MM/DD/YYY) (not to exceed 6 months) o ) )
[ ] This is a patient with documented benign ethnic neutropenia (no expiration) [_] This is a hospice patient

To change the monitoring frequency to once every 6 months for a
hospice patient, check the box and sign below:

Prescriber Name: NPI or DEA#:

Prescriber Signature: Date (MM/DD/YYYY):
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CLOZAPINE REMS Prescriber Designee Phone: 844-267-8678

Fax: 844-404-8876
Mo Blood, No Brug™ Enrollment Form www.clozapinerems.com

The Single Shared System for Clozapine

Instructions

For immediate certification, please go to www.clozapinerems.com.

To submit this form via fax, please complete all required fields below and fax to 844-404-8876. You will receive a confirmation via the contact
preference listed below.

Clozapine is only available through the Clozapine Risk Evaluation and Mitigation Strategy (REMS) Program. In order to access the
Clozapine REMS Program as a prescriber designee, you must complete this form.

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.

Designee Requirements

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.
. Outpatient® Settings: An absolute neutrophil count (ANC) must be submitted to the Clozapine REMS Program for each patient
according to the following monitoring frequency, and | understand these results must be provided before clozapine can be dispensed:
» 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 O
. 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.
. I 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 but is not limited to those receiving clozapine via retail drug-stores, ambulatory care pharmacies, and pharmacies dispensing to long-term care, rehabilitation facilities
and prison systems.

Designee Information (All Fields Required Unless Otherwise Indicated)

First Name: Last Name:
Email:

Phone: Ext (opt):

Contact Preference (please select one): [ | Email [] Fax

Prescriber Designee Signature: Date (MM/DD/YYYY):

Prescriber Information (All Fields Required Unless Otherwise Indicated)

First Name: Last Name:
REMS Certification ID (opt): : NPI:

Prescriber’s Signature: Date (MM/DD/YYYY):

02/2019
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CLOZAPINE REMS Inpatient Pharmacy Phone: 844-267-8678
“The Single Shared System for Clozapine. Fax: 844-404-8876

The Single Shared System for Clozapine

No Blood, No Drug™ Enrollment Form www.clozapinerems.com

Instructions

Complete this form if your 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).

If your 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, please complete the Clozapine REMS Outpatient Pharmacy Enrollment Form.

For immediate certification, please go to www.clozapinerems.com.

To submit this form via fax, please complete all required fields below and fax to 844-404-8876. A confirmation will be sent via the contact
preference chosen below.

Use this form to enroll a SINGLE pharmacy location. To enroll MULTIPLE pharmacy locations, you must go to
www.clozapinerems.com.

Clozapine is only available through the Clozapine Risk Evaluation and Mitigation Strategy (REMS) Program. In order to dispense
clozapine, the pharmacy must designate an authorized representative.

The authorized representative for the pharmacy must:
. Review Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
. Successfully complete the Clozapine REMS Knowledge Assessment for Healthcare Providers
. Complete and submit this Clozapine REMS Inpatient Pharmacy Enroliment Form along with the completed Clozapine
REMS Knowledge Assessment for Healthcare Providers
. Implement the necessary staff training and processes to comply with the Clozapine REMS Program requirements

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.

Inpatient Pharmacy Authorized Representative Responsibilities

| am the authorized representative designated by my pharmacy to coordinate the activities of the Clozapine REMS Program.
| have reviewed Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers and the Prescribing Information 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 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 patient is enrolled 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 Center at 844-267-8678
c. Verify the ANC is current based on the patient’s monitoring frequency (within 7 days of the Eligibility Check date for weekly
monitoring, 15 days for every 2 weeks monitoring and 31 days for monthly monitoring)
d. Verify the last ANC is acceptable or verify the certified prescriber’s authorization for clozapine treatment if the ANC is low
indicating moderate or severe neutropenia
e. 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
2. My pharmacy agrees not to sell, loan, or transfer any clozapine inventory to any other pharmacy institution, distributor, or prescriber
that is not enrolled in the Clozapine REMS Program, and will establish procedures and protocols to support these requirements that
are subject to audit
3. Pharmacies will renew certification in the Clozapine REMS Program every two years to maintain certification to order and dispense
clozapine

Continued on Page 2
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CLOZAPINE REMS Inpatient Pharmacy Phone: 844-267-8678
“The Single Shared System for Clozapine. Fax: 844-404-8876

The Single Shared System for Clozapine

No Blood, No Drug™ Enrollment Form www.clozapinerems.com

Inpatient Pharmacy Authorized Representative Responsibilities (continued)

. Pharmacies will make documentation 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

. 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

. 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

. 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.

Inpatient Pharmacy Information (All Fields Required)

Pharmacy Name:

Address:

City: Zip Code:
Inpatient Pharmacy ldentifiers (At Least One Required)

NCPDP: NPI:

Authorized Representative Information (All Fields Required)
First Name: Last Name:

Credentials: [ ] RPh [ ] PharmD [ ] BCPS [ ] other
Phone: Fax:

Contact Preference (please select one): |:| Emalil |:| Fax

Authorized Representative Signature:
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CLOZAPINE REMS Outpatient Pharmacy Phone: 844-267-8678
“The Single Shared System for Clozapine Fax: 844-404-8876

The Single Shared System for Clozapine

o Blood, No Prog™ Enroliment Form www.clozapinerems.com

Instructions

Complete this form if your 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.

If your 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),
please complete the Clozapine REMS Inpatient Pharmacy Enrollment Form.

For immediate certification, please go to www.clozapinerems.com.
To submit this form via fax, please complete all required fields below and fax to 844-404-8876. A confirmation will be sent via the contact
preference chosen below.

Use this form to enroll a SINGLE pharmacy location. To enroll MULTIPLE pharmacy locations, you must go to
www.clozapinerems.com.

Clozapine is only available through the Clozapine Risk Evaluation and Mitigation Strategy (REMS) Program. In order to dispense clozapine,
the pharmacy must designate an authorized representative.

The authorized representative for the pharmacy must:
1. Review Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
2. Successfully complete the Clozapine REMS Knowledge Assessment for Healthcare Providers
3. Complete and submit this Clozapine REMS Outpatient Pharmacy Enrollment Form along with the completed Clozapine REMS
Knowledge Assessment for Healthcare Providers
4. Implement the necessary staff training and processes to comply with the Clozapine REMS Program requirements

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.

Outpatient Pharmacy Authorized Representative Responsibilities

| am the authorized representative designated by my pharmacy to coordinate the activities of the Clozapine REMS Program.
I have reviewed Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers and the Prescribing Information 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 hames of our pharmacists to survey on the
effectiveness of the program requirements for the Clozapine REMS Program

behalf of the pharmacy, | agree to comply with the following program requirements:

. 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
. Verify the prescriber is certified and the patient is enrolled in the Clozapine REMS Program
. Verify the ANC is current based on the patient’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 verify the certified prescriber’s authorization for continuing clozapine treatment if the ANC is low
indicating moderate or severe neutropenia
. 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
. My pharmacy agrees not to sell, loan, 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
clozapine
. Pharmacies will make documentation 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
. I 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
required safe-use conditions
. Report dosing information for each clozapine prescription/fill to the Clozapine REMS Program
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CLOZAPINE REMS Outpatient Pharmacy Phone: 844-267-8678
Fax: 844-404-8876

The Single Shared System for Clozapine

No Blood, No Drug™ Enrollment Form www.clozapinerems.com

Outpatient Pharmacy Authorized Representative Responsibilities (continued)

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

Can your outpatient pharmacy management system adjudicate claims online?
By selecting “Yes”, you are confirming that your pharmacy management system CAN support electronic communication with
the Clozapine REMS Program using established telecommunications standards. Clozapine will be dispensed only after
[ Yes obtaining electronic authorization for all clozapine prescriptions, including cash claims, through your pharmacy management
system. After submitting this form, you will receive instructions through the contact preference indicated in the authorized
representative information section below on how to submit test transactions to the Clozapine REMS Program. This is to ensure

that your pharmacy management system has been successfully configured to allow for communication with the Clozapine
REMS Program.

By selecting “No”, you are confirming that your pharmacy management system CANNOT support electronic communication
with the Clozapine REMS Program and you will access the Clozapine REMS Program Website at www.clozapinerems.com
or call the Clozapine REMS Program Contact Center to confirm safe-use conditions (as outlined in attestation #8) before
dispensing each clozapine prescription. A complete PDA request requires the pharmacist to identify a unique patient, provide
dispense information, and provide the prescriber’'s NPI or DEA.

Outpatient Pharmacy Information (All Fields Required)

Pharmacy Name:

Address:

City: Zip Code:
Outpatient Pharmacy Identifiers (NCPDP and NPI Required)

NCPDP: NPI:

AUTHORIZED REPRESENTATIVE INFORMATION (All Fields Required)
First Name: Last Name:
Credentials: [7] RPh [] PharmD [] BCPS [] other

Phone: Fax: Email:

Contact Preference (please select one): E] Email E] Fax

Authorized Representative Signature:
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CLOZAPINE REMS Chain Headquarters Phone: 844-267-8678

The Single Shared System for Clozapine Fax: 844-404-8876
No Blood, No Drug™ Pharmacy Enrollment Form e T TS, G

Instructions

Contact your Pharmacy Network Account Manager to submit this form to the Clozapine REMS Program.
Please complete all required fields below. You will receive a confirmation via the contact preference you select below.

Clozapine is only available through the Clozapine Risk Evaluation and Mitigation Strategy (REMS) Program. In order to become
certified and dispense clozapine, you must:
1. Select an authorized representative
2. Review Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
3. Successfully complete the Clozapine REMS Knowledge Assessment for Healthcare Providers
4. Complete and submit this Clozapine REMS Chain Headquarters Pharmacy Enrollment Form along with the completed Clozapine
REMS Knowledge Assessment for Healthcare Providers
. Implement the necessary staff training and processes at both a headquarter level and at each dispensing location to comply with the
Clozapine REMS Program requirements

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.

Authorized Representative Responsibilities

I am the authorized representative designated by my pharmacy to coordinate the activities of the Clozapine REMS Program. |
have reviewed Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers, the Prescribing Information, and |
understand:
1. 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

2.

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 contact them via
phone, mail, or email to survey on the effectiveness of the program requirements for the Clozapine REMS Program

On behalf of the chain headquarters pharmacy, | agree to comply with the following program requirements:

1. My chain headquarters 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:

— All pharmacists and relevant staff involved in dispensing clozapine are trained and a record of the training is maintained.

— Through electronic communication with the Clozapine REMS Program using established telecommunications standards, my
pharmacy will dispense clozapine to each patient only after obtaining authorization by electronically verifying documentation of the
following:

Prescriber is certified in the Clozapine REMS Program
Pharmacy is certified in the Clozapine REMS Program
Patient is enrolled in the Clozapine REMS Program
The ANC is current based on the patient's monitoring frequency (within 7 days prior to the PDA transaction date for weekly
monitoring, 15 days for every 2 weeks monitoring and 31 days for monthly monitoring)
The last ANC is acceptable or the certified prescriber has authorized clozapine treatment if the ANC is low indicating moderate
or severe neutropenia
This information will be verified each time by processing all clozapine prescriptions, including cash claims, through the pharmacy
management system.
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.

. My pharmacy agrees not to sell, loan, 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
clozapine.

. Pharmacies will make documentation 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 pharmacists in my pharmacies to gather information, resolve discrepancies, or to
provide other information related to the Clozapine REMS Program.

. For each trained dispensing location, provide the following information: Pharmacy Name, NCPDP or NPI or DEA, Address,

Phone, Fax, Email, Store Number, and Responsible Pharmacist name.

. I will not share my credentials for the Clozapine REMS Program Website or allow others to sign in to the website using my credentials.
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CLOZAPINE REMS  Chain Headquarters Pharmacy  Phone: 844-267-8678

The Single Shared System for Clozapine

No Blood, No Drug™ EnrOHment Form

Fax: 844-404-8876
www.clozapinerems.com

Chain Headquarters Pharmacy Information (All Fields Required)

Name:

Chain ID:

Address:

City: : Zip Code:

Phone:

Authorized Representative Information (All Fields Required)

First Name: Last Name:
Credentials: |:| RPh |:| PharmD |:| BCPS |:| Other
Phone: Fax: Email:

Contact Preference (please select one): D Email D Fax

Authorized Representative Signature: Date (MM/DD/YYYY):
Next Steps

1. Once this form is processed, you will receive instructions about submitting test transaction(s) to the Clozapine REMS Program to
ensure that your pharmacy management system is successfully configured/updated to communicate with the Clozapine REMS
Program.

2. After successful completion of the test transactions, you will receive a pharmacy certification confirmation. Upon receipt, your
corporate pharmacy is certified and your dispensing locations are now eligible to complete training.

. Once each dispensing location is trained, it is your responsibility to report documentation of training to the Clozapine REMS Program
online via www.clozapinerems.com, or by calling the Clozapine REMS Program Contact Center to obtain instructions on providing
a list of certified pharmacy locations. Once the Clozapine REMS Program confirms the required dispensing location information, the
dispensing location will be certified and permitted to purchase, receive, and dispense clozapine.
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CLOZAPINE REMS

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

What is clozapine?

Clozapine is a prescription medicine to treat people with schizophrenia who have not responded to other medicines.
Clozapine may also reduce the risk of suicidal behavior.

What is the most serious risk information about clozapine treatment?

Clozapine can cause severe neutropenia, which can lead to serious infections and death. Neutropenia is a blood
disorder that occurs when a certain type of white blood cells called neutrophils are not made or not enough of them are
made. This makes it harder for your body to fight infections.

Before you can start clozapine and during treatment, you must have regular blood tests to measure the number of neutrophils
you have in your blood. This test is called absolute neutrophil count (ANC). If the number of neutrophils, or ANC, is too low,
you may have to stop clozapine. Your doctor will decide if or when it is safe to restart clozapine.

This is not the only serious risk associated with clozapine treatment. Talk to your doctor about the other serious risks.

What are the symptoms of neutropenia?

You might not have any symptoms at all. Getting your blood tested to measure the number of neutrophils is the only way to
check for neutropenia. This helps your doctor know if you are more likely to get an infection.

A If you have any of these symptoms, talk to your doctor right away

¢ Infection, including skin, throat, urinary tract, vaginal, pneumonia, or any other infection
* Fever or chills

« Sores or ulcers inside your mouth, gums, or on your skin

* Wounds that take a long time to heal

» Feel like you have the flu

« Pain or burning while urinating

» Unusual vaginal discharge or itching

* Abdominal pain

e Sores or pain in or around your rectal area

* Feel extremely weak or tired
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CLOZAPINE REMS

The Single Shared System for Clozapine

No Blood, No Drug™

What can | do to help reduce the risk of developing neutropenia?

Q Three important things you can do:

1. Have your blood tested as instructed by your doctor.

2. Tell your doctor about all the medicines you are taking (prescription and over-the-counter) and if you start a
new medicine.

3. Tell your doctor right away if you get a fever or feel sick.

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

Program is to make sure that the benefits of clozapine treatment outweigh the risks.

What are the Clozapine REMS Program requirements for me?

Q To receive Clozapine:

1. Review this Guide with your doctor, pharmacist, or nurse.

2. Ask questions! Make sure you understand what you need to do to take part in the Clozapine REMS
Program.

3. Get your blood tested as directed by your doctor. You must get your blood tested before you can receive
clozapine from your pharmacy.

4. Pick up your clozapine prescription from a pharmacy that is part of the Clozapine REMS Program. Your
doctor will help you find a pharmacy that participates in the Clozapine REMS Program.

5. Tell your doctor right away if you suffer any flu-like illness or fever while taking clozapine.
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A Guide for Patients and Caregivers: CLOZAPINE REMS

What You Need to Know about Clozapine and Neutropenia The Single Shared System for Clozapine
No Blood, No Drug™

What are blood testing requirements for clozapine?

* Your doctor will give you an order to have blood tests done.
« You will need to get your blood tested on the following schedule or as directed by your
doctor:
- Weekly blood tests for the first 6 months you are taking clozapine
- Every 2 weeks for the next 6 months if your ANC stays normal
- Monthly after the first year if your ANC stays normal

Get your
Blood
Tested

Monitoring

« If your ANC is too low, your doctor will schedule blood tests more frequently.
Results

Stay on » The Clozapine REMS Program will keep track of your blood test results so
Clozapine your doctor and pharmacist know if it is safe to fill your clozapine prescription.

No Blood - Remember: You must get your blood tested before you can receive clozapine from your
No Drug pharmacy!

Where can | get more information about clozapine?

If you would like more information, talk to your doctor or visit www.clozapinerems.com.

Report any side effects directly to the Clozapine REMS Program at 844-267-8678.
You can also report negative side effects to the FDA at www.fda.gov/medwatch, or call 800-FDA-1088.
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CLOZAPINE REMS Patient Enrollment Form Phone: 844-267-8678
The Single Shared System for Clozapine FaX: 844-404‘8876
www.clozapinerems.com

No Blood, No Drug™

Instructions for Prescribers

For immediate enrollment, please go to www.clozapinerems.com.

For enrollment via fax, please complete all required fields below and fax to 844-404-8876. For enroliment via the Clozapine REMS
Program Contact Center, please call 844-267-8678. Enrollment confirmation will be sent via the contact preference specified on the
prescriber’s Clozapine REMS Prescriber Enrollment Form.

Complete this form for a patient if:

e The patient has never been treated with clozapine previously, or
< If you have never treated this patient with clozapine (regardless of the patient’s history of clozapine treatment)

Clozapine is only available through the single shared Clozapine Risk Evaluation and Mitigation Strategy (REMS) Program. In
order to treat a patient with clozapine, the patient MUST be enrolled in the Clozapine REMS Program. To enroll a patient, you
must:

1. Provide the patient or caregiver with A Guide for Patients and Caregivers: What You Need to Know about Clozapine and
Neutropenia

2. Inform the patient or caregiver about the risk of severe neutropenia with clozapine and the Clozapine REMS Program
requirements unless you determine that the patient's adherence to the treatment regimen will be negatively impacted by providing
the A Guide for Patients and Caregivers: What You Need to Know about Clozapine and Neutropenia and informing them about
this risk

3. Complete and submit this Clozapine REMS Patient Enrollment Form

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.

