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Heritage Life Sciences (Barbados), Inc.
Attention: Shontelle Murrell-Hinkson
Assistant Secretary

The Beach House

Holetown, St. James, Barbados

Dear Ms. Murell-Hinkson:
Please refer to your Supplemental New Drug Application (sSNDA) received July 24, 2018 and
amended on December 13, 2018, submitted under section 505(b) of the Federal Food, Drug, and

Cosmetic Act (FDCA) for NDA 19758 Clozaril (clozapine HCI) 25 mg and 100 mg Tablets.

This Prior Approval supplemental new drug application provides for proposed modifications to
the approved Clozapine Risk Evaluation and Mitigation Strategy (REMS).

We have completed our review of this supplemental application, as amended. It is approved
effective on the date of this letter.

RISK EVA UATI A D MITIGATI STRATEGY (REMS) REQUIREME TS

The single, shared system Clozapine REMS, of which Clozaril is a member, was originally
approved on September 15, 2015. The REMS consists of elements to assure safe use, an
implementation system, and a timetable for submission of assessments of the REMS.

Your proposed modifications to the REMS consist of the addition of educational materials,
changes to the inpatient prescriber certification requirements and patient monitoring, and
initiation of the operational restrictions for prescriber and pharmacy certification.

Your proposed modified REMS, submitted on July 24, 2018, amended and appended to this
letter, is approved.

The timetable for submission of assessments must be revised. The timetable for submission of
assessments of the currently approved program is at 6-months, and 12-months from the date of initial
approval of the REMS (September 15, 2015), and then annually thereafter. With this modification the
timetable for submission of assessments is: annually beginning February 28, 2020. e
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The revised REM S assessment lan must include, but is not limited to, the following:
A.  REMSProgram Im lementation and O erations

1. REM S Program Ultilization:
a. Pharmacies, Prescribers, Prescriber Designees, and Distributors:

1. Number of each stakeholder, status of certification or
enrollment (as a licable), and method of certification or p
enrollment (as a licable)

11. ummary of reasons certification or enrollment is
incom fete for each stakeholder (Exam les may include
“Pharmacy unable to configure harmacy management
system,” “Prescriber missing information on form,” etc.)

b. Patient Treatment tatus by Patient Ty e (general o ulation, BEN
atients, NNRMF atients, hos ice atients) for the re orting
eriod and cumulatively:

1. Active
il. Interru ted p
1il. Discontinued
c. A nationally estimated number of atients that received a

dis ensed rescri tion for cloza ine (all dosage forms) from U. .

out atient retail harmacies for the re orting eriod. Provide
rationale for discre ancies between this estimate and the number of p
unique atients enrolled in the cloza ine REM S and receiving at

least one PDA during the re orting eriod.

2. Contact Center Re ort:
a. Number of contacts
b. ummary of reason for contacts (exam les may include

“Enrollment question,” “Lab query,” etc.) by re orter (i.e.,
harmacy, rescriber, atient)

c. Narrative of any corrective actions resulting from issues identified

3. Cloza ine REM S Program Com giance (to be included in the REM S
Assessment Re ort after full im lementation):

a. Audits p

Reference ID: 4376730 p
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1. ummary of audit findings for audits conducted during t e
reporting period
1l. ummary of corrective actions taken to address findings,

t e status of t e corrective actions, and any resulting
preventative actions t at were taken

b. Number of clozapine prescriptions dispensed t at were written by h
non certified prescribers (reported or detected t roug audit):

1. Actions taken (examples may include “Provision of
clozapine program materials,” “Prescriber becomes
certified,” etc.)

1. Outcome of actions taken

C. Number of prescriptions dispensed by noncertified outpatient
p armacies and actions taken to prevent future occurrences
(reported or detected t roug audit)

d. Number of s ipments sent to noncertified p armacies, source of
report, and actions taken to prevent future occurrences

e. Number of times a clozapine prescription dispensed because a
p armacy bypassed REM S edits; and, if any suc events occurred,
describe ow t ese events were identified, t e root cause of't e
failure, and any corrective actions taken (reported or detected
t roug audit). tratify by p armacy type (switc or non switc )

f. Number of times a clozapine prescription was dispensed by a
p armacy for more t an a 3 day supply duringt e 3 day 72 our
Dispense Rationale window

g. Number of patients receiving a clozapine prescription under a
Dispense Rationale stratified by t e number of prescriptions
aut orized under a Dispense Rationale per patient in a 6 mont h
time frame

1. ummary of outreac to prescribers and number of
resulting prescriber certifications.

Number of prescriptions dispensed under a Dispense Rationale
stratified by prescriber

1. Number of PDA wit out current lab value based on t e patient’s h
monitoring frequency (7 1 31), provided as

Reference ID: 4376730 h
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(a) Total number of in ivi ual patients receiving PDA
without current lab (i.e., aggregate)

(b) Number of PDAs for each unique patient without current
lab; provi e range an average number of PDAs per
patient

j. Noncompliance with the Clozapine REM S Program requirements,
source of report, an any corrective action or resolution

i. Number of PDAs without ANC (exclu ing hospice patients)
an number of these resulting in clozapine ispensing

ii. Number of PDAs without a Treatment Rationale provi € when
the ANC was unacceptable, an number of these resulting in
clozapine ispensing

4. Barriers or Delays in Patient Access: Provi e outcome wherever possible

a False negatives: e.g., all entities are certifie , but system generate
a prescription rejection notice

b. Ina vertent enrollment eactivations or failures to notify enrollees
of forthcoming enrollment expirations

C. Reporte lack of certifie prescribers an or pharmacies in a
patient's local area

Uninten e system interruptions an resolutions

e For PDAs via electronic verification: Number of times an reasons d
a manual back up system was use to vali ate a prescription an
source of problem (e.g., switch level, pharmacy level, REM S
atabase, etc.)

Reference ID: 4376730 d
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Inappropriate Patient Access:

a Inpatient pharmacy ispensing for outpatient use (reporte or d
etecte through au it)

b. False positives: e.g., one or all entities were not certifie but d
system verifie  ispensing generate a PDA

6. Evaluation of afe Use Behaviors:
a. Prescription Rejections:
i.  Number of unique prescriptions submitte for authorization

ii.  Number of unique prescriptions submitte for authorization
that i not encounter any REM S relate rejections prior to
being authorize stratifie by authorization type (Clozapine
REM S Program Website PDA or pharmacy claims PDA)

iii.  Number of unique prescriptions submitte for authorization
that encountere any REM S relate rejections, stratifie by
authorization type (Clozapine REM S Program Website
PDA or pharmacy claims PDA)

iv.  Mean, me ian, an range or the uration of time to
authorize stratifie by authorization type

v.  Provi e reasons for prescription rejections stratifie by type
of PDA (via pharmacy management system or Clozapine
REM S Program Website) an  uration of time to authorize
prescription if initially rejecte

b. Treatment Rationales:
1. Number of Treatment Rationales submitte , stratifie by
type
1l Mean number of Treatment Rationales submitte per
prescriber
c. Number of notifications an alerts sent, stratifie by type an

stakehol er type (prescriber, pharmacy) an resulting actions by
stakehol er (clozapine iscontinue , pharmacy became enrolle ,
etc.)

Reference ID: 4376730 d
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(a) For overdue lab noti ications and severe neutropenia
noti ications, provide the number o noti ications per
unique patient and any actions by stakeholder (clozapine
discontinued, pharmacy became enrolled, etc.) resulting

rom the noti ication.

7. Evaluation o Knowledge urveys:

a.  Anevaluation o knowledge o certi ied prescribers o the risk o
severe neutropenia, appropriate monitoring o clozapine and
REM S requirements

b.  Anevaluation o knowledge o authorized representatives and
pharmacists o the risk o severe neutropenia, appropriate
monitoring o clozapine and REM S requirements

c.  Anevaluation o knowledge o patients or caregivers o the risk o
severe neutropenia, and the need or appropriate monitoring

Evaluation o Required Monitoring:

d.  Total instances o severe neutropenia or unique patients (reported f
as lowest ANC or each unique patient whose ANC drops below
500/uL within each month)

e. Total instances o neutropenia or unique patients (reported as
lowest ANC or each unique patient whose ANC drops below
1500/uL, but remains at 500/uL or above within each month)

9. Clozapine REM S Program Outreach and Communication a ter the REM'S
modi ication in 01 2019 and a ter any subsequent modi ications that are
approved in each assessment period:

a. Dates o distribution o the Dear HCP Letter, Dear Distributor
Letter, Dear Professional Society Letter, Chain Pharmacy Letter,
Inpatient Pharmacy Letter, Outpatient Pharmacy Letter (Non-
switch), Outpatient Letter (Switch), and Prescriber Letter and the
numbers sent on each date. Provide a list o the documents
included with each distribution including the revision date

b. Number o undeliverable and returned communications or each
distribution date, by method o distribution

c. A summary o the Clozapine REM S Program Website utilization f

10.  Knowledge Assessments:

Reference ID: 4376730 f
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a. Number of completed C/ zapine REMS Kn wledge Assessment f r
Healthcare Pr viders (KAs) for certified prescribers and pharmacy
authorized representatives, and pharmacy staff that have elected to
take the KA, including method of enrollment and number of
attempts to complete, by stakeholder

b. ummary of the most frequently missed KA questions, stratified
by prescriber and pharmacy

C. A summary of potential comprehension or perception issues o
identified with the KA
d. Proposed remediation for C!/ zapine and the Risk [ Neutr penia:

A Guide f r Healthcare Pr viders and or the CI zapine REMS
Kn wledge Assessment [ v Healthcare Pr viders

11. The Important Program Update on the Clozapine REM S Program Website o
is used to communicate important program changes to stakeholders. This
section on the website will provide frequent updates to stakeholders
regarding the program. A summary of the number of updates
communicated in this section of the website will be provided during the
assessment reporting period.

The requirements for assessments of an approved REM Sunder section 0 1(g)(3) include with
respect to each goal included in the strategy, an assessment of the extent to which the approved
strategy, including each element of the strategy, is meeting the goal or whether 1 or more such
goals or such elements should be modified

We remind you that in addition to the REM S assessments submitted according to the timetable in
the approved REM S, you must include an adequate rationale to support a proposed REM
modification for the addition, modification, or removal of any goal or element of the REMS; as
described in section 0 1(g)(4) of the FDCA.

We also remind you that you must submit a REM S assessment when you submit a supplemental
application for a new indication for use, as described in section 0 1(g)(2)(A) of the FDCA.
This assessment should include:

a) An evaluation of how the benefit risk profile will or will not change with the new
indication;

b) A determination of the implications of a change in the benefit risk profile for the current
REMS;

c) Ifthe new indicati n f ruse intr duces unexpected risks: A description of those risks
and an evaluation of whether those risks can be appropriately managed with the currently o
approved REMS.

Reference ID: 4376730 o
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d)

If a REMS assessment as submitted in the 18 months prior to submission of the
supplemental application for a ne indication for use: A statement about whether the
REM S was meeting its goals at the time of that last assessment and if any modifications
of the REM S have been proposed since that assessment.

If a REMS assessment has not been submitted in the 18 months prior to submission of the
supplemental application for a ne indication for use: Provision of as many of the
currently listed assessment plan items as is feasible.

If you propose a REMS modification based on a change in the benefit-risk profile or
because of the ne indication of use, submit an adequate rationale to support the
modification, including: Provision of the reason(s) why the proposed REM S
modification is necessary, the potential effect on the serious risk(s) for which the REM S
was required, on patient access to the drug, and or on the burden on the health care
delivery system; and other appropriate evidence or data to support the proposed change.
Additionally, include any changes to the assessment plan necessary to assess the
proposed modified REMS. If you are not proposing REMS modifications, provide a
rationale for why the REM S does not need to be modified.

If the assessment instruments and methodology for your REM S assessments are not included in
the REM S supporting document, or if you propose changes to the submitted assessment
instruments or methodology, you should update the REM S supporting document to include
specific assessment instrument and methodology information at least 90 days before the
assessments will be conducted. Updates to the REM S supporting document may be included in a
new document that references previous REM S supporting document submission(s) for
unchanged portions. Alternatively, updates may be made by modifying the complete previous
REM S supporting document, with all changes marked and highlighted. Prominently identify the
submission containing the assessment instruments and methodology with the following wording
in bold capital letters at the top of the first page of the submission:

NDA 19758 REMS ASSESSMENT METHODOLOGY

An authorized generic drug under this NDA must have an approved REM S prior to marketing.
hould you decide to market, sell, or distribute an authorized generic drug under this NDA,
contact us to discuss what will be required in the authorized generic drug REM S submission.

We remind you that section 0 1(f)( ) of FDCA prohibits holders of an approved covered
application with elements to assure safe use from using any element to block or delay approval
of an application under section 0 (b)(2) or (j). A violation of this provisionin 0 1(f) could
result in enforcement action.

Prominently identify any submission containing the REM S assessments or proposed
modifications of the REM S with the following wording in bold capital letters at the top of the
first page of the submission as appropriate:

Reference ID: 4376730 w
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or

NEW SUPPLEMENT FOR N A 19758/S-
CHANGES BEING EFFECTE IN30 AYS
PROPOSE MINOR REMS MO DIFICATION

or

NEW SUPPLEMENT FOR N A 19758/S-
PRIOR APPROVAL SUPPLEMENT
PROPOSE MAJOR REMS MO IFICATION

or

NEW SUPPLEMENT FOR N A 19758/S-

PRIOR APPROVAL SUPPLEMENT
PROPOSE REMS MO IFICATIONS UE TO SAFETY LABEL CHANGES D
SUBMITTE IN SUPPLEMENT XXX

or

NEW SUPPLEMENT (NEW IN ICATION FOR USE)
FORN A 19758/S-

REMS ASSESSMENT

PROPOSE REMS MO IFICATION (if included)

hould you choose to submit a REM S revision, prominently identify the submission containing
the REM Srevisions with the following wording in bold capital letters at the top of the first page
of the submission:

REMS REVISIONS FOR N A 19758

To facilitate review of your submission, we request that you submit your proposed modified
REMS and other REM S related materials in Microsoft Word format. If certain documents, such
as enrollment forms, or website screenshots are only in PDF format, they may be submitted as
such, but Word format is preferred.

SUBMISSION OF REMS OCUMENT IN SPL FORMAT

FDA can accept the REM S document in tructured Product Labeling ( PL) format. If you
intend to submit the REM S document in PL format, as soon as possible, but no later than 14
days from the date of this letter, submit the REM S document in PL format using the FDA
automated drug registration and listing system (eLI T). D

Reference ID: 4376730 D
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REPORTING REQUIREMENTS

Were ndyouthatyou stco Iy with reporting require mts for an approved NDA
(21 CFR 314. O and 314. 1).

If you have any questions, call Er as Zerislassie, afety Regulatory Project Manager, at 301
796 2770.
incerely,
{See appended electronic signature page}
Mitchell V. Mathis, MD
Division Director Division of Psychiatry Products

Office of Drug Evaluation I
Center for Drug Evaluation and Research m

ENCLO URE( ): m
REMS

Reference ID: 4376730 m
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In h red ys em Approv :09/2015 M
Mo s ReceMo dfc on:01/2019
RI KEVALUATION ANl TIGATION TRATEGY (RE )
INGLE HARED Y ME FOR CLOZAPINE
I. GOAL

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.MEnsuring compliance with the monitoring schedule for absolute neutrophil count (ANC) prior M
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. RE EME NT
A. E emen s To Assure fe Use
1. Cer n He hc reProv ders who prescr bec oz pne recer fed

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 M
successfully complete the Clozapine REMS Knowledge Assessment for Healthcare
Providers; and,

02/2019
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iii. 1 theC zapi eR MSP gambyc mpeti gthe Cl zapine REMS
Prescriber Enr llment F rm.

d. Asac diti  fce tificati ,p esc ibe s must:
1. each patie ti the C zapi e R MSP g am by:

1.) I f mi gthe patie tab utthe isks ass ciated withc zapi ei cudi gseve e
eut pe iaa dthe C zapi eR MSP gam equi eme tsbyusi g4 Guidef r o
Patients and Caregivers: What Y u Needt Kn w ab ut Cl zapine and
Neutr peniaa dp vidi gitt thepatie t caegive u essci ica judgme t
1 dicates that the patie t’s adhe e cet thet eatme t egime wi be egativey
impacted by p vidi g 4 Guide f r Patients and Caregivers: What Y u Need t
Kn wab ut Cl zapine and Neutr penia

2.) C mp eti gthe Cl zapine REMS Patient Enr llment F rm f each patie t. Submit
thec mpetedf mt theC zapi eR MSP gam

ii. Pef mthef wi g equiemets a g i gbasisf eachpatie ta dsubmitt
the C zapi eR MSP gamviathe 1 esystem,byfax, byca i gthe
C zapi eR MSP gamC tactCe te:

1.) Ode ANCacc di gt themoit i1 gscheduedescibedi theP escibi g
I f mati

2.) Submit ANC acc di gt thepatie t'smoit i gfeque cy fie withthe

C zapi eR MSP gamasdescibedi the Mo it 1 gSchedue fthe
Pescibi gl f mati

a)F weekymoit i gfeque cy, ANC must be submittedt the C zapi e o
R MSP gamwithi 7days fthe abd aw date

b)F eveytw weeksmoit i1 gfeque cy, ANC must be submitted t the
C zapi eR MSP gamwithi 15days fthe abd aw date

¢c)F mothymoit i gfeque cy, ANC must be submittedt the C zapi e
R MSP gamwithi 31 days fthe ab d aw date

3.) P vide auth izati ft eatme tf patie ts(i.e.,, T eatme tRati ae)witha
ANC that fa sbe w the acceptabe a ge desc ibedi the P escibi gl f mati |,

whe the p esc ibe dete mi es the be efits utweigh the isks fdeve pi gseve e
eut pe ia

4.) Ve ify the patie tmoit i gfeque cy fiewiththeC zapi eR MSP gam o

is aig ed with the patie t’smo it 1 gfeque cyasdesc ibedi theP escibi g
I f mati
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e apine Sp ns rs must:
i Ensure that Hea thcare Pr viders h prescribe ¢ apine as described in [T A 1 a-bare w
certified in acc rdance ith the requirements described ab ve
ii  Ensure that Hea thcare Pr viders can ¢ mp ete the certificati n pr cess, patient
enr ment and management nine rby faxt the apine REMS Pr gram
iii Ensure that Hea thcare Pr viders h prescribe ¢ apine as described in IT A 1 a-b are
n tified hen they have been certified in the apine REMS Pr gram
iv Maintain a va idated, secure database f Hea thcare Pr viders h are certified t
prescribe ¢ apine in the apine REMS Pr gram . apine Sp ns rs must ensure
that the prescriber’s REMS requirements are met and may de-certify n nc mp iant
prescribers if the requirements d n tc ntinuet be met
v Maintain a va idated, secure database f patients enr ed in the apine REMS
Pr gram
vi Ensure that certified prescribers are pr vided access t the database f certified
pharmacies and enr ed patients
vii Pr vide Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers t
Hea thcare Pr viders h :
w
1) Attemptt prescribe c apine as described in IT A 1 a-b and are n t yet certified, r
2) Inquire ab uth t bec me certified
w
viii Ensure that ithin 30 ca endar days fREMS appr va, the REMS materia s isted be
are avai ab e nthe apine REMS Pr gram Website, c apinerems ¢ m, and by
ca ing the apine REMS Pr gram  ntact enter at 844-267-8678
The f ing materia s are part fthe 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
. apine REMS Pr gram Website w
3
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2 macies t tdispense cloz pine e ce tified

Outp tient m acies
a. T bec me certifiedt dispense ¢l zapine, utpatient pharmacies must:

i. Designate an auth rized representative t ¢ mplete certificati n n behalf fthe
pharmacy using the appr priate f rm: o

1.) Clozapine REMS Outpatient Pharmacy Enrollment Form

2.) Clozapine REMS Chain Headquarters Pharmacy Enrollment Form

ii. Ensure the auth rized representative will versee implementati n and ¢ mpliance with
the Cl zapine REMS Pr gram requirements by d ing the f 11 wing:

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

and successfully ¢ mplete the Clozapine REMS Knowledge Assessment for
Healthcare Providers

2.) Ensure all relevant staff inv lved in the dispensing fcl zapine are trained n the
Cl zapine REMS Pr gram requirements as described in Clozapine and the Risk of

Neutropenia: A Guide for Healthcare Providers and maintain rec rds f staff
training

a.) F r pharmacies that have a pharmacy management system that supp rts
electr nic telec mmunicati n verificati n, each pharmacist must be trained
utilizing established training pr t c¢ Is f r their certified pharmacy

b.) F r pharmacies that have a pharmacy management system that d esn t supp rt
electr nic telec mmunicati n verificati n, each pharmacist must be trained by
reviewing Clozapine and the Risk of Neutropenia: A Guide for Healthcare
Providers and successfully ¢ mpleting the Clozapine REMS Knowledge
Assessment for Healthcare Providers

iii. Put pr cesses and pr cedures in placet ensure the f 1l wing requirements are
¢ mpleted:

1.) Obtain a Predispense Auth rizati n each time fr m the Cl zapine REMS Pr gram
by accessing the Cl zapine REMS Pr gram Website, Cl zapine REMS Pr gram
C ntact Center, r enabling the pharmacy management systemt supp rt
¢ mmunicati n with the Cl zapine REMS Pr gram system

2.) Maintain appr priate d cumentati n that all pr cesses and pr cedures are in place
and are being f 11 wed f rthe Cl zapine REMS Pr gram and pr vide itup n

request t the Cl zapine Sp ns rs r a third party acting n behalf fthe Cl zapine o
Sp ns rs
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3 rtify inth Clozapin EMS Progra v rytwoy ars

4 Co lpwithaudits by th Clozapin Sponsors or a third party a ting on b half of
th Clozapin Sponsors to nsur thatall pro ss sandpro dur sar inpla and
ar b ing follow d forth Clozapin EMS Progra

b Asa ondition of rtifi ation:

i Phar  a sthat support 1 tromu o ni ation v rifi ation with th Clozapin
EMS Progra syst st

1 Ensur th phar ¥ nabhlsitsphar y nagm ntsyst to support
mmu 0 ni ation with th Clozapin EMS Progra syst using stablish d
tl o ni ation standards and runs validation t st transa tion(s to validat th
syst nhan nts

2 Disp ns lozapin to pati nts only aft r obtaining a Pr disp ns Authorization
ahti bypro ssingall lozapin pr s riptions, in luding ash lai ,shrough m
ntla irphar y nag ntsyst to 1 troni ally:

a Vrifyth prsribris rtifi dinth Clozapin EMS Progra

b V rifyth pati ntis nroll dinth Clozapin EMS Progra

V rifyth ANCis urr nt (within 7 days of th Pr disp ns Authorization
transa tion dat forov kly  nitoring, 15 days for v rytwow ks onitoring
and 31 days for nshly  mtoring

d V rifyth ANCis withinth a ptabl rang d s rib dinth Pr s ribing
Infor twn, orthata rtifi d pr s rib r has authoriz d lozapin tr at nt for
pati nts with an ANC that fallsb lowth a ptabl rang wh nth prsribr m
dtr nisth b n fits outw igh th risks ofd v lopings v r n utrop nia

port dosing infor twn for a h lozapin pr s ription/fill to th Clozapin
EMS Progra

i Phar  a sthatdonotsupport 1 troni t1 o  uni ationv rifi ation with th
Clozapin EMS Progra syst stdisp ns lozapin to pati nts only aft r
obtaining a Pr disp ns Authorization a hti bya ssingth Clozapin EMS
Progra Websit or allingth Clozapin EMS Progra Conta tC nt r to:

1 Vrifyth prsrib ris rtifi dinth Clozapin  EMS Progra

2 V rifyth pati ntis nroll dinth Clozapin EMS Progra m
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3 ifyth ANCiscu nt(within 7 days of th disp ns Autho ization P
t ansaction dat fo w kly monito ing, 15 daysfo v ytwow ks
monito ing, and 31 days fo monthly monito ing

4 ify th ANC is within th acc ptabl ang d scib dinth sc ibing
Info mation, o thatth ¢ tifi dp scib has autho iz d clozapin t atm ntfo P
pati nts with an ANC that falls b low th acc ptabl ang wh nth p scib
dt min sth b n fits outw ighth isksofd v lopings v n ut op nia

5 R po t dosing info mation fo ach clozapin p sc iption/fill to th Clozapin
REMS og am

Inpatient Pharmacies
¢ Tob comec tifi dtodisp ns clozapin , inpati nt pha maci s must:

i D signat anauthoiz d p s ntativ tocompl t th c tification p oc ssonb half
of th pha macy using th Clozapine REMS Inpatient Pharmacy Enrollment Form

ii  Ensu th authoiz d p s ntativ willov s impl m atation and complianc with
th Clozapin REMS ogam qui m ats by doing th following:
P
1 R vi w Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers P
and succ ssfully compl t th Clozapine REMS Knowledge Assessment for
Healthcare Providers

2 Ensu all 1 vantstaffinvolv dinth disp nsing of clozapin a t ain d onth
Clozapin REMS ogam qui matsasd sc ib din Clozapine and the Risk of
Neutropenia: A Guide for Healthcare Providers and maintain co ds of staff
t aining Each pha macist mustb t ain d by vi wing Clozapine and the Risk of
Neutropenia: A Guide for Healthcare Providers and succ ssfully compl ting th
Clozapine REMS Knowledge Assessment for Healthcare Providers

iii utp oc ss sandp oc du sinplac to nsu th following qui matsa
compl t dp io toth initial inpati nt disp nsing of clozapin :

1 fo m an Eligibility Ch ck f om th Clozapin REMS og am by acc ssing th
Clozapin REMS og am Webdit o contactingth Clozapin REMS og am
Contact C nt tov ifyth pati ntis noll dinth Clozapin REMS og am

2 Obtainacu nt ANC by acc ssing th Clozapin REMS og am Websit ,
contacting th Clozapin REMS og am Contact C nt , 0 by acc ssing th
inpati nt malical co d

3 ify that th ANC is within th acc ptabl ang d sc ib dinth sc ibing
Info mation o thatth p sc ib has autho iz d clozapin t atm at fo pati nts P
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d As

A4 ANC f llsbelow e ccep bler gew e e prescr berde ermi es
ebe ef souweg ersksofdevelop gsevere europe

M ppropr edocume o Il processes d procedures re plce d
re be g followed for e Cloz p ¢ REMS Progr m dprovde upo reques o e
Cloz p e Spo sors or rdpry ¢ go be Ifof eCloz p e Spo sors

Complyw ud sby eCloz p e Spo sors or rdpry ¢ go be Ifof e
Cloz p e Spo sors oe sure Il processes dprocedures re plce d re
be g followed for e Cloz p e REMS Progr m

cod o ofcer fc o, p e p rmaesmus:

Dspe seclozp eo ly fer:

1) Performig Elgbl yC eckby ccess g eCloz p e REMS Progr m
Webs eorcll g eCloz p eREMS Progr mCo ¢ Ce er overfy e
p e se rolled e Cloz p e REMS Progr m;

2) Verfy g ep ¢ 'sANCob edfrom eCloz p e REMS Progr m

Webs e, eCloz p eREMSProgr mCo ¢ Ce er,or ep e s p ¢
med ¢ Irecord scurre ; d,

3) Verfy g e ANC sw e ccep bler gedescr bed e Prescrb g
I formao or eprescrber s u orzedclozp e re me forp e s
A4 ANC f llsbelow e ccep bler gew e e prescr berde ermi es
ebe ef souweg ersksofdevelop gsevere europe

D spe se o more 7-d y empor ry supplyofclozp e o e rolledp e
upo dsc rgefrom e el crefcly

e Cloz p e Spo sors mus :
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E sure p rmaes dspe seclozp e recer fed, ccord cew e
requ reme s descr bed bove

E sure u orzedreprese vesc complee ep rmaycer fc o process
dr gol eorbyfx o eCloz p eREMS Progr m

E sure p rmaes re o fedwe ey vebee cer fed eClozp e
REMS Progr m

E sure p rmaesre ewcer fc o e Cloz p e REMS Progr m every wo
ye 18
Ver fy every wo ye rs e u orzedreprese ve’s me dco ¢

forma o correspo ds o of ecurre desg ed u orzedreprese  ve for



t tf dp amay,and fdff nt, qu t p amayto tfywt anw
aut o zd p sntatv

T follown mat alsa patoft REMSanda app nd d:

Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers g
Clozapine REMS Knowledge Assessment for Healthcare Providers

Clozapine REMS Inpatient Pharmacy Enrollment Form

Clozapine REMS Outpatient Pharmacy Enrollment Form

Clozapine REMS Chain Headquarters Pharmacy Enrvollment Form

Clozapn REMSP o am Webs t

3. Clozapine will be dispensed with evidence or other documentation of safe-use conditions

a.

To nollapat nt nt Clozapn REMSPo am, a p s b must omplt a
Clozapine REMS Patient Enrollment Form nd atn t att pat nto t a v as:

. B npovd dA4 Guide for Patients and Caregivers: What You Need to Know about

Clozapine and Neutropeniaunl ss 1n aljud met nd at st att pat nt’sad n to
t t atmeat meawllb n atvly mpat dbypovdn A Guide for Patients and
Caregivers: What You Need to Know about Clozapine and Neutropenia

.B n nfomabyt p s b oft sks of lozapn andt Clozapn REMSP o am

qu mats,us n A Guide for Patients and Caregivers: What You Need to Know About
Clozapine and Neutropenia

b. Clozap n Sponso s must:

. Ensu t att tf dp s b ansubmtt ompl t d Clozapine REMS Patient

Enrollment Formonln o byfaxtot Clozapn REMSP o am

. Ensu t att tf dpamay anv fytatt p s b s tf dand a pat nt

t atadwt lozapn s nolld nt Clozapn REMSPo amp o todsp nsn (s
‘S tonILA2P ama statdspns lozapn a tf d’)

T follown mat alsa patoft REMSanda app nd d:

Clozapine REMS Patient Enrollment Form

4. Each patient using clozapine is subject to certain monitoring

a.

02/2019
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ii. scib asaut oiz dcloza in t atmeat( atm et Rational ) fo ati nts wit
anA Ct atfallsb lowt acc tabl ang w nt scib dt minst b n fits
outw ig t isksofd v lo ings v n uto nia

5. Each patient using clozapine is enrolled in a registry

a. Cloza in S onsosmust nsu tatc tifid scib s nollall ati ntsint Cloza in N
REMS P og am usingt Clozapine REMS Patient Enrollment Form

b. Cloza in S onso s must maintaint Cloza in REMS P og am gist y. ima y
obj ctiv oft Cloza in REMSP ogam gistyisto nsu ati ntsaf ty and saf -us of
cloza in t oug iodic monito ingfo s v n uto nia

c. Cloza in S onso smust nsu t at ati nt nollmetcanb comgd t dviat Cloza in
REMS P og am Websit o by fax

B. Implementation System
N
1. Cloza in S onso smust nsu t atcloza in is onlydist ibut dtoc tifi d a maci sby:

a. Ensuingt w ol sal s/dist ibuto s w o dist ibut cloza in com fdy wit t 0og am
qui m nts fo w ol sal s/dist ibuto s. Fo aw ol sal /dist ibuto to dist ibut cloza in ,
t w ol sal s/dist ibuto s must:

i. Put ocsssand oc du sin lac tov ify, 1o todist ibutingcloza in ,t att
amaci sa c tifi d

ii. ainall 1 vantstaffont Cloza in REMSP ogam qui m ats

iii. Ag tob audit dbyt Cloza in S onsoso atid atyactingonb alfoft
Cloza in S onsosto nsu t atall oc sssand oc du sa in lac anda b ing
follow dfo t Cloza in REMS P og am

iv. Maintaina o 1at docum etation and mak it availabl fo audits
N
v. P ovid dist ibution datatot individual Cloza in S onso s

b. Ensuingt atw ol sal s/dist ibuto s maintain dist ibution co ds ofall s i m ats of
cloza in and ovid t datatot individual Cloza in S onso s

c. Monito ing dist ibution data and auditingt w ol sal s/dist ibuto s wit inon y a aft t
w ol sal /distibuto is noll dto nsu t atall oc ss sand oc du sa in lac and
functioningtosu o tt qui matsoft Cloza in REMS P og am. Cloza in S onso s
must institut co ctiv action if noncom dianc is id ntifi d

2. Cloza in S onso s must maintain a validat d, s cu databas of amaci st ata ¢ tifi dto N
dis ns cloza in int Cloza in REMS P og am
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3. pine Sp ns rs must mant in dequ terec rds fc  pine distributi n, dispensing, certified
prescribers, ph rm aies, distribut rs/ h es ers, ndp tientst meet the pine REMS
Pr gr m requirements

4. pine Sp ns rs must ensure th t ph rm &ies’ REMS requirements re met nd m a decertify
n nc mpi nt ph rm aies if the requirements d n tc ntinuet be met

5. pine Sp ns rs mustmant in v id ted,secured t b se fp tients h reenr edinthe
pine REMS Pr gr m

0. pine Sp ns rs must m ant in pine REMS Pr gr m nt ct entert supp rt
prescribers nd ph rm @ies interf cing ith the pine REMS Pr gr m

7. pine Sp ns rs mustensure th t ithin70c end rd ys f ppr v fthe 02/2019 REMS
m adific ti n, the pine REMS Pr gr m Websiteisfu y per ti n nd maeri s istedin

r ppendedt the pine REMS Pr gr md cument re v i b e thr ugh the pine
REMS Pr gr m Website ( .. pinerems.c m) wbyc ing the pine REMS Pr gr m
nt ct enter t844-267-8678

8. The pine REMS Pr gr m Website ( .c  pinerems.c m) must ¢ ntinue f rthedur ti n w
fthe REMS. Additi n vy,

a. The pine REMS Pr gr m Website must inc ude the f ing ninec p biitiesf r
certified He thc re Pr viders, their designees, rph rmay st ff, s ppic be:

i. ¢ mpeti n fprescriber nd ph rm &y certific ti n,
ii. enr ment ndma gement fp tients,

iii. pr visi n fPredispense Auth ri ti ns; nd, w
iv. pr visi n fEigibiity heckresu ts

b. The pine REMS Pr gr m Website must inc ude the pti nt print versi ns fthe
pine REMS Pr gr m materi s

c. The individu , pr duct-specificc  pine ebsites f r He thc re Pr viders must inc ude
pr minent REMS-specific inkt the pine REMS Pr gr m Website

9. pine Sp ns rs mustc ntinu us y m ait r the certified ph rm &iest ensure the requirements
f the pine REMS Pr gr m re being met. pine Sp ns rs must institute ¢ rrective cti n
ifn nc mp 1 nce is identified

10. pine Sp ns rs must udit certified ph rm aiesth th ve rderedc  pinet ensureth t
pr cesses ndpr cedures reinp ce nd functi ningt supp rtthe requirements fthe pine w
REMS Pr gr m nthef ing schedu e:

10 w
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a. a pharmacy aud mus be mpeme edw h 180 daysfo ow gappro a of hecurre v
Cozap eREMSmodfca o ;

b. Subseque aud sw beadmi s ered everytwo 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. v
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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?

* Clozapine and the risk of severe neutropenia

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

¢ Prescriber requirements for the Clozapine REMS Program

e Pharmacy requirements for the Clozapine REMS Program
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1 The Clozapine REMS Program

Clozapine is associated with severe neutropenia (absolute neutrophil count (ANC) less than 500/puL).
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 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:
e Clozaril® (clozapine) tablets, for oral use
» Fazaclo® (clozapine, USP) orally disintegrating tablets
» Versacloz® (clozapine, USP) oral suspension
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
e 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
e 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

e Must verify the prescriber is certified and the patient is enrolled prior to dispensing clozapine

e 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

e Prior to dispensing clozapine, verify ANC is current (within 7/15/31 days prior to the
“Predispense Authorization” /“Eligibility Check” transaction date)

Patients

e Must be enrolled in the Clozapine REMS Program by the prescriber to receive clozapine
e Must comply with the ANC testing requirements

02/2019 Page |3
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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/pL 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).

e Outpatient pharmacy: a pharmacy dispensing clozapine only to patients treated on an
outpatient or chronic basis. This includes, but is not limited to, retail drug-stores, ambulatory care
pharmacies, and pharmacies dispensing to long-term care, rehabilitation facilities and prison
systems.

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

e 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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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:

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

absolute Total Total percentage of neutrophils*
Neutrophil X WBC — bt 'P o gt]h d'ffu t|?|
Count count obtained trom the drnrerentia

* neutrophils includes “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 /pL
e Severe neutropenia replaces the previous terms “severe leukopenia”, “severe granulocytopenia”,
and “agranulocytosis”
e The risk appears greatest during the first 18 weeks of clozapine treatment
e The mechanism is not dose-dependent
e Itisunclear if concurrent use of other drugs known to cause neutropenia increases the risk or
severity of clozapine-induced neutropenia
e 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

For a complete discussion of other risks, including other Boxed Warnings, please see the full
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 been diagnosed with
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 documented with 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
 BENis more common in men
e Patients with BEN have normal hematopoietic stem cell number and myeloid maturation,
are healthy, and do not suffer from repeated or severe infections
o 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/uL for the general population, ANC greater than or equal to 1000 /uL 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:

e atleast 1500/pL for the general population
e atleast 1000/pL for patients diagnosed with 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 Treatment Recommendation ANC Monitoring

* Initiate treatment

+ Iftreatment interrupted:
- < 30 days, continue monitoring as before
- 230 days, monitor as if new patient

Normal Range for a New Patient
GENERAL POPULATION
+ ANC 2 1500/pL

BEN POPULATION

« ANC 2 1000/pL

+ Obtain at least two baseline
ANC levels before initiating
treatment

+ Discontinuation for reasons other than neutropenia

GENERAL POPULATION
+ Continue treatment

Mild Neutropenia
(1000 - 1499/pL)*

BEN POPULATION

« Mild neutropenia is normal range for BEN population,

continue treatment
+ Obtain at least two baseline ANC levels before
initiating treatment
« Iftreatment interrupted
- < 30 days, continue monitoring as before
- 230 days, monitor as if new patient
« Discontinuation for reasons other than neutropenia

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

Moderate Neutropenia
(500 - 999/pL)*

* Resume treatment once ANC normalizes to = 1000/uL

BEN POPULATION
* Recommend hematology consultation
+ Continue treatment

Severe Neutropenia GENERAL POPULATION
(< 500/pL)* * 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

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

+ See Section 2.4 of the full Prescribing Information

GENERAL POPULATION
* Three times weekly until ANC = 1500/pL
* Once ANC 2 1500/pL retum to patient's last “Normal Range”
ANC monitoring interval™

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 full Prescribing Information

GENERAL POPULATION
« Daily until ANC = 1000/pL, then
+ Three times weekly until ANC = 1500/pL
* Once ANC 2 1500/pL check ANC weekly for 4 weeks,
then retum to patient's last “Normal Range”
ANC monitoring interval**

BEN POPULATION
« Three times weekly until ANC = 1000/pL or 2 patient's
known baseline.
+ Once ANC 2 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 = 1000/pL
* Three times weekly until ANC = 1500/pL
« If patient rechallenged, resume treatment as a new patient
under “Normal Range” monitoring once ANC 21500/pL

BEN POPULATION
« Daily until ANC 2 500/pL
« Three times weekly until ANC 2 patient's established baseline
« If patient rechallenged, resume treatment as a new patient
under “Normal BEN Range” monitoring once ANC 21000/pL or
at patient's baseline

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

** |If clinically appropriate

02/2019
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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/pL.
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 of
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 /pL. 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 /uL, initiate appropriate neutropenia work-up and
treatment for infection. Refer to Tahle 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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REMEMBER to submit the decision to discontinue clozapine for a patient to the
Clozapine REMS Program. You can complete it one of three ways:

By signing into 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 Tahle 2 as shown below.

Table 2: Recommended monitoring frequency when clozapine treatment is discontinued

Moderate Neutropenia GENERAL POPULATION
(500 to 999/uL)* + Daily until ANC = 1000/pL, then
* Three times weekly until ANC = 1500/pL
Severe Neutropenia GENERAL POPULATION
(less than 500/uL)* * Daily until ANC = 1000/uL, then

* Three times weekly until ANC = 1500/pL

BEN POPULATION
* Daily until ANC = 500/uL
+ Three times weekly until ANC = patient's established baseline

* Confirm all initial reports of ANC less than 1500/puL (ANC < 1000/uL 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

» 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/pL and for patients with documented BEN until their ANC is greater than or
equal to 1000/pL 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/uL), 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

e The ANC ranges defined in the full Prescribing Information

e The patient’s medical and psychiatric history

e Adiscussion 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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n Clozapine REMS Program Requirements for Prescribers

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

Step 1: Review the full Prescribing Information for clozapine

Step 2: Certify* in the Clozapine REMS Program by:
E Reviewing Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
Passing the Clozapine REMS Knowledge Assessment for Healthcare Providers
E 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 requirement

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 the 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
and enter ANC results on the prescriber’s behalf.

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.

What do | 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.
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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

&l 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 Enrollment Form if:

» The patient has never been treated with clozapine before, or
e Ifyou 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, contact the Clozapine REMS Program Contact Center at 844-267-8678 for
assistance or 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/pL 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 I report ANC results for my patients?

For patients in an autpatient 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
illness 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 report the ANC one of three ways:
= 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

* 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 Labs must be within 7 days of the lab draw* date
Every two weeks Labs must be within 15 days of the lab draw* date
Monthly after 12 months Labs must be 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/pL (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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» Ifthe 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:

& 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.

e 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
illness.
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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 I 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)

O 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:
= Reviewing Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers
B8 Passing the Clozapine REMS Knowledge Assessment for Healthcare Providers
B Completing the Clozapine REMS Inpatient Pharmacy Enrollment 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 enrollment 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 Qutpatient Pharmacies

» 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.

e 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 aPDAis 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:

) Ked B

Step 1: Obtain a PDA using the pharmacy management system

= oan 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

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

The pharmacistis encouraged to submit the patient's ANC to the Clozapine 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
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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: Access the Clozapine REMS Program in one of two ways:
Sign in to the Clozapine REMS Program Website at www.clozapinerems.com, or
€ Call the Clozapine REMS Program Contact Center at 844-267-8678

Step 2: Provide the following information:
— Patient Name
— Patient Date of Birth
— Prescriber
— Dispense Date
— NDC
— Days’ Supply
— Quantity
Step 3: Before issuingthe 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

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
— Ifyoudo notreceive 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.
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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:
L Signing in to the website at www.clozapinerems.com, or
€0 Calling 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.

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:

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

@5 By faxing the ANC results to the Clozapine REMS Program at 844-404-8876
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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.

e 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
e 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 | 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: Login to 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: Login 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 35004, 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/pL
. An absolute neutrophil count (ANC) less than 1000/uL

B
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/pL for a patient who is part of the general population
(i.e., the patient does not have documented BEN)

C. A baseline absolute neutrophil count (ANC) is not necessary

Both Aand 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 hefore the
patient can be dispensed clozapine.

A. True
B. 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. A 30-day supply

. A 90-day supply
. 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

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 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?

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

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:
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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/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 Enrolliment 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:
1. lunderstand 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.

. I understand 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

. | 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.

. lunderstand 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:

Phone: Ext (opt):

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

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

‘Prescribers who prescribe cozapine only to patients receiving inpatient medical care and other related services for surgery, acute medical conditions or injuries (usually for a short-term iliness or condition) 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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CLOZAPINE REMS ANC Lab Reporting Form Phone: 844-267-8678
The Single Shared System for Clozapine Fax: 844-404-8876

No Blood, No Drug™ -
o Tees e T www.clozapinerems.com

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: D Prescriber D Prescriber Designee D Pharmacy
Patient Information (All Fields Required Unless Otherwise Indicated)

Name: REMS Patient ID (optional):

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

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)

D Active* D Interrupted D 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.

D Weekly D Every 2 weeks D 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.

D Benefits of continuing clozapine treatment outweigh the risk of neutropenia
[] until next ANC Lab

D Until (MM/DD/YYY) (not to exceed 6 months)
D This is a patient with documented benign ethnic neutropenia (no expiration)

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

I:l This is a hospice patient

Prescriber Name: NPl or DEA#:

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

The Single Shared System for Clozapine

No blood, Ne Drug'™ Education Program

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

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

Prescriber Designee Responsibilities

To be a designee for a certified prescriber in the Clozapine REMS Program, you must understand that you are acting on behalf of the certified
prescriber, and that you understand:

» Clozapine is only available through the Clozapine REMS Program and | 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 REMS Program may contact
me to gather information or resolve discrepancies or to provide other information related to the Clozapine REMS Program

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

'Patients treated on an outpatient or chronic basis, includes 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.
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CLOZAPINE REMS Prescriber Designee Phone: 844-267-8678
“The Single Shared System for Clozapine Fax: 844-404-8876

The Single Shared System for Clozapine

o Bload, No Brog™ Enrollment Form www.clozapinerems.com

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:

1. Clozapine is only available through the Clozapine REMS Program and that | must comply with the program requirements.
2. There is a risk of severe neutropenia associated with clozapine which can lead to serious infection and death.
3. 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 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.
. 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 phamacies 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): D Email I:l 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 Knowledge Assessment for Phone: 844-267-8678

The Single Shared System for&lozapine - . Fax: 844'404'88 76
ADLEE NI Prescriber DeS|gnees www.clozapinerems.com

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

Question 1

I have reviewed the requirements of the Clozapine REMS Program.

A. Yes
B. No

Please fax this Clozapine REMS Knowledge Assessment for Prescriber Designees to the Clozapine REMS
Program at 844-404-8876. Print your full name and NPI below so we can correctly associate your progress
with your program record.

Name: NPI: Fax:

02/2019
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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 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 buming while urinating

* Unusual vaginal discharge or itching

* Abdominal pain

» Sores or pain in or around your rectal area

* Feel extremely weak or tired

02/2019 Page 1
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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 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.

02/2019
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A Guide for Patients and Caregivers:
What You Need to Know about Clozapine and Neutropenia

CLOZAPINE REMS

No Blood, No Drug™

What are blood testing requirements for clozapine?

Get your
Blood
Tested

Monitoring
Results

Stay on
Clozapine

No Blood

No Drug

The Single Shared System 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

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

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

Remember: You must get your blood tested before you can receive clozapine from your
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/medwaltch, or call 800-FDA-1088.
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CLOZAPINE REMS Patient Enrollment Form Phone: 844-267-8678
The Single ShoBrled jy:‘terg for&lmapine Fax: 844'404'88 76
© oot e T www.clozapinerems.com

Instructions for Prescribers

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

For enroliment 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. Enroliment 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:

» 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 Enroliment, Required for Dispense)

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

Prescriber Information (All Fields Required)

Name:

NPI 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):

*Enroliment 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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CLOZAPINE REMS Inpatient Pharmacy Phone: 844-267-8678
Fax: 844-404-8876
www.clozapinerems.com

The Single Shared System for Clozapine

No Blood, No Drug™ EnrO"ment FOI"m

Instructions

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 phamacies, 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:
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 Inpatient 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.

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:

. Pharmacies must certify in the Clozapine REMS Program to order and dispense clozapine

. The risk of severe neutropenia associated with clozapine and the importance of absolute neutrophil count (ANC) monitoring

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

. Clozapine manufacturers, their agents and contractors may contact me to obtain names of our pharmacists to survey on the
effectiveness of the 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
. 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)
. 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
. 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
Fax: 844-404-8876

The Single Shared System for Clozapine

o Bload, No Breg™ Enroliment 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

. I 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:

Inpatient Pharmacy ldentifiers (At Least One Required)

NCPDP: NPI:

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

Credentials: || RPh [[IPharmD [ BcPs  []Other

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

Authorized Representative Signature:
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CLOZAPINE REMS Outpatient Pharmacy Phone: 844-267-8678
Fax: 844-404-8876
www.clozapinerems.com

The Single Shared System for Clozapine

No Blood, N Drug™ Enrollment Form

Instructions

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 Enroliment 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 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. My pharmacy will establish procedures and protocols that are subject to audit to help ensure compliance with the requirements of the
Clozapine REMS Program, including the following before dispensing clozapine:
a. All pharmacists and relevant staff involved in dispensing clozapine are trained and a record of the training is maintained
b. Verify the prescriber is certified and the 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 authorization for continuing 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
. 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 cettification 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
“The Single Shared System for Clozapine Fax: 844-404-8876

The Single Shared System for Clozapine

o Bload, No Brog™ Enroliment 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

[ vYes 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 NPl or DEA.

Outpatient Pharmacy Information (All Fields Required)

Pharmacy Name:

Address:

City:

Outpatient Pharmacy Identifiers (NCPDP and NPI Required)

NCPDP: NPI:

AUTHORIZED REPRESENTATIVE INFORMATION (All Fields Required)

First Name: Last Name:
Credentials: [[JrRPh []PhamD  [] BCPS  [_] Other
Phone: Fax: Email:

Contact Preference (please select one): D Email D 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

The Single Shared System for Clozapine

No Blood, No Drug™ Pharmacy Enrollment Form .., ciozapinerems.com

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

5. 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

| 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

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 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 Fax: 844'404'88 76

o Bload, No Breg™ Enroliment Form www.clozapinerems.com

Chain Headquarters Pharmacy Information (All Fields Required)

Name:
Chain ID:
Address:

City:

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 I:I 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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Pharmacy Staff Enrollment Attestation Language — Web Onl

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)"2 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.

TInpatient pharmacies do not need to obtain a PDA.

2Qutpatient pharmacies with a pharmacy management system that supports electronic communication with the Clozapine
REMS Program using established telecommunications standards do not obtain a PDA via the Clozapine REMS Program
Website.

By enrolling, you agree not to share your credentials for the Clozapine REMS Program Website or
allow others to sign in to the website using your credentials.

As part of your enroliment, 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.
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C ine REMS Pr gr m
Frequenty s ed Questi ns

General Section
1. What is a REMS?

AREMS rRis Ev u ti n nd Mitig ti n Str tegyis n FDA required ris man gement
nth tusesris minimi ti nstr tegies bey ndthe r fessi n beingt ensureth t
the benefits f rescri ti ndrugs utweigh theirris .

2. What is the Clozapine REMS Program?

The C ine REMS Pr gr mis nFDA-mand ted r gr mimpemented by the
menuf cturers fc ine. Itisintendedt he He thc re Pr viders (HCPs) ensure the k
s fety f tientst ingc ine. The C ine REMS Pr gr mis singe sh red
tient registry with requirements f r rescribers, h rmecists, tients, nd distribut rs,
ndre cesthemuti eindividu c ine tient registries.

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

Theg s ftheC ine REMS Pr gr m ret mitig tetheris fsevere neutr eni
ss ci ted withtheuse fc ine by:

e Educ ting rescribers nd h rmeacists b uttheris fsevere neutr eni nd
r ri te manit ring requirements

e Inf rming tients b uttheris fsevereneutr eni nd r ri te mait ring
requirements

e Ensuring c mpi nce with the monit ring frequency f r bs ute neutr hi ¢ unt (ANC)
ri rt dis ensingc ine

e Ensuring the rescriberd cuments ris -benefit ssessment when the tient's ANC k
f sbe wthe cce t ber nge s described inthe Prescribing Inf rmai n

e Est bishing ng-terms fety nds fe-use fc ine by enr ing tients wh
receive c ine in the registry

Dwn d rgr menr mentf rms here

4. Where can | obtain the Prescribing Information for clozapine?

F r current Prescribing Inf rmai nf rc ine, visit the Res urces ge nthe k
C ine REMS Pr gr m Website twww.c inerems.c m.
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5. What are the different roles of healthcare staff in the Clozapine REMS Program?

There are 4 different roles in the Clozapine REMS Program:

Prescriber
Prescriber Designee
Pharmacy Staff

e Pharmacy Authorized Representative

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

Role

Certify
or
Enroll?