Patient Information (All Fields Required)

First Name: Last Name:

Gender: Male Female

Race: Caucasian African American Asian Hispanic

Date of Birth (MM/DD/YYYY): Zip Code:

Is this patient actively on clozapine therapy? No Unknown

Lab Information (Not Required for Enrollment, Required for Dispense)

Blood Draw Date (MM/DD/YYYY): ANC (per pL):

Prescriber Information (All Fields Required)

Name:

NPl or DEA:

Phone: Email:

Submitter: Prescriber Prescriber Designee
Benign Ethnic Neutropenia (BEN) Patient Attestation* (Signature required only for attestation of BEN diagnosis)

By signing below, | attest that the above is a patient with documented benign ethnic neutropenia.

Prescriber Signature: Date (MM/DD/YYYY):

*Enrollment for patients with documented BEN must be completed by faxing this signed document to 844-404-8876 or by accessing the Clozapine REMS Program Website at
www.clozapinerems.com.
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1. Static Pages
1.1 Home Page

CLOZAPINE REMS | ™ i o o

The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home FPrescriber Fharmacy Patient  Resources  Support

Prescrnber Pharmacy

All preseribars of ckizaping products maust cerily In the Clozapine REMS Program. ANl pharmacies dispansing ciozapine prosucts must certify In the Clozapine REMS
Certificalion requires prescribers ia: Program. Cerillcation requires pharmacies 1o
Enroill: Complste the Enroliment farm (name., address, NI, DEA) - Enroll: Comgiets the Ennsliment form (name, address, NP1, DEA)
Educate: Review Clozapine snd the Risk of Neutropenis: A Gulde for Healthcare - Exducats: Review Clozapine and e Risk of Newtropenis: A Guide for Heaithears
Providars Providars
Aspess: Succassiully complate the Clozapine REMS Knowledge Assassment for - Asmses: Successfuly complele the Clozaphe REMS Knowledge Assessment for
Heakthcare Providers Healthcare Providers
Implement: Impiement Me necessany st ralning and processas ki comply
the Clozapine REME Program requirements

Tha 02/2018 Ciozapine REM S Program Modificanon want iive on The 022078 Ciczaping REMS Program Modifeanion wany ilva on

02/28/2078. Pragcribers amn required o certly In e Ciczapine REME VZEIME. Pharm wifed o cerdfy In Ciozaping REMS

Pragram 25 5001 35 possibie 10 condnwe pasian 1:5'3a£ If preseribars are Program. are rafied ar '.‘:B gima of ta 022010

nor cernfied ar the dme of the 0272015 I:"u::zeplﬂe EMS Frogram CloZaping REMS F‘r:;'aﬂ Modificanan, & tispense of ciozaping will not be
canon, @ dispense of ciozaping will not be a..lm-:lr izec for panants sumarized for panents under melr care. Click on the Impoiant Program
thair care. Click on the (mporiant Program Lipdare (1PL) Dumos for Uipdare {1PL} bumon for mare infamacon.

more ifrmanon.

Start Prescriber Certification Start Pharmacy Cerfification

***Important Program Update (as of 02/28/2

Please click to open the IPU

What is the Clozapine REMS Program?

Clozapine is associated with severs neutropenis (sbsolute neutroph? count (AMC) less than 5000ul), which can lead to serious and fatal infections. The

requirements to prescroe, dispense, and receive clozaping are incorporated into 3 single shared program called the Clozapine Risk Evaluation and
Mitigation Strategy (REMS). A REMSE is a strategy to manage known or potential risks associated with 3 drug or group of dregs, and is required by the
Food and Drug Administration (FOA) for clozapine to ensure that the benefits of the drug cutweigh the risk of severs nsutropenia. The Clezapine REMS

Program replaces the individual clozapine patient registrizs and the Mational Nen-Rechalzngs Master Fie (MNRMF).

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

Privacy | Terms of Use | Site Map | FAQE | Contzel Us
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1.2 Site Guide — Prescriber Tab

Site Guide

This website provides users the ability to become certified in the Clozapme 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, pharmacizts and patients. Additional information about the
program is also available under the Resources and fhrough the FAQ's. Site Map, and Contact Us links.

Prescriber | Pharmacy | Patient  Designee | Pharmacy Staff

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

navigate the prescriber to the certification landing page or by wisiting the Prescriber link at the top ﬁ
of the page.

|
I
{
I
|
I
i

e
‘II

The Prescriber page provides spacific sleps thal must be complated to prescribe clozaping. From
the Prescriber page, prescribers can use the Begln Mow button to start their certification process.

Oince signed in to the site and your cerfification s complste, you can navigate to your My

Dashboard page to parform various activities that support the Clozaping REMS Program )
requiraments such as enrcling new patients and adding ANC valuss. The My Dashboard page is eEmmtas |
the main portal for all activities performed on this site.

During specific achvbies, a progress bar will guide you through the reguired activity from star to
finish.

Learn More

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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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, phammacists and patients. Additional information about the
program s also avallable 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 button below, which will navigate the authorized representative to the certification 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 reguirements
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 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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1.4 Site Guide — Patient Tab

Lisernama Password

Site Guide

This website proviges users the ability 1o become certified in the Clozapine REMS Program, enrodl pabents on clozapine, and track patient ANC values.

The links localed at the top and botlom of every page offer infoemation for prescribers, pharmacists, and pabents. Additional information about the program
15 Dlso availabie under Resources and rough the FAGS, Site Map, and Contact Us links.

Prescriber Pharmacy Patient Designes Pharmacy Staff

This sibe ks for prescribers and pharmacists with patients on clozapine theragy. Patients must be
enroled in e program by a cerified prescriber. H you believe you should be enrolled in the

Clozapine REMS Program, please talk o your prescriber.

Addflional information is avaiiabie 1o patients by using (he Learn More bution belaw, which wil
navigate e patient 1o he patient information page of by visiting (e Patient nk a1 e top of the

page.

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

Clozapine REMS Program_Website_Screen_Captures November 2020 Page 13 of 238
Reference ID: 4748731



CLOZAPINE REMS

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

1.5 Site Guide — Designee Tab

Username Password

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 leam more about the cerification 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 o
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 certification 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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1.6 Site Guide — Pharmacy Staff Tab
CLOZAPINE REMS & s

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

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

Pharmacy staff can learn more about the enroliment process by using the Learn More button
below, which will navigate the pharmacy staf to the enroliment 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 Enroliment page, pharmacy staf members can use the Begin Now
button to start their enroliment process.

Once signed in to the site and your enrollment is complete, you can navigate to your My
Dashboard page to perform various aclivities that support the Clozapine REMS Program
requirements such as adding ANC values and requesting Predispense Authonzations. 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.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
s
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1.7 Prescriber Certification

W Username Password
CLOZAPINE REMS S, -
The Single Shared System for Clozapine

No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

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.

Program Materials

X ANC Monitoring Table

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

'@ Clozapine REMS ANC Lab Reporting

Form

‘E Clozapine REMS Prescriber Enroliment
Certification in the Clozapine REMS Program includes the following three steps: Form
'@ A Guide for Patients and Caregivers:
What You Need to Know About Clozapine
1. Enroll: Complete the Enroliment Form (name, address, NP1, DEA) icadoneria
'@ Clozapine REMS How to Start Clozapine
and Monitor Patients Fact Sheet
'@ Clozapine REMS Eligibility Check Fact
Sheet

'@ Clozapine REMS PDA Fact Sheet

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

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.

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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1.8 Prescriber Designee Certification

Usemame Password
CLOZAPINE REMS TN -

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. 1 Clozapine REMS Prescriber Designee

Education Program

Prescriber Designee Certification in the Clozapine REMS Program includes the following three steps: & 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 Meutropenia
@ Clozapine REMS Eligibility Check Fact

2. Educate: Review the REMS requirements
Sheet

E 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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1.9 Pharmacy Certification
w w Username Password m

Forgot ? Forgot F 7 Need an A t?

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 ] ANC Monitoring Table
purchase and dispense clozapine. Certification requires the identification of an authorized % 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 L 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 T 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 obtain 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 Enroliment:konm

go to PharmaCE Staff Enrollment ﬁ 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 Enrolliment Form (name, address, NPI, DEA) T4 Clozapine REMS PDA Fact Sheet

2. Educate: Review Clozapine and the Risk of Neulropenia: 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 e e e it ]
The Single Shared System for Clozapine
No Blood, No Drug™

s TR
Password

Home Prescriber Pharmacy Patient

Forgot Username? Forgot Password? Need an Account?

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 enroll by creating an online account. Education is not required for enroliment but will be

available after your enrollment is complete through your authorized representative

For Qutpatient Pharmacies: Pharmacy staf 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 phamacy has set up that process. Talk to your authorized
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: Compilete the Enroliment Form (name, address)

2. Attest: Complete and sign the Pharmacy Staff Attestation

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

Program Materials

T ANC Monitoring Tabie

E Clozapine and the Risk of Neutropenia; A
Guide for Healthcare Providers

Z Clozapine REMS ANC Lab Reporting
Form

E A Guide for Patients and Caregivers:
What You Need to Know about Clozapine
and Neutropenia

"_1 Clozapine REMS Eligibility Check Fact
Sheet

* Clozapine REMS PDA Fact Sheet

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

v Usemame Password
CLOZAPINE REMS SO

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

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.
'E 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 nisks. 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

Know 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.

Privacy | Terms of Uss | Site Map | FAGQs | Contact Us
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1.12 Program Materials

Username Password
CLOZAPINE REMS e

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

ﬁ-‘l Clozapine REMS ANC Lab Reporting Form

] Clozapine REMS& Chain Headquarters Pharmacy Enrollment Form
Clozapine REMS Patient Enrollment Form

Clozapine REMS Inpatient Pharmacy Enroliment Form

Clozapine REMS CQutpatient Pharmacy Enroliment Form

Clozapine REMS Prescriber Designee Enrollment Form

=00 e

| 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
o0 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 O0OO0O0OO0Oo
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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 O0OO0Oo

e Prescriber
0 Clozapine REMS Prescriber Enrollment Form
0 Clozapine REMS Prescriber Designee Enrollment Form
o0 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
o0 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

O 00000000000 O0OO0Oo
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1.13 Prescribing Information

Username Password Sign in
C LO ZA P I N E R EMS Forgot Username? Forgot Password? Nuo
The Single Shared System for Clozapine
No Blood, Mo Drug™ Home Prescriber Pharmacy Patient Resources Support

Prescribing Information

Products covered under the Clozapine REMS Program

Brand Name Products

Trade Name Generic Name

Company

Clozaril® Clozapine HLS Therapeutics (USA), Inc. Full Prescribing Information

Clozapine, USP Tasman Pharma Inc. Eull Prescribing Information

Versacloz®

Generic Products

Trade Name Generic Name Company Link
Clozapine Clozapine Tablets, USP Accord Healthcare Inc. Full Prescribing Information
Clozapine Clozapine Tablets, USP Aurobindo Pharma USA Inc. Eull Prescribing Information
Clozapine Clozapine Tablets, USP Aurobindo Pharma USA Inc. Full Prescribing Information
Clozapine Clozapine Tablets, USP Aurobindo Pharma USA Inc. Full Prescribing Information
Clozapine Clozapine Tablets, USP Mayne Pharma Inc Full Prescribing Information
Clozapine Clozapine Tablets, USP Mayne Pharma Inc. Full Prescribing Information
Clozapine Clozapine Tablets, USP Mylan Pharmaceuticals Inc. Full Prescribing Information
Clozapine Clozapine Orally Disintegrating Mylan Pharmaceuticals Inc. Full Prescribing Information
Tablets
Clozapine Clozapine Tablets, USP Mylan Pharmaceuticals Inc. Full Prescribing Information
Clozapine Clozapine Orally Disintegrating Mylan Pharmaceuticals Inc. Full Prescribing Information
Tablets
Clozapine Clozapine Tablets, USP Sun Pharmaceutical Industries Inc. Full Prescribing Information
Clozapine Clozapine Tablets, USP Teva Pharmaceuticals USA Inc. Eull Prescribing Information
Clozapine Clozapine, USP ODT Teva Pharmaceuticals USA Inc Full Prescribing Information
Clozapine Clozapine, USP ODT Teva Pharmaceuticals USA Inc. Eull Prescribing Information

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

Username Password !

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) ‘ o |Zip Code (opt) ‘ oK ‘City ‘ e |State v

and

DEA ‘ ot ‘NF’I | or ‘NCF’DF‘ |

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

Username

Certification Lookup

To search for a pharmacy, piease complete at least one field below and press Search. If an dentifier i5 used for seanching, no obher fields need 1o be
enterad. Search resulls include contact informaton for phammacies That ane cenified in the CloZaping REMS Program.

Pharmacy information (& least one kdentiler is required )

FAC5413637605 o | Zip Code (opt) | | Ciy - Sioe v

[KASEI464 o NP o | NCPDP

Phammacy Name Carnifcaiion ki Fharmacy Address Pharmacy Fhone Pharmacy Type
| mea ine FACS413637605 4343 n scottscae rd, PHOENIX. Arzong 85054 1234554687 Outpatant
Bhowing 1t 1 of 1.antnes =<1 0 v

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

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

Site Map

Prescriber

Prescriber Certification
Prescriber FAQS
Prescriber Resources
Prescriber Support

Pharmacy

Pharmacy Certification
Pharmacy FAQS
Pharmacy Resources
Pharmacy Support

Patient

Patient FAQs
Patient Information
Patient Resources
Patient Support

Designee

Prescriber Designee Certification

Designee Support

Pharmacy Staff

Pharmacy Staff Enroliment

Pharmacy Staff Support

General

Contact Us

General FAQs
Prescribing Information
Privacy

Professional Societies Resources

Technical Support FAQs
Terms of Use

Wholesaler/Distributor FAQs
Wholesaler/Distributor Resources

Password

Forgot sme? Forgot

Home Prescriber Pharmacy Patient

Account

Need an

Resources  Support

Forgot Password
Forgot Username
Need an Account

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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1.17 FAQs
v Usemame Password
CLOZAPINE REMS ' N -

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

Prvacy | 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}

(0}

(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]

(o}
(0}

O o0OO0oOo 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 Enrolilment (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?

¢ 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 O0OO0OO0O0O0OO0OO0OOo

¢ Wholesaler/Distributor

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

0 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?

o 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 | need help using the Clozapine REMS Program website?
0 What browser types and versions does the Clozapine REMS Program Website
support?

0 How does the Clozapine REMS Program Website use cookies?

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

o0 How do I report a problem with the Clozapine REMS Program Website?

0 Why does the Clozapine REMS Program Website use Captcha?

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

o 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?

o0 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?

o0 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)

Gesorsi  Proscriior | Designas. | Mgmi. | Mgt | | AGRBep  Dubbuie | Suppet | Pesent
+ What is an suthorized representative 7

+ Wha should act as the authorized representative in the pharmacy ?

+ When does certification need to be completed?

+ What is the difference batween an inpatient pharmacy and an outpatient pharmacy?

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

+ What ls “the switch™7

+ What happens 1o patients who Iry to fill a prescription at 3 pharmacy that is not certified?

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

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

- Vill patients still need to have blood draws?

+ Can clozapine be dispensed to a patient without bloodwork?

= What actions are required if the prescribing physician fn't cenrfied?

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

+ The pharmacy just certifled and needs o order clozapine today. What are the next sieps?
+ What if the suthorized representative ieaves the pharmacy 7

© If the patient's prescription is denied of the Eligibility Check indicates ~do not dispense”, will the Clozapine
REMS Program system sxplain the reason?

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

Forgot ? Forgot Need an

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

Contact Us

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

Phone Number
844-267-8678

Fax Number
844-404-8876

Mailing Address
Clozapine REMS Program
PO BOX 29058

Phoenix, AZ 85038-9058

Program Manufacturers

Company Phone Number
Accord Healthcare Inc. 919-941-7878
Aurobindo Pharma USA Inc. 732-839-9400
HLS Therapeutics (USA) Inc. 844-457-8721
Mayne Pharma Inc. 844-825-8500
Mylan Pharmaceuticals Inc. 800-796-9526
Sun Pharmaceuticals Industries Inc. 800-818-4555
Tasman Pharma Inc. 257-317-4104
Teva Pharmaceuticals USA Inc. 800-292-4283

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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2. User ldentification and Record Search
2.1 User ldentification

CLOZAPINE REMS w i

Forgot Usemame? Forgot Password? Need an Account?
T e B T e T\ S A . i BB it
The Single Shared System for Clozapine
No Blood, No Drug™ 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? o
New User - Users who are new to clozapine

— Please Select — ¥ and have not previously submitted an
Pk Select — enroliment form to the Clozapine REMS
MNew User rogram roie Program Contact Center

Phone/Fax User

Phone/Fax User - Users who submitted an
- Please Select

enroliment form through the Clozapine REMS
Program Contact Center via fax and have
recevied an enroliment or certified 1D

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

Privacy | Terms of Use | Sile 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 enroliment
form to the contact center clozapine registry
e Phone/Fax User — Users who submitted an enroliment 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.
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2.2 Phone/Fax User Prescriber Search

Usemame Password Signin |

Phone/Fax User

If you Degan or compieted Cerlification through a fax process, you may aiready be cerified in the Clozapine REMS Program. To delemming your
CEMINeAon S1aus, pledse compete ine Nelds Delow and press Search, AN felds Exled Delow ane réquirgd unléss ollenyvese INgICa1ed,

At least gne identifler is required
DEA (opt) o NP
First Mame Last Name Certification 1D (opt)
Phone (opt) 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

LUsemame Password

Phone/Fax User

if you began of comgieted certiScation through a fax process, you may aleady be cerified in the Clozaping REMS Program. To determing your certification
status, please compiele Me Beids beiow and press Search. AN Tiekds listed Detow ane requined uniess otherwise indicated.

Al beast one idenlifier below Is requined:

AB1234567 || wPi

Sumemar Hegan Cartification 10 (ogpt)

B | =
Phane [opt Fax {optl) | Ermail {opl) |

I B Search results have relumed your record, please highiight the row and press Sulbmit. IT you 6o ROl See your recofd, you can eithed iy your $earch
again or press the New User button bo begin your cerification process in the Clozapine REMS Program.