Description

Prescriber

Certify

Prescriber Certification Process

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

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

Prescriber
Designee

Enroll

Pr

riber Desiganee Enrollment Pro

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

Become associated in the system with a certified
prescriber

Be approved by a certified prescriber
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Reference ID: 4376730




Role

Description

Authorized
Representative
(Non-chain
Pharmacy)

Authorized Representativ rtification Pro

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

Pass the Clozapine REMS Knowledge Assessment
for Healthcare Providers via the Clozapine REMS
Program Website, or by completing and faxing it to
the Clozapine REMS Program Contact Center
Renew certification of their pharmacy in the Clozapine
REMS Program every two years from initial
enroliment

Authorized
Representative
(Chain
Pharmacy)

Certify

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

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

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

Pharmacy Staff

Enroll

Pharmacy Staff Enrollment Process

Enroll online as pharmacy staff at
www.clozapinerems.com

Become associated in the system with a pharmacy
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Prescriber

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

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

Definition Responsibilities
Certification Process

A prescriber must certify in the Clozapine REMS
Program:

o Review the Prescribing Information for clozapine

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

o Complete the Clozapine REMS Prescriber
Enrollment Form

o Pass the Clozapine REMS Knowledge
Assessment for Healthcare Providers

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

Responsibilities

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

o Enroll every new patient in the Clozapine REMS
Program

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

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

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

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

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

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

date
"Assumes the lab draw date is day 0

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

Responsibilities

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

o The beneéfits of clozapine therapy outweigh the
risks

o The patient has documented benign ethnic
neutropenia (BEN)

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

Prescriber Designee

Definiti

R ibilit

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

Enrollment Process

e Complete the Clozapine REMS Prescriber Designee
Enrollment Form online at www.clozapinerems.com or by
faxing it to the Clozapine REMS Program Contact Center at
844-404-8876
Become associated in the system with a certified prescriber

e Be approved by the associated prescriber

Responsibilities

e A prescriber designee can:

Enroll general population patients
Counsel patients

Check ANCs

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

O O O 0O

e A prescriber designee cannot:

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

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

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

e Completing the Clozapine REMS Outpatient
Pharmacy Enrollment Form

If your pharmacy has more
than one pharmacy

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

and implement processes
for all the pharmacies in

your organization, the o
authorized representative

the dispensing of clozapine on the Clozapine
REMS Program requirements

Putting processes and procedures in place to
verify:

may be a:

e Director of Pharmacy
Services, or

e Corporate Executive
over-seeing Pharmacy
Service

The authorized
representative represents
the pharmacy and is
responsible for ensuring
the processes and
procedures within the
pharmacy are in place to

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

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

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

= For monthly monitoring frequency, the

submitted ANC result must have been drawn*
within 31 days prior to the PDA transaction

date
*Assumes the lab draw date is day 0

comply with the Clozapine
REMS Program
requirements

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

Responsibilities

o Renewing certification of their pharmacy in the
Clozapine REMS Program every two years from
initial enroliment

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

in the Clozapine REMS Program

Authorized Representative for Inpatient Pharmacy

Definition

Responsibilities

For inpatient pharmacies
with a single location, the
authorized representative
may be a:

e Pharmacy Manager, or
e Staff Pharmacist

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

e Director of Pharmacy
Services, or

e Corporate Executive
overseeing Pharmacy
Service

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

Certification Process
e An authorized representative for a pharmacy must certify
in the Clozapine REMS Program by:
o Reviewing the Prescribing Information for
clozapine
o Certifying their pharmacy in the Clozapine REMS
Program by:

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

e Completing the Clozapine REMS Inpatient
Pharmacy Enrollment Form

e Passing the Clozapine REMS Knowledge
Assessment for Healthcare Providers

o Ensuring training for all relevant staff involved in
the dispensing of clozapine on the Clozapine
REMS Program requirements
o Putting processes and procedures in place to
verify the patient is enrolled in the Clozapine
REMS Program prior to dispensing clozapine
o Renewing certification of their pharmacy in the
Clozapine REMS Program every two years from
initial enroliment
Responsibilities
e Coordinate the activities required in the Clozapine REMS
Program
e Establish and implement processes and procedures to
ensure compliance with the safe-use conditions required in
the Clozapine REMS Program
e Verify every patient receiving clozapine is enrolled in the
Clozapine REMS Program prior to dispensing
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Definition Responsibilities

REMS Program e Before dispensing clozapine, inpatient pharmacies can:

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

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

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

Pharmacy Staff
Definition Responsibilities

Enroliment Process
e Enroll online as pharmacy staff

Any pharmacist or
pharmacy employee may

assume the role of e Associate with a pharmacy

pharmacy staff member —

associated with a Responsibilitie:

pharmacy to conduct basic e Outpatient pharmacy staff must:

program functions o Verify a prescriber is certified in the Clozapine

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

e |npatient pharmacy staff must:

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

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

o Dispense clozapine to patients only after verifying
safe-use conditions have been met
o May submit an ANC for a patient
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6 e Ithc re Provider fulfill multiple rolesi the loz pi e R MS Progr m?

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

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

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

7 owdoes e Ithc re Provider certifyi moreth o erolei the loz pi e R MS
Progr m(ie, s ph rmacyst ff d prescriber desig ee)? thes meem il E
ddress be used for multiple rolesi the loz pi e R MS Progr m?

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

8 Why re white blood cell (WB )cou ts olo ger bei g collected?

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

9 owfreque tly should p tie t's AN e mo itofed?

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

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

e Home Page > Resources - Program MatErials - Prescriber Tab - ANC Monitoring
Table

10 Whe should | submit p tie t's AN othe lozt pi e R MS Progr m?

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

02/2019 E -9-
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1.

12.

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

Monitoring ANC BI

Draw Dat
Frequency
Weekly ANC must be submitted within 7 days of the lab draw* date

Every two weeks ANC must be submitted within 15 days of the lab draw* date

Monthly ANC must be submitted within 31 days of the lab draw* date

*Assumes the lab draw date is day 0

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

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

How do | contact the Clozapine REMS Program?

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

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

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

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

To report a product complaint, or if you require medical information, you may also call the
Clozapine REMS Program Contact Center at 844-267-8678.
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1 tist e new certific tion de dline for prescribers nd outp tientp rmacies?

T e decision to extend t e deadlines was made in consultation wit t e FDA to minimize
treatment disruption for patients w ile allowing more time for p armacies and prescribers to
complete certification. Please refer to t e categories below for specific dates.

P rmacies

All p armacies are required to become certified in t e Clozapine REMS Program by
February 28, 2019.

Outp tient Prescribers

All prescribers w o prescribe clozapine only to patients treated on an outpatient or ¢ ronic
basis including, but not limited to, retail drug-stores, ambulatory care p armacies, and

p armacies dispensing to long-term care, re abilitation facilities and prison systems must
be certified int e Clozapine REMS Program by February 28, 2019.

Inp tient Prescribers

In February 2019, prescribers w o prescribe clozapine only to patients receiving inpatient
medical care and ot er related services for surgery, acute medical conditions or injuries
(usually for a s ort-term iliness or condition) will not be required to become certified int e
Clozapine REMS Program. However, in order to initiate clozapine t erapy in an inpatient
setting, a certified prescriber must enroll t e patient int e Clozapine REMS Program before
t e first dose can be dispensed.

For more information on t is program ¢ ange for prescribers w o prescribe clozapine in an
inpatient setting, please visitt e Clozapine REMS Program Website at
www.clozapinerems.com or call t e Clozapine REMS Program Contact Center at
844-267-8678.

14 How is monitoring frequency determined int e Cloz pine REMS Progr m?

Monitoring frequency is calculated by t e Clozapine REMS Program automatically, based
ont e patient’s istory of consistently acceptable ANC values submitted to t e program.
T e guidelines for determining monitoring frequency are described int e Prescribing
Information.

If a patient’s monitoring frequency is incorrect, t e prescriber can modify a patient’s
monitoring frequency by attesting int e patient’s profile via t e Clozapine REMS Program
Website. Prescribers and prescriber designees can also modify a patient’s monitoring
frequency by calling t e Clozapine REMS Program Contact Center at 844-267-8678 or by
faxing t e update viat e Clozapine REMS ANC Lab Reporting Form to t e Clozapine
REMS Program Contact Center for processing.

Note: A p armacy cannot update a patient’s monitoring frequency. P armacies s ould work
wit t e patient’s prescriber to update a patient’'s monitoring frequency.
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T Monitoring Tabl canb foundont lozapin REM Program Websit :

e HomePag - R sourc s 2> Program Mat rials - Pr scrib r Tab >
Monitoring Tabl

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

T lozapin REM Programmad v ry ffortto consolidat data for pati nts wit
laboratory data in multipl individual manufactur rr gistri stocr at compl t pati nt

r cords. Pati nts wit compl t profil informationint individual manufactur rr gistri s
w r migrat dtot lozapin REM Program succ ssfully, but may av ad diff r nt
monitoring fr qu nci s across multipl individual manufactur rr gistri s and/or ad a
significantgapin  C dataw n pati nt data was consolidat d fromt multipl individual
manufactur rr gistri s.

In accordanc wit t approv d clozapin Pr scribing Information, ift pati nt ad
consist nt s submitt dov rt pr vious 12-mont p riod,t pati nt was migrat d
wit a mont ly monitoring fr qu ncy.

If a pati nt's sw r inconsist ntly submitt dtot r gistri sint pr vious 12-mont
p riod and/ort r was atimeframelong rt an 56 daysb tw n blood draw dat s, t
pati nt was migrat d wit aw kly monitoring fr qu ncy.

T guid lin soutlin d abov for assigning a n w monitoring fr qu ncy ar consist nt wit
t clozapin Pr scribing Information.

Ifapr scrib rn dstoc ang apati nt's monitoring fr qu ncy,t pr scrib rcan do so
ont pr scrib rdas boardont lozapin REM Program Websit . T  pr scrib rora
pr scrib rd sign may also updat a pati nt's monitoring fr qu ncy by calling t

lozapin REM SProgram ontact nt rat 844-267-8678.

16. 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?

T lozapin REM Programmad v ry ffortto consolidat data for pati nts wit
laboratory data in multipl individual manufactur rr gistri stocr at compl t pati nt
r cords. In someinstanc s, data was incompl t , cr ating gaps in istori s. T s

gapsr sult dinsomepati ntsw ow r pr viously on a mont ly monitoring fr qu ncy in
an individual manufactur rr gistrytor v rttoaw kly monitoring fr qu ncy in t
lozapin REM Program.

Ifapr scrib rn dstoc ang apati nt's monitoring fr qu ncy,t pr scrib r can do so
ont pr scrib rdas board ont lozapin REM Program Websit . T  pr scrib ror
t pr scrib rd sign can also updat a pati nt's monitoring fr qu ncy by callingt S
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pine REMS Pr gr m nt ct enter t844-267-8678 rbyf xingthe upd tevi the ,
Clozapine REMS ANC Lab Reporting Form t the pine REMS Pr gr m nt ct
enter f r pr cessing.
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17.How anap ib b ome tifi dinth ingl ha d lozapin REMS
og am?

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

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

To complete certification on the Clozapine REMS Program Website:

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

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

Prescribers who have completed the Clozapine REMS Program certification requirements
will receive notification that they are certified in the program.

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

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

18. Wh ndoln dto ompl t tifi ation?

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

02/2019 C -14 -

Reference ID: 4376730 C


mailto:39+4B,;�3�.,+5/:)�/(�52,�<634*/(,�=>?@�A+3B+48�4-�-33(�4-�*3-/06,C
mailto:g����ih�gihgC�m3+�4�:4f,;.3*)�3:�52,�.,+5:/.45/3(�:3+8-D�.46�52,�<6374*/(,�=>?@�
mailto:111C.6374*/,+,8-C.38�3+.4652,<6374*(,�=>?@�A+3B+8�<3(54.5�<,(5,+�45�
mailto:vjA1l3+9/,6�+�.-/m5m<+(32,.++B6�,8*.+35�2�,078�5<2,/4,e6,6,�*+35A2�-5/7w�+4(1x,�5.*n-y2�.5,=/.z3(3,:+{+>�5,8,.+|205:4�?@z=:,.}5/e/.+4>3A��,45</A4�53.�/,B�5+(32+,�(�58*4B3AD��:�<*5/+(9+.453�6-62358CB2,5,75/+,�,34)5D�2;(��*<8C49,��/5*+(-6�23o4,@7B�.4�5=5<,2,4*>D,++6/�535(1�?@�o:7A,s2,4�+/,=;*.�AB�2->//(.+�(?@,13�+�5Bt2/0=+6,�>A,�+18�?3*?@�f+<u+3*p3,B�640B�+A5/9+4(4;:+8�F,�538C.13:B4(2+�5�44/535358�./(03�/0-p-(�/0D5,�B,9*f+/k5*+(5,:3,�/..-(.,4.C5�,++5q/53;0:3(�
mailto:E9/+,8,(5-CA+,-.+0,+-�84).,+5/:)�36/(,�52+39B�52,<637*/(,�=>?@�A+3B+48

the in mati n nthischange p escibe swh p escibe cl zapinein an
inpatient setting, please visit the Cl zapine EMS P g am Website at
www.cl zapine ems.c m call the Cl zapine EMS P g am C ntact Cente at
844-267-8678.

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

D ing the February 2019 Cl zapine EMS P g am Modiicati n, p esc ibe s wh

p esc ibe cl zapine nlyt patients eceiving inpatient medical ca e and the elated
sevices s gey,ac temedicalc nditi ns inj ies( s ally ash tte millness
c nditi n)willn tbe eq iedt bec me ce tiiedinthe Cl zapine EMSP g am.

Patients in this settinga e eq iedt been lledinthe CIRzapine EMSP gamin de
t eceive cl zapine. | a patient in this settingis n ten lled, they muwstbe en lled by a
ce tiied p esc ibe be e theywillbe all wedt eceive cl zapine. R

the in mati n npescibe swh pescibecl zapine in an inpatient setting,
please call the Cl zapine EMS P g am C ntact Cente at 844-267-8678.

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

Yes; h weve , the c ve ing p esc ibe must be ce tiied in the Cl zapine EMSP g am
and it may be bene icial the new p esc ibe t ass ciate themselves with th se patients
inthep gam callthe Cl zapine EMS P g am C ntact Cente at 844-267-8678 t
have the patient assignedt that c ve ing p esc ibe .

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

Yes; thec veingp escibe canwiteapescipti n an the p escibe’s patientas| ng R
as the ¢ ve ing p esc ibe is ce tiied in the Cl zapine EMS P g am. When the eligibility

the patientt eceive cl zapine is checked, itd esn tI k  an established
elati nship between the p esc ibe and patient.

22. Can a nurse practitioner, physician assistant, resident, or intern certifyasa R
prescriber in the Clozapine REMS Program?

Yes; any medical p  essi nal with p esc ibing p ivileges can bec me ce tiied in the
Cl zapine EMSP gam.

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

Yes; the Cl zapine EMS P gamall wsacetiiedp escibe t identiyap esc ibe
designeet pe ms med ties ncti ns nbehal thepescibe.Thepescibe’s R
designee(s) willneedt en llinthe Cl zapine EMSP g am and bec me ce tiied
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th ycanp manydutis unctins thiassciatdp sci (s)A

p sci mayhav mo than n p sci d sign
An tiicatin il s ntt th p sci h nth d sign n ls.B ad sign
canact n hal ap sci ,th p sci illn dt app v th p s nacting nw

his h hal . Onc th d sign has napp vd yth ¢ tiidp sci ,thyw
il al t ngag inpati ntmanag mentth ughth CI zapin REMSP g am
We sit .

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

Ap sci can tainalist pa ticipating pha maci s ycallingth Cl zapin REMS
P gamC ntactC nt at 844-267-8678. w

| ap sci kn sth phamacy’s DEA, NPIl, NCPDPnumb ,th p sci can
als ¢ nimthataphamacyisc tii d yusingth atu “C tiicati nL kup” nth
R s uc sta th Cl zapin REMSP gam We sit at .cl zapin ms.c m.

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

Th Pati ntID can und nth P sci Dash ad nth pati ntta . Th Pati ntIDw
isals kn nasth Pati ntEn limentID.

N t:Th Pati ntiDisan pti nal i Id nth Clozapine REMS ANC Lab Reporting Form.
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26. Whata tion anap ib d ign p fominth Cozapin REMS og am?|
A prescriber designee can perform the following actions on behalf of the prescriber:

e Enroll general population patients

o Counsel patients

e Submit ANCs on the prescriber's behalf

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

A prescriber designee _annot p _fo m the following actions on behalf of a prescriber: |

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

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

Download program enrollment forms here

02/2019 1 -17 -

Reference ID: 4376730 |


mailto:B>-.-7**2910(**2+6-540-*11*61*8--6+46)�+-1�20�1�3/)�*(D�2=6*-*�1�,6C�'@67>7*34-+6849)C-102,6-41+1.*7283432
mailto:���'��()�*�;��+�,)<>?-�.�1=4�*�).=�45-1/8+*06*+��*'8-�0(�1@�12*>�*)-2*+*�81,(2141(67=(*8�*2�)63-)4*)1+5�,()26-7.6�-*�**)�13A4+6+8.4*9�7-1208�3�2�,6-4��1+��41�.*�7!2�83�4��367"*#($%)*+,)-.�*�):�

n Man g men

27.Dop nsn d ob nroldnh Clozpn EMS rogr mnordr orc v
cloz pn ?

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

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

28.How r p ns nrolld no h Clozpn EMS rogr m?

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

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

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

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

Download program enrollment forms here.

29.Cn H lhcr rovdrnocrf dnh Clozpn EMS rogr msubmi n
ANC?

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

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

For organizations with high laboratory volumes, a simple automated interface can be
implemented to electronically send ANC data for entry into the Clozapine REMS Program.
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P th Coz pin REMS Progr mCont tC nt r t844-26 -86 8 for mor
inform aion on thi pro

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

Th Coz pin REMS Progr mu n utoma d y t mth twi notifyth p ti nt
oitdpr ribrif ptint xprin mid,mod rt ,or v r n utrop ni

d fin dinth pprov d oz pin Pr ribing Inform dion for bothp ti nt inth g nr

popu tion ndforp ti nt withdo ument db nign thni n utrop ni .

Sub t nti drop r notd fin dinth oz pin Pr ribing Information, o f ty noti
wi notb ntifth ptint xp ri n uh drop.Anoti wi b ntifth ANC
met ritri formid,modrt,or vr nutropni. 7

31. What is a Treatment Status?

Ap ti nt Treatment Statusd rib ptint ttu inth oz pin tr tment
pro

Th r r fourTr tmentSt tu inth Coz pin REMS Progr m:

o Pre-Treatment. n wp ti ntwithnob in ANC submitt dwhoh not trt d
0z pin
e Active:r iving oz pin tr gu rint rv on i t ntwith th ir monitoring
frquny
o Interrupted: oz pin u g h topp dt mpor riyp ndingn xt tion b for
r umingth r pyorb ingp rman ntydi ontinu d
e Discontinued: oz pin u g h topp d

Tr tmentSt tu i utomai yupd tdb donth ANCv u nt r dinto th
ytm.

e Forg nr popu tionp ti nt:

o An ANC between 500 and 999/yL (mod r t n utrop ni )wi u Tr tment 7
St tu toupd t to Interrupted

o AnANCDb ow500/uyL( v r nutrop ni )wi u Tr tmentSt tu to
upd t to Discontinued

e Forp ti nt withdo ument d b nign thni n utrop ni (BEN):

o AnANCb ow500/uL( v r nutrop ni )wi u Tr tmentSt tu to
upd t to Interrupted
ATr tmentSt tu of Interrupted or Discontinued wi pr v nt PDA from b ing provid d
nd oudr wutin diruptionof ptint' oz pin thrpy. If pr ribrd t rmin
th tth b n fit of ontinuing oz pin outw ighth rik wh n ptint Tr tment
Sttu w h ng dto Interrupted, th pr rib r n provid Treatment Rationale into
th ytm nd hng th ptint Tr tmentSt tu b ktoActiveth r by owing 7
oz pin tob dipn d.
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[ en’'sTre men S usw sch nged o Dis ontinued bec useo lowANC VvV lue,
he Tre men S uswll uomac llyreurn oA tive only when new/curren | b s
submi edw h he en’sANC v luew hn cce bler nge.

32. What is a Treatment Rationale?

A Treatment Rationale s requred rom  rescrber when he or she de ermhes h
en should con nuecloz ne re men des e low ANC.

To uhorze hecon nu ono cloz ne her y or ny enwh Tre men S us
o Interrupted or Dis ontinued bec use o low ANCindc ng severe neuro en ,the
pres_riber must take a tionby rovdng Treatment Rationale ou d e he en’s
Tre men S usb ck 0A tive o llow PDAreques o be roved.

The Cloz ne REMS Progr mwll ler he rescrberv heCloz ne REMS Progr m
Webs e d shbo rd submi ed ANC is below he recommended hresholds or en.
Cloz newllno beds ensed o he en unless he rescrber hen rovdes
Treatment Rationale o u horze con nued re men. There re wo Treatment Rationale
o ons n heCloz neREMS Progr m:

1. “Bene souweghrsks” > In he rescrbersclinc |judgmen; he bene so
con nungcloz ne re men ouwegh hersko neuro en

2. “P en w hdocumened BEN” > The ANCisw hn r ngewhere re men c n
con nue or en w hbengnehncneuro en (BEN)

Inormaon rovded n he Cloz ne REMS Progr m sno subs ue or
ror edocumen on n he en’'smedc lrecordreg rdng he rescrbers
decson ocon nue, nerru ,ordscon nuecloz ne re men.

33. How can | provide a Treatment Rationale?

Provdng Treatment Rationale con rms h hebene so con nungcloz ne
re men ouwegh hersks o develo ng severe neuro en when he rescrber
wshes ocon nuecloz ne re men n en whose ANC v lue slow. The
Treatment Rationale re urns he en’'sTre men S us n heCloz neREMS
Progr m o A tive nd llows he Cloz ne REMS Progr m o rovde PDA whch
ermis he h rmacy ods ensecloz ne.

Prescrbers may con rm re men con nu onw h Treatment Rationale n he
Cloz ne REMS Progr m by:

1. F xng sgned Clozapine REMS ANC Lab Reporting Form o 844-404-8876
con nng compe ed Treatment Rationale sec on, or

2. Accessng he Cloz ne REMS Progr mWebs e o rovde Treatment
Rationale onlne. To do so, erorm he ollowngse s:

. Loginto he Cloz ne REMS Progr mWebs e www.cloz nerems.com.
b. Access hed shbo rd.
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c t ‘Chang Treatment Rationale from the drop-down menuand i k
the GO button

d Ent rth abinformation on the ‘Lab Information’ screenand i kN xt The ’
user will be redirected back to the Dashboard after this step is complete

34. What happ n dto pati nts pr vious y on th Nationa Non-R ha ng Mast rFi
(NNRMF)?

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

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

35. How ar pati nt ANCs submitt d toth C ozapin REMSProgram?
Patient ANCs can be submitted to the Clozapine REMS Program in a variety of ways:

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

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

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

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

Download Clozapine REMS ANC Lab Reporting Form

36. Do sth C ozapin REMSProgramn dtob advis dwh napati ntis admitt d to
or dis harg dfromana ut or ong-t rmh ath ar s tting?

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

If a prescriber wishes to remove a patient from their list, they can deactivate the patient via
their dashboard
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3 n discontinuing tr atment,do st pati nt's ANCn dto monitor dfor4 b
we ks?

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

38 Ifapati ntis ligi | tor duc t irmonitoringfr qu ncydo st Clozapin REMS
Programn dto notifi d?

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

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

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

39 Ift pati ntorcar giv rwill not provid t r quir dinformationn d dto
compl t Pati nt Enroliment (i , Name, Dat of Birt )cant ystillr ¢ iv
clozapin ?

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

40 How do s a pati ntin aninpati nts tting come nroll dif pr scri rsint is
s ttingar notr quir dto c rtifi dint Clozapin REMS Program?

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

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

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

Pharmacy Type Definition

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

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

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

Chain Pharmacy

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

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

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

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

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

Outpatient Pharmacy
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42.

Pharmacy Type Definition

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

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

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

Inpatient Pharmacy

What is a Predispense Authorization (PDA)?

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

The PDA currently evaluates that the:

Prescriber is certified; and,

Pharmacy is certified; and,

Patient is enrolled; and,

Patient has an ANC on file; and,

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

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

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

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

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

Click here to access the Clozapine REMS PDA Fact Sheet.
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at is an Eligibility Check?

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

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

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

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

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

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

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

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

How is an Eligibility Check different from a Predispense Authorization?

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

5 at is a “Dispense Rationale”?

he Clozapine REMS Program provides certified outpatient pharmacies with an opportunity T
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.

he Clozapine REMS Program will alert the pharmacy if the prescriber is not certified in the T
Clozapine REMS Program when a PDA is requested. A PDA will not be provided for a
clozapine dispense unless the pharmacy provides a Dispense Rationale to authorize a
dispense.
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46.

e f apatie tt be eligiblef a Dispense Rati nale, that patie t must: o

e Bee lle i theCl zapi e REMSP gam;a |,

e Have a acceptable ANC value file;
Have a Treatment Rati nale file ifthe ANC o fileis| wi icati gmo e ate
seve e eut pe ia.

The Dispense Rati naleisvali f 72h us(3cale a ays).

The Dispense Rati nale will be limite t o moetha th ee (3) Dispense Rati nales f
a i ivi ual patie twithi a Ili gsix(6)mo thpei f time.

Pha macies must fill a ispe se moetha theamau t fcl zapi e ecessayt teat
the patie tu til the extbl aw/ANC o as iecte bythe p escibe .

How can | provide a Dispense Rationale?

Ce tifie auth ize epese tatvesa e lle pha macy stafff ce tifie pha macies
ca p Vi ea Dispense Rati nale th ugh the Cl zapi e REMS P g am Website. The

p cessvaiesslightlyf p vii gaDispense Rati nale epe i g whethe y u

pha macy equests a Predispense Auth rizati n (PDA) by usi g the Cl zapi e REMS

P g am Website (see Secti A.bel w) byusi gthe pha macy etw ksystem,ie., o
“switch” (see Secti  B. bel w). Alte atively, a Dispense Rati nale maybe p vi e via
calli gthe Cl zapi e REMSP gam C tactCe te at844-267-8678.

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

1. Logintothe Cl zapi e REMS P g am Webaite.
N te:Y umustbee lle asapha macystaff ce tifie asa auth ize
ep ese tative f the pha macy.

2. Accessthe ashb a

3. Select ‘Predispense Authorization’f mthe p- w me ua click the Go
butt

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

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

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

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

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

e e e e et
The Single Shored System for Clozapine
No Bloed, Mo Drug™ Home Prescriber  Pharmacy Patient  Resources  Support

Dispense Rationale Result

" The below patient is eligible to receive clozapine.

Current Manitoring Freguency. Weekly

Current Previous

Blood Draw date D4/2v2017 Mone

AMC Level {per pL) o 1500 Mone
Mame Summer H i Prescriber not certified. Prescriber can certify at
Hots www clozapinerems com or call 844-267-8678

& Current ANC is not on file.
Authorization Mumber
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 | Terma of Use | Site Map | Fals| Comtactus

B rmacy using t e rmacy network system (i e , “switc ” to request
PD s ould:

1. Log in to the Clozapine REMS Program Website.
Note: You must be enrolled as a pharmacy staff or certified as an authorized
representative for the switch pharmacy. )
ccess the dashboard.
3. Select ‘Dispense Rationale’ from the drop-down menu and click the Go
button. (see screenshot below)

N
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" Alerts | Notifications | Pharmacies | Pharmacy Staff |

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

see your pharmacy listed, please use Add Pharmacy button to add the pharmacy 1o the list

Ph Name Add Pharmacy Type Certification ID Certification Status *  Actions
4343 n scoftsdale rd,
aks shay ku BURKEVILLE, Vinginia Inpatient FAC5413173502  Certmed -- Please Select - v
23022
4343 n scottsdale rd,
TestPhama PHOENIX, Arizona Inpatient FAC5413316247  Cented -- Please Select - b4
25054
4343 n scoftsdale rd,
Ikgainc PHOENIX, Arzona Qutpatent FACE5413637605  Certied -- Please Salect - .
25054
4343 nortn scottsdale.
JC Penny PHOENIX, Arzona Qutoatent FACE413634942  Certed -- Please Select - v
35054 Please Select
Remove Pharmacy
View/Update Pharmacy Profils
4343 n scottsdale rd, Add Lab
© TataPnama LANSING, Michigan Qutatent FAC5414118715  Incomglete Predispense Authonzatio
48915 Dispense Ratienale
Racertify Pharmacy
4343 N scottsdale rd,
‘© shama Pharma LANSING, Michigan Qutoatent FAC5414119840  Incomplete -- Please Salect - v
48912

Address, SCOTTSDALE,
Arizona 85250

Inpatient FAC5414782350  Incomplete - Please Select — 4

Showing 1t 7 of 7 entries =« 1> 10V

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

My Dushbourd

Dispense Rationale

To request @ Disoenss Rafonse [on your patient please carpele e ifoomation beiow and Submit 11 vou Dave &b infeanation i your palient, you
can enter & hare. All eids listed below ane required unless othenwise Indiated.

Patient Information
A’ sl Nasne |

: Last Name ‘

| Date of Birth |

| Zip Coge

o | . Ha patiant's 7p cade < unknoan ankar ha
pharmacy's 2p code mslead.

Add Patient Lab (optional)

ANC value per microftrs {opt)

| Bk‘ud Draw Date (op)

Dispensation information

| Date of Service | ‘
- Ianufaciser - ¥
- NUCE Number —

;Da_s's Supply ‘

| Guantity ‘

AL least ane dentifier is required

]
| Prestriber DEA

| Presc nber NPt

. |

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

5. The "Dispense Rationale Result" screen will appear with a reject message
similar to the switch reject message.
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6. Click on the ‘Provide a Dispense Rationale for this patient’ check box at the

bottom of the ‘Dispense Rationale Result’ screen and click the Submit button
(see screenshot below).

Summer Hogan My Dashboard

CLOZAPINE REMS

The Single Shared System for Clozapine
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 X Prescriber not certified. Prescriber can certify at
008 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.
-
" o b 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

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

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

Dispense Rationale Result

" The below patient Is eligible to receive clozapine.

Current Menitoring Frequeney: Weekly

Current [ Previous
Blood Draw date 04/2002017 Mone
ANC Level {per pl) o 1500 MNone
Name Summer H & Prescriber not certified. Prescriber can certify at
. www. clozapinerems, com or call 844-267-8678

& Curment ANC is not on file.
Authorization Number
A Dispense 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-B678.

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

roc ss th claim transaction throu h the harmacy sw tch syste
Note: | as waita roximat | 2 minut s before on back tothe swtch to
re rocess the cla transacton

If you ex erience any issues, lease call the Cloza ine REMS Program Contact Center at
44-267- 67

47. How do s a harmacy c rtifyinth Cloza in EMS Program?

To certify in the Cloza ine REMS Program, the authorized re resentative of a harmacy
must:

o Com lete the Clozapine REMS Inpatient Pharmacy Enrollment Form or the Clozapine
REMS Outpatient Pharmacy Enrollment Form
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i w Clozapine and the Risk of eutropenia: A Guide for Healthcare Providers
Compl t th Clozapine REMS Knowledge Assessment for Healthcare Providers

Non-chain pharmaci s can also c rtify onlin through th Clozapin EMS Program

Websit at www.clozapin r ms.com, or by submitting th compl t d Clozapine REMS
Inpatient Pharmacy Enrollment Form or th  Clozapine REMS Outpatient Pharmacy
Enrollment Form iafaxtoth Clozapin EMS Program ContactC nt rat8 - 0 -8876. N

Chain pharmaci s should work with th ir account manag rs from th ir pharmacy N
manag ment syst m (i. ., “switch”) pro id rtob comec rtifi d.

For additional information, call th Clozapin = EMS Program Contact C nt r at
8 -267-8678.

48. How often must pharmacies recertify?

Pharmaci s ar r quir dtor c rtifyinth Clozapin EMS Program rytwo (2)y ars N
fromth dat ofth pharmacy’s original ¢ rtification to maintain ability to ord r and
disp ns clozapin .

49. How does a pharmacy recertify in the Clozapine REMS Program?

c rtification r quir sthatth authoriz dr pr s ntati ofth pharmacy has (r )c rtifi d
by r i wing ofth Clozapine and the Risk of eutropenia: A Guide for Healthcare
Providers, (r )att sting to th program r quir ments on th appropriat Clozapine REMS
Enrollment Form for th pharmacy typ , and succ ssful compl tion of th Clozapine REMS
Knowledge Assessment for Healthcare Providers. Pharmacy r c rtification may th nb
compl t daft rth authoriz dr pr s ntati is (r )c rtifi d. ¢ rtification tasks may b
compl t donth Clozapin EMS Program Websit at www.clozapin r ms.com; or, by
downloading and compl ting th appropriat typ of Clozapine REMS Pharmacy
Enrollment Form (Inpatient, Outpatient, or Chain Headquarters) and th Clozapine REMS
Knowledge Assessment for Healthcare Providers, and faxing th compl t d/sign d forms
to8 -0 -8876. N

Not : Chain H adquart rs Pharmaci s may r c rtify only by compl ting and faxing th
Clozapine REMS Chain Headquarters Pharmacy Enrollment Form and Clozapine REMS
Knowledge Assessment for Healthcare Providers to th Clozapin  EMS Program Contact N
Cntrat8 - 0 -8876.

Additional assistanc for qu stions or probl m r solution may b obtain d by calling th
Clozapin EMS ContactC nt rat8 -267-8678.

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

Pharmaci s that do notr c rtify rytwoy ars fromth dat of th ir original
c rtification inth Clozapin EMS Program willb d acti at d and willb unabl to N
ord rordisp ns clozapin .

51. What happens if a pharmacy is deactivated?
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tiv t dph rmai swillb un bl toord rordisp ns loz pin . Pr viousl rtifi d
ph rmai swilb un bl toobt in Predispense Authorization fromth Cloz pin REMS
Progr muntilr  rtifi d.

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

If ourph rma h sb nd tivt dfromth Cloz pin REMS Progr mdu tof ilur to
rorif vr 2 rs,th ph rma uthoriz dr pr s nt tiv should imm di t |

r rtif onlin twww. loz pin r ms. om; or,downlo d nd ompl t th ppropri t

t p of Clozapine REMS Pharmacy Enrollment Form (Inpatient, Outpatient, or Chain
Headquarters) ndth Clozapine REMS Knowledge Assessment for Healthcare Providers,
ndf xth ompl t d/sign dforms to 844-404-8876.

Addition | ssist n  for qu stions or probl mr solutionma b obt in db  lling th
Cloz pin REMS Progr mCont tC nt r t844-267-8678. vy
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macy Aut o ized Rep esent tive

53 Wh tis n ut o ized ep esent tive?

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

54 Whos ould ct st e ut oized ep esent tiveint ep macy?

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

55 When does ce tific tion need to be completed?

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

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

For more information, visit the Clozapine REMS Program Website at
www.clozapinerems.com or call the Clozapine REMS Program Contact Center at
844-2 7-8 78.

56 Wh tist e diffe ence between ninp tientp macy nd noutp tientp m cy?

o A pharmacy that dispenses clozapine only to patients receiving inpatient medical care
and other related services for surgery, acute medical conditions or injuries (usually for a
short-term iliness or condition), the pharmacy will be classified as an “inpatient
pharmacy.”

¢ A pharmacy that dispenses clozapine only to patients treated on an outpatient or chronic .
basis including, but not limited to, retail drug-stores, ambulatory care pharmacies, and
pharmacies dispensing to long-term care, rehabilitation facilities and prison systems, the
pharmacy will be classified as an “outpatient pharmacy.”

If you feel your pharmacy is incorrectly classified or if your pharmacy dispenses to both
patient groups, please call the Clozapine REMS Program Contact Center for further
instructions at 844-2 7-8 78.

57 Wh tifl min p macyt tdispenses cloz pinefo bot inp tient nd outp tient
use?

The authorized representative will need to complete both the inpatient pharmacy enroliment
and outpatient pharmacy enrollment. The authorized representative can complete

enroliment through the Clozapine REMS Program Website or by completing the Clozapine
REMS Inpatient Pharmacy Enrollment Form and the Clozapine REMS Outpatient
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macy En ollment Fo m and faxingt emtot e Clozapine REMS Program at
844-404-88 6.

For additional questions, please call t e Clozapine REMS Program Contact Center at
844-26 -86 8.

58. What is “the switch”?

T eterm “t e switc ” refers to a tec nical solution t at allows p armacies to adjudicate
prescription information simultaneously t roug bot t e Clozapine REMS Program to
obtaint e PDA and t eir P armacy Management System (PMS) to obtain insurance claim
payments via electronic communication using establis ed telecommunications standards. h

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

Beginning on February 28, 2019, if a p armacy is not certified in t e Clozapine REMS
Program, a patient presenting a clozapine prescription att at p armacy location will not
receive clozapine regardless if t e patient meets ot er program element requirements as
defined by t e Clozapine REMS Program (patient is enrolled and as ANC on file wit
acceptable values per t e Prescribing Information).

P armacies must become certified in t e Clozapine REMS Program by February 28, 2019 h
in order to obtain clozapine from a w olesaler.

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

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

Accesst e p armacy certification procedure ere

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

Please ensure you ave completed t e steps listed ont e certification page. If you are still
experiencing issues, please call t e Clozapine REMS Program Contact Center at 844-26 -
86 8 for assistance.

62. Will patients still need to have blood draws?

Yes; blood draws for ANC monitoring are required prior to dispensing. Monitoring frequency h
(i.e., weekly, every 2 weeks, or mont ly) is determined by t e patient's prescriber based on
criteriain t e clozapine Prescribing Information.
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an clozapine be dispensed to a patient without bloodwork

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

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

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

Prescribers who prescribe clozapine for outpatient use must be certified in the Clozapine
REMS Program by February 2 , 2019.

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

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

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

The pharmacist should enter the patient’'s ANC via the Clozapine REMS Program Website
or fax it to the Clozapine REMS Program Contact Center at 44-404- 76. Once the
information has been entered, the pharmacist may keep the form for his or her records, if
desired. The length of time these records are kept is based on the policies implemented by
each individual pharmacy or organization.

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

The Pharmacy should contact its wholesaler/distributor to inform them that the pharmacy
just certified in the Clozapine REMS Program. If the wholesaler needs to verify certification,
they can access the Certification Look-up on the Clozapine REMS Program Website or call
the Clozapine REMS Program Contact Center at 44-267- 67 to verify the pharmacy’s
certification in the program. ?
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atift e aut orized representative leaves t e p armacy

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

8 Ift e patient’s prescription is denied or t e Eligibility Check indicates “do not
dispense,” will t e Clozapine REMS Program system explaint e reason

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

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

Outpatient Pharmacy using the pharmacy management system:

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

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

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

Outpatient Pharmacy using web-based PDA:

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

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

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

Inpatient Pharmacy:
“*REMS* - Patient not enrolled. Call 844-267-8678 for addit®nal information and to enroll
patient.” ?
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sa r/Distribut r
69.D sadistribut r av t nr int C zapin EMSPr gram?

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

70.H wcanadistribut r nr int C zapin EMSPr gram?

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

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

71.H wcan nr ddistribut rs acc ssa ist fp armaci st at participat int
C zapin EMS Pr gram?

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

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

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

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

72.Ap armacy asr qu st dc zapin ,butt yar n ty tc rtifi dint C zapin
EMS Pr gram. Can my ¢ mpany sti distribut ¢ zapin t t m?

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

73.Ifap armacy asr qu st dc zapin butisn t igib t rciv ¢ zapin, w
d In tifyt m?

If a Pharmacy orders clozapine, but is not certified in the Clozapine REMS Program,
distributors should reject the order per their standard procedures. At that point, the
pharmacy can contact the Clozapine REMS Program and start the certification process. R
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i al Support
74. What if | d Ipusi gt lozapi REMS Program Websit ?
Call the Clozapine REMS Program Contact Center for assistance at 844-267-8678. C

75. What brows rtyp sa dv rsio sdo st lozapi REMS Program Websit
support?

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

76. How do st lozapi REMS Program Websit us ooki s?

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

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

77.What dol doifl a 'tvi wado ume to t lozapi REMS Program Websit ?

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

78. How do I r port a probl m wit t lozapi REMS Program Websit ?

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

79.Why do st lozapi REMS Program Websit us apt a?

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

80. How dol obtai aus r amea d password for t lozapi REMS Program
Websit ?

You can create a user account for the Clozapine REMS Program Website. You will be

asked to provide your contact information and create a username and password. Once the
information is submitted online, you will be sent an email with a link to use in order to verify C
your account.

02/2019 C -41-

Reference ID: 4376730 C


mailto:G.L>2,.R1+.*>.<*+,-.)+/0*123.456789/:9*;)/3,*<,).3,.9*,?����@A�?@A?B
mailto:�C�)����*�+��,�-�'.��)�(D�+/0*1�2�3E.�4�5�67�8F9/�:�9�*�;�)�/�3,*�<,�).3,�.�9!=�/�9�*>"2>#,*$�3<.%*�,�?������&�
�@A�?'@�A�?�B

at if | do not receive t e verification email after | created my account?

| you did not receive the email with the veri ication link, please check your junk mail older
or call the Clozapine REMS Program Contact Center at 844-267-8678.

2 at do | do if | forgot my password?

| you orgot your password, you can use the “Forgot Password?” option in the upper right-
hand corner o the page in the sign in section. Fill in the requested in ormation and submit it
online. A temporary password will be sent to your email address on ile.

3 at do | do if | forgot my username?

| you orgot your username, you can use the “Forgot Username?” option in the upper right-
hand corner o the page in the sign in section. Fill in the requested in ormation and submit it f
online. Your username will be sent to your email address on ile. f

4 at do | do if my user account is locked?

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

5 How do I ¢ ange my username and/or password?

To change your username and/or password select the drop-down arrow displayed next to
your name in the upper right corner and select “My Pro ile.” Select the appropriate tab and
enter the in ormation in the ields and submit the in ormation online. You will be sent either
your username or a temporary password.

6 How does a Healt care Provider create multiple accounts wit t e same email
address?

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

¢ Inthe Create an Account screen, you may enter the same email address in the My f
In ormation section or each account being set up. (see screenshot below)
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CLOZAPINE REMS S

The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home  Prescriber  Pharmacy  Patient  Resources  Support

Create Account
Please complele the form below and press Submit The information you provide for your Usemames miust be unigue within the Clozapine REMS
Program Website Once you have submittad this form you will receive a verification emai hal includes a ink Plegase use the jink fo complate the

actiation process for your new web account Af fiekds below are reguired

My Information

Sign in

Use Erall Aodress a8 Username  #] Suggest Usemams

I'm not a robot

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

Privacy | Tenms of U | WH“IFKIIIGMHIIUI

e Sig sec io ,do o use your email address as e user ame or selec e
¢ eck ox o use email address as user ame Please creaeau i ue user ame for

eac accou Yyoucreae

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

[ )
functionality.

o For example, if you have an account as a prescriber designee and an account
as a pharmacy staff, you would have to log out of one in order to access the
other.
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glelog for mult ple role ot avalable atth tme.

e Youwllre eve Clozap e REMS Program ommu ato toa gleemaladdre f c
the e tep are followed.

If you have a yque to , allthe Clozap e REMS Program Co ta t Ce ter at

844-267-8678fora ta e.

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

Youmay ha geyouru er ameby g g toyoura ou to the Clozap e REMS
ProgramWeb tea d ele t gthe Cha geU er ame opto fromthel k below your
a outl k theupperrght or eroftheweb te.( ee ree hotbelow) c

Summer Hogan~

My Dashboard

CLOZAPINE REMS

The Single Shared System for Clozapine

No Blood, No Drug™ Home
Alerts Notwficntionsc Pharmacies Pharmacy Staff
All program alerts are listed below. Please use the link within the alert to take the necessary action to satisfy the alert. \ Search Q
Alert Date “  Alert Category Alert Reference Name Alert Subject

No resulis to display

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

Privacy | Terms of Use | Site Map | FAQs | Gontact Us
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wd esa ealthcare Pr vider change the email address n their RE prSfile if
they previ usly created an acc unt with an email address they n | nger wish t
use?

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

Summer Hogan «

My Dashboard

CLOZAPINE REMS

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

Alerts Notifications® | Pharmacies Pharmacy Staff

All program alerts are listed below. Please use the link within the alert 1o take the necessary action to satisfy the alert, | Search Q
Alert Date 4 Alert Category Alert Reference Name Alert Subject
Mo resulis to display

0 o 0 of O entrie & » i0

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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en

89.1 m cloz pnep en.Howdolknow fI'men olled n he Cloz p ne REMS
og m?If ’'m no en olled, how do | become en olled n he Cloz p ne REMS
og m?

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

90. Whe edolfnd Is ofloc Iph maces h p c¢p e n heCloz pne REMS
og m?

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

M Phone: 844-267-8678
% Phone: 844 267 867 For INPATIENT PHARMACIES

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

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

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

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

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

HOW CAN | PERFORM AN ELIGIBILITY CHECK?

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

Option 2: Call the Clozapine REMS Program Contact Center at 844-267-8678.
HOW CAN | SUBMIT ANC VALUES?

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

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

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

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

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

02/2019

Please refer to page 2 for outcomes and actions to take based on the Eligibility Check results.



ELIGIBILITY CHECK FACT SHEET

CLOZAPINE REMS

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

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

For INPATIENT PHARMACIES

REMS PROGRAM

ELEMENT
EVALUATED BY
THE ELIGIBILITY
CHECK

Patient enroliment
in the Clozapine
REMS Program

POSSIBLE OUTCOMES

Patient is enrolled.

ELIGIBILITY TO RECEIVE
CLOZAPINE

Eligibility Check Successful.

ACTION BY PHARMACY

No action necessary. Dispense.

Patient is not enrolled.

Eligibility Check Unsuccessful.

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

Patient absolute
neutrophil count
(ANC) is on file

ANC on file.

Eligibility Check Successful.

Check if ANC is acceptable. Dispense.

No ANC on file.

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

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

Submit current ANC results to the
Clozapine REMS Program according to
the patient's monitoring frequency.!

Last ANC value on
file is acceptable

ANC is acceptable.

Eligibility Check Successful.

No action necessary. Dispense.

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

Eligibility Check Successful.

No action necessary. Dispense.

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

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

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

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

ANC is current.

Eligibility Check Successful.

No action necessary. Dispense.

ANC is not current.

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

Submit current ANC results to the
Clozapine REMS Program according to
the patient's monitoring frequency.! Apply
clinical judgement whether to dispense.?

Check date.

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

*Assumes lab draw date is day 0

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

3Treatment Rationale: a justification provided by a certified prescriber which allows a patient having moderate or severe neutropenia
to continue treatment with clozapine.

02/2019

Flease refer tv page 1 for step-by-step instructions for performing an Eligibility Check and submitting patient ANC values.
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CLOZAPINE REMS

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

B Phone: 844-267-8678

W Fax: 844-404-8876

PDA FACT SHEET

For Outpatient Pharmacies

W www.clozapinerems.com

A “Predispense Authorization” (PDA) determines if a patient is eligible to receive clozapine and provides an authorization for an gutpatient
pharmacy to dispense. An outpatient pharmacy dispenses clozapine only to patients treated on an outpatient or chronic basis, including but
not limited to, retail drug-stores, ambulatory care pharmacies, and pharmacies dispensing to long-term care, rehabilitation facilities and prison

systems.

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

Patient enroliment
in the Clozapine
REMS Program

Patient is enrolled

PDA Successful

No action necessary. Dispense.

Patient is not enrolled

PDA Unsuccessful

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

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

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

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

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

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

Patient ANC is on
file

ANC on file

PDA Successful

No action necessary. Dispense.

No ANC on file

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

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

Last ANC value on
file is acceptable

ANC is acceptable
ANC indicates moderate or

severe neutropenia; and a
"Treatment Rationale" js on
file

PDA Successful

No action necessary. Dispense.

PDA Successful

No action necessary. Dispense.

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

PDA Unsuccessful: A warning message
will be displayed

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

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

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

ANC is current
according to the
patient’s monitoring

ANC is current

PDA Successful

No action necessary. Dispense.

ANC is not current

PDA Successful: a warning message will
be displayed

Dispense clozapine; and:
+ Submit current ANC results to the

frequency:' Clozapine REMS Program according to
the patient's monitoring frequency.'

+ Contact Prescriber to inform them that the ANC is
not current according to the patient's monitoring
frequency.’

'Monitoring frequency:

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

02/2019 Page 1 0of 2

ce refer to page 2 for step-by-step instructions for requesting a PDA and submitting a Dispense Rationale or patient ANC values.
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HOW DO | REQUEST A PREDISPENSE AUTHORIZATION?

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

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

HOW CAN | PROVIDE A DISPENSE RATIONALE?

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

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

Option 2: Pharmacies using the pharmacy network system (i.e., “switch”) to request a PDA should:

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

2. Access the dashboard.

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

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

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

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

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

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

Pharmacies are encouraged to submit the patient's ANC according to the patient's monitoring frequency by utilizing one of the following
methods:
Option 1: Submit via the Clozapine REMS Program Website by:
. Logging in at www.clozapinerems.com
. Accessing the dashboard
. Selecting ‘Add Lab’ from the drop-down menu and click the GO button
. Entering the patient information and ANC results on the ‘Add Lab’ screen and click Submit
. User will be returned to the dashboard when completed.
_qum;z. Fax to the Clozapine REMS Program by:
. Logging in to your account at www.clozapinerems.com
. Choosing the Resources tab
. Clicking on Program Materials
. Selecting ‘Clozapine REMS ANC Lab Reporting Form’ from the list
. Printing and completing the form
. Faxing the completed form to 844-404-8876.
NOTE: ANC values will be available immediately when submitted via the Clozapine REMS Program Website, but are delayed up to 48 hours for processing of the paper form.
Option 3: Call in to the Clozapine REMS Program Contact Center at 844-267-8678

02/2019 Page 2 of 2

warience any issues with the above processes, please call the Clozapine REMS Program Contact Center at 844-267-8678.
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CLOZAPINE REMS

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

1. Static Pages f
1.1 Home Page

CLOZAPINE REMS = e - e

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

Prescriber Pharmacy
All presicribars of clazapine products maust cerly in the Clozapine REMS Program. All pharmacies dispansing clozapine products must certify in the Clozapine REMS
Ceriificalion requires prescribers 10: Program. Cerication requires pharmacies io:
Enroll: Compéate the Enrolment form (name, acdress, NEI, DEA) - Enroll: Compiete the Enraliment form (name, address, NP1, DEA)
Educate: Review Clozapine and the Risk of Neutropenis: A Guide for Healthcare « Educate: Review Clozapine and the Risk of Neutropenis: A Guide for Heaithcare
Provigers Prowiders
Assess: Sucoassfully compiete the Clozapine REMS Knowledpe Assessment for Assess: Sucoassiully complete the Clozapihe REMS Knowdedge Assessment for
Heakthcare Providers Healthcamne Provders
impisment: Impiement he necassary staff raining and processes 1o comply Wi
the Clozapine REMS Program requirements

The 02/2018 Ciozapine REM S Program Modificadon want ifve on The 02:2018 Ciozapine REM S Program ModiNcanon wenzt llve on
02/28/2018. Prescribers arme required 1o certfy In the Ciozapine REMS 02/2872016. Pharmacies are required 1o cerafy In the Clozagineg REMS
Program as §00n a5 posslbie 10 condnue panent therapy. If prescribers are Program. If pharmacies are not carafied 2t e ome of me 52-'_2019

nor cernfied ar the dme of the 02/2018 Clozapine REMS Frogram CloZapine REMS Program Modificanon, 3 dispense of ciozapine wiil not e
MoagiNcanon, a dispense of ciozapine will nor be authorized for panents Jumorized for panents under melr care. Click on the Imporiant Program
under their care. Cilck on the Imporiant Program Updare (1PU} buiwon for Update (iPU} burwon for mora infonmaton.

more informanon.

Start Prescriber Cerfification Start Pharmacy Certification

***Important Program Update (as of 02/28/2019)***

Please click to open the IPU

What is the Clozapine REMS Program?

Clozapine is associated with severs nsutropenia (absolute neutrophi count (ANC) less than 500/ul), which can lead to serious and fatal infections. The
requirements to prescrice, dispense, and receive clozapine are incorporated into 3 single shared pregram called the Clozapine Risk Evaluation and

Mitigation Strategy (REMS). A REMS is a strategy to manage known or potential risks associated with 3 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 cutweigh the risk of severs neutropenia. The Clozapine REMS

Program replaces the individual clozapine patient registrizs and the National Non-Rechalienge Master File (NNREMF).