Fiwst Mame Last Mams Phone

Summer Hagan EE5SEE G555

Showing 1 of 1 entnes

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™

2.4 Phone/Fax User Prescriber Designee Search

Usemame Password Signin |

Phone/Fax User

If you Degan or compieted Cerlification through a fax process, you may aiready be cerified in the Clozapine REMS Program. To delemming your
CEMINeAon S1aus, pledse compete ine Nelds Delow and press Search, AN felds Exled Delow ane réquirgd unléss ollenyvese INgICa1ed,

At least gne identifler is required
DEA (opt) o NP
First Mame Last Name Certification 1D (opt)
Phone (opt) Fax (opl) Email (opt)

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™

2.5 Phone/Fax User Prescriber Designee Search with
Results

Lisamame Password Sign in

Phone/Fax User

If you began of completad certiication through @ fax process, you may already be cerified in the Clozapine REMS Program. To delerming your certification
stalus, please complele the Helds below and press Search. AR fields listed below ane required unless othenwise indicated.

Prescriber Information

| AB1ZM4589 |

Designee Infarmation

“Summer | Hoga W oscucioen |

Phane (ool Fax (opt) | Ernail (opl) |

If te search results have refumed your record, please highlight the: row and press Submit. If you do not See your record, you can edther try your search
again of press the New User button b begin your cerification process in thi Clozapng REMS Program.

First Hame Lasi Mame Phone

Summet kogan 656,555, 5568

Showing 10f 1 entries

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™

2.6 Phone/Fax User Pharmacy Search

Usemame Password

Phone/Fax User

H you began of comgieted certification through a fax process, you may already be ceriified in the Clozapine REMS Program. To determing your certification
shatus, please complele the Belds below and press Seanch. AN fiekss lsted below ane requined unless olhensse indicaled.

Pharmacy Information (ai leasl one idenbfier is required)

ZipCode | and | | DEA [ | me | nePOP

Authorized Repressntative Information

| Firat Naime | | Lagt Namas Canficabon |D (opl)

Phone (oot Fax {opl) | Ermil {opt) |

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™

2.7 Phone/Fax User Pharmacy Search with Results

Lisemama Password

Phone/Fax User

H you began of comgleted certication through a fax process, you may already be certified in the Clozapine REMS Program, To defermine your certification
status, phiase complete the Sields below and press Search. AR fiekds listed below are requined uniess otherwise indicated.

Pharmacy Information (3t least one identifier ks required

Authorized Representative Information

First Name Last Name

Phone (opf) Fax {opl) Email {opl)
—— — ————— - M —— -

if e search results have refumed your record. please highlight the row and press Submit. If you 80 nol see your record, you can efther try your search
again of press the New User butlon bo begin your cenification process in the Clozapne REMS Program,

Figal Name LLast Maiwse Pranmacy Mame Phaimacy Address Pharmacy Phone
Sumimes Hogan Jouiry"s ApCTiscary 1 Main Street, New ork, Ny 10000 555-555-5555

Showing 1 of 1 gniies

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™

2.8 Phone/Fax User

Lisemame Passward

Phone/Fax User

I you began of completed certiication through a fax process, you may already be cerfified in the Clozaping REMS Program, To Setefmine your
certiication status, please complete the Nields below and press Ssarch_ All felds. ksted below are required unbess othensise indicated.

Pharmacy Information

REMS Chain 1D |

Autheorized Representative Information

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™

2.9 Phone/Fax User with Results

Lisemame Passward

Phone/Fax User

I you began or completed cerfiication through a fax process, you may already be cerfified in the Clozapine REMS Program, To delermine your cerification
status, phease complele the fields below and press Search. All fields listed below are required unless otherwise indicaled.

Pharmacy Information

comzt

Authorized Representative Information

Summar | Hogan | | Certification 1D (opt)

Phone (opl) Fax (opl) | Ema

If Ehe Search results have relumed your record, please highlight the fow and press Submit, If you o0 not See your record, please by your seanch
again or press the New User bution bo begin your enroliment process in the Clozapine REMS Program.

Sumimesr Hegan oy’ Apotiecary 1234 W Nowhene Lane Termpe, AZ 55283 EEE-555-E555
Showing 1 of 1 evines 1 & 10v

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™

3. Web Account
3.1 Create Account

Sign in

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 a verification emai that includes a link. Please use the link to complete the
activation process for your new web account. All fields below are required

My Information

|Ti1'51 Name

Last Name
Email Address
Confirm Email Address
Phone Number

Sign in

UserName

Use Emall Address as Usernarme ) Suggest Usemams

Pazsword

Confinm Password

I'm not & robot e

el AFTERA

o

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™

3.2 Account Verification

Lsemame Passwaord Sign in

Account Verification R T 1

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

Account Summary

Name Summer Hogan
Email Address remsprogram@gmail.com
Phone Number 480-555-5555
Usemame summerhogan

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™

3.3 Account Confirmation

Usemame Password

Account Confirmation e s [ ul

" 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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CLOZAPINE REMS

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

4. Prescriber Certification
4.1 Prescriber Intake

Summer Hogan - My Dashboard

CLOZAPINE REMS

The Single Shared System for Clozapine
Mo Bload, Mo Drug™ Home Prescriber Pnarmacy Patent Resources Support

E T Ecucabon  Assessment  Revew  Afiestaion  Finisn |

Prescriber Intake
To ceriify as a prescriber in the Clozapine REMS Program, please complele the form below and press Neodt. Once certified, you will recetve a cerification

confirmation via your contach preferenci. All flelds listed below are required unless ofherwise mdicated

Prescriber Information

Prescriber Identifiers

1 do not have 3 DEA

Cancel Hext

For additional information about the Clozapine REMS Program, please call 844-267-8678.
Frivacy | Tarms of Use | Sile Mag | FAQs | Contact Us
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CLOZAPINE REMS

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

4.2 Prescriber Education Program

CLOZAPINE REMS e
The Single Shared System for Clozopine
Mo Biood, Mo Drug™ Home  Preseriber  Shanmacy  Patient  Resourmes  Support

Slart (G RS Tl e Aqcesament  Review  Aflestation  Finish

Education Program

Bekw i Me eucation rogram R clozaping. Please eview Me program maeiats and press e Next Duiion to consinue 1 is estimaned that @ will fake

15-20 minwes bo complete the Education Program and Clozapw:s REMS Knowedge Assassment fw Heamhcans Providers

CLOZAPINE REMS

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

I of Uhe
r the mrrent state of the Claz:
e transition period, please s
ram Wehsite at www,cloma pineremsoom

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 | Fems of Use | St= Map | FAQs | Contacl Us.
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CLOZAPINE REMS

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

4.3 Prescriber Education Confirmation
Summer Hogan = My Dashboard

CLOZAPINE REMS

The Singhe Shared System for Clozopine
Mo Blood, Mo Drug™ Home  Prescriber Pharmacy Patent  Resources  Supporl

iR R e RS el Assessmen]l  Hevew  Altestation Finish |

Education Program Confirmation

You have now completed the Education Program

Please use the Next bufton below 1o continug wilh your cerification process. The educabion program you jusl complebed can always be feviewed again

under wour user profile in the top rght cormer of this site:

For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | Teoms of Use | Site Mag | FAGs | Contact Us

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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CLOZAPINE REMS

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

4.4 Prescriber Intake Review

CLOZAPINE REMS T e

The Single Shared System for Clozapine
Me Blood, Mo Dreg™ Home Prescriber Pharmacy Patient  Resources Suppor

Stant Inlake Education Assegarmenl Review

Prescriber Intake Review

Pilease review the information for completenass and accuracy, You may make any changes as necessary. When your review is complete, please use e
Mext bution bo save your information below and proceed to the fimal sbep in your certification process.

Prescriber Information
First Mame / Ml (opt) | Summer A
Last MName | 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 T 11001
Phone / Ext (opt) 555-5585-5555 Ext (opt
Fax | 555-555-d4444
Contact Preference Email v
Prescriber Identifiers
DEA | AGS5255698
= 1013015577

| dor nil have @ DEA.

I::I"".I-. m

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

Privacy | Terms of Use | Sie Map | FAQs | Contact Us
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CLOZAPINE REMS

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

4.5 Prescriber Attestation

Prescribar Attestation

Tt CEATRp I 1T ERESERDET CETIRCABON ior Swuniner Hogan nin 1 Gl apes RELTS (rogram arineg. paass s T At n secms Beiow 10
PIATE ORE AZEGWEGDETENL N win 2igratune and signatune dane

ARerngively, vou may P you onine errciment form and tax LW Dusipee REMS Progiam & 1044404 207G, e

As 3 prescribes | atiest o e folowing Clazapine REME Program requiremens:

By sigring this lorm, | alkes] Bl

1 1 uncerslarsd NG COEApIng 5 0Nk swLatle Nough Me Coeapine REWS Program and al | must oomgly sl Fe ogiem regeemenis
I Esle CHIZBEINE.

2 1 hae rewiewend Clozapene and ihe Ak of Newrogena. A Gude o HeaThiare Proadens, revewsd Ihe duzipne Presmbing Iniormalion,
an surcessfuly complsted e Clozamng REMS Knowlsdge Assessmen tor HealFears Prosders.

3 | undersiard Ihe resk ol severs neuTopenia associat=d with ciozapne which can kead 1o serous nfecton and death.

A Price o melialing Weaiment, | agres i prowice & Goe 6 SRNanks and Ciegre WIT L M ko Ko atou CYmape io enc
parlnl amdior hevher camegver. | will ey of el hamdver o nkonm Mem st e ks asecaled wilh Cozaprs, Intkaing swis
newiropenes and Be Clozapine REMS Frogram requrements uriess | delermmne ol ihe palenls stherence |2 he Peaimen| regmen wil
b ey g by A ot for Fabendy 09 Carepsvers. Wl Fou Need b Ko aioa Crramne

& D'will ol al pasenis | real with 3 dozapme product in the Ciozapine AEMS Frogram.

& 1 inckersiare N Sbecdirie Mo counl (AN NG and maniineng UMt &5 tescined in B dorapne Presenbing
InfrTnation

T lundersiand ihem s & ofenn| MG monfionng algenthim for palents s documented Denig elhnic nedfopens (DEN)

B e AN esling Ton each paten] scooning lo the cieamng Presoibing nfcmaben.

9 Dwil subemi and verity the ANG accomiing |o sach paben!'s momtonng requency on e wilh the Ciocapre HERES Progam and |
undersiana e ANC mist Be pviden hilees crapied: can be dspensed:
= For weamildy minnstnrineg fraquiency. ANC mish ba siswitied o e Cloeaping SEMS Prgrmm within T aays of fa ah dee? dae
= For every o wen ks meniiorng Fequency, ANG mus| (s sutmimed i he Cozapioes REMS Progrem sdhin 19 days of Fe e dne”

Ak
- For moninly monilonng equency, AWC must be sutrmitied o ihe Clozapne REME Program within 31 days of b dras” dale
“haruare B bk drom doie ey D

10wl wasity the pafient's manionisg froqoeency on Sk aih the Clozapnn REMS Program is sligned win e patlends mosfioring fequency as

Al N 10 Prkciizang Infarmation
11D undersiang Mal. 75 descnind in CoRafens and me R of Meuionesi’ 4 G b Heibieee Drovaies, | mius] alhof@e e
I b ol P the geatierd has i 7 s G belre can be

12 | agres thal personnel fom the Clazapine REMS Program of a desigrated Sir party acting on behal! of e Clorapine Sporsoes may
conlact me b gather indamation, mesoha dscropancies, of b provie cthier infamaton realed b the Cloeaping BEMS Pagram

1% | urwanrstand (et oopapies masfachines of T agenis and cnnbe i may confack me s phore mail, or emal i serry ma on inn
aflaciasnigs of Ma fengiam fequremants i e Clo2apne AEMS Pragram

14wl nal shivre sy credenios b e Clorapine REMS Program Websile of alive olters to sign n o Be websie using my cidentiss

By ehist king s Doa. | agred 1e e respensiniles cutlngd above and herdy Slaks Wl ol of e s eation | hase sinmied & muml ana
Bl e

Signaiue: Must malch First mnd Last nenrae {sens abioen) Sagraaiun Dale

For additional information about the Clozapine REMS Program, please call B44-267-86T8.
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CLOZAPINE REMS

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

4.6 Prescriber Confirmation

Certification Confirmation T e

" You are now certified in the Clozapine REMS Program.

Below is your Clozapine REMS Program Centification ID. Please retain this information for your records.

Certification ID: HCP123456789 4=

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

Clozapine REMS Program_Website_Screen_Captures November 2020 Page 49 of 238
Reference ID: 4748731



CLOZAPINE REMS

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

5. Prescriber Designee Certification

Usemame Password
CLOZAPINE REMS TN -

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. 1 Clozapine REMS Prescriber Designee

Education Program

Prescriber Designee Certification in the Clozapine REMS Program includes the following three steps: & 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 Meutropenia
@ Clozapine REMS Eligibility Check Fact

2. Educate: Review the REMS requirements
Sheet

E 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

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

5.1 Prescriber Designee Intake

Ky [Daskboard

Designee Intake

To certify s & designes in the Clozapine REMS Program, please compizte the fom Delow and press Net. Onee ceniied, you will receive o cenification
confirmation via your contact preference. All fields listed below are required unless olherwise ndicated.

Designee Information

| First MName

| Last Name

| Email Address

| Phone | |Ex‘. {opt)

| Fax (opt)

| Contact Preference — -

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™

5.2 Prescriber Designee Education Program Page 1

Summer Hogan

CLOZAPINE REMS

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

LE S LGRS e WLl Assessment Review  Aftestation  Finish

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.

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™

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

e S LGRS T WLl Assessment Review  Afttestation  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.
1 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 but 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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CLOZAPINE REMS

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

5.4 Prescriber Designee Knowledge Assessment

intake Education

Knowledge Assessment =
Please select the best answer for the following question. This question must be answered correctly to become certified:

| have reviewed the requirements of the Clozapine REMS Program.
_ A Yes
o B.No

Next

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™

5.5 Prescriber Designee Knowledge Assessment
Confirmation — Success

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

Start Intake (= (V=1 ) L T i Review  Attestation  Fipish

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

Next

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™

5.6 Prescriber Designee Knowledge Assessment
Confirmation — Not Successful

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

Start Intake Education Assessment STV T 1T SN S ]

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

I: ?T;EP‘-:F'I jﬁ Retake Assessment

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

Privacy | Terms of Uss | Site Map | FAQe | Contact Us
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5.7 Prescriber Designee Intake Review

Designee Intake Review

Please review the informanon for compleleness and accuracy. You may make any Changes 3s Necessary. WhNen your review IS Ccomplete, please use he
Maext bution to save your information and procesd o the final step in your certification process.

Designee Information

First Name  Jacke
Last Name  Koiuns

Email Address A kie @ kollins. Cam

Phone / Ext  123-456-7890 Ext {opl)
Fax Fax jopt)
Conlact Preference  Emai .

o

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

CLOZAPINE REMS o
T e i e s o e

Sfarl  intake Foueation  Assessment  Review  Atestation gpaOil

Designee Attestation

To coamplaie the designes cenlification for Summar Hagan into the Clozagine REME Program onling, please review the atlestation sactlon below o
provide you acknowiedgemenl along with sigratuse and signadure date.

Altematively you may prat your anline cenification farm and Tax I fo Clozagine REMS Program at f44-404 5276 jeel

By signing this foam, 1 acknowledge tat | will act on behalf of the cerified prescriber identMed below fo comply with the Clozapine REMS Program
FEqIJIF'E‘TI"I'E'I'IE.

| understand:
1 Clozapne i only avallabée through the Clozapine REMS Program and that | must comgly with the program requirements,
2. Tnere s @ nisk of severe neulropenia assocabed with clozapine which can kead 1o senous infection and dealh.
3. Outpatient’ Settings: An absolute newtrophil count {AMC) must be submibed to the Clozapine REMS Pragram for each patient according to
the foliowmg monilonng frequency, and | understand these resulls musi be provided before clozapine can be dspensed.
+ For weekdy monltonng frequency, AMC must be submetted fo the Clozapine RERMS Program within 7 days of the lab draw® date
« For every two weeks monitonng frequency, ANG must be submitted to fe Clozapine REMS Program within 15 days of the lab draw” dale
« For monthly manitonng frequency, ANC must be submitted to he Clozapine REMS Program within 31 ¢ays of lab draw” date
“dsnaarmran b lat traw dole & dap O
4, Aceriified prescriber must authorize the continuation of clozapine treatment f the patient has moderate or severe neutropenia befare
clozapine can be dspensed o a patient.
5. Clzapine manutacturers or their agents and contractors may contact me via phone, mail, or emall o survey me on the effectiveness of the
program requirements for the Clozapme REMS Program.
& Personnel from the Clozapine HEMS Frogram of @ designated third party achng on behalf of the Clozapine Sponsors may contact me o
gather informalbon, resolve descrepancies, or b provide olher micrmalion related to the Clozapine REMS Program.
7. 1wl nod shage my credentials for the Clozapine REMS Program Website or aliow others t sign in o tha website using my credentials.

‘Patents reated on an culpatent of chroma basis, includes bul k& mat imied (o foe receling cozapine only via relall dug-siores, ambulabony e pharmacies. and
pharmacks dspensing 1o kng-term cars, rebailiahon fanifes and peison systams

By checking his box, | hereby stale thal & of the information | have submitled is nulhid and acourale

Signature: Must match First and Last name (see above) Signature Date

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

Pryacy | Terms of Use | S0 Map | 740z | Contact L
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5.9 Prescriber Designee Confirmation

Certification Confirmation Jetags, el

+ Thank you! You are now certified in the Clozapine REMS program.

Below is your Clozapine REMS Program Cenification ID. Please retain this information for your records
Certification ID: HCP5627506077

If you are ready to associate yoursell as a designee for a prescriber, please go to the Associate to 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 > 1 e

Forgot ? Forgot F 7 Need an A t?