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™

1.2 Site Guide - Prescriber Tab f

Site Guide

This websile provides users the ability to become cerfified in the Clozapme REMS Program. enroll patients on clozapine, and track pabient ANC values,

The links focated at the top and bottom of every page offer infarmation for prescribers, pharmacizts 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  Designes | Pharmacy Staff

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

navigate the prescriber to the certification landing page or by isiting the Prescriber fink at the top ﬁ
of the page.

|
{
|
!
i
|
!
i

The Prescriber page provides specific steps that must be complated to prescibe clozaping. From e
the Prescriber page, prescribers can use the Begln Mow button to start their certification process. |

|

Cince signed in to the site and your certification 15 complste, you can navigate to your My

Dashboard pags to perdorm vanous acthvilies that support the Clozapine REMS Program
requirements such as enrciling new patients and adding ANC values. The My Dashboard page is w o

the main portal for-all activities performed on this site.

During specific ackwibies, a progress bar will guide yvou thraugh the reguired ackvity from star to
firush,

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

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

1.3 Site Guide - Pharmacy Tab f

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 aiso avaliable under the Reseources 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 fo 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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CLOZAPINE REMS

The Single Shared System for Clozapine

No Blood, No Drug™

1.4 Site Guide - Patient Tab 3

Lisgmame

Password

Site Guide

This website proviges users the abulity to become certified in the Clozapine REMS Program, enroll pabients on clozapine, and frack patient ANC values.

The links located a1 the top and bottom of every page offer infcemation for prescribers, phamactsts, and patients. Additional infonmation about the program
I% atso availatie under Resources and Mrowgh the FAGS. Site Map, and Contact Us links.

Prescriber Pharmacy Patient Designes Pharmacy Staff

Thiés sibe ks for prescribers and pharmacists with patients on chozapme Seragy. Patients must be
enroled in Bwe program by a certfied prescriber. H you believe you should be enrolled in the
Clozapine REMS Program, phease (alk to your prescriber.

Agaitional information is avaskabile 10 patients by using the Learn More button below, which will
navigate e patient 1o The patient infomiation page of by visiting Ine Patient knk a1 e top of Ihe
g

Learn Mare

For additional information about the Clozapine REMS Program, pleasa call 844-267-8678.
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CLOZAPINE REMS
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No Blood, No Drug™

1.5 Site Guide - Designee Tab 4

CLOZAPINE REMS W Username Password . __‘mw

Forg CENIEE AL L

—— e e e o~ -
The Single Shared System for Clozapine . )

Site Guide

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

The links located at the top and bottom of every page offer information for prescribers, pharmacists and patients. Additional information about the

program is also available under the Resources and through the FAQ's, Site Map, and Contact Us links.

Prescriber Pharmacy Patient Designee Pharmacy Staff

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

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

Once signed in fo 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. SEIEIPS

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

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

1.6 Site Guide - Pharmacy Staff Tab 5
CLOZAPINE REMS =

Password m

Pisiskgle S S sbun ok ©los e I
- No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources  Support

Site Guide

This website provides users the ability o become certified in the Ciozapine 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 1o dispense clozapine.

From the Pharmacy Staff Enroliment page, pharmacy siaf members can use the Begin Now
button to start their enroliment process.

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

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

finish. [ e Aeson JE
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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CLOZAPINE REMS

The Single Shared System for Clozapine

No Blood, No Drug™

1.7 Prescriber Certification 6

W Username Password
CLOZAPINE REMS R -
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 more 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

@ 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) andiieiopesiia
@ 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 Clozapine 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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CLOZAPINE REMS

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

1.8 Prescriber Designee Certification 7

Usemame Password
CLOZAPINE REMS : ressod I

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. L 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
2. Educate: Review the REMS requirements T8 Clozpine REMS Eligibiity Check Fact
Sheet

'@ Clozapine REMS PDA Fact Sheet

3. Confirm: Understanding of the requirements of the REMS

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

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

Begin Now!

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

Frivacy | Terms of Use | Site Map | FAGs | Contact Us
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CLOZAPINE REMS

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

1.9 Pharmacy Certification f
CLOZAPINE REMS W Username Password m

Forgot ? Forgot F 7 Need an

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

Pharmacy Certification

Steps for Pharmacy Certification Program Materials

All inpatient and outpatient pharmacies must be certified in the Clozapine REMS Program in order to % ANC Monitoring Table

purchase and dispense clozapine. Certification requires the identification of an authorized FH 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 I 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 EnrolimentEcm

go to Pharmacy Staff Enrollment E A Guide for Patients and Caregivers:

What You Need to Know about Clozapine

. T . . ” and Neutropenia
Certification in the Clozapine REMS Program includes the following four steps:
@ Clozapine REMS Eligibility Check Fact

Sheet

1. Enroll: Complete the Enrollment Form {name, address, NPI, DEA) 4 Clozapine REMS PDA Fact Sheet

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

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

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

Clozapine REMS Program requirements

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

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

Begin Now!

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

Privacy | Terms of Use | Site Map | FAQs | Contact Us
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1.10 Pharmacy Staff Enroliment 9
CLOZAPINE REMS W Usemame Password m

Forgot Usermname? Forgot Password? Need an Account?

e e i
The Single Shared System for Clozapine
No Blood, 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 #: ANC Menitoring 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 M

’ 5 ’ - TL A Guide for Patients and Caregivers:
available after your enroliment is complete through your authorized representative R

What You Nead to Know about Clozapine

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

Predispense Authonzation (PDA) before dispensing each clozapine prescription. Pharmacy staff who T Clozapine REMS Eligibility Check Fact
are enrolled can obtain a PDA by calling the Clozapine REMS Program Contact Center or through Sheet

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

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

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

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

1. Enroll: Complete 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 Use | Site Map | FAQs | Contact Us

ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 9 Pag 1 of 2389
Reference ID: 4376730
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1.11 Patient Information - Home Page f
usemame  Jeassvos |

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.

5 A Guide for Patients and Caregivers:
The purpose of the Clozapine REMS Program is to make sure that the benefits of clozapine treatment What You Need to Know about Clozapine
outweigh the risks. it Neusropenia
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.
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1.12 Program Materials f
v Username Password
CLOZAPINE REMS R -

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

Program Materials
ﬁa‘uuv READQ.'IP'

Forms Patient Pharmacy Prescriber Wholesaler/Distributor Fact Sheets and Demos

ﬁ.‘] Clozapine REMS ANC Lab Reporting Form

'Ex.‘] Clozapine REMS Chain Headquarters Pharmacy Enrollment Form
‘m Clozapine REMS Patient Enrollment Form

1 Clozapine REMS Inpatient Pharmacy Enroliment Form

m Clozapine REMS Qutpatient Pharmacy Enrollment Form

@ Clozapine REMS Prescriber Designee Enrollment Form

@ Clozapine REMS Prescriber Enroliment Form

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

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

Not : sourc si clud du d rth oth rtabsar list db low: f
e Pati t
o A Guide or Patients and Caregivers: What You Need to Know About Clozapine and
Neutropenia
e Pharmacy

o Clozapine REMS Eligibility Fact Check Sheet

o Clozapine REMS PDA Fact Sheet

o A Guide for Patients and Caregivers: What You Need to Know About Clozapine and f
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 Formf

o O 0O O O O
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o O O O

e Pr scrib
(@]
(@]
@]

O O O O O O 0 O

Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers ( ducatio
Programa d K owl dg Ass ssme t)

Clozapine REMS Patient Enrollment Form

Clozapine REMS ANC Lab Reporting Form

ANC Calculator

ANC itari g Tabl

r
Clozapine REMS Prescriber Enrollment Form

Clozapine REMS Prescriber Designee Enrollment Form

Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers ( ducatio
Program a d K owl dg Ass ssme t)

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 itari g Tabl

Prescriber Designee Education Program

Prescriber Designee Acknowledgment Form

Dear Prescriber Letter

e Whol sal r/Distributor

(0]

Co tactth ClozapMS Program by s di ga mail to
i o@clozapi distributor.com

e Fact Sh tsa d Demos

o Clozapine REMS PDA Fact Sheet
o Clozapine REMS Eligibility Check Fact Sheet
o Clozapine REMS How to Start Clozapine & Monitor Patients Fact Sheet
o Pr scrib r C rti icatio
o Pr scrib r D esig C rti icatio
o Pharmacy Authoriz d pr s tativ C rtiicatio a d Pharmacy C rti icatio
o Pharmacy Sta rollme t
o How to Vi w Pr scrib r Al rts a d Noti icatio s
o How toUs th Pr scrib r Dashboard
o Howto t ra Treatment Rationale
o How Pr scrib rs t rANCsa d a@ Pati ts
o How Pr scrib rs Ca t r Labs
o How Outpati t Pharmaci s Obtai a Web Predispense Authorization (PDA)
o How Outpati tPharmaci s t r ANCs
o HowlI pati tPharmaci s Ch ck ligibilitya d t rANCs f
o How to Obtai a Dispense Rationale
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CLOZAPINE REMS

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

1.13 Prescribing Information 3

CLOZAPINE REMS e

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

Home  Prescriber

Password
Forgot Usermams? Forgot Password? Meed an Account?
Patient

Pharmacy Resources  Support

Prescribing Information

Products covered under the Clozapine REMS Program

Brand Mame Products

Clozaril® Clozapine HLS Therapautics (USA), Inc. Full Prescribing Informstion

FazaClc® Clozapine, ISP Jazrz Pharmaceuticals Inc. Full Prescribing Informstion

viersacloz™ Clozapine, USF Jazz Pharmacauticals Inc. Full Prescribing_Information

Generic Products

Trade Name Generic Name Company Link

Clozapine Clozapine Tablats, USP Accord Heslthcare inc. Full Prescribing Information

Clozapine Clozapine Tablets, USP Aurobindo Phama USA Inc. Full Prescribing Information

Clozapine Clozapine, USP DT Jazz Pharmsceuticals Inc. Full Prescribing Information

Clozapine Clozapine Tablets, USF Mayne Pharma Inc. Full Prescribing Information

Clozapine Clozapine Tablets, USP Mayne Pharma Inc Full Prescribing Information

Clozapine Clozagpine Tablets, USP Mylan Phamrmaceuticals Ine. Full Prescribing Information

Clozapine Clozapine Crally Disintegrating Mylan Phamaceuticals Inc. Full Prescribing Information
Tablats

Clozapine Clozapine Tablets, USP Mylan Phamaceuticals Ine. Full Prascribing Information

Clozapine Clozapine Crally Disintegrating Mylan Pharmaceutcals Ine. Full Prescribing Information
Tablats

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

Clozapine Clozapine Tabéets, USF Teva Pharmaceuticals UISA Inc. Full Prescribing Information

Clazapine Clozapine, USP ODT Teva Pharmaceuticals USA Inc. Full Prescribing Information

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

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

ClozapM S
Reference ID: 4376730
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CLOZAPINE REMS

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

1.14 Certification Lookup 4
FAGs> i L

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.

Pharmmacy Information (at least one identifier is required):

Certification 1D (opt) ‘ i ‘Zip Code (opt) ‘ & ‘City ‘ and |State v

and

DEA ‘ or ‘NF’I ‘ or ‘NCPDP ‘

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS
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1.15 Certification Lookup Results 5

Pasoword Sign in

Certification Lookup

To search for a pharmacy, piease comphete at least one field beiow and press Search. Il an dentifier i5 used for scanching, no obher Seids need 1o be
enterad. Search results inchide contact Nfematkon fir phammacies That ane canifed in the CloZapine REMS Program.

Pharmacy information (3 et one kenifer i Egumed)

FACS413637605 | ZipCode {opt) | |  City and i L

and

IKESEI464 L o | NCPDP

Ssarch

Pharmacy Nama Camincabon Pharmacy Address Pharmacy Fhone Phammacy Type |
ga i FaC5413637605 4343 n scoflstais rd, PHOENIX, Argong B5054 H23-SE5-468T Crtpatant |
Enowing Tt Y T 1 senes =<1 W0 v

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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1.16 Site Map 6
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

Username

Password

Forgot Username? Forgot Password? Need an Account?

Home Prescriber Pharmacy Patient

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

Account

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

ClozapM S

Reference ID: 4376730
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No Blood, No Drug™

1.17 FAQs 7
v Usemame Password -
CLOZAPINE REMS e N -

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

Frequently Asked Questions (FAQs)

Prescriber Patient Pharmacy Pharmacy Wholesaler/ Technical
General 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 muiltiple 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 retumed to monthly monitoring frequency?

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

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

Not 7
sourc si clud du d rth oth rtabsar list db lo
e Pr scrib r
o Howca apr scrib rb comec rtifi di th si gl shar d Clozapi 7 Prégram?
ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 7 Pag 2 of 2387
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o Wh dol d to compl t c rtiicatio ?

o Whatar th cha g s orpr scrib rsi a i pati ts tti gwithth <M /YYYY>
Clozapi PrBgram di igatio ?

o I apr scribrisgoi gtob outo th oic ora _xt ddp riodo tim , ca
a oth rpr scrib rcov rduri gth abs ¢ ?

o I apr scribrisgoi gtob outo th o ic orashortp riodo time, ca a oth r
pr scrib rwrit a pr scriptio orth pati tduri gth abs c¢ ?

of Ca a urs practitio r, physicia assista t,r sid t,ori tr crtiyasa

pr scrib ri th Clozapi Pr6gram?
o Ca amemb ro th pr scrib r'so ic sta h Ipma ag pati tsi th Clozapi
MS Program?
o Howca aprscribr i dalisto pharmaci sthatar c rtii di th Clozapi
Pr6gram?
o Whr ca i dth Pati tID orth Clozapi f ANC Lab  porti g Form?

e Pr scrib r D esig
o What actio sca a pr scrib rd sig p rormi th Clozapi f Prégram?

o Pati t a@ me t

o Dopati ts dtob roll di th Clozapi f Prégrami ord rtor c iv
clozapi ?

o Howar pati ts roll di toth Clozapi Pr6gram?

o Ca ah althcar provid r otc rtii di th Clozapi Pr6gram submit a
ANC?

o Willth programs d otic si th pati t xp ri ¢ salow ANC or substa tial
drop?

o Whatis a Tr atme t Status?

o Whatisa“Tr atme t atio al ”?

o Howca provid & Treatment Rationale?

o Whathapp dtopati tspr viously o th Natio alNo - chall g ast rFil
(NN )? F

o How ar pati tANCs submitt d toth Clozapi PrBgram?

o Do sth Clozapi Pr&ram dtob advis dwh apati tisadmitt dto

or discharg d roma acut orlo g-t rm h althcar s tti g?

o Wh disco ti ui gtr atme t, do sth pati t's ANC dtob mo itor d or4
we ks?

o I apati tis ligibl tor duc th irmo itori g r qu cy do sth Clozapi f
Program dtob otii d?

o I th pati torcar giv rwill otprovid th r quir di ormatio d dto
compl t Pati t rollme t( .g., Name, Dat o Birth) ca th ystillr c iv
clozapi ?
o Howdo sapati ti a i pati ts tti gb come roll di pr scrib rsi this
sttigar otr quirdtob crtii di th Clozapi PrBgram?
e Pharmacy a@ me t
o Whatar th di r tpharmacyc rtiicatio typ si th Clozapi f Prégram? f

o What is a Predispense Authorization (PDA)?
o Whatis a Eligibility Check?

ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 f Pag 280 238f
Reference ID: 4376730
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CLOZAPINE REMS

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

What happ s if a pharmacydo s otr c rtify v ry 2y ars?
What happ s if a pharmacy is d activat d?
If my pharmacy is “d activat d,” what mustb do ?

o How is a Eligibility Check diff r tfrom a Predispense Authorization (PDA)?
o Whatisa™Disp s atio al ?”

o How ca provid & Dispense Rationale?

o How do s apharmacy c rtifyi th ClozapM$ Program?

o How oft must pharmaci sr c rtify?

o How do s apharmacyr c rtifyi th Clozapi9 Prégram?

O

(e}

o

e Whol sal r/Distributor

o Do s adistributor hav to rolli th Clozapi 9 Prégram?

o How ca adistributor rolli th Clozapi Pr8gram?

o How ca roll d distributors acc ss a list of pharmaci s that participat i th
Clozapi Prégram?

o A pharmacy hasr qu st dclozapi ,butth yar oty tc rtifi di th Clozapi
Prégram. Ca my compa vy still distribut clozapi toth m?
o If apharmacy hasr qu st dclozapi butis ot ligibl tor c iv clozapi , how
do1 otify th m?

e T ch ical Support

o Whatifl dh Ipusi gth Clozapi PrBgram w ebsit ?

o What brows rtyp sa dv rsio sdo sth Clozapi Prégram Websit
support?

o Howdo sth ClozapMS Program Websit us cooki s?

o WhatdoIdoifIca tvi wadocume to th Clozapi Prégram Websit ?

o How doIr porta probl m with th Clozapi Pr6gram Websit ?

o Why do sth Clozapi Pr8gram Websit us Captcha?

o How doIobtai aus r amea d password for th Clozapi PrBgram Websit ?

o WhatifIdo otr c iv th v rificatio mail aft rIcr at d my accou t?

o What do I do if I forgot my password?

o What do Idoiflforgot myus r ame?

o WhatdoIdoif myus raccou tislock d?

o HowdolIcha g myus r amea d/or password?

o How do s ah althcar provid rcr at multipl accou ts with th same mail

addr ss?
o How do s ah althcar provid rcha g awebsit us r ame if th y wish to cr at
multipl accou tsa d hav alr ady us d th ir mail addr ssasth us r ame

pr viously?

o How do s ah althcar provid rcha g th mailaddr sso th ir pr&il if
th y pr viously cr at d a accou twitha mailaddr ssth y olo g rwishto
us ?

e Pati t
o Iamaclozapi pati t. HowdoIk owifI'm roll di th ClozapM$S
Program? If I'm ot roll d, howdoIb come roll di th ClozapM$S

Program?
o Wh r dolfi dalistof local pharmaci s that participat i th Clozapi 9 S9
Program?
ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 9 Pag 2 of 2389
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CLOZAPINE REMS

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

1.18 FAQ - Pharmacy Authorized Representative 3

LiSEnamE Passwonrd

Frequently Asked Questions (FAQs)

int| | e || ot || [ | AR | e || || it
* Whatis an suthorized representative?

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

= When does certification need to be completed?

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

+ What if | am in & pharmacy that dispenses clozapine for both inpetient snd outpatient use T

* What s “the switch™?

+ What happens 1o patients who try to fill a prescripion at 8 pharmacy that is not certified?

~ Wil pharmacies that are not cerlified be able 1o oider and recelve cloZaping?

« The pharmacy has been certified bui the system is reporting that the pharmacy is not certified What are the next
whepe 7

* Vil patients still need 1o have blood draws ?

+ Can clozapine be dispensad to a patient without Bloodwark?

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

« What shouid & pharmacis! do with the patient's ANC Lab Reporting Form?

- The phammacy just certifled and needs to order clozapine today What ars the next steps?
+ What if the authorized representative isaves the pharmacy 7

© If the patient's prescription is denied or the Eligibility Chech indicates “do not dispense” will the Clozapine
REMS Program sysiem sxplain the reason?

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

ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 3 Pag 0Oof2 83
Reference ID: 4376730



CLOZAPINE REMS

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

1.19 Contact Us 3

Sign in

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
844-404-8878

Mailing Address
Clozapine REMS Program
PO BOX 29058

Phoenix, AZ 85038-9058

Program Manufacturers

fommm e |
Accord Healthcare Inc. 919-941-7878

. Aurobindo Pharma USA Inc. 732-839.9400
HLS Therapeutics (USA} Inc. B44-457-8721
Jazz Pharmaceuticals Inc. 800-520-5568
Mayne Pharma Inc. 844-525-8500
Mylan Pharmaceuticals Inc. 800-796-9526
Sun Pharmaceuticals Industries Inc. 800-818-4555
Tasman Phamaceuticals 257-317-4104
Teva Pharmaceuticals USA Inc. §00-292-4283

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. User Identification and Record Search 3
2.1 User Identification

CLOZAPINE REMS e B ——

Forgot Forgot Pas
A T St T LS SO, ' 4 T TRl :
The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Pabtent 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 1o clozapine

— Please Select - ¥ | and have not previcusly submitted an

| - Please Select | enroliment form 10 the Clozapine REMS
New User Wogram roig Program Contact Center
PEne-‘Fa;st Phone/Fax User - Users who submitted an
- Fiaase act -

enrollment form through the Clozapine REMS
Program Contact Center via fax and have
recevied an enrollment or certfied ID

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

Privacy | Terms of Use | Sile Map | FAQS | Contact Us
e  ——————————

Not :
Upo starti 33 rollme tor c rtificatio proc ssth us rsar ask dtoid tify whattyp of3
us rth yar a dwhatth irrol is.
- Th optio sfortyp ofus rar NewUs ra d Pho /FaxUs r. Th tool-tip xttoth fi Id
willi clud ad fi itio of ach forth us rwhichar alsob low (Pr vious gistry Us ris ow
r mov d).
e N wUs r-Us rs who ar w to clozapi a dhav ot pr viously submitt d a rollme t
formtoth co tactc t rclozapi r gistry
e Pho /Fax Us r - Us rs who submitt d a rollme t form through th co tactc t rvia fax
adhav rcivda rollme t or c rtificatio ID.
o Wh th syst mlocat sth us r'sr corda dcr at saweb accou t,th us r's
web accou ta dth ir rollme torc rtificatio r cordar |i k d.
2 -Th optio sforrol ar Pr scrib r, authoriz dr pr s tativ for pharmacy, Pr scrib r 3
D esig , a d Pharmacy Staff.
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CLOZAPINE REMS

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

2.2 Phone/Fax User Prescriber Search 3

Phone/Fax User

If you began or compieted cerfification through a fax proCess, you may already be certified in the Clozapine REMS Program. To gelerming your
cerlification sialus, please complete he felds Delow and press Search. AN fielas Bsled Delow are required uniess olderwese ingialed

AL lEast pe identfier 5 required

DEA (opt) R
First Name Last Name [ Certification 1D {opt)
Phione (opl) Fane (opt) | Email (opt)

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

ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 3 Pag of2 83
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CLOZAPINE REMS

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

2.3 Phone/Fax User Prescriber Search with Results 3

Lsemame Passwond

Phone/Fax User

H you began of completed cerification through a fax process, you may already be ceriihed in the Clozapine REMS Program. To delerming your certification

Al beas? one kenlfier Delow i5 required

| | am1234867

I B Sesarch results have refumed your recond, please highight the row and press Subnmit. i you 60 ROl See your fecofd, you can eithed Iy your $earch
apgain or press the New User button bo begin your cerificabion process in the Clozapine REMS Program.

Finst Namse Lasl Mame
Summer Hagan

Stiosving 1 of 1 eenes

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 Desighee Search 3

Phone/Fax User

If you began or compieted cerfification through a fax proCess, you may already be certified in the Clozapine REMS Program. To gelerming your
cerlification sialus, please complete he felds Delow and press Search. AN fielas Bsled Delow are required uniess olderwese ingialed

AL lEast pe identfier 5 required

DEA (opt) R
First Name Last Name [ Certification 1D {opt)
Phione (opl) Fane (opt) | 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 3

Results
 No Bliood, No Drug™ Hoxle S e ey et S iRt

Phone/Fax User

I you began of completad certiication through @ fax process, you may already be certified in the Clozapine REMS Program. To dalerming your certifseation
status, please complele the fields below and press Search. AN fields listed bedow are required urless othenwise indicated

Frescriber Information
AB1ZI45RS
Designes Information

Surmmaer Hogan

If the search results have relumed your record, pieasae highlight the row and press Submit. if you do not See your record, you can eifther try your search
again of préss the New User buttan o begin your ceflification process in the Clozapne REMS Program.

Fiast Mame Last Mame Phone

EEE.5E5-H585

T BN

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

Petvacy | Taoms of Use | Sfe Map | FAQS | Contact Us.

ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 3 Pag 60f2 83
Reference ID: 4376730
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2.6 Phone/Fax User Pharmacy Search 3

Usemama Password

Phone/Fax User

H you began of comgéeted certifcation through a fax process, you may aiready be certified in the Clozapine REMS Program. To deberming your certifscation
stalus, please complele Me feids Derow and press Search. AR Helds isied Delow ane requiied uniess oenwtse ingicaied.

Pharmacy Information {al least one identifier ks reguered)

Coda anad BEA | | HFI [ ML L

Authorized Representative Information

| First Name I Laat Nama Cadticabon |D (o)

Phooe (ool Fax (opl) | Ermail {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 3

L=emamea

Phone/Fax User

H you began of completed certiSication through a fax process, you may already be certified in the Clozapine REMS Program, To delerming your cerification
siafus, phease compiele the Helds below and press Seanch. AR fiskds fisted below ane requined unless otherwise indicated

Pharmacy Information (21 ieast one identdier is required

10001 and H.H12345-5_?m- 1 1fl NTPOP

Authorized Representative Information

if the search results have refumed your record, please highlight the row and press Submit. If you do nol see your record, you can either fry your search
again of press the New User button b begin your certification process i the Clozapine REMS Program.

Sumimer Hogan Jrys ADOTSCACY 1 Main Street, New York, NY 10000 555-555-5555
Showmng 1 of 1 eabies o 1o

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 3

Lsemama

Passwiond

Phone/Fax User

H you began or completed cerfiSication through & (ax rocess, you may already be cefffied i the Clozapine REMS Program, To Sebefrmine your
certication status, please complete the Telds below and press Search. All feids. Bshed below are reguired unbess olhensése indicated.

Pharmacy Information

REMS Chain 1D |

Authorized Repréesentative information

Fisl Harme | Las Name

Cartifesation 0 (op1)

Pl (o) | P [opd) Errutadl { o)

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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2.9 Phone/Fax User with Results 4

LUsemame

Phone/Fax User

I you began or completed cerfiication through a fax process, you may already be cerbified in the Clozapine REMS Program, To determine your cerification
sialus, please complele the Belds below and press Search. Al fields listed below are required unless othenwise indicated.

Pharmacy infermation

Comzt

Authorized Representative Information

Summar | Hogan aridication |D (aat

I Ehe: Search results howve retumed your recond, please highight the fow and press Submit, IT you oo not See your record, please by your search
again or press the New User button bo begin your enroliment process in the Clozapine REMS Program.

Summesr Heogan SOty ApOtheLary 1234 W Nowhene Lane Termpe, AZ B5283 EEE-LLL.EREE
Showew § of 1 erdies 1 & 10w

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

Create Account

Please complete the form below and press Submit The information you provide fof your Usemare must be unique within the Clozapine REMS
Program Website Once you have submitied this form you will receive a verification email that includes a link. Please use the link fo complete the
activation process for your new web account Al fields below are required

My Information

|i'l|'5.1 Name

Last Name

Email Address

Confirm Email Address

Phons Number
Sign in

Useriame

Use Emall Address a9 Username ¥ Suggest Usemams

Paszword

Connrm Password

| fmnot a bt iy

il BT

. -

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 4

Lsaimame Passwond

Account Verification Jetem, el

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

Account Summary

Wame . Summer Hogan
Email Address remsprogramg@gmail.com
Phone Number  480-555-6555
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 4

Usemame Password

Account Confirmation Satain, 2"l

W 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
4.1 Prescriber Intake

Prescriber Intake

To certity as a prescriber in the Clozapine REMS Program, please complete the form below and press Next. Once certified, you will recetve a certification
confirmation via your contact preference. All fieids listed below are required uniess otherwise ndicated

Prescriber Information
First Name _ MI (opt)
Last Name
- Credentials - v
Email Address
Clinic / Practice Name
f Address
Address 2 (opt)
City
- State - .-. i Zip Code
Phone Ext (opt)
Fax
-- Contact Preference -
Prescriber Identifiers
DEA
NP1

1 1do not have a DEA.

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™

4.2 Prescriber Education Program4

CLOZAPINE REMS '
The Single Shored System for Clozapine
No Blood, No Drug™ Home  Prescriber  Pharmacy  Palent  Resources  Support

CE LR S R Assesament Review  Aftestaion  Finish ]

Education Program

Bekw 5 Me educalion program e clzaping. Pleass review e program maksials and press the Next Dution fo continue 11 iS5 estimated that 4 will take

15-20 minutes to complete the Edue ation Program and Clozapine REMS Knowledge Assassmeant for Heaithcare Providers

CLOZAPINE REMS

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

This guide is intended to educate Healtheare Providers about clozapine and the Clozapine REMS Program. During twe
launch of the Clogapine HEMS Program, there were challenges that required an extension of the phased
implementation period. This guide is refective of the lull implementation of the Clozapine REMS Program, which is
expected In 02/2019. For the current state of the Clozapine REMS Pragram, ex < Full implementation « il

tant upcates on the transition peried, please see the Clozapine REMS Fraguently Asied Questions (FAQs) pa the
Clozapine REMS Program Wehsite at www.clozapinerems.com

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 | Tetms of Use | St Map | FAQs | Contact Us
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CLOZAPINE REMS

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

4.3 Prescriber Education Confirmation 4

CLOZAPINE REMS

——
The Single Shared System for Clozopine

Meo Blood, Mo Drug™ Home Prescriber Phanmacy Patient  Resources  Suppor

R LS Tl Assessment  Feview  Altestation  Finish

Education Program Confirmation

You have now completed the Education Program

Please use the Next button Below 1o continug wilh your certification process. The educalion program you jusl complebed can always b freviewed again
under wour user profile in the top right comer of ihis site

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

Not : Upo pr ssi gth Netbutto o th ducatio Co irmatio pag th us rwillb
avigat d through th Clozapine REMS Knowledge Assessment for Healthcare Providers 4
(KA . KAisshowno | o c b low orallstak hold rs xc pt orpr scrib rd sig s.
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CLOZAPINE REMS

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

4.4 Prescriber Intake Review4

CLOZAPINE REMS Sommes Hogan »
W

Stanl inlake  Educabion  Assessment  Review JRESEETE R ]

Prescriber Intake Review

Please review the infonmation for complatenass and accuracy. You may make any changes as necessary. When your review is complete, please use e
Mext bution to save your information below and procesd to the final step in your certfication process

Prescriber Information
First Nama / Ml {opt) | Summer A
Last Name | Hogan

sl

| Practice Mame

M.D.

summer123@email.com

Joey's Clinic

Address | 1 Main Streel
Address 2-(opt) | Suile 123
Cit Mew York
State / Zip Code | NY || 1100
Phone ! Ext(opt) | SS5-555-5555
Fax | 555-555-d4444
Comtact Preference Email
Prescriber ldentifiers
DE AG5255698
NPl | 1013015577
| dy vl P a2 DEA

For additional information about the Clozapine REMS Program, please call 844-267-8678
Privasy mmum.nmumn m;nwth
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CLOZAPINE REMS

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

4.5 Prescriber Attestation 4

Prescribar Attestation

Tt COAT{EE IR (e ErEchE il COTTRCAN T 100 Sl HOGER 010 This CIF Ajene REENGS DP0GTaM OPIne. [Roaks el e e allaLaGT Secns DN 50
provids poue Azkwing NG il 2k A i aase

Ay ety o Ay PR UL DN errcEne B and tas 4 b Cosapee HEMS Progoam @ 154440 207G, ey

A 3 prescibes batest io e folioweng Clsapine REME Program sequinemenss

[y signing thes formi, | atiest Bl

1 1 unerslared NG CIOEREING i (il SeaLatle oUgh e eEspiie RIS Program and hal | mast comgy sl B g regeerent:
I3 ki CHAZSEINE.

21 have reviswes CRATiNDE a0 e s of Newhogens, A Gude e Heaneare Froeders, reaswed Ine duzapees Presating Inforsslion,
anl suressfuly completed Pe Closamne AEMS Hnowledge Assesemenl for ealFeans Prosders.,

3. Funderstang the sk of severe nEdropenia assockaid wih ckeapne which can kad i sericus nfection and death.

A Pric 10 melialing R aIMEnT, | AGReD I prowice & Gue M SRbRals o CAregRe WIET WL M ko Mow a0 SR io aneh
k] aradior T cRfeguver. | will femoe of el amiTver do rkonm Mam st M ek Secalo with Cozapes, InGkEing swns
neuirnpenes and e Closspne REMS Program requevements ariess 1 deletmne Fal ihe palenis sfherence io he freaimen regmen wil
b ety nigEaCied iy A ot (Or FRbenls 805 Carepers. WhET Fou Mesd b Ko aiu COrEe

5. Dwil =il all paeris | real with 3 chozapne product in e Ciozapine AEMS Frogram.

& 1 TSI i S0 M0 oLl (AT MR e maniineng (equRmeEnts &8 tescind in B dorapne Prescnbing
mETA

T undersiand these s @ ofemn| ARG monionng sigerthim o paliets s doormested Senign ethne nediopes (EN)

O e AR esling ol wach petei] auooning 10 the chAzagne Fresding fcimabn.

B il it and venty e ANG socosding o sach paben's momising requency on e wilh e Diocapre REBES Frogram and |
undiersiang in ARG st Be poviden helses cemapios: can be dspensed:
= For wekdy maonitniog frenguency. AN mais be susitied o e Cloeaping REMS Pegmm wilnin T days of e @b dew dide
Pt eery e wenkd meniionng Eequency. ANG musl e somime) i e Cuzapies REWS Frogram weihin 19 deys of T e dae®

e
- For ronidy rerlong reguescy, AWG must be sutemtied i e Clocapne FEMS Progoam wiin 31 days of i dras” cale
Anasree Swr Lk dra dode rn sk

G 1wl vety e pafients manilariog fogquency on Sie adh the Clozapne RERMS Program is aligned with e patient's. masitoring frequency 2

e i e Pratorining nfmaion
VU Funesiane B a3 desonbed in CloRapens and M R of Neulniieei’ A Gl B Seaitheaed Drowanrs, | s sl 2o e
I ol P the jualpry has e Or sEvere L bekre can be

12 | agree hal personne] fom ihe Clazapne REMS Program o 3 designated i party acting on behall of Fe Cloraping Sporsoes may
conbac me: b gamer Intsrmation, msche dscropancies, o b provide oHer infarmasion refaled b e Cloeapin: SEMS Program

1% | iirerstand hat Corapios Maraciners of Sl aoenls and enaiac i may contach me s phore, mall of emall i sy me o ihe
afeinsaRs 7 Me fOngram requremants 5 e Clezapne AEMS Pragean

14 Fweil] el shiv sy coeenia bor M Chorspioe REMS Program Wit of sire obeis b Sign n b Be el usng my crdenfials

By st ki T3 Dom. | Bgrai 00 NG ESpenRDIRES Cullngd above and hesidy shats Wl B8 of M i nvsion | (i siimited & sl andg
Biurie

+ Simgnaiure fiust el Ficet g Lt nanrwe (sess sk Soyratuna Dl

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 4

Certification Confirmation Jetem, ote®

" You are now certified in the Clozapine REMS Program.

Below Is your Clozapine REMS Program Certification D). Please retain this imformation for your records.
Certification ID: HCP123456789 =

I you would ke o envcd] patients now, you can wse Enroll Patient. f you need to manage your patents. you can use Manage Your Patents.

For additional information about the Clozapine REMS Program, please call 844.267-8678.
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CLOZAPINE REMS

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

5. Prescriber Designee Certification 5

Usemame Password
CLOZAPINE REMS : ressod I

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. L 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
2. Educate: Review the REMS requirements T8 Clozpine REMS Eligibiity Check Fact
Sheet

'@ Clozapine REMS PDA Fact Sheet

3. Confirm: Understanding of the requirements of the REMS

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

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

Begin Now!

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

Frivacy | 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 5

Designee Intake

To certiy a5 a designee in the Clozapine REMS Program, please compiete the fom Delow and press Next. Once cerliied, you will receive a cenlification
confirmation via your contact preference. All elds isted Delow are reguined unless oihensise ndicated.

Designee Information

I First Mama

| Last Name

| Ematl Addrass

Phone | | Ext {opt)

i- !;J_Dc (opL)

i - Contact Preference *

e

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

ClozapM S
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CLOZAPINE REMS

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

5.2 Prescriber Designee Education Program Page 15

Summer Hogan

CLOZAPINE REMS

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

i UG 1 = LR = e Ll Assessment Review  Attestation  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 5

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

TS e L CRE E Te Assessment  Review  Aftestation  Finish

Prescriber Designee Responsibilities

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

requirements.

| understand:

- Clozapine is only available through the Clozapine REMS Program and that | must comply with the program requirements.

- There is a risk of severe neutropenia associated with clozapine which can lead to serious infection and death.

- The ANC testing and monitoring requirements as described in the clozapine Prescribing Information

- Outpatient Settings': An ANC must be submitted to the Clozapine REMS Program for each patient, and | understand these results must be
provided before clozapine can be dispensed and per the Monitoring Schedule described in the Prescribing Information:
- For weekly monitoring frequency, ANC must be submitted to the Clozapine REMS Program within 7 days of the lab draw* date
- For every two weeks monitoring frequency, ANC must be submitted to the Clozapine REMS Program within 15 days of the lab draw* date
- For monthly monitoring frequency, ANC must be submitted to the Clozapine REMS Program within 31 days of lab draw” date

*Assumes the lab draw date is day 0

A certified prescriber must authorize the continuation of clozapine treatment if the patient has moderate or severe neutropenia before

clozapine can be dispensed to a patient.

Clozapine manufacturers or their agents and contractors may contact me via phone, mail, or email to survey me on the effectiveness of the

program requirements for the Clozapine REMS Program.

Personnel from the Clozapine REMS Program or a designated third party acting on behalf of the Clozapine Sponsors may contact me to

gather information, resolve discrepancies, or to provide other information related to the Clozapine REMS Program.

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

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

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

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

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

5.4 Prescriber Designee Knowledge Assessment 5

Knowledge Assessment e

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

I have reviewed the requirements of the Clozapine REMS Frogram.

o A Yes
B. No

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 5
Confirmation - Success

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 w4

QUESTION 1

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

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™

5.6 Prescriber Designee Knowledge Assessment 5
Confirmation - Not Successful

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

e S LI S T L T Ry Review  Aftestation  Finish

Knowledge Assessment Results

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

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

QUESTION 1

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

ATTEMPT
s st Retake 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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CLOZAPINE REMS

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

5.7 Prescriber Designee Intake Review5

Designee Intake Review

Please revigw the informanon for complateness and CCuracy. You may make any Changes as Necessany Whnen your réview is compléte, piease use he
Next bution to save your infonmation and procesad o the final step in your certification process

Designee Information

First Name  Jackie
Last Nama  Kollins
Email Address  jacwed@ionns com
Phone / Ext 123—&567890 . “Ex! L::-pl; L
Fax  Fax{opt)

Contact Preference  Emad v

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™

5.8 Prescriber Designee Attestation 5

CLOZAPINE REMS o
Mo Blood, Mo Drug™ Home  Prescriber  Phammacy  Patient  Resoures  Support

Stat  intake Foueafion  Assessment  Review  Aftestation SgutOil

Designee Attestation

To commplaie the designes cenificatlon for Summar Hagan inta the Ciozagine REME Program onling, please review the atestiation saction below o
provide your acknowledgemenl along with signature and signature date.

Altemnatively, you may pring your anling cenification farm and Tax it o Clozagine REMS Program at 144404 5076 jeel

By =igning this fonm, | acknowledge tat | wil act on behalf of the cerified prescriber identfed below fo comply with the Clozapine REMS Program
raquirements.

lunderstand:

1. Clozapne i only avallabée through the Clozapine REMS Program and that | must comgly with the pragram requirements.
2. Tnere ks a nisk of severe neulropenia assocated with clozapine which can kead 1o senous infection and dealh.
3. Dutpatient’ Settings: An absoluts newtropnil count [AMC) mast be submitled to the Clozapine REMS Pragram for each patient according to
the foliowmng monitoring frequency, and | understand these resulls musi be provided before clozapine can be dspensed.
+ Forweekdy monltonng frequency, AMC must be submstted io Ehe Clozapine REMS Program within 7 days of the lab draw” date
« [For every two weeks monitonng freguency, ANG must be submitbed to e Glozapine REMS Program within 15 days of the lab draw” date
« For monthly manitonng frequency, ANC must be submitted to he Clozapine REMS Program within 31 ¢ays of lab draw” date
“Assurmas e lad draw dale & dap
4. A cerified prescriber must authorize the continuation of clozapine treabment i the patient has moderate or severe neutropenia before
clozapine can be dispensed o a patent
5. Clozapine manutacturers or their agents and contractors may contact me wia phone, mail, or emall to sureey me on the efectiveness of the
program requirements for the Clozapme REMS Program.
€. Persannel from the Clozapine REMS Program o @ designated thind party actng on behalf of the Clozapne Sponsors may contact me ko
gather informabon, resolve discrepancies, or be provide olher mformation related fo the Clozapine REMS Program.
7. 1wl not share my credentials for the Clozapine REMS Program Website of aliow others b sign in 1o the website using my credenbals.

Patierts reated on an cutpadent o ehroni: basks, includes but ks nod imied 1 hose receiving clozapine only via retall dug-stones, ambulatony care pharmacies, and
pharmacks dspensing 1o king-term care, rebabiltaton facifes and prison sysams

By checking this box, | hereby slate thal @l of the information | have submitled is trulnful 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.

Frvacy | Terms of Use | Soe Map | FAGSE | Tonfact s
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CLOZAPINE REMS

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

5.9 Prescriber Designee Confirmation 5

Certification Confirmation Jetus, el

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

Below is your Clozapine REMS Program Certification ID Piease retain this information for your records
Certification ID: HCP5627506077

if you are ready 10 associate yoursell as a designee for a prescriber, please go lo the Associgle [0 Prescriber 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™

6. Pharmacy Certification
6.1 Pharmacy Certification - Home Page

CLOZAPINE REMS W Username Password m

Forgot ? Forgot F 7 Need an

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

Pharmacy Certification

Steps for Pharmacy Certification Program Materials

All inpatient and outpatient pharmacies must be certified in the Clozapine REMS Program in order to # ANC Monitoring Table

purchase and dispense clozapine. Certification requires the identification of an authorized X 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 Y 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 T4 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 Enrciimext-t-omm

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

What You Need to Know about Clozapine

. T . . ” and Neutropenia
Certification in the Clozapine REMS Program includes the following four steps:
@ Clozapine REMS Eligibility Check Fact

Sheet

1. Enroll: Complete the Enroliment Form {(name, address, NPI, DEA) T 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.

Begin Now!

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

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

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

6.2 Role Selection — New User

Not : Us rwillb pr s t d with this scr upo sl cti g'NewUs r'typ o th Usr 6
Id tificatio scr

: v Usemame Password |
CLOZAPINE REMS o

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

Program Role Selection
Please select the oplion below that best describes your role and press Continue.
Authorized Representative of Outpatient Pharmacy - An authorized representative of an outpatient pharmacy is responsible for ensuring

certification and training of the pharmacy staff within an individual outpatient pharmacy. An authorized representative of an outpatient
pharmacy cannot be affiliated with a chain pharmacy that is 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 Pharmaey - 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 refated 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 Headquarters 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 Headquarters Pharmacy Enroliment form
« Once completed, please contact your switch provider Account Manager for further instructions on submission of the Clozapine REMS
Knowledge Assessment for Healthcare Providers & Enrollment 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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CLOZAPINE REMS

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

6.3 Role Selection - Phone/Fax User

Not : Us rwillb pr s t d with this scr upo s | cti g'Pho /FaxUs r"typ o th6
Us rId tificatio scr

Program Role Selection

Please select the oplion below that best describes your role and press Continue.

~ Authorized Representative of Outpatient Pharmacy - An authorized representative of an outpatient pharmacy is responsible for ensuring
certification and training of the pharmacy staff within an individual outpatient pharmacy. An authorized representative of an outpatient
pharmacy cannot be affiliated with a chain pharmacy that is confracted with a phamacy network provider.

+ Outpatient pharmacy: A pharmacy dispensing clozapine to patients trealed on an outpatient or chronic basis_ This includes, but is not limited
to, retail drug-stores, ambulatory care pharmacies, and pharmacies dispensing 1o long-term care, rehabilitation faciities 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 stafl within a pharmacy where the patienl’s treatment is coordinated at a site of care and pharmacy
claims are submitted as a medical benefit.

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

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

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

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

6.4 Role Selection Confirmation - Inpatient Pharmacy 6

Not : This pop-up messag is commo to both N wUs rsa dPho /Faxus rs.

Sign in

Program Role Selection

Please select the option below that best describes your role and press Continue.

Authorized Representative of Inpatient Pharmacy

Based on the response selected, please confirm you are certifying as an
Inpatient Pharmacy.

An inpatient pharmacy dispenses clozapine only to patients frealed recemving inpatient
medical care and other related services for surgery, acute medical conditions or injunies
(usually for a short term iliness or condition)

If the pharmacy you are certifying does not meet this definition of an Inpatient

Pharmacy, please press Cancel lo change your response, otherwise, please press
Confirm to continue with the certification.

Cancel Confirm

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
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6.5 Role Selection Confirmation - Outpatient Pharmacy 6

Not : This pop-up messag is commo to both N wUs rsa d Pho /Fax us rs.

Sign in

Program Role Selection

Please select the option below that best describes your role and press Continue.

Authorized Representative of Independent Outpatient Pharmacy nacy is responsible for ensuring
‘of an outpatient

Based on the response selected, please confirm you are certifying as an
Independent Outpatient Pharmacy. o _ -
. This includes, but is not limited
An outpatient pharmacy dispenses clozapine only to patients treated on an cutpatient fon facilities and prison systems
or chronic basis. This includes, but is not imited to, retail drug-stores, ambulatory care : -
pharmacies, and pharmacies dispensing 1o long-term care rehabilitation facilities and L
prison systems. As an independent outpatient pharmacy, you agree that your Y 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 authonzed representative (i.e., not a location covered
by a central headquarters for enroliment or training).

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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CLOZAPINE REMS

The Single Shared System for Clozapine
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6.6 Role Selection Confirmation — Chain Headquarters 6
Pharmacy

Usemame Password Sign in

Program Role Selection

Please select the option below that best describes your role and press Continue.

. Authorized Representative of Outpatient Pharmacy - An authorized representative of an outpatient pharmacy is responsible for ensuring
certification and training of the pharmacy staff within an individual outpatient pharmacy. An authorized representative of an outpatient

pharmacy cannot be
* Outpatient Authorized Representative of Chain Headquarters Pharmacy basis. This includes, but is not
limited to, retail rehabilitation facilities and prison
systems Based on the response selected, please confirm you are certifying as a Chain
Headquarters Pharmacy of an Outpatient Pharmacy.
. Authorized An outpatient pharmacy dispenses clozapine only to patients treated on an outpatient is responsible for ensuring
certification and trainf ©f chronic basis. This includes, but is not limited to, retail drug-stores, ambuiatory care | at 3 site of care and pharmacy

; : pharmacies, and pharmacies dispensing to long-term care, rehabilitation facilities and
claims are submitted ) e suctems. As a Chain Headquarters Pramacy, you agree that you are acting on
. |npaﬁenlpl'n!'rlﬂ behalf of a group of outpatient pharmacies as a corporate headquarters enroliing inthe  Jcal care and related services for
surgery, acute Clozapine REMS Program for multiple pharmacy locations (i.e., chain stores or a group
of pharmacies owned/operated as a single entity); and, whose enroliment and
certification activities will be handled centrally by one authorized representative acting

« Authorized Represqd on benalf of all the locations in the "chain”. jpain headquarters pharmacy is
responsible for i contracted to participate with a

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

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

otherwise, please press Confirm to continue with the certification.

Continue

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™

6.7 Authorized Representative Intake 6

My Dhaskboard

Authorized Representative Intake

Ter Degin (e PrOCESS 25 00 UINOMAZED representaive in e Clozapine REMS Program, please comphebe the form Delow and press Next. All Bekds Esied below
are requingd unless ofhenyise indicaled

Authorized Representative Information

| First Nama

i Last Name

| Cradentials -

| Email Address

| Phane Ext {opt)

|_ Fax {opt) '
|
|

- Contact Preference - w

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™

6.8 Authorized Representative Confirmation 6

Confirmation Citam, ool

You have successfully completed the required authorized representative training.

If you are ready 1o certify your pharmacy now please use Centilv Phammacy. To retum 1o your dashboard for other activities, please use the My
Dashboard bufion al the top of the page if you have compleled your session loday, Simply close your browser

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™

6.9 Pharmacy Intake
CLOZAPINE REMS

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

Summer Hogan « My Dashboard

mma‘m Confrmation |

Pharmacy Intake

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

To certify your Pharmacy. please compiete the form below and press Next. Once certified. you will receive a certffication confirmation via the contact
preference you selected durnng your Authorized Representative Intake All fieids listed below are required uniess otherwise indcated

Pharmacy Information

-

Pharmacy Identifiers

Please provide at least one identfier

o -

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

Privacy | Terms of Use | S#e 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:

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 68 of 238
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e I pati tpharmacy: A pharmacy withi a facility disp si gclozapi o lytopati ts
rcivi gi pati tmedicalcar a doth rr lat ds rvic s for surg ry, acut medical
co ditio sori juri s (usually for a short-t rm ill ss or co ditio ).

e Qutpati t pharmacy: A pharmacy disp si gclozapi o lytopati tstrat do a
outpati torchro ic basis. Thisi clud s, butis ot limit d to, r tail drug-stor s,
ambulatory car pharmaci s, a d pharmaci sdisp si gtolo g-t rm car , r habilitatio
faciliti sa d priso syst ms.

2 - Adjudicat claimso li qu stio - This qu stio will b display d o ly if th Pharmacy Typ
s | ct do thispag is'Outpati tPharmacy’. 6

ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 6

Pag 9o0f 2386
Reference ID: 4376730



CLOZAPINE REMS

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

6.10 Pharmacy Re-classification 7

v 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 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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CLOZAPINE REMS

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

v Username 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 | FAQs | Contact Us
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The Single Shared System for Clozapine
No Blood, No Drug™

v semame ASSWOor
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 iliness or condition)?

Yes
MNo

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™

v Usemame Password
CLOZAPINE REMS 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 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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The Single Shared System for Clozapine
No Blood, No Drug™

Username Password

Clozapine REMS Pharmacy Classification

Please contact your chain headquarters pharmacy authorized representative for assistance. If you are the authorized representative, or if you do not
know who the authorized representative is, please call the Clozapine REMS Program at 844-267-8678.

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

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

Username Password

Clozapine REMS Pharmacy Classification

Please call the Clozapine REMS Program Contact Center at 844-267-8678 for assistance.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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The Single Shared System for Clozapine
No Blood, No Drug™

6.11 Pharmacy Education Program?

CLOZAPINE REMS o
The Single Shared System for Clazopine
No Bload, No Drug™ Home FErescriber Pharmacy Patient Resources  Support

() UL T L i Assessment  Confirmation

Education Program

Below is the education program for clozapine. Please review the program materials and press the Next button to confinue. It is estimated that it will take

15-20 minutes to compiete the Education Program and Clozapine REMS Knowledge Assessment for Healthcare Providers.

Clozapine_REMS_HCP_Guide_v2_2015_08_11.ai

CLOZAPINE REMS

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

6.12 Pharmacy Education Confirmation 7

CLOZAPINE REMS o

The Single Shored System for Clozoping
Mo Blood, Mo Drug™ Home Prescriber  Phammacy  Patient  Resources Suppor

infake  Educalion Ftiicisiiop Confirmation J

Education Program Confirmation

You have now completed the Education Program

Please wse the Next buflon below (o continue wilh your cerification process. The educalion program you jusl complébed can always be reviewed again
under your user profile in the top nght comer of s site

For additional information about the Clozapine REMS Program, please call 844-267-8678.
Frivacy | Terms of Use | Site Map | FAGs | Contact Us

Not : Upo pr ssi gth Netbutto o th ducatio Co firmatio pag ,th us rwillb 7
avigat d through th Clozapine REMS Knowledge Assessment for Healthcare Providers.
KAissho o lyo c blo forallsta hold rs xc ptforpr scrib rd sig s.
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6.13 Pharmacy Attestation - Inpatient Pharmacy

Not : Thispag i clud so lyth att statio t xtforth I pati tPharmacy from th 7
Clozapine REMS Inpatient Pharmacy Enrollment Form.

CLOZAPINE REMS

A A A T W AR S YA S St S e
The Single Shared System for Clozapine
No Blood, No Drug™

Intake

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 along with and date.