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

Pharmacy Certification

Steps for Pharmacy Certification Program Materials
Allinpatient 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 H 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 T 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 obtain 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 Ennciiment&onm

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

What You Need to Know about Clozapine

; e | s : and Neutropenia
Certification in the Clozapine REMS Program includes the following four steps:
ta:] Clozapine REMS Eligibility Check Fact

Sheet

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

2. Educate: Review Clozapine and the Risk of Neufropenia: 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.

v Usemame Password
CLOZAPINE REMS T

The Single Shared System for Clozapine
No Bloed, No Drug™ Home Prescriber Pharmacy Pafient Resources  Support

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 affiliated with a chain pharmacy that is confracted 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 facilities 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 inpafient 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 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 pharmacies are retail or mail outpatient pharmacy headquarters.
= The Chain Headquariers Pharmacy certification process requires a single authorized representative to review the Education Program,
complete the Clozapine REMS Knowledge Assessment for Healthcare Providers, and the Chain Headquariers 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
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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.

v Usemame Password
CLOZAPINE REMS “ Posrd e I

Mo Blood, No Drug™ Home Presciber Pharmacy Patienl Resources  Suppor

Program Role Selection

Please select the oplion beiow 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 o patients treated on an outpatient or chronic basis. This includes, but is not fimited
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 authonzed representative of an inpatient pharmacy i responsible for ensunng
cerfification 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 submitted as a medical benefit

Inpatient pharmacy: A pharmacy within a fadility dispensing clozapine to patients receiving inpatient medical care and other related services
for surgery, acute medical conditions of injuries (usually for a short term iliness or condition)

El

Authorized Representative of Chain Headquarters Pharmacy - An authonzed representative of a chain headguarters pharmacy is
responsible for ensuring certification and fraining in the Clozapine REMS Frogram for a corporate pharmacy contracted to parlicipate with a
pharmacy network provider. Corporate phammacies are retail or mail oulpatient pharmacy headguarters.

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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6.4 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 ive of an outpatient
Based on the response selected, please confirm you are certifying as an This includes, but is not limited
Inpatient Pharmacy. i
facilities and prison systems

An inpatient pharmacy dispenses clozapine only to patients treated receiving 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
L y ] at a site of care and pharmacy

If the pharmacy you are certifying does not meet this definition of an Inpatient
Pharmacy, pleasg press Cancel lo chgnge your response, otherwise, please press i ol kil =
Confirm to continue with the certification.

Cancel Confirm Pharmacy headquarters is
contracted to participate with a

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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6.5 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 nacy is responsibie for ensuring
[sentative of an outpatient

Based on the response selected, please confirm you are certifying as an
Inde pendent Outpatient Pharmacy.

. This includes, but is not limited
An outpatient pharmacy dispenses clozapine only to patients treated on an outpatient fon facilities and prison systems
or chronic basis. This includes, but is not imited to, retail drug-stores, ambulatory care
pharmacies, and pharmacies dispensing to long-term care rehabilitation facilities and
prison systems. As an independent outpatient pharmacy, you agree that your by is responsible for ensuring
pharmacy is a retail, mail order or instrtutional outpatient pharmacy enrolling as a single  |d at a site of care and pharmacy
pharmacy location with its own authonized representative (i.e., not a location covered
by a central headquarters for enreliment or training).

care and other related services
If the pharmacy you are certifying does not meet this definttion of an Outpatient
Independent Pharmacy, please press Cancel to change your response; otherwise,
please press Confirm to continue with the certification.
pharmacy 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

v Usemame Password
CLOZAPINE REMS SR

e S ———
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 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 cutpatient
pharmacy cannot be

= Outpatient phar Authorized Representative of Chain Headguarters 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 treated on an outpatient hacy is responsible for ensuring
certification and train]  ©r chronic basis. This includes, but is not limited to, retail drug-stores, ambulatery care
pharmacies, and pharmacies dispensing to long-term care, rehabilitation facilities and
prison systems. As a Chain Headguarters Phammacy, you agree that you are acting on
» Inpatient pharmaf behalf of a group of outpatient pharmacies as a corporate headguarters enrolling in the cal care and related services for
Clozapine REMS Program for multiple pharmacy locations {i.e., ¢hain stores or a group
of pharmacies owned/operated as a single entity); and, whose enrollment and
certification activities will be handled cenfrally by one authorized representative acting
. Authorized Represq on behalf of all the locations in the "chain”. hain headquarters pharmacy is

responsible for ensu contracted to participate with a

If the pharmacies you are certifying do not meet this definiticn of reguiring enroliment

pharmacy network pr by a Chain Headguarters Pharmacy, please press Cancel to change your response;

otherwise, please press Confirm to confinue with the certification.

[ at a site of care and pharmacy
claims are submitted

surgery, acute md

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

Privacy | Terms of Use | Site Map | FAQSs | Contact Us
L
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6.7 Authorized Representative Intake

Authorized Representative Intake

Tor begin ihe process as an aulhofized representative in Me Clozapine REMS Program, please complete ihe form Delow and press Next. All fiekds Esled beiow
are required unless ofhenytse indicated.

Authorized Representative Information

| First Name

i Last Name

| Credentials L

|I Email Address

_Phone J{ Extom |

|I Fax {opt) |

| -- Contact Preference — v |

o

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

Confirmation A g 5l

You have successfully completed the required authorized representative training.

If you are ready to certify your pharmacy now please use Certifv Pharmacy. 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 foday, 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
CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Phammacy Patient Rescurces  Support

Sunmer Hogan = My Dashboard

[Cintace. A C—

Pharmacy Intake

A Note: Your pharmacy type has been updated. Click here to change.

To certify your Pharmacy, please complete the form below and press Next. Once cerified, you will receive a certification confemation wia the contact
preference you selecied dunng your Authorized Representative Intake. Al fislds listed below are required uniess otherwise indicated

Pharmacy Information

-

Pharmacy Identifiers

Please provide at least one ideniifier

=3

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

Privacy | Terms of Use | Sde Map | FAGs | Contact Us

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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¢ 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 QOutpatient 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

v semame ASSWOT
CLOZAPINE REMS L O -

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
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v Usemame Password .
CLOZAPINE REMS N

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 1A

Is your pharmacy affiliated with a chain pharmacy that is contracted with a pharmacy network provider?

Yes
MNo

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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v semame ASSWOorn
CLOZAPINE REMS - P I

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 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.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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v Usemame Password
CLOZAPINE REMS N -

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 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.

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

Clozapine REMS Pharmacy Classification

Please contact your chain headguarters 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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Usemame Password

Clozapine REMS Pharmacy Classification

Please call the Clozapine REMS Program Contact Center at 344-267-8678 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 o
The Single Shared System for Clozapine
No Bloed, No Drug™ Home Prescriber Pharmacy Patient Resources  Support

=L TLel o 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 complete the Education Program and Clozapine REMS Knowledge Assessment for Healthcare Providers.

Clozapine_REMS_HCP_Guide_v2_2015_08_11.ai

CLOZAPINE REMS

The Single Shared System for aozapine
No Bloed, 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
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6.12 Pharmacy Education Confirmation

CLOZAPINE REMS

sk
The Single Shared System for Clozoping

Mo Blood, Mo Drug™ Home Presciiber  Phammacy  Pabenl  Resources Suppor

infake Educaion FURtodioi Conflirmation J

Education Program Confirmation

You have now completed the Education Program

Pl we The Mext bulon below (o continue wilh your cerification process. The education program you jusl complébed can always be reviewed again
under your user profile in the top nght comer of e site

For additional information about the Clozapine REMS Program, please call 844-267-8678.
Peivacy | Tenms of Use | Sibe Magp | FAGS | Contact s

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

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

Intake At

B Gorensicn |

Pharmacy Attestation

To complete the certification for ABC Pharmacy into the Clozapine REMS Program online, please review the attestation section below to provide your
ac 1ent along with and date

Altenatively. you may print your online enroliment form and fax it to Clozapine REMS Program at 1-844-404-8876. i

As an ized rep i ible for the pharmacy, |, Summer Hogan, attest to the following Clozapine REMS Program requirements:
1am the P i il by my to coordinate the activities of the Clozapine REMS Program. | have
reviewed Clozapine and the Risk of penia: A Guide for Providers and the F ibi ion and |

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 te 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 proiocols 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 patient is enrolled in the Clozapine REMS Program by:
- Signing in to the Clozapine REMS Program Website at www.clozapinerems.com fo complete an "Eligibility Check”, or
- Calling the Clozapine REMS Program Contact Center at 844-267-8678
¢. Verify the ANC is current based on the patient's monitoring frequency (within 7 days of the Eligibilify Check date for weekly monitoring,
15 days for every 2 weeks monitoring and 31 days for monthly monitoring)
d. Verify the last ANC is acceptable or verify the certified prescriber's authorization for clozapine treatment if the ANC s low indicating
meoderate or severe neuiropenia
e. Fill and dispense no more than the amount of clozapine necessary to freat the patient until the next blood draw/ANC or as directed by
the prescriber
My pharmacy agrees not 10 sell, loan, or transfer any clozapine inventory to any other pharmacy institution, distributor, or prescriber that is
not enrolied in the Clozapine REMS Program, and will establish procedures and protocols to support these requirements that are subject to
audit

(%)

X3

Pharmacies will renew certification in the Clozapine REMS Program every two years to maintain certification to order and dispense
ctlozapine

Pharmacies will make documentation available to the clozaping manufacturers and/or a designated third party acting on behalf of the
Clozapine Sponsors to verify understanding of, and adherence 1o, the requirements of the Clozapine REMS Program

'S

o

Clozapine REMS Program personnel may contact my pharmacists to gather information, resolve discrepancies, or to provide other
information reated 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

~

Provide dispensing location information to the Clozapine REMS Program

@

1 will not share my credentials for the Clozapine REMS Program Website or allow others 1o 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 | Ste 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.

CLOZAPINE REMS Smeiemy

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

Intake  Attestation
Pharmacy Attestation

To complete the certification for ABC Pharmacy into 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 1-844-404-6576. s

As an authorized representative responsible for the pharmacy, |, Summer Hogan, attest to the following Clozapine REMS Program requirements:

I am the autherized representative designated by my pharmacy to the activities of the p REMS Program. | have
reviewed Clozapine and the Risk of penia: A Guide for Providers and the Prescribing Information 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 menitoring 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:
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. Al 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 patient is enrolled in the Clozapine REMS Program
c. Verify the ANC is current based on the patient'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)

d. Verify the last ANC is acceptable or verify the certified prescriber's 1 for ¢ ing clozapine ifthe ANG is low
i or severe p
e. 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
My pharmacy agrees not to sell, loan, 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

N

@

clozapine

Pharmacies will make documentation 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

i

L

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

NS

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 | Contact Us
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6.15 Pharmacy Confirmation

Note: This page will be available for:
1. Inpatient Pharmacies
2. Outpatient Pharmacies who cannot adjudicate claims online

CLOZAPINE REMS

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

ST T My Dashboard

Intake  Attestation Confirmation

Certification Confirmation e m, "ul

« Your pharmacy is now certified in the Clozapine REMS Program.

Below is your Clozapine REMS Program Certification 1D. Please retain this information for your records.

Certification ID: FACT7771640300 =

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.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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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 successfully perform a software validation test to verify your pharmacy
management system.

You will 500N receive a communication via your contact preference with instructions on how to submit test transactions to the Clozapine REMS
Program. This will énsure that your pharmacy management system has been successfully configured to allow communication with the Clozapine
REMS Program

To download the instructions now, please use the Download Instructions button below. Afler successful compiletion of the 1est transactions and
validation of all required identifiers, you will be notified of your centification in the Clozaping REMS Program through your contact preference

L Downlead 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

To ety your chien phasmacy stone, please complete M Sorm DElow and press Hext Once Ihe shore 5 certified, you will receive & Certifoation confirmation
Via B CONERCT preference you Sekched during your authorzed representative intaie. AN fieids Delow are required uniess ofhenvise NaCated

Pharmacy Information

: Pharmacy Name

Address

: Address 2 (opt)

. City

- State -- v | | Zip Code

Phone . Ext (opt)
.Fax

-Training Status-- b
Pharmacy identifiers
 NCPDP
Please provice at keasd one:
' DEA .

NP1

R |

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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7.2 Chain Pharmacy Store Confirmation

My DuasMboard

Chain Store Confirmation

" The chain pharmacy store has been successfully added.

Ty ackd anciher slone, please use (he Add Store bullon Delow,

For additional infermation about the Clozapine REMS Program, please call 844-267-8678.
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8. Pharmacy Staff Enrollment
8.1 Enrollment Home Page

CI—OZAPINE REMS w Usemame Password

Forgot Username? Forgot Password? Need an Account?
e e e eitr 1
The Single Shared System for Clozapine
No Bloed, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Pharmacy Staff Enrollment

Steps for Pharmacy Staff Enroliment Program Materials

Pharmacy staff may include pharmacists or other individuals who assist in dispensing medication in a %1 ANC Monitoring Table

pharmacy. If your pharmacy is certified to dispense clozapine, pharmacy staff can enroll in the ¥ Clozapine and the Risk of Neutropenia: A
Clozapine REMS Program to have access to the Clozapine REMS Program Website. Pharmacy staff Guide for Healthcare Providers

can link to multiple REMS-certified pharmacy locations T Clozapine REMS ANC Lab Reporting

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

g " 5 : L A Guide for Patients and Caregivers:
available after your enrollment is complete through your authorized representative = i
What You Need to Know about Clozapine

For Outpatient Pharmacies: Pharmacy staf must enroll in the Clozapine REMS Program to obtain a and Neutropenia

Predispense Authorization (PDA) before dispensing each clozapine prescription. Pharmacy staff who %L 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 authornized T2 Clozapine REMS PDA Fact Sheet

representative if you are nol sure how your pharmacy must oblain 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 Eligibiiity 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: Compilete the Enroliment Form (name, address)

2. Attest: Complete and sign the Pharmacy Staff Attestation

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 Lise | Site Map | FAQs | Contact Uis

Clozapine REMS Program_Website_Screen_Captures November 2020 Page 84 of 238
Reference ID: 4748731



CLOZAPINE REMS

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

8.2 Pharmacy Search

My Daskboard

Pharmacy Search

Ta identify I pharmacy you represent, pease complebe the fiskls bilow and press Search. Once you are able lo access your dishboard, you will be
abbe 1o assockate 1o amditional pharmacies, All fekds sted below are required unkess olherwise indicated,

Pharmacy Information (al least one identifier s required)

| ZipCode |and | | DEA [ | nei | mcroP ‘

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

Pharmacy Search

Tix identify the pharmacy you represent, please complete the fields below and press Seareh, Once you ane able ko access your dashboard, you will be
able o associale o additional phamacies. Al fields ksled below are required unbess olherwise indicaled.

Pharmacy Information (al keast one identifier is required)

10001 and | | DEA | | npi 3456789

If i search resuits have reburned your record, please highlight the now and press Submit. If you do not see your recond, please iy your Search again o
contact the Clozapine REMS Program for assistance.

Pharmacy Mams Pharmscy Addness
423 Main Sareet, Tampa FIL 23814

Showing 1 of 1 entries

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

My Daskboard

Pharmacy Staff Intake

Ty enfcll e 3 phadrmacy SI in the Clozapine REMS Program, pedse complete [he fem Delow and press Next. Once enfolled, you will feceie an
enfoliment confirmation wia your contact preference. All helds ksled beiow are required uniess olhensise indicated.

Pharmacy Staff Information

| First Name |

_ Last Mamo |

| Email Address |

Phone i | Extiopﬂ |

Fax (opt)

-- Contact Preference — (= |

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 REMS 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 o 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 L G L

+" You have now enrolled in the Clozapine REMS Program.

Below 15 your Clozapine REMS Program Enroliment 1D, Please retain Bis information fof you recoeds,
Enrollment ID: HCP123456789

Tio return o your dashboard for ofher activities, please use the My Dashboard bution at the fop of the page. I you have complebed your session for foday,
SIMmply CIese YOur Bhowser.

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
CLOZAPINE REMS

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

Summer Hogan =

10 = LR = T L -y e Review  Alttestation  Finish |

Clozapine REMS Knowledge Assessment for Healthcare Providers &=

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 guestions 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.

Start 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.

@ 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

Clozapine is associated with severe neutropenia, which can lead to serious infection and death.
o A. True
i B.False

Next

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

Clozapine REMS Program_Website_Screen_Captures November 2020
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9.4 Knowledge Assessment Question 3

No Blood, No Drug™

Knowledge Assessment

Severe neutropenia is defined as:

A. A white blood cell count (WBC) less than 2000/pL

.~ B.An absolute neutrophil count (ANC) less than 1000/l
.~ C.An absolute neutrophil count (ANC) less than S00/uL
~ D. Mone of the above

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

Clozapine REMS Program_Website_Screen_Captures
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9.5 Knowledge Assessment Question 4

CLOZAPINE REMS

The Single Shared System for Clozapine _
No Blood, No Drug™ Home Prescriber

Summer Hogan =

Pharmacy Pafient Resources Support

Start Intake Education Assessment Review  Attestation Finish

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. A baseline absolute neutrophil count (ANC) must be at least 1500/uL 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.BothAand B

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

Privacy | Terms of Use | Site Map | FAQs | ContactUs
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9.6 Knowledge Assessment Question 5

Knowledge Assessment

Before clozapine is dispensed to a patient, a certified prescriber must:

A Determine i the patient has documented BEN
. B.Enroll the patient In Clozapine REMS Program

. C. Counsel the patienticaregiver 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 Al 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.

o A True
. B False

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

QUESTION 7

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. Verify the prescriber is certified in the single shared Clozapine REMS Program

. C. Verify the ANC is acceptable or verify the prescriber has authorized continuing treatment 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?

o A A 30-day supply
B. A 90-day supply
~ C.As much as the patient wants or the insurance will pay for
~ Dt depends 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 blood draw/ANC or as directed by the prescriber

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 atincreased 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 o discontinuation of therapy

B. Weekly from initiation to & 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 baseline ANC is within the normal range

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

Clozapine REMS Program_Website_Screen_Captures November 2020 Page 100 of 238
Reference ID: 4748731



CLOZAPINE REMS

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

9.12 Knowledge Assessment Question 11

Knowledge Assessment

QUESTION 11

I a patient's ANGC indicates mild neutropenia, which of the following statements is true?