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

As an i DI i ible for the pharmacy, |, Summer Hogan, attest to the following Clozapine REMS Program reguirements:
lam the P il by my to coordinate the activities of the Clozapine REMS Program. | have
reviewed Clozapine and the Risk of penia: A Guide for F i 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 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 recerd of the training is mainiained
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
. 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 moenitoring and 31 days for monthly monitoring)

a

Verify the last ANC is acceptable or verify the certified prescriber’s authorization for clozapine treatment if the ANC is low indicating
moderale or severe neutropenia

o

Fill and dispense no more than the amount of clozapine necessary io freat the patient until the next biood 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, 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

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

4. P will make doct available 1o the clozapine manufacturers and/or a designated third party acting on behalf of the

Clozapine Sponsors to verify understanding of, and adherence to, the requirements of the Clozapine REMS Program

o

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

@»

Inpatient pharmacies must complete an Eligibility Check and verify ANC/prescriber authorization before dispensing clozapine products to a
patient to ensure compliance with the required safe-use conditions

~

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 behaif 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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CLOZAPINE REMS

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

6.14 Pharmacy Attestation - Outpatient Pharmacy

Not : Thispag i clud so lyth att statio t xtforth Outpati tPharmacy from th 7
Clozapine REMS Outpatient Pharmacy Enrollment Form.

Summer Hogan ~
CLOZAPINE REMS
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 onfine 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 fo order and dispense clozapine
2. The risk of severe neutropenia associated with clozapine and the importance of absolute neutrephil count (ANC) monitoring
3. There is a different ANC monitoring algerithm for patients with documented benign ethnic neutrepenia (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. 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
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 ion for continuing clozapine ifthe ANG is low

[

a

or severe p
Fill and dispense no more than the amount of clozapine necessary to treat the patient until the next blood draw/ANC or as directed

o

by the prescriber
My pharmacy agrees not to sell, loan, or fransfer 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
4. Pl ies will make 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

o

information related to the Clozapine REMS Program

Provide dispensing location information 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
Outpatient pharmacies must obtain a PDA each time before dispensing clozapine products to a patient to ensure compliance with the

& N

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

Not : This pag will b availabl or:
1. I pati tPharmaci s
2. Outpati tPharmaci s who ca ot adjudicat claimso Ii f

CLOZAPINE REMS e

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

Intake  Attestation Confirmation

Certification Confirmation Y L

«” 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 i

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

t Pharmaci s who ca adjudicat claims o i

My Dashboard

Not : This pag will b availabl or Outpati f

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 instrucions on how to submit test transac ions to the Clozapine REMS
Program. This will @nsure that your pharmacy management system has been successfully configured to allow communication with the Clozapine
REMS Program

To download the iInstructions now, please use the Download Instructions button below. Afer successiul completion of the tes! transactions and
valigation of all required identfiers. you will be notified of your cenification in the Clozapine 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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CLOZAPINE REMS

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

7. Chain Pharmacy Certification f
7.1 Chain Pharmacy Store Intake

Pharmacy Intake

To gietify your eham DRaemacy shone, please Comgiele M Somm below 303 Dress Mext Once the store is Cortlier, you wil receive 3 certoaon confiemation
Vi Bheet CONLBCT Preierence you SekeChed unng your sulhonzed epresentatne mtike. Al Nedds Delow Mg required unless othenwis RaCated

Pharmacy Information

Phamacy Name

Addrass

Address 2 (opt)

Phons Ext (opt)

Trasning Status-- i
Pharmacy identifiers
NCPOP =1
P provice f kil one:
DEA '

NP

e

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

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

7.2 Chain Pharmacy Store Confirmation 3

Chain Store Confirmation

" The chain pharmacy store has been successfully added.

T adkd anciher slofe, pleass wie (he Add Stors Dullon Delow,

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™

8. Pharmacy Staff Enroliment
8.1 Enroliment Home Page

CLOZAPINE REMS s

e R e R B e O T il
The Single Shared System for Clozapine
No Blood, No Drug™

Home  Prescriber

T —
j as‘:“"‘.l-.'lj m

Forgot Usermame? Forgot Password? Need an Account?

Pharmacy Patient Resources Support

Pharmacy Staff Enrollment
Steps for Pharmacy Staff Enroliment

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

Pharmacy staff 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 Efigibility Checks through the
Clozapine REMS Program Website or the Clozapine REMS Program Contact Center.

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

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

2. Attest: Complete and sign the Pharmacy Staff Attestation

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

Program Materials

L ANC Monitoring Table

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

-T_t Clozapine REMS ANC Lab Reporting
Form

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

ﬁ:_ Clozapine REMS Eligibility Check Fact
Sheet

T 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

Clozapi
Reference ID: 4376730
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CLOZAPINE REMS

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

8.2 Pharmacy Search 5

Pharmacy Search

Ta identify I pharmacy you represenl, phease complbe Bh fiekds bilow and press Search. Once you afe able Io 3ccess your dashboard, you will be
abbe o assockate 1o amditonal pharmacies, All feids B3led below are required unkess olhemwise indicated,

Pharmacy Information (a1 least one identifier is required)

Zip Code and DEA

NPl

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™

8.3 Pharmacy Search Results 6

Pharmacy Search

Tix idendify the pharmacy you represent, please complate the fiekds below and press Seareh, ONCe you are abie (o 3ccess your dashboard, you will be
able o associale b addiional phamacies. All fields Bsled below are required wnkess ofherwise indicaled.

Pharmacy Information (a1 kst one idenibiier is required)

il e D || WP 3456789

If e Search resuits have reurmed your record, please highlight the now and press Submit. If you do nol See your fecond, please iy your Search again or
contact the Clozapine REMS Program for assestance.

Pharmsscy Adiness

423 Main Sareet, Tampa FIL 23814

Showing ¥ of 1 endres

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

Pag 8 of 2386
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CLOZAPINE REMS

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

8.4 Pharmacy Staff Intake 7

Pharmacy Staff Intake

T €008 0% a phafriacy Sl in the Clozagine REMS Program, pledse complete Ihe form Délow and press Next. Once enfolled, vou will receie an
enfgliment confirmabion via your contact preference. All Belds isied below are required wiess olthensise indicated.

Pharmacy Staff Information

First Name |

Last Mame [

Email Address |

| Phone :i Ext (opt) i

Fax (opt)

-~ Contact Prefarence — v |

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™

8.5 Pharmacy Staff Attestation f

Summer Hogan ~

CLOZAPINE REMS

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

Start  Intake  Aftestation
Pharmacy Staff Attestation

To complete the pharmacy staff enroliment 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.
*Outpatient pharmacies with a pharmacy management system that supports electronic communication with the Clozapine REMS Program using established

telecommunications standards do not obtain 2 PDA via the Clozapine REMS Program Website.

By enrolling. you agree not to share your credentials for the Clozapine REMS Program Website or allow others to sign in to the website using

your credentials.

As part of your enroliment, 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 | FAGs | Contact Us
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CLOZAPINE REMS

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

8.6 Pharmacy Staff Confirmation 9

Enrollment Confirmation " em. B

" You have now enrolled in the Clozapine REMS Program.

Bielow i5 your Clozapine REMS Program Enroliment ID. Please retain Bis infonmation ior your reconds

Enroliment ID: HCP123456789

To return o your dashboard for ofher activities, please use the My Dashboard bution at the fop of the page. I you have oomplebed your session for oday,
SIFnply CIese YOUur BRowser.

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™

9. Knowledge Assessment for Healthcare
Providers

Not : Th Clozapine REMS Knowledge Assessment for Healthcare Providers pag s b low9
ar for pr scrib rs, pr scrib rd sig s, a d authoriz dr pr s tativ s.

9.1 Knowledge Assessment for Healthcare Providers
Landing Page

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

Review Aftestation  Finish |

Intake Education  Assessment

Start

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 questions correctly. Please select the best option for each question

You will have a maximum of six attempts to pass the assessment. After three unsuccessful attempts, the education program is required to be reviewed
again before retaking the knowledge assessment. After six unsuccessful attempts, your access to retake the knowledge assessment will be suspended
and you will need to contact the Clozapine REMS Program to reinstate your ability to complete the knowledge assessment

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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CLOZAPINE REMS

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

9.2 Knowledge Assessment Question 19

Knowledge Assessment

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

o A True
. B. Faise

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

Pag 10of2389

ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 9

Reference ID: 4376730



CLOZAPINE REMS

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

9.3 Knowledge Assessment Question 29

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

intake  Education Assessrnent

Knowledge Assessment

QUESTION 2

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

A. True
B. False

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

Privacy | Tems of Use | Sie Map | FAGs | Contact Us
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CLOZAPINE REMS

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

9.4 Knowledge Assessment Question 3 9

Knowledge Assessment

Severe neutropenia is defined as:

. A A white blood cell count (WBC) less than 2000/L
B An absolute neutrophil count (ANC) less than 1000/
. C. An absolute neutrophil count (ANC) less than S00/L
. D. None of the above

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™

9.5 Knowledge Assessment Question 4 9

CLOZAPINE REMS

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

Summer Hogan ~

Start  Intake  Education Assessment NI TR E il BN i)

Knowledge Assessment

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/pL for a patient who is part of the general population (i.e., the patient does not
have documented BEN)

C. A baseline absolute neutrophil count (ANC) is not necessary

D.Both Aand B

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

Frivacy | Terms of Use | Site Map | FAQs | ContactUs
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CLOZAPINE REMS

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

9.6 Knowledge Assessment Question 59

Knowledge Assessment

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

A Determine if the patient has documented BEN

- B. Enroll the patient in Clozapine REMS Program

_ C. Counsel the patient/caregiver about the risk of severe neutropenia
. D. Order blood work to oblain 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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CLOZAPINE REMS

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

9.7 Knowledge Assessment Question 6 9

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 Faise

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™

9.8 Knowledge Assessment Question 7 9

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

Intake  Education Assessrnent
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.

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

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

9.9 Knowledge Assessment Question 8 9

Knowledge Assessment

How much clozapine can be dispensed?

~ A A 30-day supply

. B A90-gay supply

~ C.Asmuch as the patient wants or the insurance will pay for

D It gepends when the patient's next blood draw s according 1o the monitoring requirements  Dispense enough medication o treat the patient with
ciozapine until the next biood draw/ANC or as directed by the prescriber

Next

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

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

9.10 Knowledge Assessment Question 9 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

1 C. Patients with BEN are NOT at increased risk for developing clozapine-induced neutropenia

1 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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CLOZAPINE REMS

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

9.11 Knowledge Assessment Question 10 f

Knowledge Assessment

If 3 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 inftiation 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 manitoring 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.
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CLOZAPINE REMS

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

9.12 Knowledge Assessment Question 11 f

Knowledge Assessment

QUESTION 11

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

L

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)

. 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

_ D. All of the above
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™

9.13 Knowledge Assessment Question 12 f

Summer Hogan =

CLOZAPINE REMS

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

Start  Intake  Education Assessment S=GIVT-UAGEr T BN R )

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 2 1000/pL; three times weekly until ANC = 1500/pL; weekly for 4 weeks; then return to the patient's last
"Normal Range" ANC monitoring interval

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

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 | FAGSs | Contact Us
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CLOZAPINE REMS

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

9.14 Knowledge Assessment Question 13 3

CLOZAPINE REMS o

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

Start  Intake  Education Assessment 8GR (G r= (0] SN 81101 ]

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 = 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 | FAGSs | Contact Us
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CLOZAPINE REMS

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

9.15 Knowledge Assessment Confirmation - Success 4
CLOZAPINE REMS T

: Mo Bload, No Drug™ Home  Prescriber Prammacy  Palient  Resources Suppor

Start Intake Educaton ASSEISmeET

Review  Atiestabion  Fanish |

Knowledge Assessment Results

" Congratulations! You have now completed the assessment.

You answered all the queshions comeclly and have passed the as5essment Phease (ess the Next Buthcn to COMPMEIE your Cemincation

Knowledge Assessment Code: HA-1636-D09B-TE1Z wmh

QUESTION 1

Al clozapine products are only available under the single shared Clozaping REMS Program.
¥ A True

Clozapine is associated with severs neutropenia, which can lead to serious infection and death.
v A True

QUESTION 3

Severs neutropenia is defined as:

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

Privacy | Teems of Use | Ste Map | FAQs | Contact Us
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CLOZAPINE REMS

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

9.16 Knowledge Assessment Confirmation — Not 5
Successful

CLOZAPINE REMS T
The Single Shared System for Clozapine _ :

Inlake  Cducation Assessment

Knowledge Assessment Results

[

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

- — e e —

Below |5 a summany of your responses. We recommend you review the Clozapoe and the Risk of Neutropenia. A Guide for Hesithcare Provigers Fqain
before you atiempt 1o retake the Knowledge Assessment Cnce you fee! your review is complete, please use the Retake Assessmant button below o
DegEn your assessment again

QUESTION 1

All clozapine products are only available under the single shared Clazapine REMS Program.
v A Tue

QUESTION 2

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

QUESTION 3

Severs neutropenia is defined as:

— ATTEMST

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

Pravacy | Terms of Use | St Map | FADS | Contact Us
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CLOZAPINE REMS

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

10. Patient Enrolilment 6

10.1 Patient Intake
CLOZAPINE REMS

The Single Shared System for
No Blood, No Drug™

Home  Prescriber  Pharmacy

Summer g

Patient Resources Support

Stat  Intake

Patient Intake

Lab Info  Finish

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 fizlds listed below are required.

Patient Information

First Mame

Last Mame

Date of Birth (MM/DDN™Y™Y™Y)

Zip Code

- (Zender - v

-- Race -- v

-- Patient Group — v o

Does the patient have Benign Ethnic Neutropenia (BEN)?

Groups can be used to categorize your
patants.

- Please Select — L

CE iz m

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

Privacy | Terms of Us= | Site Map | FAQs | Contact Us.
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CLOZAPINE REMS

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

10.2 Patient Lab Intake
CLOZAPINE REMS U e

e e D
The Single Shared System for Clozapine
No Blood, No Drug™ Mome Prescnber Pharmacy Patiemt  Resowces  Suppon

Start  Intake |ammom

Lab Information

The Treatment Status and Monitoning Frequency for the patient have been defaulted based on program rules. If you need 1o thange the values, you may

00 50 In Ine Nelas provided delow Additionally. If you have lab nformation you may enter it now; olherwse. please press Next 1o continue

Jackie Collins

Lab Entry Lab Current Highest Lowest
Biood Draw date None None None

ANC Value (per yl)

It you don't have an ANC Vaiue. but want 1o caiculate an ANC Value ANC Lovel (par L) (@) None None None

based on WBC, please click on the caiculator button.

go

Treatment Status

nitoring F

| attest that the patient 15 terminally iiin hospice care and monitoring can be reduced per the label

it m

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

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

Note:

The Add Lab page allows the user to enter Patient Lab Information. Options available for Treatment
Status include:

1 - Active

1 - Interrupted

1 - Discontinued

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 107 of 238
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CLOZAPINE REMS

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

10.3 Patient Lab Intake with Treatment Rationale
CLOZAPINE REMS L —

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

Lab Information

ne Treatment States and Monkoing Fraquency 10r the patiesl Nave Deen CETaUREs DASS0 ON Program naes If you Need 10 Change Mie values you man

40 SO In the Teids dovided Delow. Addtonally, I you have lab INnfrmation yeu May enter I now, Cihewse. piease press Next 10 contnue

Jackie Collins

Lab Entry

Blood Draw date Nore Nore None

ANC Value (per ub)
If you Gon't have an ANC Vaiue, but want 10 caiculate 3n ANC Ve ANC Levail (por i) o None
based on WEBC, please Ciick on the Cakiulalorn button

I anest that Ihe patient & teaminally N NOSPEE CAMG ANd MONNONNG Can DE FeCUCEd par the label

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

Privacy | Torms of Use | Sie Mag | 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)

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 108 of 238
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10.4 ANC Calculator 9

ANC Calculator L

WEC count (x10%mm?) Segs (%) Bands %) ANC vabue [per pl)

WEC count (x107mm?) Neutrophils (%) ANC value [per pL)

WOTE:

For 'WEC count. dats sPouid e srtensd n decamnad Sormad da vsius of 4000 shoult be emiered s 4 3

Fer Sge, Bandy, of Neuirgphie, data shoold be erbied wifhoud podcand aign (29'% shoutd be amered s 33
¥ e AT iy i Secgruiatedt with & valus, the kirme waiue S pogulaied in Sa ARG vidus e on P foen

Sourcs: Mosly's Disgncaie and | ¥ Tiras Fnd

, £th o, 2000 Whits Biocsd ol court and dfferensal, page $42
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CLOZAPINE REMS

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

11. Stakeholder Profiles

Not : Stak hold rproil sar acc ss dviath drop-down xttoth sig d-i us r's ameatthf
topo Vv ry pag .

11.1 Prescriber Profile

CLOZAPINE REMS

L S o s S A 4y S ] Vo
The Single Shared System for Clozapine
Mo Blood, Mo Drug™ Home  Prescriber Phaimacy | 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.

Frivacy | Teamns of Use | S Map | FADS | Conlact Us
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11.2 Prescriber Designee Profile f

My Profile

My Information “

FirstName | ‘Summer

Last Mame [ Hogan

Phone/Ext | 565-655.5565 EET

Fax | 5556554444

lﬂ——'—:.—'-

Contact Preference IEmll'

My Certification

Certification ID: HCP123456769 =

B coucation Progran
Cancel | Sme

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™

11.3 Authorized Representative Profile

CLOZAPINE REMS =

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

My Profile

My Information m

First Name
Last Name
Position/Title
Phone / Ext |555-555-555
Fax |555-555-4444
Contact Preference = Email v
™ Education Program

™ Clozapine REMS Knowledge Assessment for Healthcare Providers

o 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 3
Representative Profile

My Profile

My Information =

FirstNams | Summer

Last Name | Hogan

Posttion [ Tithe IRFH
Phone /Ext | B55-555.5588 | | Extlopt)

Fax [ 5555554444

- B O S S

Contact Preferance |Em:ai

'ﬁmwmm
Cance n Sae

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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11.5 Chain Headquarters Pharmacy Profile

Not : Th chai h adquart rs pharmacy authoriz dr pr s tativ will hav two optio s

via th drop-down xttoth sig d-i us r's ameatth topof v rypag ;o for y 4
Profil (authoriz dr pr s tativ profil abov ) a d Chai Hedquart rs Pharmacy Profil
(b low). -
oot bl My Dashboard
CLOZAPINE REMS
The Single Shared System for Clozopine
Mo Biood, No Drug™ Home Frescriber  Phammacy  Patent  Aesources  Important Safely information  Support

Chain Headquarters Pharmacy Profile

Chain Headquarters Pharmacy Information [ €an |
Chain Mame
Adaress

Address 2

Fax

Chain ID CS5123

Chain Headquarters Pharmacy Certification

Certification ID: FAC5471595906 =4

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

Prevacy | Teena of Use | Sae Msg | FAOS | Comact Us
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CLOZAPINE REMS

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

11.6 Pharmacy Staff Profile 5

My Profile

My Information -

First Name | Summer |

Last Name |_ Hagan I

Phone / Ext I J Eﬂ[@ﬂJ

Fax n

Contact Preference |
Il_]r Enrollment

Enrollment ID: HCP123456769 =

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
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12. My Account

Not : Acgou tpag sar acc ss dviath drop-down xttoth sig d-i us r's ameatth6
top of v ry pag

12.1 Forgot Username

v Usermname Password
CLOZAPINE REMS s

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
ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 6 Pag 11 of 2386
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CLOZAPINE REMS

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

12.2 Change Username 7
CLOZAPINE REMS

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

summer Hogan= [y ¥ ER TN

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 | FAGs | Contact Us
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CLOZAPINE REMS

The Single Shared System for Clozapine
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12.3 Change Username Confirmation f

. Change Username

" Your username has been successfully saved.

To change Yo ussmame, phease provide your new username below. The information you provide for your usemame must be unigue within the Clozapine
REMS Program Websie

Username

[ Uisa Email Address a5 Usemama [ Sugoest Usemame
Grange Passwoed
-

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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12.4 Change Password 9

Change Password

To change your password, please complete (he fekls Delw,

| Ohg Password

| MNew Password

| Confirm Password

Crangs Usemans:
L:hange mad dddinss

e

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS
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12.5 Change Password Notification f

My Dashboard

Change Password

A Your Password needs to be changed.

To change your password, please complete the fields below.

‘"Old Password ‘

I New Password |

‘ Confirm Password ‘

Change Username
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 f

Change Password

" Your password has been successfully saved.

To change your password, please compiate the felds belw.

r{).ﬁu‘ Password

i New Password

i Confirm Passwoard

Crangs LUsemans
Changs £ Addmss

o

For additional information about the Clozapine REMS Program, please call 844-267-86T8.
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12.7 Change Email Address f

Change Email Address

To change your email address, please complele fe fields below.

| Email Address

| Confirm Email Address

Changs Usemame
Change Fassaced

e [

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™

12.8 Change Email Address Confirmation 3

Change Email Address

" Your email address has been successfully updated. A verification email has bean sent to
<email address>. Please use the link within the email to confirm this change.

To change your email address, please complete e fields below.

| Email Address

| Confirm Emall Addrass

Change Usemams
Change Password

For additional information about the Clozapine REMS Program, please call 844-267-867T8.
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CLOZAPINE REMS

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

13. Patient Groups
13.1 Manage Groups

CLOZAPINE REMS o RS

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

Designees | Manage Groups

The table below contains all of your patient groups. 17 you need to add a new patient group, piease use Add Group Search Q
the Add Group buttor.

Alerts Notificationso Patients

Group Name

4 Actions
Group A -- Please Select -- v
Group B -- Please Select -- v

..... entrie 1| » 10 ~

My Dashboard
For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | Terms of Use | Site Map | FAQs | Contact Us
Note:

The Manage Groups page will include a list of all groups the prescriber or designee has created for
themselves. The actions the prescriber and designee can take are:

1 - Add Group - will take the user to the Add Group page
2 - Change Group Name - will take the user to the Edit Group page
2 - Remove Group - will take the user to the Remove Group page

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 124 of 238
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13.2 Add Group

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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CLOZAPINE REMS

The Single Shared System for Clozapine
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13.3 Change Group Name 6

Change Group Name

To change iNe group. Simpiy el B group name i ihe Neld below and press Submit

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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13.4 Remove Group 7

My DasMboard

Remove Group

To remove the group beiow simply press Remove; othenwise, press Cancel to return to Manage Groups.

Group Name: Group A

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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13.5 Remove Group Warning f

A Warning

Patients ane currently assigned to the group you ane remosing
Wioukt you like ta reassign all e patients 1o a new group?

ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 f Pag 128 0 238f
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13.6 Reassign Patients 9

My Dashboaed

Reassign Patients

Piease sesec! e new group below and press Submit rr— a

Group Name: E Please Selact - v
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 Al rts
Not : Al rts will b display d for all stak hold rs. Th Al rts a d Notificatio s tabs ar commo 3
across all stak hold rs.

Merts° Noﬁﬁcaﬁorts" Patients H 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. [Searcn Q|
Alert Date & Alert Category Alert Reference Name Alert Subject
09/10/2018 Designee/Pharmacy Staff Hogan, Summer Designee Determination
Showing 1 to 1 of 1 eniries (.1;) 10 +«

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

The Single Shared System for Clozapine
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14.1.2 Dashboard Notificatio s

Not : Notificatio s will b display d for all stak hold rs. Th Al rts a d Notificatio s tabs ar 3
commo across all stak hold rs.

| Aierts® Notifications® 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|
3 Notification Date 4 Notification Category Notification Reference Name Notification Subject
2 02/10/2018 Certification/Enroliment Hogan, Summer Certification Confirmation

<|1/>» _10 v

Acknowledge

Showing 1 to 6 of 6 entries

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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CLOZAPINE REMS
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14.2 Prescriber Dashboard
14.2.1 Pr scrib r Dashboard Pati t Tab Collaps d 3

CLOZAPINE REMS SummerHogan~ y pashboard

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

Alerts Notificationso 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 — r
(+) John Smith 05/01/2000 Enrolled Active -- Please Select — v
Showing 1 to 10 of 18 entries 1] » |10 ~

™ = NNRMF (National Non-Rechallenge Master File) patient

Fordefinitions 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

Summet Hogen™ . Dashbosrd

The Single Shared System for Clozopine
No Blood, No Drug™ Home Prescrber Fnarmacy Patent Resources  Support
o
Alerts Notifications Patients Designees Manage Groups
The table below contains all the patients you have seen in Ihe Clozapine REMS Program. If you go Q

not ind a patent, please use the Enroll Patient bution 1o add the patient. A Ragged row indicales a
Nabonal Non-Rechallenge Master File (NNRMF) patient

Fust Name Last Name & DOB £ ol e nt Growp Relatonsiip ALbons

(=] W o 04012000 Ervclec Actve Pesse Selwct v

Gendut Furale Eneciment M. PAT £.4 12000800

Yirs ANC Moodonng Tadee Current et | west
NNRME Mo
BEN N Booe [ram cae WOL0TT  0SOMTT W0L201T
ANC Lo 2o ) s 10 o
e Jotn e 017200 Creotes Atew Hlesre Select .
4 S

-
For oetnoorms O o™ wsec o ™ SO0 () g2

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

Prtvacy | Terms of Use | St Map | FAOs | Cortact s
E e Y

Note:

The dashboard for the prescriber will include a list of all patients the prescriber is managing. The
actions the prescriber can take are:

For patients with an enrollment status of “Incomplete”, the prescriber can "Resume Patient
Enrollment”

1 - Enroll Patient - will take users to the Patient Intake page and through the patient enroliment
process

For patients with an enrollment status of “Enrolled”, the prescriber can take the following actions:
2 - Add Lab - will take the user to the Lab Information page

2 - Change Treatment Status - will take the user to the Lab Information page

2 - Change Treatment Rationale — will take the user to the Lab Information page

2 - View Patient History — will take the user to the Patient History page

2 - View Patient Profile — will take the user to the Patient Profile page

2 - Remove from Program - will remove the patient from the program

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 133 of 238
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— Optio s availabl for Dispense Rationale status i clud :

a. Activ
b. xpir d
c. Limit ach d
d. Noto Fil
4 - Ford fi itio soft rmsus d o thispag - will pop-upth d fi itio so th pag (s xt 3
mockup)
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14.2.3 D itio s of T rms Pop-up 3

Alerts “ Noﬂﬂcaﬂons§| 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 not find a patient, please use the Enroll Patient button to add
the patient. A flagged row indicates a Mational Non-Rechallenge Master File

(NNRMF) 22020l

Definition of Terms X

Treatment Status
Pretreatment - new patient with no baseline ANC submitted who has not started clozapine =

9-

Active - receiving clozapine at regular intervals consistent with their monitoring frequency

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

Discontinued - clozapine usage has stopped

Enrollment Status v
Enrolied (patients and pharmacy staff) - All enrcliment reguirements have been met
Certified (for all other stakeholders) - All certification requirements have been met

o © © © ©

Incomplete - Requirements for enroliment or certification have not been met and must be continued

BEN Patient - Benign Ethnic Neutropenia (BEN) is a condition observed in certain ethnic groups whose average ANCs are
lower than “standard” laboratory ranges for neutrophils. Because of this condition, patients with documented BEN have a
separate ANC monitoring algorithm when treated with clozapine v

©

N NNRMF - Patients were listed in the National Non-Rechallenge Master File (NNRMF) if a patient had a WBC less than 2,000/uL
© or an ANC less than 1000/uL. All patients who were listed in the NNRMF and all their lab data were transferred into the

Clozapine REMS Program
(+] v

Showing 1 to 10 of 16 entries «l1l2» (10 v
™ = NNRMF (National Non-Rechallenge Master File) patients,

For definitions of terms used on this page, click here.