_ A. ANC monitoring should be conducted three times weekly until ANC 2 1500/pL 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 6to 12
menths; monthly after 12 months
.~ D. All of the above

Next

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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9.13 Knowledge Assessment Question 12

Summer Hogan =

CLOZAPINE REMS

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

Start  Intake  Education Assessment NI rilel BN 1Tk

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 monitering interval

C. The ANC monitoring schedule is the same regardless of whether the patient is part of the general population or has BEN

D. None of the above

Next
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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9.14 Knowledge Assessment Question 13

Summer Hogan ~

CLOZAPINE REMS

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

Start  Intake  Education  Assessment eGSR e ilel W)

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. If the 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 z 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.
Privacy | Terms of Use | Site Map | FAQs | Contact Us
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9.15 Knowledge Assessment Confirmation — Success

CLOZAPINE REMS o

The Single Shared System for
Mo Bload, Mo Drug™ Home Prescriber Pharmacy  Patient  Resources  Suppor

Start Intake Educabion

LELE Lo e Review  Altestabon  Finish i

Knowledge Assessment Results

«" Congratulations! You have now completed the assessment.

You answered all this quesions Comeclly and Nave passed the I55essment PRease press the Next buthon to compele your Cemification

Knowledge Assessment Code: KA-1636-D098-1E12 =

All clozapine products are only available under the single shared Clozapine REMS Program.
v A True

Clozapine is asscciated with severe neutrepenia, which can lead to serious infection and death.
v A True

Severs neutropenia is defined as:

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

Privacy | Teems of Use | Ske Map | FAQs | Contact Us
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9.16 Knowledge Assessment Confirmation — Not

Successful
CLOZAPINE REMS -
The Single Shered System for Clozapine
Mo Blood, Mo Drug™ Home Frescriber Phammacy  Patent  Resources  Support

[ S @ connmation |

Knowledge Assessment Results

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

Below Is a summary of your responses. We recommend you review the Clozapine and the Risk of Neutropenia. A Guide for Healthcare Providers again
before you atiempt 1o retake the Knowledge Assessment Once you feel your review is complete, please use the Retake Assessmant button below o
begin your assessment again

QUESTION 1

All clozapine products are only available under the single shared Clozapine REMS Program.
v A True

QUESTION 2

Clozapine is associated with severe neutropenia, which can lead to serious infection and death.
KB rase

QUESTION 3

Severe neutropenia is defined as:

!—."’iT'IEM;T
lz3456 Rotake Assossmaont

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

Privacy | Terms of Use | S2e Map | FAQs | Contact Us
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10. Patient Enrollment
10.1 Patient Intake

CLOZAPINE REMS Shines Hoge *

B e
The Single Shared System for Clozopine
No Blood, No Drug™ Home Prescriber Fharmacy Patient Resources  Support

Starl  Intake 2R

Patient Intake

To enroll your patient in the Clozapine REMS Program, please complete the form below and press Next. Once the patient enrollment is complete, you
will receive an enroliment confirmation via your contact preference. All fislds listed below ars required.

Patient Information

First Mame

Last Mame

Date of Birth (MM/DDN YY)

Zip Code

- Gender — L

-- Race -- v

- Patient Group — v o Groups can be used fo categorze your

pabants.

Does the patient have Benign Ethnic Neutropenia (BEN)?

- Please Select — ¥

Cancel Next

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

Privacy | Terms of Uze | Site Map | FAQs | Contact Us-
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10.2 Patient Lab Intake
CLOZAPINE REMS

S e o T 5 et T £ | e
The Single Shared System for Clozapine
Mo Blood, No Drug™ Home Presiniber Pharmacy Patent  Resowces  Supporn

Summer Hogan = My Dashboad

Start Intake Lah Info Finish

Lab Information

The Treatment Status and Monitoning Frequency for the patient have been defaulied based on program rules. IT you need to change the values,you may
do 50 in the fslds provided balow. Additionally. If you have lab mformation you may anter it now; olhersse, please press Mext to continue

Jackie Collins

Lab Entry

Biood Draw date None MNone MNone
ANC Value (par yL)
If you don't have an ANC Value, but want 1o caiculale an ANC Value ANC Level (per ) @) None Mane e

based on WBC. please click on the calculator buthon.

Treatment Status

Monitoring Frequency

| attest that the patient i lerminally illin hospice care and monitoring can be reduced per the labe|

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

Privacy | Terms of Use | Sie Map | FAQE | 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 B

The Single Shared System for Clozopine
Mo Blood, Mo Drug™ Homé Prescribér  Pharmacy  Patient  Resoures Suppor

St —vioe 0 vio TN
Lab Information

The Treatment States anc Monioing Frequendy for the patkeast have Deen 0efauled Dased on program nies. Ifyou nedd 10 change Me values, oy ma)

G0 50 in the feids provided Deigrw. ASQIONSIN, IF you have 1ab niHrmation yeu may enter [ now, Cinerwse, piease press Next 10 (onbnys

Jackie Collins

Lab Entry

Bigod Cvars clabe Meone More g

ANC Yalue (Der Wl)
If you dom have an ANC Value. bul want o caculale an ANC Vil ANC Lovad (pie ) a haone Hore Kone

based on WEBC, please Cick on he calcutalor buthon

e

Traatment S1atus

Aclve L

Treatment Rationale Treatment Rationale Duration -

Fieate Sebct " ~Flease Sekedt-

Monitoning Frequency

| Ames! thad the patend & ermminally BN RS e Care and Monilonng Can De reduced par the el

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

Prevacy | T of U | S2a Mac | FAQS | 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 value [per pL)

WEC count [x107mm?) Neutrophils (%) ANC value [per pL)

Calculate

ROTE:

For 'WHC count. dats shouid e ertensd n decimal dormat da value of 4,300 shouss be ermened as 4 3
Fer Sage, Bandy, of Neurcphie, dats shouid be erieed withou periand sign (0% sPouid be entersd o 23]
M the ARG vaius i Segulated with & valus, the Rame value i pagulated in Sa ANC vaius fisd on e foem

Sourcs: Mosky's Disgroase and | ¥ Tat Pt

L Ethied 2000, Wihits Siocd toll court and diferential, page $42
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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

CLOZAPINE REMS

Sl -
The Single Shared System for Cloaapine
Mo

Blood, Mo Drug™ Home Prescriber  Pharmacy  Patient  Resources Support

My Profile

My Information m

My Certification

Certification ID: HCP123456780 =

=
= Education Program

For additional information about the Clozapine REMS Program, please call 844-267-86T8.

Privacy | Toams of Use | Siie Map | FAQs | Contact Us
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11.2 Prescriber Designee Profile

My Profile

My Information e |

FirstName | Summer |

Last Mame [ Hogan ]

Phone / Ext | 655-555-5555 | [ Extiopt) |

Fax | 555-555-4444

Contact Preference [ Email H

My Certification

Certification ID: HCP123456789 =

% cducation Program

cnces | [T

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

CLOZAPINE REMS

The Single Shared System for Clozapine

No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

My Profile

My Information m

First Name
Last Name
Position/Title
Phone / Ext
Fax

Contact Preference | Email v

™ Education Program
g Clozapine REMS Knowledge Assessment for Healthcare Providers

oy Knowledge Assessment Answer Guide
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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11.4 Chain Headquarters Pharmacy Authorized
Representative Profile

My Profile

My Information

First Name
Last Mame
Position / Title
Phone / Ext
Fax

Contact Preference

'ﬁ Education Program

[ Summer

[

| RPH

| 555-555.5555

| | Ext(opt)

| 555.555-4444

| Email

. = = S S

Cancel | Save

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

Clozapine REMS Program_Website_Screen_Captures
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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 Prescriber Pharmacy  Patent  Resources  Important Safety informaton  Support

Summer Hogan ~ My Dashboard

Chain Headquarters Pharmacy Profile

Chain Headquarters Pharmacy Information [ €an |

Chain Mame
Address

Address 2

Fax

Chain ID CS5123

Chain Headquarters Pharmacy Certification

Certification ID: FAC5471595906 ==

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

Provacy | Teems of Use | Sas Map | Fa0s | Contact Us
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11.6 Pharmacy Staff Profile

My Dashboard

My Profile

My Information -

First Name | Summar

|
Last Name |_Hﬂﬂﬁl'l |

Phone/Ext | 585-555-5585 || Extiopt |

Fax |555-ﬁ55—ﬂ44 .

Contact Preference | Ematl I

My Enroliment

Enrollment ID: HCP123456769 =
o

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

v Username Password
CLOZAPINE REMS L

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

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 Address

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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12.2 Change Username

CLOZAPINE REMS

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

Summer Hogan~- 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 Usemame =) Suggest Username

Change Password
Change Email Address

Cancel Save

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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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 Usemame (% Suggest Usemame

Change Passaord
Changs Erad Address

o

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

My Daskboacd

Change Password

To change your password, please complete the Nelds below,

| Oid Password

| MNew Password

| Confirm Password

Changs Uskmans
Change Erad dddmss

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.

‘ 0Old 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.

Tor change your password, please compiste the fels below.

| Qld Password

| New .F‘ase.wnrd :

| Confirm Password

Crangs Usimame
Changs Fmad Addess

e I

For additional information about the Clozapine REMS Program, please call 844-267-86T8.
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12.7 Change Email Address

Change Email Address

T change your email address, please compiele he fields Deiow.

| Email Address

L{:onnrm Email Address

Changs Usemans
Glexios Poriary

B |

For additional information about the Clozapine REMS Program, please call 844-26T-8678.
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12.8 Change Email Address Confirmation

My Drashboard

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

| Ceonfirm Email Address

Changs Lisemams
Choeps P

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 Sty Do

The Single Shared System for Clozapine

No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

Manage Groups

The table below contains all of your patient groups. If you need to add a new patient group. please use Add Group

Alerts Notificat%onso Patients Designees

| Search Q|
the Add Group buttan.
Group Name & Actions
Group A -- Please Select -- v
Group B -- Please Select - v

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

Clozapine REMS Program_Website_Screen_Captures

November 2020
Reference ID: 4748731
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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 ei B group name in the field below and press Submit.

Group Name | Group A

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

Clozapine REMS Program_Website_Screen_Captures November 2020 Page 126 of 238
Reference ID: 4748731



CLOZAPINE REMS

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

13.4 Remove Group

Remove Group

To remove Ehe group below simply press Remove; othensise, press Cancsl bo return to Manage Groups.

Group Naime: Group A

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

A Warning

Patients are ounrently assigned bo the group you are remosing
\Would you like to reassign all e patients 1o a new group?

o
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13.6 Reassign Patients

Reassign Patients

Pleage select the new group Delow and press Submit. :-_icarcl:| Q

Group Name: | - Pleass Selact - L

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

CLOZAPINE REMS - EREEE

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

Home Prescriber Pharmacy Patient Resources Support

Alertso Notifications° Patients Designees 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 & Alert Category Alert Reference Name Alert Subject

0a/M10/20138 Designee/Pharmacy Staff Hogan, Summer Designee Determination

f 1 entries

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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14.1.2 Dashboard Notifications

Note: Notifications will be displayed for all stakeholders. The Alerts and Notifications tabs are
common across all stakeholders.

CLOZAPINE REMS

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

L AR My Dashboard

Alertso Notificationso Patients Designees 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 Notification Category Motification Reference Name Motification Subject
09102013 Certification/Enroliment Hogan, Summer Certification Confirmation

Showing 1 to 6 of 6 entries €11 ® (10 ¥

Acknowiedge

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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14.2 Prescriber Dashboard
14.2.1 Prescriber Dashboard Patient Tab Collapsed
CLOZAPINE REMS

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

Summer Hogan ~ My Dashboard

Alerts Not‘lﬂcationso Patients Designees 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 DOB Enroliment Group Relationship Actions
© Mike Brown 05/01/2000 Enrolled Active -- Please Select - v
(+}] John Smith 05/01/2000  Enrolled Active — Please Select — v
ng 1to 10 of 18 entries €1(» (10 ¥

m = NNRMF (National Non-Recha

nge Master File) patient

For definiions of terms used on this page, click here.

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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14.2.2 Prescriber Dashboard Patient Tab Expanded
CLOZAPINE REMS

The Single Shared System for Clozapine

Surmmar Hogas = My Dashboard

Mo Blood, Mo Drug™ Home Prescriber  Pharmacy  Paben!  Resources Support
o
- Patients e e Manaq 5 -
The labke below contains all the patients you have seen in the Clozapine REMS Program. IT you do =

nolt find a pabent, please use the Enroll Patient butlon 1o add the patient. A RBagged row indicales a
Nabional Mon-Rechallenge Masler File (NNRMF) patient

F st Naomsa L st Naama & DO F rur ot et i cany Hoa Latsieriabip A e &
=] When iy 040 172000 E reodds AL 1w Planse Skt L]
x F gprmoa " BT £ 1 S000 A
- i Yirm ANC Mondonng Tabie Current raghes! Lemest S o
NMEME b
BEN Mo B0 Driw aae WOLTT | DAOAZOTT | WDOLINT
ANC Livowl (D L) 40 1500 &0
Joly T o5 1200 L rrodas AL TR Flasie Sele L

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

Praacy | Terrrm of Lna | Sée Mag | FA | Contact Us

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 enrollment
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)

Page 134 of 238
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14.2.3 Definitions of Terms Pop-up

SRR ELHupa RS My Dashboard

CLOZAPINE REMS

The Single Shared System for Clozapine

No Blood, Ne Drug™ Home Prescriber Pharmacy Patient Resources Support
Alerts Notifications@ Patients Designees Manage Groups

The table below contains all the patients you have seen in the Clozapine REMS Enroll Patient Search Q
Program. If you do net find a patient, please use the Enroll Patient button to add
the patient. A flagged row indicates a National Mon-Rechallenge Master File
(NNRMF)patient

Treatment Status
(+) Pretreatment - new patient with no baseline ANC submitied who has not started clozapine

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
Q

Discontinued - clozapine usage has stopped
o Enrollment Status
) 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
() BEN Patient - Benign Ethnic Neutropenia (BEN) is a condition abserved 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
(+) separate ANC monitoring algerithm when treated with clozapine

NNRMF - Patients were listed in the National Non-Rechallenge Master File (NNRMF) if a patient had a 'WBC less than 2,000/pL
@ or an ANC less than 1000/uL. All patients who were listed in the NNRMF and all their Iab data were transferred into the
o Clozapine REMS Program
Showing 0 6 «/1/2 » (10 ~
L RMF (Mational Mon
For definitions of terms used on this page, click hers.

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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14.2.4 Add Lab, Change Treatment Status, and Change Monitoring
Frequency for Prescribers

CLOZAPINE REMS IR

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

Lab Information

The Treatment Status and Monitoring Frequency for the patient have been defaulted based on program rules. If you need 1o change the values, you
may do so in the fields provided below

Joe M
Lab Entry
Blood Draw date None Nona Nona
ANC Value (per L)
If you dont have an ANC Value, but want to calculate an ANC Value ANC Level (per L) () None None None

based on WBC, please cick on the calculator button

g

Active v

1 attest that the patient is terminaily iVin hospice care and monitonng can be reduced per the abel

| attest that all ANC resuits for this patient in the past year were within normal limits per iabel and this patient has been on clozapine
hérapy continuously for one year making them &hgible for monthly monitoring

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

Privacy | Terms of Use | Ste 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

Clozapine REMS Program_Website_Screen_Captures November 2020 Page 136 of 238
Reference ID: 4748731



CLOZAPINE REMS

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

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
Name: Varsha Bhatia
Entry Date 4 Blood Draw Date ANC
DOB: 05/01/2000
05/08/22017 05/08/2017 1500
Gender: Female
05/09/2017 05/08/2017 500
Showing 110 2 of 2 entries ey « | 1_| » |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

Name: Varsha Bhatia

DOB: 05/01/2000

Gender: Female

Monitoring Frequency History “ Dispense Rationale

Entry Date 4 Treatment Status Rationale Duration
05/08/2017 Active
05092017 Active Benefit Cutweighs Risk

Showing 1 to 2 of 2 enfries

«|_1—|» 0

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.2.7 View Patient History Monitoring Frequency Tab

Patient History

Lab History H Treatment Status History Moenitoring Frequency History Dispense Rationale

Name: Varsha Bhatia Entry Date 4 Monitoring Frequency

DOB: 05/01/2000 051082017 Weelly

Gender: Female i [1] '
Showing 1to 1 of 1 entries ef]> |10 v

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 Dashboarnd

Patient History

| Lab History : Treatment Status History :. Monitoring Frequency History Dispense Rationale

Mame: Joff Bradley Pharmacy Home 4 Date Issued Expiration Date
DOB: 02116/1910 First Care Fharmacy DIZAR015 03262015
Gender. Male Scondale Pharmacy 552015 O5MTR015

Showing 1 80 2 of 2 eniries £ i | 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 “

First Name | Chester |

Last Mame | Smith I

DOB | 03/05/1983

Zip Code | 85667

Gender | Male

Race | Caucasian

Group | Group B

BEN Patient Mo

NNRMF Patient MNo

Patient Enroliment Information

Enrollment ID: PAT132456780 =

cancel gave |

For additional information about the Clozapine REMS Program, please call 844-267-86T8.
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14.2.10 Prescriber Dashboard Designees Tab

CLOZAPINE REMS B
The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Important Safety Information  Support
Alerts Notificationso Patients Designees Manage Groups l
The table below contains all the designees that are currently assigned or requesting approval from Add Designee rSearch 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 J
Don Herve HCP5414002422 Approved -- Please Select— ¥ 2 ‘
— Please Select — I
1to 1 of 1 entries | Remove Designee | 1 gy

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

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

Summer Hogan ~ My Dashboard

CLOZAPINE REMS

The Single Shared System for Clozapine

No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support
Alertso Not\ficationse Patients Designees Manage Groups
The table below contains all the designees that are currently assigned or requesting approval from Add Designee Search Q

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-- v

Scott Abbot HCP5627729340 Pending -- Please Select-- v 3
S PR Approve Designee «l1» 1

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

Privacy | Terms of Use | Site Map | FAQs | Centact 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 & designee, please compilele e Belds Delow and press Search, AN fields listed below are required unless olherwise indicaled.

Designes information
Terry | | Viite | | Certifization 1D {ept)
;r.:.;ﬂ; :..-.r\.i-nu T .F:| 3 :-rr::- -::-"1.'-: "“:_ - - -i

M the search results have retumed the designee you want 1o associate to, please select the row and press Submit. If you 40 nat see the designee you are
loeking fof, please by your search again of contact he designes lo ensure they ane cerified in the program,

Finsl Name Last Hame Phone

Showing 1 of 1 enines

e [

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

Clozapine REMS Program_Website_Screen_Captures November 2020 Page 143 of 238
Reference ID: 4748731



CLOZAPINE REMS

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

14.2.12 Remove Designee

Remove Designee

Remaving this designee will revoke their ability to perform actions on your behall. To continue, please check the box below and press Submit.

Designea Mame. Anantharaman Manickavasagam
Certification I0: HCP123466

171 1 herety remave this designee’s atility 1o perform actions on my behalf in the Clozapine REMS Program.

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

Designee Determination

This designes will act on my behalf in fulliling the requirements Tor the Clozagine REMS Program.

Designea Name: Jane Brown
Certification ID: HCP0&5254

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

Alerts Noﬁﬂelﬁom. Patients Pmlcrlun_ 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 flagged row indicales a
National Non-Rechallenge Master File (NNRMF) patient.
\ F sl Name Last Name 4 poBe Enroliment Group Helabonship Actions ‘
o Mae Brown 05012000  Ervolled Actve ~ Please Select - .
o John Smin 05012000  Enfcled Actrvw =~ Please Select - A

Snowing 110 10 of 18 entries
I < NAFMEF (Natonal hon Rechatenge Masted F &) patent

For 0eAnaons of lerms Used on Tl paQe. Cilch Ny

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
CLOZAPINE REMS merHoBnT My Dashboard

The Single Shared System for Clozapine

Neo Blood, No Drug™ Home FPrescriber  Pharmacy Fatient  Resources  Support
Alerts Natif ('.1!:-.'-5‘:"\0 Patients Prescribers
The tabie below contains all the patients you have seen in ine Clozapine REMS Saarct Q

Program. Iif you do not find a patient, select a prescriber from the Prescoribers tab
and use the Add Patient Action to 3dd 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 Artive — Please Select v
= PATS4 1 400080

Gender: Female S = P i Enrollment ID: PATS414000300

NNRMF. No 1

BEN: No Siood Draw date 000017 | 05082017 | 100L20MT

ANC Level (per pl) 200 1500 200
[+] John Smith 05012000 Entolied Artive = Ploase Select = v
il |10 *

-
For definitions of terms used on this page, cick pam

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

Privacy | Temns of Use | Sae Map | FACs | 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

Dicfimition of Terms

Treatment Status
Pratrestrient - new patient with no baseline ANC submittad whao has not staned dozaping

Active - recenanyg cozapine al regular ntervals consistend with their monilonng freguency

Interrupted - cozapine veage has stepped temporanly pemding nest actions before resuming therapy or being permanently
digeantnmd

Dizcontinued - lazmpnag usage has sioppaed

Enrallment Status

Enrofled (patients and pharmacy staff) - All enroliment requrements have been mat

Certified (for all other stakeholders) - A5 certific ation requirements have besm met

Incomphate - Requirarments for enroliment of camificaban have not bean med and must ba ¢ entinued

BEN Patient - Bangn Effnie Meurtropania (BEN) i 3 condebon observed in cartn athnic groups whoss avarage ANCs are
lower than "standard” laboratory ranges from neutrophils. Because of this condition, patients with documented BEN have a
gaparate ANC monitening algenthm when treated with clozaping.

WHRMF - Pabenis wers bsted in the Nabenal Men-Beshallenge Master Fila [NNEMF) i 2 patient had a WEC less than 2 000/
pL o= an ANC less than 1000uL. All patients who were Exted in the NNREMF and al their lab data wers transfarmed inte tha
lizamne REMS Program
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14.3.4 Add Lab and Change Treatment Status for Prescriber Designees
Summaer Hogan = Dashboard
CLOZAPINE REMS N

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

Lab Information

The Treatment Status and Monitoring Frequency for the patient have been defaulted based on program rules. If you need to change the values, you
may 00 50 In the Nelds provided below

Joe M
Lab Eﬂtl’y Curent Highest
Blood Draw date Hone HNone None
ANC Value (per yL)
if you don't have an ANC Value, bul want io calculate an ANC Value ANC Level (per L) (@) None None None

based on WBC, please click on the calculator button

e

th& :

| atest that the patent is tlenmnally ilin NOSpICE care and Monitonng Can be reduced per the label

| attes! that all ANC results for this patent in the past vear were within normal limits per |abel and this patient has been on clozaping
herapy continuously for one year making [hem ebgibie Tor monthly monitoring

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

Privacy | Terms of Use | Sibe 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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14.3.5 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

DOCB: 05/01/2000 |
05/08/2017 05/082017 1500

Gender: Female
05/09/2017 05/09/2017 500
Showing 1102 of 2 entries sl & |1 » |10 TI

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

DCB: 05/01/2000

Gender: Female

Monitoring Frequency History “ Dispense Rationale

Entry Date 4 Treatment Status Rationale Duration
05/08/2017 | Active

05/09/2017 . Active . Benefit Qutweighs Risk

Showing 1 to 2 of 2 entries € E‘ » | o

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 Moenitoring Frequency History Dispense Rationale

Name: Varsha Bhatia Entry Date 4 Monitoring Frequency

DOB: 05/01/2000 051082017 Weelly

Gender: Female i [1] '
Showing 1to 1 of 1 entries ef]> |10 v

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 Dashboarnd

Patient History

| Lab History : Treatment Status History :. Monitoring Frequency History Dispense Rationale

Mame: Joff Bradley Pharmacy Home 4 Date Issued Expiration Date
DOB: 02116/1910 First Care Fharmacy DIZAR015 03262015
Gender. Male Scondale Pharmacy 552015 O5MTR015

Showing 1 80 2 of 2 eniries £ i | W ¥

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

Patient Profile

Patient Information

First Name 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 Patiant Mo

Patient Enroliment Information

Enroliment ID: PAT132456T80 =,

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 DonHeve =y nashboard

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 ID Approval Status Actions ‘

Ether Thomas HCP5414006589 Approved - Please Select —- v
AR B BT eritres | Remove Designee Relationship 10

Add Patient

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

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

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

Alerts Nomﬂca‘.\onao Patients Prescribers Manage Groups

The table below contains all the prescribers that you are currently a designee for. If you Associate to Prescriber Searct 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 - ‘
— F‘leasa Select —

Cancel Designee Request

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 Relationship

Remove Designee Relationship

T remave yeur relationship with this prescriber, please check the box below and press Submit,

Prescriber MName: Summer Hogan
Relationship Status: Approved

0 I herety remave my relaionship with this prescriber and understand Mat | will no longer have the ability 1o perform actions. on heir behalf in the
Ciozapine REMS Program.

e

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

Cancel Designee Request

To cancel ihe approval request 1o act on behialf of this prescriber, pieass check the bos below and press Submit.
Prescriber Mame: Summer Hogan

Relationship Status. Pending

I I hereby canced my requast 19 act on behall of this presciber in the Clozagine 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 B by birront

e e e P S S W
The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home Prescriber  Pharmacy Palient  Resources  Support

Alerts MNotifications Pharmacies Pharmacy Staff

Phease search for your pharmacy in the table below and take the appropriate action. If you 0o nat Add Pharmacy Gearc -]
SES yOur phanmacy listed, pease use Add Phamacy Dulion 10 add the pharmacy Lo the st

Pharmacy Nam Address Pharnmacy Type Cerufication iD Cemiication Stalus *  Aclions

4343 n scoftsdale ro.
ks shay ku BURKEVILLE. Mirgirea Inpatient FACER13173802  Cervied Flease Select i
23822

43473 n seoisoale rd

Tast Pharma PHOENIE, Anzons Inpabent FACEE1IING24T Cardad = Please Select - v
o506 2

Hemiovs Phammacy
View/Lipdaie Phamnacy Profile
4347 n scofisdale rd Add | ah

Thea Ire FHOENDL Arizona Cutpatent FACSE136ITE0S  Candes Eligibility Checl
B8OS4 Recenify Phammacy

4347 norm scomsdse
JC Penny PFHOENIX, Arzona Duparen FACSI13634242 Canted - Pleass Sslect — ¥

BI0%4

42343 n scofsdals rd

@ Tals Prarma LAMSING, Michigan Ciufpaten FACEL14118T15 PEomplets — Pleaze Salect — v

48915

4343 N scolscale m
£ Sharra Phama LAMSING, Michigan Chulpatem| FACES1411584D Incorng eie Fleazs Select v

40812

Agdress, SCOTTSDALE
Q! Irpatant Inpabent FACE414THIAS0 mcomplabe — Pleass Sslect — v
anrona A5250

=<1 » 10 ¢

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

Privacy | Terms of Use | Sile Map | FAQS | Contatl Us

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.

CLOZAPINE REMS Pt

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

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

Zip Code Q

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) (7]

- Manufacturer -- v

Days Supply (opt)

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.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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14.4.3 Add Lab — Successful

Patient's Isb resulis were successfully 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.
st Y

CLOZAPINE REMS

The Single Shared System for Clozapine
Mo Bloed, Mo Drug™ Home Prescriber Phanmacy Patient  Resources  Suppori

Eligibility Check

To determine if the safe-use conditions have been met for your inpatient to recelve clozapine, please complete the Ehgiowiy Check information below
and Submit. If you have |ab infarmation for your patient, you may enter it here. The resull of the Eligibility Check will be displayed afler the information is

submitted. All figlds Ested Delow areé réquired unkess otherwise indicated

Patient Information

First Name

Las1 Name
Date of Birth
Zip Coge Q

Add Patient Lab (optional)

If & patient's zip code 1s unknown, enter the
pharmacy's zip code inslead.

ANC valee per microlitre (opl)

Dispensation Information (optional)

Date of Service (opt) o

- Manufacturer —

Days Supply (opl)

Quantity (opt
At least gne identifier i required

Prescriber DEA

Presciiber NP1

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

Privacy | Terms of Use | Sie Mao | FAGs | Contact Us
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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 None
ANC Level (per pL) o 1500 MNone
Name Summer H Lab Status Lab was Saved
DOB For further assistance with this patient's eligibility, please

contact the patient's prescriber.

L — |
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™

CLOZAPINE REMS it

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 (per pL) o 1500 MNone
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 | FAQs | Contact Us
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The Single Shared System for Clozapine
No Blood, No Drug™

14.4.7 Eligibility Check Result — Successful with warning message

CLOZAPINE REMS ale

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 Rafionale 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™

14.4.8 Eligibility Check Result — Unsuccessful
CLOZAPINE REMS

==
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 04/20/2017 MNone
ANC Level (per plL) o 1500 None

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 Use | Site Map | FAQs | 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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CLOZAPINE REMS

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

3
14.5 Pharmacy Dashboard — Outpatient Pharmacies

CLOZAPINE REMS T R
i P
The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home  Prescriber Pharmaty Pallent  Resources  Support
Alerts MNotifications Pharmacies Pharmacy Staff
Please search Tor your phammacy In the table below and take the appropriate action. ITyou do not Add Pharmacy search a
see your pharmacy bsted, please use Add Phammacy button to add the pharmacy to the list
Pharmacy Nama Address Pharmacy Type Carthcation I Certfication Status ©  Actions
4347 n scolisdale rd
543 shay ku BURKEVILLE. Virginia Inpatent FAC5413173502  Cerified - Pleasa Selact - ¥
23922
4343 n scollsdake i,
Tast Phamma FHOEMNIX, Anzona Inpanant FACH413316247  Cerined - Plaasa Selact -- T
BEO54
4343 n seofisdale rd,
lkea Inc PHOENIX, Anzona Clutpatand FACHA1IGITEDS  Cedified - Please Sslaci - T
85054
Remawe Pharmacy
Wiewpdate Pharmacy Profle
4343 north scoftsdale Add Lab
JC Penny PHOENLE, Arizona Oluipatiert FACS413634042  Cedified Disp=nae Ralionale
Recarhly Pharmacy
85054 = -
4343 n scotisdala rd,
& TalPhama LAMSIMG, Michigan Clutpatien FACS414118T16  Incompless - Pleaze Sedect - A 3
815

4343 M seottsdals rd
@ Sharma Phama LAMSING, Michigan Cutpatient FACS414119820  Incomoles - Pleass Select - .
48912

Address, SCOTTSDALE
& Inpadent Inpatient FAC5414TR2350 Incomples - Please Salect - T
Arizona 85250

e 1x 10 v

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

Frivacy | Tarms of Uisa | Sike Map | FADE | Gontact 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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CLOZAPINE REMS

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

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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CLOZAPINE REMS

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

14.5.1 Dispense Rationale

CLOZAPINE REMS

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

SummerHogan= . nashboard

Dispense Rationale

To request a Dispense Rationale 107 your patient, please compléte ihe intormation bélow and Submit. IT you have [ab nTormation 1or your patient, you

can enter it here. All fields listed below are required unless otherwise indicaled.

Patient Information
First Mame
15l Mam
Date of Birll
AT If a patient’s zip code is unknown, enler the
P oo 9 pharmacy's zip code mstead

Add Patient Lab (optional)

AMC value per mikrolitie (op)

Dispensation Information

Date of Service (opt) a.

- Manufaciurer — v

Days Supply (opl
Quantity {opt

Al least one wentifier is required

i

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

Prvacy | Terms of Uss | S Map | FAQS | Contact Us

Note: This Dispense Rationale page is displayed for outpatient pharmacies on- & off-switch.
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The Single Shared System for Clozapine
No Blood, No Drug™

14.5.2 Dispense Rationale Result Screen — Success

CLOZAPINE REMS e

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

Dispense Rationale Result

«" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 04/20/2017 None
ANC Level (perpl) @ 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.
Authornization Number

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™

14.5.3 Dispense Rationale Result Screen — Success (After DR is issued)

CLOZAPINE REMS R ™ Doshbowd

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.

Lab @ Ciieid Broslois Current Monitoring Frequency: Weekly

Blood Draw date 042002017 MNone

ANC Level (per L) @@ 1500 Mone
Mame Summer H & Prescriber not certified. Prescriber can certify at
e woww clozapinerams. com or call 844-267-8678

& Current ANC 15 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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CLOZAPINE REMS

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

14.5.4 Dispense Rationale Result Screen — Unsuccessful

CLOZAPINE REMS S

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 04/20/2017 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 A 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.

ancel

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™

14.6 Pharmacy Dashboard — Outpatient Pharmacies on
switch

CLOZAPINE REMS

Summer HOgan™  y Daghboard

The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home Prescriber  Pharmacy  Falien!  Resources  Support
Alerts Notifications Pharmacies Pharmacy Staff
Piease search for your [.*'HIHHL':" in he tabike Blow and lake bhe dppeEopr abe action. If WO a0 mol Add Pm Searct Q

s&€ your pharmacy listed, please use Add Phamacy Dulion o add the pharmady to e list

Pharmacy Mame Address Pharmacy Type Cermfication iD Cemification Stajus *  Actions

4343 n scofisdale ro
kg shay ay BURKEVILLE. Vimgirea Inpatient FACEL131T3502 Certled Flease Select L
23822

4343 n sconsdale ro
Test Pharma PHOEND, &nzona Impahent FACE41339624T  Cartded = Plpase Salech - v

2505

43473 n scoftsdale rd

Ikea Irc FHOENIDN 4nzona Chutpasem FACS41363THS  Coarmted -~ Pleass Salect -- "
BADL4
44T north scofsdake
I
JC Py PHOENDL Arizona Chutparem FACE411834242  Canmtag | — Plesse Salect - v
BI054 - Pleasa Salect —

Ramaove Pharmacy Y
Wisw/Lipdate Pharmacy Profile

4343 n scofsdale rg Add Lab
& Tala Pharma LANSING, Michigan Cutpaten FACE414118T15  incomplete Predispense Autharzaton
4875 [hsperse Rabonale

Racenify Prarmacy

A343 N scolsoa e m

& Sharma Phasma LANSING, Michigan Crulpaaden] FACEL14115884D0 InCompbsle Fiease Select ¥

Address, 3COTTIDALE .
Q  Irpatard Impahent FACE414TE2350  incomplate ~ Pleazs Salact — v
dnrona 5280

“-\.1.’1["

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

Prreacy | Terms of Use | Sie Map | FACs | Contai Us

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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CLOZAPINE REMS

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

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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CLOZAPINE REMS

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

14.6.1 Predispense Authorization

Predispense Authorization

Tor Getermine if e safe-use conalas hine Dien Me R your pabend 10 retene COXMpEE, pitdie COMpiels Me Prediipenss AUTNCOZALGON Mo
Below and Subma. 1 you nave |ab NOIMation 107 your Patent. you may ey € e The resuts of Tur Pregespense ALENIZONRGD will De aspleyed
Ay e indnrmation &5 submilod AR rics EEed DEow ane neguetd unkcss oife-narte: Fdated

Fatient Information

Firsl Name

Las! Namrs

Oate of Bfh

= B3 BTy T o0 o SR SRR T
#p Code o EANTRE 4 T8 S e

Add Patient Lab (optional)

ANC vailue e micioiie opt)
Biood Draw Date fopt)
Predispense Authorization Request
Date of Service [7]
- TABTAITAL TR .
NOCH My
iy Supphy

uaniy

AL bras! gne Kentfed s reguined

Presonber DEA

Drasenbet NE

o

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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The Single Shared System for Clozapine
No Blood, No Drug™

14.6.2 Predispense Authorization Result — Successful

CLOZAPINE REMS et

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

Predispense Authorization Result

+ The below patient is eligible to receive clozapine,

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 04/20/2017 None
ANC Level (perpl) @ 1500 None
Name Summer H Lab Status Lab was Saved
DOB

For further assistance with this patient’s eligibility,
Authorization Number P gibility,

please contact the patient's prescriber.

L]
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
Clozapine REMS Program_Website_Screen_Captures November 2020 Page 178 of 238

Reference ID: 4748731



CLOZAPINE REMS

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

14.6.3 Predispense Authorization Result — Unsuccessful
CLOZAPINE REMS

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 Monitoring Frequency: Weekly

Current Previous
Blood Draw date 04/20/2017 None
ANC Level (per pL) o 1500 None

Name Summer H X Prescriber not certified. Prescriber can certify at

www.clozapinerems.com or call 844-267-8678.

DOB
ool I rter & 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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No Blood, No Drug™

14.6.4 Predispense Authorization Result — Success (After DR is issued)

CLOZAPINE REMS R

A T e s L e} S I8 | et e &
The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home Prescriber Pharmacy Patient Resources  Support

Predispense Authorization Result

+" The below patient is eligible to receive clozapine.

PR Braiia Current Monitoring Frequency: Weekly
Blood Draw date 042002017 None
ANC Level (per pl) o 1500 None

Name Summer H & Prescnber not certified. Prescriber can certify at

h www. clozapinerems. com or call B44-267-B678,

& Curmment 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.

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

Stata [ Zip Code | NY ! | 1*@1 I

Phone/Ext | 565-566-5565 |[ Extiopy |

Fax | 556-555-4444 |

NCPDP [ 1234867 |

DEA | AB123456789 |

NI | 123456789 |

Pharmacy Certification Information

Cartification ID: HCP 123456789 =

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

Removing this phamacy will deactvale it from the Clozapine REMS Program. The pharmacy will o longer be authorized to dispense clozapme. To continee,
pleass chisck the box below and press Submit.

Pharmacy Mame. Joey's Apothecary
Certification ID; PRS123456789

71 1 hereby remove this pharmacy from e Clozapine REMS Program.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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The Single Shared System for Clozapine
No Blood, No Drug™

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 . -

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

Clozapine REMS Pharmacy Classification

Please complete the following guestionnaire 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
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The Single Shared System for Clozapine
No Blood, No Drug™

Bl Usemame Password
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 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.

Privacy | Terms of Use | Site Map | FAGs | Contact Us
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v semame ASSWOorn
CLOZAPINE REMS - P I

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 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.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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v Usemame Password
CLOZAPINE REMS A -

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

Clozapine REMS Pharmacy Classification

Please complete the following guestionnaire 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.

Privacy | Terms of Use | Site Map | FAGs | Contact Us
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Clozapine REMS Pharmacy Classification

Please contact your chain headguarters 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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Usemame Password Sign in

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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CLOZAPINE REMS

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

14.6.6.2 Pharmacy Recertification — Intake
CLOZAPINE REMS

The Single Shared System for Clozaping
Mo Blaod, Me Drsg™ Homa  Prescribar Fratierit 5

Sammar Hogan - ISR

m.emuum Cantrmaton |

Pharmacy Intake

T ey your Pranacy. peemse compite e fonm Deiow and [ress Next Once cemiied. you wil recsive & cermic ation condiomalon via e contact

£k Note: Your pharmacy type has been updated. Click here to change.

preference you selecied dunng vour Authorized Representaiies Infake A ficlds isied bolow are required unile 55 othenwise ndicated

Pharmacy Information

il |

Pharmacy ldentifiers

Piease provide 31 ieast one idenaher

For additional information about the Clozapine REMS Program, please call 844-267-B6TB.

[Priwncy | Termes of Uine | Siw kap | FAGs | Comtac) Us

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.
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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.
Summer Hogan ~ _ Dashboard
CLOZAPINE REMS
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Support

The Single Shared System for Clozapine

Based on the information provided, we have determined that your certification was deactivated. Please use the Reactivate button to start your re-

certification.

Reactivate

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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14.6.6.4 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 only.
Summer Hogarn~ Hyl)nihburd
CLOZAPINE REMS
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources  Support

The Single Shared System for Clozapine

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.

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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14.6.7 Pharmacy Dashboard Pharmacy Staff Tab
CLOZAPINE REMS

el T L8 DN LT e R KL AT s T e e
The Single Shored System for Clozopine
Mo Blood, Mo Drug™ Home Prescriber  Phanmacy  Patient  Resources  Suppori

Summer Hogan» My Dashboard

alerts®  Notifications® Pharmacies Pharmacy Staff

Thit tabin balow contains 3l The pharmacy stafl that ane curmentty assigned 1o you 1 o
Fisst Mame -~ Last Nama Pharmascy Hamse Address Enrollment 1D Erfollment Siatus Actions
Saly St Joey's Apothecany 1 East Main Sareet, Mew York NY 10001 HCPIZMSETES  Enrobed ~ Pl Select ~ 7
Foenand Phasmady Stalf
L —

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

Frivacy | Tenms of Lise | Site Mag | FAGS | Contadt 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

Removing this phammacy stal memiber wil revoke their ability to peronm achons on behalf of this pharmacy. To continue, please check the bo below and
press Submit

Staff Member: Sally Smith
Pharmacy Mame: Joey's Apothecary
Enroliment ID: HCP123456788

[ Phereby remave this pharmacy stalf membescs abdity (o perform actions on behalf of this phanmady in the Clozapine REMS Program,

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

CLOZAPINE REMS R g r—

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. g
Add Chain Store Search Q
To add a store not in your list, use the Add Chain Store button. For all other activities, 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 -

View Pharmacy Profile

Hogan RX 2 Park Avenu, New York NY 10201 FAC2234583304  Certified Remove Pharmacy
Apollo Pharmacy 311 Bell Road, Anaheim CA 92805 FACD0571246807  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 -

Certify Store

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

Privacy | Terms of Use | Site Map | FAQs | Confact 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 }
Address 2 [ Sue 123 }
City | New York }

State/ Zip Gode | NY. [ 1001 |
Phone /Ext | 566-555-6655 || Ext(opt) |
Fax | 556-555-4444 }

NCPDP | 1234567 |

DEA [ AB123456789 |

NPl [ 123456789 |

Pharmacy Certification Information

Certification ID: HCP123456789 =6

e

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

Remaoving 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

| hereby remove this pharmacy from the Clozapine REMS Program.

o

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

e T e e e ™ e SO o s P A s e
The Single Shored System for Clozopine
Me Blood, No Drug™ Heme  Prescriber  Pharmacy  Patient  Resources Suppon

alerts®  Notifications® Pharmacies Pharmacy Staff

Thr tabie beloa contains all the pharmacy stafl thal ane curmentty assigned 10 you e
Fidat M L& Madia Pharmacy Hams Aiddress Emroliment 10 Endollmsenl Stahis Actinms
Saly St SOy ADOThECAry 1 East Main Sweet, New Yok NY 10001 HCP1ZR456TRY Enroded — Pl Selec] — Y
Femove Prarmacy Sta¥
—r

For additional information about the Clozapine REMS Program, please call 844-267-86748.

Frivacy | Terms of Uge | Sie Map | FAQS | Contact s

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 revoke their ability 10 perform actions on behalf of this pharmacy. To continge, please check the bo below and
priss Submit

Staff Member:  Sally Smith
Pharmacy Mame: Joey's Apothecary
Enroliment ID: HCP123456789

[ Inerety remove this pharmacy staff member's abdity to perform aclions on behalf of this phanracy in the Clozapine REMS Program.

e I

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

CLOZAPINE REMS

The Single Shored System for Clozopine
Mo Blood, Mo Drug™ Home  Prestriber  Phammacy  Patienl  Resourceés  Suppost

Alarts .".'-:-t.*.ln.'.:l'.lm!f.' Pharmacies .

The table below contains all the pharmacies that you are cumently associated 1o. If you need Associate Pharmaey arch Q

1o associale voursedl 10 a new pharmady, please use the Associate Pharmacy Dulion. For
phanmmadcy SCU0NS, use he ACHONS 51 DElow

Trish Kay = My Dashboord

A Pharmacies in the i3t Delow 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 tmeframe. Please contact your pharmacy Authorized Representative to remind them to recertify the pharma
pharmacy 3 deactivated, Pharmacy Staff will not have access 1o parform Actions for the pharmacy on the webaite until recertification stcur
call the Contact Center for additional assistance.

Pharmacy Name & Addness Cortufication Status Actong

Bamo Framma 4341 scoltsdale rd, SAN JOSE. Caifomnia 85123 Carhed Flease Select - L

4347 scomadake rd, BENTON HARBOR

Oriandc Fhama Do 3 bvatiad -- Plaase Selecl - v
Michagan 5033
tata redance £343 scottsdale rd, PHOENIX, Anzona B5018 Corted -~ Please Sebect -- v
Termas Prarma 4347 scottscnle i, OMAHA, Nebraska 63117 Ceitfied Add Lab
Elgibility Chack

Remove Phammacy Relabonship
4343 gcoisdale rd. BALTIMORE Maryiand
Pharma co G Camtied - Plaase Select - ’
21215

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

Provacy | Taima of Use | Sits Map | 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 sdentify the pharmacy you represent. please comgplebe the fields below and press Ssarch. All felds listed below are required unless olherwise indicated.

Fharmacy Information (al least one idenidfier is required):

10001 and DEA | | NPI J456TED

I B Search results have refumed your neoond, please highlight the row and press Submit. IT you &0 nol See your recond, please by your Search again or
contact e Clozapine REMS Program for assisiance.

Pharmacy Name Pharmacy Address

423 Main Streat, Tampa FL 33814

Showing 1 of 1 eines

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 inpatent 1o recenve clozapine, please complete the Efginiity Check informabon below and
Submit If You Nave [0 INTONMAton 1of your patent, you may enter it nefe. The result of the ENGADHTY CReck will e aispliayed arer e information 1S
submilled. All fields Esled below are required unless olhemwise indicaled.

Patient Information

First Name |

-Lasl r-i.an.-rbe ]

Date of Birth |
_cho_d; —: ‘ :.a‘pam:?':::xxn:imm enter the
Add Patient Lab (optional)

ANC value per microfitre {opt)

Biood Draw Date (opi)

Dispensation Information

Date of Senvice (opl)

- Manufacturer — -
- NECH Number .

Days Supply (opt) |

Quantity (opt) |

Al least gne ioentifier is required

Prescriber 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 I

The Single Shared System for Clozapine
Mo 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 Menitoring Frequency: Weekly

Current Previous
Blood Draw date 042002017 None
ANC Level (per L) g 1500 None

Name Summer H & The patient 1s not enrolled in the REMS Program. Please call

DOB the Clorapine REMS Program at 844-267-8678 for more

information.

For further assistance with this patient's eligibility,
please contact the patient’s prescrber.

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
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14.8.5 Predispense Authorization

Predispense Authorization

Tor Geterming i he Sa16use contfanns Nane e Me] ke your Db I ettt COEINENS Dledis COMpIets M Predadeiss SutncnZalan miomaton
Deicw @ Submat I you have lab Iricrmanon 15 your patent, you My enser f nere The nesuts of e Preesoense ALSNCAZane: aill be ssplayed
alter e information 5 submlod A8 feics sied briow ane regurnd unbess o relcated

Patient Information

Firsl Mame

Lasl Harme

Date of Baih

1 B3 IR B So0S B SRR BB N
o9 Code ' SIS ;) D SO YRR

Add Patient Lab (optional)

ANC walue e midioibe (oph)

Meod Draw Date {opih

Darys Supply

eian ity
AL as] ong Denies S reguired

Prescn DEA

Drasnbar WP

e
For additional information about the Clozapine REMS Program, please call 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.

CLOZAPINE REMS el

S S S . S — T P i S,
The Single Shared System for Clozapine
Mo Bloed, Mo 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 Monitoring Fregquency: Weekly

Current Previous
Blood Draw date 042002017 Mone
ANC Level (per ul) o 1500 None
Mame Summer H X Prescriber not certified. Prescnber can certify at
DOB www._clozapinerems.com or call 844-267-8678.

P & 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 Lise | Site Map | FAQs | Contact Us
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15. Dispense Rationale — Static Pages
15.1 Home Page

CLOZAPINE REMS | e T -

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

Prescriber Pharmacy

All prescribers of clozapine producls must cerify in the Clozapine REMS Program. All pharmac ies dispensing clozapine products mus! cerdify in the Clozapine REMS
Certification requires prescribers to: Program. Certification requires pharmaci
= Enro 4] he Enrcliment form (n: . addre: . DEA) Enrol piele the Enroliment form (name, address, NP1, DEA)
« Educate: Review Clozapine and the Risk of Neutropenia: A Guide for Healthcare Educate: Review Clozapime and the Risk of Neutropenia: A Guide for Heaithicare
Provide Providers
» Assess: Successfully complete the Clozapine REMS Knowledge Assessment for Assess: Successfully complete the Clozapine REMS Knowledge Assessment for
Healthcare Providers Heafthcare Providers
Implement: Implement the necessary stafl training and processes to comply with
the Clozapine REMS Program requirements

Tha <MM/YYYY> Clozapine REMS Program Modification went live The <MM/YYYY> Clozanine REMS Pro e .
. - L gram Modification went live
on <MM/DDYYYYY=>. Prescribers are required to certify in the on <MM/DD/YYYY=. Pharmacies are ired ify in th
- a ; ; 5 required to certify in the
Rt S (i e e s et e pulot Cloapine REWS Piogra. i phirmacies re ot cofied s e time
- ks 5 2 L of the < > Clozapine rogram Modification, a dispense
Cﬂnz;iep:J:eﬂEE.fJSdP;ﬂgmm Modif:ﬁ_aﬂo:, a drspeETIe :f d%zaﬁune will of clozapine will not be authorized l'o[f)atfenls under their care. Click
g%gm;"'urpo‘;;: Hg&rg;’;g:?fgg n?r;r!e ?;n;gmlim;c b on the Important Program Update (IPU) button for more information.

*** 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 reguired by the
Food and Drug Administration (FDA) for clozapine to ensure that the benefits of the drug outweigh the risk of severe neutropenia. The Glozapine 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 Dashboard

Alerts Motifications Pharmacies Pharmacy Staff

Piease search for your pharmacy in the table below and take the appropriate action. If you do not Sk al
see your phanmacy lisied, please use Add Pharmacy BUMon to add the pharmacy 10 e list

Pharmacy Hame Addiess Pharmacy Type Cerification I Certification Status *  Actions
|
4343 n scoftsdale r,
Hogan Rx BURKEVILLE. Vimgirea Inpaiient FACES13173502 Corded - Please Select - L
230
2101 E. Dunlap
Selma, Alabama
Test Pharma 35848 Impahent FACE41330624T7  Corded = Pleasa Salech - ¥
505
Mercury Drug 4347 n scoftsdale rd,
Tkea Inc. FHOEND, Anzona Dutpayan FACS1363T60S Cerded - Pleass Salect - A
B5054
|
443 nomn scomsdaie,
T Penny PHOEMI, Anzona Cupaven FACSE1354242 Cemieg
BI004
4343 n scobsdale rd,
| /@ Tata Pharma LANSING, Michigan Crutpaten FACES14118715  ncomplee
485
4343 N scolispaie m,
| @ Sharma Phasma LANSING, Michigan Crutpaten FACE414118840  Incomplele ~ Pilease Select - ¥
48812
|
Address, SCOTTSDALE.
Q  irpatarnt Impahent FACE414TE2350  incomplaie — Pleazs Selact — T
! : dnzona RSI50
Braowing 1 1o 7 of 7 enines =« 1> 10 v

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

Clozapine REMS Program_Website_Screen_Captures November 2020 Page 206 of 238
Reference ID: 4748731



CLOZAPINE REMS

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

16.2 Pharmacy — Authorized Representative Predispense
Authorization

Predispense Authorization

Tor oterirane 0 e Shease dOnRlati Rneg Dief el 1 il bl I fedeie SO0 fledis OOMBEnS T Dradiaferiie 4 inorPala iofTibon
Deiow BN Subma. 1 y0u Nave |ah Iiormanon 100 vour pEtenl. you My crier £ e The messts of e Procsocnse ALSONZane: stll e dspliayed
aer e rdnomaton ks sufumibed A8 Teics Isled Deioa 300 regreed unbees ofeenacte adated

Patient information

Firs! Hame

Las! Nairss

Daie of Barh

By 2RamTL 10 EOCH ) SAREWS) AT Tk
s . BRI T Sadeh e

Add Patient Lab (optional)

ANC value per miciolie {opf)
Boed Draw Date {opt)

Predispense Authorization Reguest

Date of Service ..
v LEBMAITECRUEE = bl

ROCE Murribes

s Sugpply
Ceyantety

AL keas! gng identfer s reguired

Pregonber DEA

Prescnber NP1

. -

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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16.3 Pharmacy — Authorized Representative Predispense
Authorization Result- Successful

Summer Hogan = My Dashboard

CLOZAPINE REMS

The Single Shored System for
Mo Bloed, No Drug™ Home Prescriber Pharmacy Patient Resources  Support

Predispense Authorization Result

+" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Biood Draw date 0472002017 Mone
ANC Level (peryl) @@ 1500 None
Name Summer H Lab Slalus Lab was Saved
DoB
For further assistance with this patient's eligibality,
Authorization Number P ity
please contact the patient's prescriber
L]
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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16.4 Pharmacy — Authorized Representative Predispense
Authorization Result- Unsuccessful

CLOZAPINE REMS T

The Single Shared System for Clozapine
Mo Bleed, No Drug™ Home Prescriber Pharmacy Fatien! 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 Mone
ANC Level (per pL) o 1500 MNone
Name Summer H ® Prescriber not certified. Prescriber can cerfify at
DOB www.clozapinerems.com or call 844-267-8678.

Ailoriakon Mo er & 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
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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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16.6 Pharmacy — Authorized Representative Predispense

Authorization Result- Successful (After the Dispense
Rationale is issued)

CLOZAPINE REMS e

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

Predispense Authorization Result

«" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Previous
Blood Draw date 0420)22017  Mone
ANC Level (per pL) ﬂ 1500 MNone
Name Summer H & Prescnber not certified. Prescriber can certify at
o www.clozapinerems.com or call B44-267-8678
& Current ANC is not on file.
Authonzation 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 | FACs | Contact Us
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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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17. Dispense Rationale — Pharmacy Staff (Non-
Switch)

Pharmacy Staff Dashboard
CLOZAPINE REMS

The Single Shared System for Clozapine
No Bloed, No Drug™ Home Prescriber Pharmacy  Patient  Resources  Suppart

AvISH Ky = My Dashboard

(1]

Pharmacies

The table below contains all the pharmacies that you are currently associated 0. If you need Associate Pharmacy | Search Q

lo associale yoursell 1o a new pharmacy, please use the Associate Pharmacy butlon. For
pharmacy actions, use the ACUONS Hsl below.

Alerts Notifications

A Pharmacies in the list 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.

Pharmacy Name A Address Cartification Status Actions

Barre Pharma 4343 scoltsdale rd, SaN JOSE, California 85128 Certified -- Please Selsct - v ‘
4343 scofisdale rd, BENTON HARBOR Add Lab i

Orlanda Pharma Deactivated Predispensze Authanzation

Michigan 49022 Dispense Rationals

R_emm-e- Pna_rmacy Reial'ronsh_ip |
tata refiance 4343 scoftsdale rd, PHOENIX, Anzona 85016 Certified -- Please Selsct -- L ‘

Tomas Pharma 4343 scotisdale rd, OMAHA, Nebraska 83117 Certified -- Please Select -- L4

4343 scolisdala rd, BALTIMORE, Maryland

Trader Joes Sl Cerified -- Please Select -- v

Showing 110 507 5 anlries =« 1 10 v

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™

17.1 Pharmacy Staff Predispense Authorization

My Dasbibcand

Predispense Authorization

Tor celermine if he Sate-use COnERaS Rinve Divr Med B your Mabead 10 fectne COXMOEE Disdie COMpiets Me Pradapenss AuinonZalon Mionmation
Below and Subma. 1 you Nave |ab NFIMation 107 your Datent. you My enter € hene The resuts of M Preaespense ALENIZONGD will De ssplmed
Aler e indnrmation b5 sutmibod AR Grics Eed DeEow 300 neguetd unicss oif-nacse: ocaed

Patient Information

Firsl Name

Las! Nams

Ot of Bh

. B REETL I COdh of ARG ST B

Tp Code SANTR 4 TE S0 R

Add Patient Lab (optional)

ANG value per micioie (opl)
hood Dirara Darte 005}
Predispense Authorization Request

Dae of Sorvice (=]

Diys Suppsy

Juanity

AL A5 pOG KNS &5 reguined

Presonber DEA

Prescnber NP

-
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

Summer Hogan = My Dashboard

CLOZAPINE REMS

The Single Shored System for
Mo Bloed, No Drug™ Home Prescriber Pharmacy Patient Resources  Support

Predispense Authorization Result

+" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Biood Draw date 0472002017 Mone
ANC Level (peryl) @@ 1500 None
Name Summer H Lab Slalus Lab was Saved
DoB
For further assistance with this patient's eligibality,
Authorization Number P ity
please contact the patient's prescriber
L]
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™

17.3 Pharmacy Staff Predispense Authorization Result-
Unsuccessful

CLOZAPINE REMS

The Single Shared System for Clozapine
Mo Bload, Mo Drug™ Home Prescriber Pharmacy Fatient Resources Support

Lol i LA 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 Monitoring Frequency: Weekly

Current Previous
Blood Draw date 042002017 Mone
ANC Level (per pL) o 1500 None
Name Summer H ® Prescriber not cerfified. Prescriber can cerfify at
www._clozapinerems.com or call 844-267-8678.

Ailborirakon Noner & 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
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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.

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)

CLOZAPINE REMS e

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

Predispense Authorization Result

«" The below patient is eligible to receive clozapine,

Current Monitoring Frequency: Weekly

Previous
Blood Draw date 0420:22017  Mone
ANC Level (per pL) a 1500 MNone
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.
Authonzation 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 | FACs | Contact Us
Clozapine REMS Program_Website_Screen_Captures November 2020 Page 218 of 238

Reference ID: 4748731



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

CLOZAPINE REMS S
T e el sttt
The Single Shared System for Clozapine
Mo Bleod, Mo Drug™ Home Prescriber  Pharmacy  Paflent  Resources  Support
Alerts MNotifications Pharmacies Pharmacy Staff
Please search Tor your phammacy In the table below and take the appropriate action. ITyou do not Add Pharmacy search a
see your pharmacy bsted, please use Add Phammacy button to add the pharmacy to the list
Pharmacy Nama Address Pharmacy Type Carthcation I Certfication Status ©  Actions
4343 n scobsdale id,
a5 shay ku BURKEWILLE. Virginia Inpatent FACS413173502  Cerined - Pleass Selact - v
23922
43473 n seolisdaa id,
Tast Phama FHOEMIX, Anzona Inpiahant FACHA13I316247  Cerihed — Pleasa Sakact - T
a5054
4341 n scotisdale 1d,
lkga Ing PHENIX, Anzona Culpatam FACAR41IGITEOS Crhfied - Please Selaci -- L
85054
Remawe Pharmacy
iew/Updabe Pharmacy Profle
4343 north scoftsdale Add Lab
JC Peany PHZEMIX, Anzena Clulpaliard FACE413634042 Celified Dizpenze Rationale

Recerhty Pharmacy

5054

4343 n scotisdala d,
&) Tala Phama LANSING, Michigan Outpatiani FACS414118T1E  Incomplete - Please Select - ¥
8015

4343 M seottsdals ri
@ Sharma Phama LANSING, Michigan Cutpatient FACS414119820  Incomoles - Pleass Select - A
48912

Adcress, SCOTTSDALE
@ Inpalent Inpatient FACS5414TB2I50  Incompless - Pleaze Select - A
Arlzona 85250

F7 enirms - a|1l= 0 ¥

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

Frivacy | Tarms of Lise | Site Map | FAQS | Gonlact Uis
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CLOZAPINE REMS

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

18.2 Pharmacy — Authorized Representative Dispense
Rationale

CLOZAPINE REMS

The Single Shared System for Clozopine
Mo Blood, Mo Drug™ Home Prescriber Phammacy Patient  Resources  Support

SummerHogan= g Nachboard

Dispense Rationale

To request a Dispense Ramonale 101 your patent, please complete the Informaton Delow and Submit. If you Rave [ah inTarmation for your patent, you
can enter it here. All fields listed below are required unless olherwise indicaled.

Patient Information

First Name

i If a patient’s zip code is unknown, enler the
Ly = 9 pharmacy’s zip code mstead

Dispensation Information

Date of Service (0pi) o

- Manufaciurer — v

Days Supply (opl
Quantity (opl

Al least gne dentifier i required

el

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

Privacy | Terms of Usa | S2e Map | FACS | Contact Us

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

The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home Prescriber Pharmacy Patientl Resources  Support

Summer Hogan = My Dashboard

Dispense Rationale Result

«" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 0412002017 MNone
ANC Level {per pL) e 1500 None
Name Summer H Lab Status Lab was Saved
DOB For further assistance with this patient’s eligibility,

it I please contact the patient's prescriber.
uthorization Number

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™

18.4 Pharmacy — Authorized Representative Dispense
Rationale Result Screen- Success (After DR is issued)

Summer Hogan= Iy VY, TN |

CLOZAPINE REMS

The Single Shared System for Clozapine

Mo Blood, Mo Drug™ Home Prescriber  Pharmacy Patient  Resources  Support

Dispense Rationale Result

«" The below patient is eligible to receive clozapine.

ik Freitoie Current Monitoring Frequency: Weekly

Blood Draw date D4/20/z017 MNone

ANC Level (peruL) @ 1500 Mone
Mame Summer H & Prescriber not certified. Prescriber can certify at
o wvew. clozapinerems.com or call 844-267-8678.

4 Current ANC 15 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 patient's eligibility,
please contact the patient's prescnber.

=
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™

18.5 Pharmacy — Authorized Representative Dispense
Rationale Result Screen- Unsuccessful

CLOZAPINE REMS s o [

The Single Shared System for Clozapine
Mo Blood, No Drug™ Home Prescriber Pharmacy Palient 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 Freguency: Weekly

Current | Previous
Blood Draw date Daf20/2017 Mone
ANC Level (perpl) @ 1500 Mone
Name Summer H X 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 furthar assistance with this patiant's eligibility,

please contact the patient's prescriber.

=

s ——— 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™

18.6 Pharmacy — Authorized Representative Eligibility
Check Result- Successful

CLOZAPINE REMS RS —

The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home Prescriber Pharmacy Patien! Resources  Support

Eligibility Check Result

&' The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 042002017 None
ANC Level (per pL) 0 1500 Meone
Name Summer H Lab Status Lab was Saved
DOoB For further assistance with this patient's eligibility, please

contact the patient's presenber

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™

18.7 Pharmacy — Authorized Representative Eligibility
Check Result- Unsuccessful

CLOZAPINE REMS =

The Single Shared System for Clozapine
Mo 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 Menitoring Frequency: Weekiy

Current Previous
Blood Draw date 042072017 MNone
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 eligibility,
please contact the patient’s prascnber,

L]
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™

19. Dispense Rationale — Pharmacy Staff

(Inpatient Pharmacy)
19.1 Pharmacy Staff Dashboard

CLOZAPINE REMS TishKay=  my pashboard

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

(1]

Alerts Notifications Pharmacies

The table below contains all the pharmacies that you are currently associated to. If you need Associate Pharmacy | Search Q

lo associale yourself Lo a new pharmacy, please use the Associate Pharmacy butlon. For
pharmacy aclions, use the AConS list below.

A\ Pharmacies in the |ist below that are in red text will be deactivated within saven (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 Name & Address Certification Status Actions

Barmo Fharma 4343 scofisdale rd, SAN JOSE, Cakforma 85128 Certfied -- Please Select -- L

4343 scofisoale ra, BENTON HARBOR,
Oriando Pharma Deaclivated -- Please Salsct - v
Michigan 42022

tata refiance 4343 scofisdale rd, PHOENIX, Anzona 85016 Cerbfied | - Please Select - v
~ Please Selact -

Tomas Pharma 4343 scotisdale rd, OMAHA, Nebraska 63117 Certfisd Add Lab
Ebhgibility Chack

Remove Pharmacy Relationship

4343 scotisdale rd, BALTIMORE, Maryland

Trader Joes R Cenfied -- Please Select -- ¥

e 1 » 10 ¢

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

Brivacy | Terms of Use | Site Map | FAQs | 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 safe-use condibions hawe been met for your inpabent 1o recenve clozapine, please complete the Efgibiity Check informabion below and
Submit_ If you have lab information for your patient, you may enter it here. The result of the EligibaTy Check will be displayed after the information is
submilled. All fields Fsled Delow are required undess otherwise indicaled,

Patient Information

First Name |

-Lasl h;irme |

Diate of Birth |

_chme : ‘ :'a::t::ll':;px&n:;nwn enter the
Add Patient Lab (optional)

ANC value per microlitre [opt)

Blocd Craw Date (opt)

Dispensation Information
_l.".:ate_of Senvice :lEl I ﬂ
-~ Manuratiurer — "
- NOCH Number ]

Days Supply (opt) '

Quantity (opt)

Al least pne igentifier is required

Prescriner DEA

Prescrber NP1

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™

19.3 Pharmacy Staff Eligibility Check Result- Successful
Summer Hogan =
CLOZAPINE REMS ]

The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home Prescriber  Pharmacy Patien! Resources  Support

Eligibility Check Result

+" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 042002017 MNone
ANC Level (peryl) @ 1500 Mone
Mame Summer H Lab Status Lab was Saved
DOB For further assistance with this pabent's eligibiity, please

contact the patient's prescriber

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

Privacy | Terms of Usa | Site Map | FACS | Contact Us
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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 S

The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home Prescriber Pharmacy Patienl  Resources  Suppor

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 Mone

ANC Level (per uL) o 1500 MNaone
Mame Summer H & The patient 1s 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 pabent’s prescnber

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

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

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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http://www.clozapinerems.com/

CLOZAPINE REMS

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

20. Dispense Rationale — Pharmacy Staff (Switch)
20.1 Pharmacy Staff Dashboard

CLOZAPINE REMS

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

TrishKay® . Dashboard

Alerts N u}'dfit:m.'if.'-ﬂs'n Pharmacies

The table below contains all the pharmacies that you are currently associated to. If you need Associate Pharmacy | Search Q

to associate yoursell to a new pharmacy, please use the Associate Pharmacy button. For
pharmacy aclions, use the Actions Esl Delow.

A\ Pharmacies in the list 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.

Pharmacy Name 4 Address Certification Status Actions

Barro Pharma 4343 scofisdale rd, SAN JOSE, Cabfornia 85128 Cartified -- Please Select -- ¥

4343 scofisdale rd, BENTON HARBOR,
Criands Pharma : Deaclivated -- Plzase Select -- T
Michigan 49022

tata refiance 4343 scofisdale rd, PHOENIX, Anzona 85018 Cerified -- Plzase Select -- T
. 1
Tomas Pharma 4343 scotisdale rd, OMAHA, Nebraska 63117 Certified | — Please Salect - v
— Please Select —
4343 scottedala 1d, BALTIMORE, Maryland Add Lab
Trader Joes S Certified Dispense Rationale

Remove Phasmu:_\_._- R;alatianship

Showing 1 to 5 of 5 entries =)z 1> 10 *

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

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

Clozapine REMS Program_Website_Screen_Captures November 2020 Page 231 of 238
Reference ID: 4748731



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 1of your patient, please complete the information below and Submit. If you have [ Information for your patient, you
can enter it here. All fields listed below are required unless otherwise indicaled.

Patient Information
First Mame |
Last Name |
Date of Birih |
(20 cose | e

Add Patient Lab (optional)

ANC value per microlitre {opl)
Biood Draw Dale (opl)

Dispensation Information

Date of Service {(opt) | Q
- Manufaciurer - ¥
NDCA Number ¥

Days Supply (opt) |

Quantey (opt) |

Al least gne identifier is required

Frescriber DEA

PrescriberNpPl

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

CLOZAPINE REMS TR

The Single Shared System for Clozapine
Mo Blood, Ne Drug™ Home Prescriber Pharmacy Patient Resources  Support

Dispense Rationale Result

«" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 0d4/20/2017 Mone
ANC Level {per pL) e 1500 None
Name Summer H Lab Status Lab was Saved
DOB For further assistance with this patient’s eligibility,

e please contact the patient's prescriber.
Authorization Number

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™

20.4 Pharmacy Staff Dispense Rationale Result- Success
(After DR is issued)

Summer Hogan= Iy VY, TN |

CLOZAPINE REMS

The Single Shared System for Clozapine

Mo Blood, Mo Drug™ Home Prescriber  Pharmacy Patient  Resources  Support

Dispense Rationale Result

«" The below patient is eligible to receive clozapine.

ik Freitoie Current Monitoring Frequency: Weekly

Blood Draw date D4/20/z017 MNone

ANC Level (peruL) @ 1500 Mone
Mame Summer H & Prescriber not certified. Prescriber can certify at
o wvew. clozapinerems.com or call 844-267-8678.

4 Current ANC 15 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 patient's eligibility,
please contact the patient's prescnber.

=
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™

20.5 Pharmacy Staff Dispense Rationale Result-
Unsuccessful

CLOZAPINE REMS s oo [

The Single Shared System for Clozapine
Mo Bloed, Mo Drug™ Home Prescriber  Pharmacy Palienl  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 0402002017 Mone
ANC Level (perpl) @ 1500 None
Name Summer H ® Prescnber not certified. Prescriber can certify at
DOB www _clozapinerems.com or call 844-267-8678.
Authorization Number A Current ANC is not on file

For further assistance with this patient’s eligibility,

please contact the patient's prescnber.

L

i — 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 | FACGS | Contact Us
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21. Dispense Rationale — Prescriber and

Prescriber Designee
21.1 Prescriber and Prescriber Designee Dashboard

CLOZAPINE REMS Sumanes Mogam =ty Ui

The Single Shared System lor Clozapine
Mo Blood, Mo Dreg™ Homs  Prescrier  Phanmacy  Pafent Resounces  Support
Alerts Mot r--.'.1:|c-"".n' Patisnts Danigneas Manage Groups

The table below contams all the patents you have scon i the Clozaping RENMS m Eligibility Check a

Program. H you 3o pol fnd o pabenl. pleaso use he lnnsl Patsent bubion o
agd the patent. & fiagged rew mdcaics an NNRLE patont

Funi Harms L ast Hama & pom Enrofimars Group Hatanaaehip Acmome
o Jems Abiuhas DUIBMOE?  Ereeled e TR Flease Sele 1 "
o tammy bz WUIRDON0 Incomolels Actve Please Seke 13
a W Hradby RN Eresled Arv — Pleais Select - L
2 Gender Mas R e ol Highwst s Enrolfment bd: PAT T
i I [Reponea Raticmale Scfvy
BEM: Yes Winod [ daw OSTATING | WATOIE | ST
AN Ll par gl ) a0 | D00 . I

] whaia chelan ol D S Eivclled Acive = Maane Select = L
o whols cheian Gunpao  Ereolled Arive = Plaags Selact - "
(v} MFageni et [ LA bt ) Creplled ArTve - Plaais Salict - L
(] Patem Catnign Fraang Crigitea ALl - Plaans Salecr = L
o Tkra Cruise DZHEMPRD Crociled Arlve Flaass Salect L
o e Coavadian APLTIDE Ervpiied ArTve Hoare Ralect Ll
o hoFs Ciredian DTSN Erdoiléa ALva Please Salecl L4

il SRR &1 ST i 00 Tl Bl (I Nl

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

Pareacy | Terms of U | Sole Map | 0 | Comtact U

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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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
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21.2 Prescriber and Prescriber Designee Dispense
Rationale History

My Dashboand

Patient History

Lab History Treatment Status History Maonitoring Frequency History Dispense Rationale

Mame: Joff Bradiey Pharmacy Home 4 Date lssued Expiration Date
D08 o21e/1910 First Care Phamacy DAZAZ015 OAREZ015
Gender: Male Seondale Pharmacy BEASZ015 BEAMTRONS

Showing 180 2 of 2 enfries « 1> -

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