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.2.4 Add Lab, Change Treatment Status, and Change Monitoring
Frequency for Prescribers

CLOZAPINE REMS [

T e e e A A T W e i
The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient  Resources  Support

Lab Information

The Treatment Status and Monitoring Frequency for the patient have been defaulled based on program rules. If you need 1o change the values, you
may do so in the fleids provided below

Joe M
Lab Entry
Blood Draw date None None None
ANC Value (per pL)
If you don't have an ANC Value but want to caicuiate an ANC Value ANC Level (per yL) o None None None

based on WBC. please click on the caiculator button

g

Treatment Status

Ac(we ;

| atles! 1hat the patient 1s terminally iVin hospice care and monitonng can be reduced per the fabel

| attest that all ANC results for this patient in the past year were within normal limits per iabel and this patient has been on clozapine
herapy continuously for one year making them eligible for monthly monitoring

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

rivacy | Terms of Use | Stie Mag | FAQs | Contact Us
Note:

The Add Lab page allows the user to enter Patient Lab Information. Options available for Treatment
Status include:

1 - Active

1 - Interrupted

1 - Discontinued
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14.2.5 Vi w Pati t History Lab History Tab 3

My Dashboard

Patient History

Lab History Treatment Status History H Monitoring Frequency History H Dispense Rationale

| Display WBC
MName: Varsha Bhatia
Entry Date 4 Blood Draw Date ANC
DOB: 05/01/2000
05/08/2017 05/08/2017 1500
Gender: Female
05/09/2017 05/08/2017 500
Showing 110 2 of 2 entries el « m » [10 v

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.2.6 Vi w Pati t History Tr atme t Status Tab 3

Patient History

Lab History Treatment Status History Monitoring Frequency History H Dispense Rationale

Name: Varsha Bhatia EntryDate  * Treatment Status Rationale Duration
DOB: 05/01/2000 051082017 i
Gender: Female 05/00/2017 Active Benefit Outweighs Risk

Showing 11to 2 of 2 entfries « E| » (10 ¥ |

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.2.7 Vi w Pati t Histor itari g Fr qu cy Tab 3

Patient History

Lab History H Treatment Status History Monitoring Frequency History Dispense Rationale

Name: Varsha Bhatia Entry Date 4 Monitoring Frequency

DOB: 05/01/2000 051082017 Weekly

Gender: Female 1 '
Showing 1 to 1 of 1 entries «|1‘» 10 '|

For additional information about the Clozapine REMS Program, please call 844-267-8678.
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14.2.8 Vi w Pati t History Dispense Rationale Tab 4

My Lashboasd

Patient History

Lab History : Treatment Status History | Monitoring Frequency History Dispense Rationale

Name: Jof Bradiey Pharmacy Mame & pate lssued Expiration Date
DOB: 02161910 First Care Phamacy DTATO1S 03282015
Gender: Male Seondale Pharmacy DEMISE015 0572015

Ehowing 1 802 of 2 enines € lie | Wow

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

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

1 .2.9Vi w Pati t Profil 4

Patient Profile
Fatient Information -

First Mame {Efmr or I
Last Name |5|-|1ﬂ11 I

oos [oaosiieed |

Zip Code | B5GET. |

Gender LMB ‘

Race | Caucasian =

cown [GBE c

BEM Patient No

NMNRMF Patient Mo

Patient Enroliment Information

Enroliment ID: PAT132456750 =

For additional information about the Clozapine REMS Program, please call 844-267-86T8.
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CLOZAPINE REMS

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

14.2.10 Prescriber Dashboard Designees Tab
CLOZAPINE REMS My Dashboard

The Single Shared System for Clozapine

No Blood, No Drug™ Home Prescriber  Pharmmacy Patient  Resources  Imporiant Safety Information  Support
Alerts Notiﬁcationso Patients Designees Manage Groups 1
The table below contains all the designees that are currently assigned or requesting approval from Add Designee ‘ SEITEN | Q ‘

you Ifyou need 1o add 2 new designee Lo your list, piease use the Add Designee butlon

First Name Last Name 4 Certification ID Approval Status Actions

Don Herve HCP5414002422 Approved -- Please Select-- v 2
— Please Select - f
nving 1 to 1 of 1 entries < 3

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

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

Summer Hogan~ . pashboard

CLOZAPINE REMS

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

Alerts Ncmficatlons0 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 - v
Mark Brown HCP5414002422 Approved -- Please Select - v
Scott Abbot HCP5627729840 Pending [ - Please Select ~ v |
— Please Select — 3
v Approve Designee «1/» 1

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

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

Note: The dashboard for the prescriber will include a list of all designees the prescriber is
associated to. The actions the prescriber can take are:

1 - Add Designee - will take the user to the Add Designee page

2 - Remove Designee - will take the user to the Remove Designee page

3 - Approve Designee - will take the user to the Approve Designee page
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CLOZAPINE REMS

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

14.2.11 Add D ssig with  sults 4

Add Designee

To add a designee, please complele the Bields below and press Search, Al flekds listed below are requined unless otherwise indcated

Designes information
Tewry | | White | | Cartation D {opt)

B gy | T = =

Phone (op b o | Emad (o |

H the search results have retumed the deskgnes you want to assocate o, please select the row and press Submit. If you 40 nat see the designee you are
looking fof, please by your search again of contact the designee 1o ensune they ae cerified in the program,

First Nams Last Mame
Ty

Showing 3 of 1 enlies T = 0w

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™

14.2.12 mov D esig 4

Remove Designee

Remaving this designee will revole thes ainility to perform achtions on your behall. To continue, please check the box bedow and press Submit.
Designee Mame: Anantharaman Manickavasagam

Certification ID: HCP123456

I 1 herety remave this designee’s atility to perform actions on my behalf in the Clozapine REMS Program

For additional information about the Clozapine REMS Program, please call §44-267-8678.
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CLOZAPINE REMS

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

14.2.13 Approv Desig 4

Designee Determination

This designee will act on my behalf in fulliling the requirements Tor the Clozagine REMS Program.

Designes Name. Jane Brown
Certification 1D HCP055254

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™

14.3 Prescriber Designee Dashboard
14.3.1 Pr scrib r D esi Dashboard Pati t Tab Collaps d 4

M'HM.PM_M-M Manage Groups

The table below contains all the patients you have seen in the Clozapine REMS Search Q
Program. If you do not find a pabient, select a prescriber from the Prescnbers tab '

and use the Add Patient Action lo add the patient. A fiagged row indicales a

Hational Nen-Rechalienge Master File (NNRMF) patient.

\ Fust Name L ast Mame 4 poB Enrofiment Group Relatsnshp Actions
o Mg Brown 05012000  Erwolied Acten - Please Select - v
] Jony Sein 05012000  Envolled Actw - Please Select - v
Showtng 110 10 0f 18 enties - - «1» W0 v

BB < NRRME (hatonad b Rechasengs Master Fbe ) patsd

For dafnons of wims used on Tl Dage Cick Dty

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™

14.3.2 Prescriber Designee Dashboard Patient Tab Expanded
CLOZAPINE REMS S s Osaiours

The Single Shared System for Clozapine

No Blood, No Drug™ Home Prescriber Pnammacy  Patient  Resources  Support
Alerts hr';"mr:r*-r‘:o Patients Prescribers Manage Groups
The tabie below contains all the patients you have seen n the Ciozapne REMS r 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 Indicates a
National Non-Rechallenge Master File (NNRMF) patient

First Name Last Name 4 DOB Enroliment Group Relatonship Actions
(-] Mike Brown 05012000 Eneolied Actrve — Please Select — v
F : PAT5414000800

Gender Female 2 P u Enroliment ID: 000800

NNRMF No 1

BEN No Sicod Draw cate 10042017 05082077 10042017

ANC Leves (par pt) o0 150 @20

() John Smeh 05012000 Enroiled Azvve Please Select v

For definibons of terms used on Mis page. Cick e
& oee

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

Privacy | Terms of Use | Ste Map | FAGs | 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 Enroliment”.

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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CLOZAPINE REMS

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

14.3.3 D i itio s of T rms Pop-up 4

Pratrestrient - nisw pabent with no baseline ANC submittad whio has not staned dozaping
Active - recanang tozapine al regular ntervals consistend with their monilonng freguency

Interrupted - cozapine veage has stepped lemporardy pemding nest actions before: resuming therapy or being permanently
dieemntnuod

Discontinuad - lazapng usage has siopped

Enraiimaent Status

Enrodled (patients and pharmacy siaff) - Al enroliment requrements have besn mat
Certified (for all other stakeholders) - A5 certification requirements have besn met

bicomplate - Requiraments for enrolimant o cartificatian hasve not bean med and must be continued

BEN Patient - Bargn Etfwee Newtrapani (BEN) 15 3 condstion observed in cartam sthnt groups whose average ANCs sre
lower thamn "standard” [aboratory rangas from neutrophiis. Because of this condition, patients with documented BEN have a
saparate ANC monitcring algorshm when treated with clozaping.

WHEMF - Pabenis wers bsied in ihe Nabonal Mon-Heghallenge Master Fila [NNEMF) if 2 patient had a WEC less than 2000/
pL 0= an ANC less than 1E00RL. All patients who were ktad i e NNRMF and ai their lab dala wers transfermed inta tha
Lhidapne REMS Program
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CLOZAPINE REMS

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

14.3.4 Add Lab and Change Treatment Status for Prescriber Designees
oo [T
CLOZAPINE REMS

The Single Shared System for Clozopine
No Blood, No Drug™ Home Prescriber Pnarmacy Patient Resources  Support

Lab Information

The Treatment Status and Monltonng Frequency for the patient have been detaulted based on program rules. If you need to change the values, you
may do s0 in the fieids provided below

Joe M
Lab Entry
Blood Draw date None None None
ANC Value (per ul)
If you gon't have an ANC Value, but want to calculate an ANC Value ANC Level (per i) (@) Nore None None

based on WBC. piease ciick on the caiculator button

&

Active v

| attest that the patient Is termnally iilin hospice care and montonng can be reduced per the label

| attest that all ANC results for thes patient in the past year were within normal imits per label and this patient has been on clozapine
Iherapy continuously for one year making them ebgible for monthly monitoring

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

Privacy | Terms of Use | Ste Map | FAGS | 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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CLOZAPINE REMS

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

14.3.5 Vi w Pati t History: Lab History Tab 5

Patient History

Lab History Treatment Status History H Monitoring Frequency History H Dispense Rationale

. Display WBC
Name: Varsha Bhatia
Entry Date 4 Blood Draw Date ANC
DOB: 05/01/2000
05/08/2017 05/08/2017 1500
Gender: Female
05/09/2017 05/092017 500

Showing 1o 2 of 2 entries il « |I| » |10 v |

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™

14.3.6 Vi w Pati t History: Tr atme t Status Tab 5

Patient History

Lab History Treatment Status History Monitoring Frequency History H Dispense Rationale

Name: Varsha Bhatia EntryDate  “ Treatment Status Rationale Duration
DOB: 05/01/2000 05082017 Actve
Gender: Female 05/09/2017 Active Benefit Outweighs Risk

Showing 1 to 2 of 2 entries « m » | 10 -

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

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

14.3.7 Vi w Pati t History: itari gFr qu cy Tab 5

Patient History

Lab History H Treatment Status History Monitoring Frequency History Dispense Rationale

Name: Varsha Bhatia Entry Date 4 Monitoring Frequency

DOB: 05/01/2000 051082017 Weekly

Gender: Female 1 '
Showing 1 to 1 of 1 entries «|1‘» 10 '|

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

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

14.3.8 Vi w Pati t History: Dispense Rationale Tab 5

My Lashboasd

Patient History

Lab History : Treatment Status History | Monitoring Frequency History Dispense Rationale

Name: Jof Bradiey Pharmacy Mame & pate lssued Expiration Date
DOB: 02161910 First Care Phamacy DTATO1S 03282015
Gender: Male Seondale Pharmacy DEMISE015 0572015

Ehowing 1 802 of 2 enines € lie | Wow

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™

My Dashboard

14.3.9 Vi w Pati t Profil 5

Patient Profile

Patient Information

. |
LastName | Smith 1
0OB | 0351853 /|
ZipCode | 85667 |
Gender | Male

Race ||Caucasian

Group IG{M B

BEN Patiant Mo

MMNRMF Patient No

Patient Enroliment Information

Enroliment ID; PAT1324567T80 =l

cances | save |

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™

14.3.10 Prescriber Designee Dashboard Prescribers Tab
CLOZAPINE REMS onHerve~ My Dashboard

The Single Shared System for Clozapine

No Blood, No Drug™ Home Prescrniber Pharmacy Patient Resources Support
Alerts No)‘.iﬁcationso Patients Prescribers Manage Groups
The table below contains all the prescribers that you are currently a designee for. It you Aot I Preaaey ‘ Search Q [
need to be a designee for a prescriber not in your list, please usa the Associate to

Prescriber button.

First Name Last Name A Certification ID Approval Status Actions ‘

Ether Thomas HCPE414006580 Approved -- Please Select -- v 2
— Please Select —

showing 110 1071 entiies Remave Designee Relationship 10 v

Add Patient

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

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

CLOZAPINE REMS T

The Single Shared System for Clozapine

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

Alerts Nouf:ca:ionso Patients Prescribers Manage Groups

The table beiow 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 4 Certification ID Approval Status Actions
Hetal Diwan HCP5405480914 Pending | - Please Select - v ’
Poase 3

Cancel Designee Request i3 g

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

Privacy | Terms of Use | Ste 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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CLOZAPINE REMS

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

14.3.11 Associat to Pr scrib r 5

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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CLOZAPINE REMS

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

14.3.12 mov Desig5 latio ship 5

Remove Designee Relationship

T remave your relationship with this prescriber, please check e box below and press Submit,

Prascriber Mame: Summer Hogan
Refationship Status:  Approved

© 1 ety remave my mmmmmmmfﬂmmmmmwm BCHONS on Meir DERAIT in Mhe
Clozapine REMS Program.

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™

14.3.13Ca c | Desig 5 qu st 5

Cancel Designee Request

To cancel the approval request 1o act on behalfl of this prescriber, please check the bot below and press. Submit,

Prescnber Mame: Summer Hogan
Relationship Status: Pending

I I hereby cancel my request 19 act on behall of s prescriber in the Clozapine REMS Program.

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™

14.4 Pharmacy Dashboard - Inpatient Pharmacies
14.4.1 Inpatient Pharmacy Dashboard Pharmacies Tab

CLOZAPINE REMS o e

T P L —— T — A " b
The Single Shared System for Clezapine
No Blooad, No Drug™ Home Prescriiber Pharmacy FPatient  Resources  Support

Alerts Notifications Pharmacies Pharmacy Staff

Please search for your pharmacy in the table below and lake the appropriale action If you O not Add Pharmacy Se Q
S22 your pharmacy listed. please use Add Pharmacy bulion to add the pharmacy 0 the list

Pharmacy Name Addiess Phatmacy Type Certification ID Certification Status *  Actions

4343 n scofsayle rg
343 shay BURKEVILLE Virgina Inpabent FACEZ13173502 Cortled Please Select v

23822

4343 n sconsaaie rd

Yest Pharma PROENIX Anzona inpabent FACS313316247 Camniad Flease Sedact v
Remove Pharmacy

View'Update Phamnacy Profile
4243 n sconsdale re Add Lab

hea inc PHOENIX_ Anzona Outpatent FACS413537608 Centad Eligibility Chech
Recenify Phammacy
85054 ?
4343 nomn scomsdae
JC Penny PHOENIX Anzona Cutpatent FACS413634342 Centeq — Please Select — v

85054

4343 n scotsdsle ro

O Tata Pharma LANSING Michigan Outpatent FACS414118715 neomples ~ Please Select - v

48915

4343 N scoltsoale o
S Shama Pharma LANSING, Michigan Outpatent FACES14116840 NEormp ek Fleagss Selsct v

48912

Agaress, SCOTTSOALE
QO Irpatent inpabent FACS414TRZI50  mcompleke ~ Pleass Selact - v
Anzong 85250

-~ 0 +*

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

Prvacy | Terms of Use | 208 Map | FACS | ContaglUs

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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CLOZAPINE REMS

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

For pharmaci s with a rollme t status of “C rtifi d,” th authoriz dr pr s tativ ca tak th

followi g actio s:

2 - mov Pharmacy - will tak th us rtoth mov Pharmacy pag

2 - Vi w/Updat Pharmacy Profil - will tak th us rtoth Pharmacy Profil pag

2 - Add Lab - will tak th us rtoth Add Lab

2 - Eligibility Check - will tak th wus rtoth Eligibility Check pag .

2 - ¢ rtify Pharmacy - will tak th us rtoth Pharmacy c rtificatio pag

3 - For pharmaci s with a rollme t status of *I compl t ,” th authoriz dr pr s tativ ca 6
" sume Pharmacy C rtificatio ”
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CLOZAPINE REMS

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

14.4.2 Add Lab
Not : This Add Lab pag is display d for both I pati t, Outpati tpharmaci so - a d off-switch. 6

CLOZAPINE REMS S

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 (7]

If a patient's zip code is unknown, enter the
pharmacy's zip code instead.

Add Patient Lab

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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CLOZAPINE REMS

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

14.4.3 Add Lab — Succ ssful 6

Patient's lab results were successfully saved.
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CLOZAPINE REMS

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

14.4.4 Add Lab - U succ ssful 6

Unsuccessful due to invalid entry. Please recheck
information and resubmit.
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CLOZAPINE REMS

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

14.4.5 FEligibility Check

Not : This Eligibility Check display d is for I pati

t Pharmaci s. 6

My Dashboard

Eligibility Check

To getermine if the safe-use conditions have been met for your inpatient 10 receive ciozapine, please complete the Elgidiity Check information below
and Submit If you have lab information for your patient. you may enter it here. The resull of the Eigibiity Check will be displayed after the information is
submitted. Al fields ksted below are required unless otherwise indicated.

Patient Information

First Name

Last Name

Date of Birth

Zip Code Q
If a patient's zip code 1s unknown enter the

Add Patient Lab (optional) pharmacy’s zip code instead.

ANC value per microlitre (opt)
Blood Draw Date (opt)

Dispensation Information (optional)

Date of Service (op!) Q
- Manufacturer — v

NDC# Number v
Days Supply (opt)

Quaniity (opt)
Al leas! gne identifier is required

Prescriber DEA

Prescriber NPI

. - |

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™

14.4.6 Eligibility Check  sult - Succ ssful 6
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 MNone
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.

=
For additional information about the Clozapine REMS Program, please call 844-267-8678.
anyl'kmanfu:al&ium;immoma_cﬂ.&s
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CLOZAPINE REMS

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

CLOZAPINE REMS =t

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

Eligibility Check Result

«" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 04/20/2017 None
ANC Level(peryl) @ 1500 MNone
Name Summer H Lab Status Lab was Saved
DOB For further assistance with this patient's eligibility, please

contact the patient's prescriber.

]
For additional information about the Clozapine REMS Program, please call 844-267-8678.
ana:“'kmanfu:ﬂ&ium;:f%moma_cﬂ.&s
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CLOZAPINE REMS

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

14.4.7 Eligibility Check  sult - Succ ssful with war i g messag 6
CLOZAPINE REMS =

e e e S—
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 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 | FAGs | 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

B
e
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 None

ANC Level (per yL) o 1500 None
Name Summer H X The patient is not enrolled in the REMS Program. Please call
DOB the Clozapine REMS Program at 844-267-8678 for more

information

For further assistance with this patient's eligibility, please

contact the patient's prescriber

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 0

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 Summet Hogan~  py paghiboard

The Single Shared System for Clozapine _
No Blood, No Drug™ Home Prescriber Pharmacy  Patlent  Resources  Support
Alerts Nofifications Pharmacies Pharmacy Staff
Please search Tor your pharmacy in the table below and take the appropriate action. if you do not Add Pharmacy Search Q

see your pharmacy ¥sted, please use Add Pharmacy button to add the pharmacy to the list

Pharmacy Name Addrass Pharmacy Type Certification 1D Certfication Status “  Actions

4343 n scolisdale 1d
845 shay ku BURKEVILLE. Virgnla Inpatient FACSd13173502  Certifed - Please Selact -- v

22922

43473 n srolsdaia 1d,
Tast Pharma FPHOENIX, Anzona Inpahent FACUS413316247  Certihed — Pleasas Salact -- v

85054

4343 n stoftsdade rd,

lksa Inc PHOENIX, Anzona Outpatar FACS5413637605  Ceified Please Salkact v
35054 — Mease Select — 2

Remaove Pharmacy
View/Update Pharmacy Profle

4343 norin scomscale Add Lab
JC Penny P=OENIX Anzons Ouipalent FACS413634542 Cetified D.spense Rationale
Recerbfy Pharmacy
35054 .
4343 n scofisdaa rd,
© Tata Pharma LANSING, Michigan Outpatient FAC5414118715  incomplex - Please Sedect -- v 3
48915

4343 N scoftsdale rd
© Sharma Phama LANSING, Michigan Outpatient FAC5414119640  Incomolew -- Please Select - v
48912

Adiress SCOTTSDALE .
O Inpatent Inpatient FACS5414782350  Incomplete — Please Select - v
Arzona 85250

Hﬂ‘ltﬂ?'

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

Privacy | Tarms of Use | Site Mag | FAQs | Contact Us

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 pharmaci s with a rollme t status of “C rtifi d,” th authoriz dr pr s tativ ca tak th
followi g actio s:

2 - mov Pharmacy - will tak th us rtoth mov Pharmacy pag

2 - Vi w/Updat Pharmacy Profil - will tak th us rtoth Pharmacy Profil pag

2 - Add Lab - will tak th us rtoth Add Lab

2 - Dispense Rationale - will tak th us r to Dispense Rationale pag

2 - ¢ rtify Pharmacy - will tak th us rtoth Pharmacy c rtificatio pag

3 - For pharmaci s with a rollme t status of "I compl t ,” th authoriz dr pr s tativ 7
ca “ sume Pharmacy C rtificatio ”
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CLOZAPINE REMS

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

14.5.1 Dispense Rationale 7

Dispense Rationale

To request a Dispense Rafionale 107 your patient, please complete the intermation Delow and Submit. If you have 3D Normation for your patient, you
can enter it here. All filds listed below are required unless olherwise indicaled.

Patient Information

First Name J

Las! Name |

PR |

2 cote - | @] s e

Add Patient Lab (optional)

AMNC value pef mroitne (opt)

Biood Draw Date (opt)
Dispensation Information

Dale of Service (apt) | 7]
~ Manufaciurer — v
NOCHE Number v

Days Supply (op) |

Quantiy (opt} |
Al least onge Wentifier s required

Frescriper DEA

FPresciber NPl

e

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

Not : This Disp ns R tiori7 pag is display d for outpati t pharmaci s o - & off-switch7 7
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CLOZAPINE REMS

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

14.5.2 Dispense Rationale  sult Scr - Succ ss 7

CLOZAPINE REMS B

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 Fregquency: Weekly

Current Previous
Blood Draw date 04/20/2017 Nane
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 MabiFﬂQ}l-émﬁaﬂUs
ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 7 Pag 1 20of 2387
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CLOZAPINE REMS

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

14.5.3 Dispense Rationale  sult Scr — Succ ss (Aft rDRisissu d) 7
- Summer Hogan = P
CLOZAPINE REMS i
The Single Shored System for Clozapine
" Mo Blood, No Drug™

Home  Prescriber  Pharmacy  Panent  Resources  Support

Dispense Rationale Result

«" The below patient is eligible to receive clozapine.

Lab @ Eiiaid B iloia Current Monitoring Frequency: Weekly

Blood Draw date D4/20/2017 Momne

AMNC Level {per pl) o 1500 Mone
Mame Summer H & Prescriber not certified. Prescriber can cerlify at
DOB www clozapinerems. com or call 844-267-8678

A Cumment 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 | Tenms of Use | Site Map | FADS | Contact Us
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CLOZAPINE REMS

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

14.5.4 Dispense Rationale  sult Scr - U succ ssful 7

CLOZAPINE REMS S

The Single Shared System for Clozapine
No 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 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.

sancel

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

Privacy | Tarms of Use | Site Map | FAGs | ContactUs
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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 Hogen v My Dashboard

The Single Shared System for Clozapine
No Blood, No Drug™ Home Frescriber Pharmacy Patient  Resources  Support
w—
Alerts NotiTications Pharmacies Pharmacy Staff
Please search for your pharmacy in the tabie beiow and lake the approprate action If you ¢o not Add Pharmacy Seart Q

see your pharmacy listed, please use Add Pharmacy bution to a0d the pharmacy 10 e list

Pharmacy Name Addiess Pharmacy Type Cerufication ID Certfication Status *  Actlions

4343 n sconsdale ro
ks shay BURKEVILLE Virgirea Inpatent FACS313173502 Cented Please Select v

290

4343 n sconsdale ro
Test Pharma PHOENIX. Anzona Inpabent FACS413396247 Cenmfteo Please Salect - v

§505¢

4343 n scotsdale g
Ikea Irc FROENIX. Anzona Outpasent FACS$1363T009 Centes ~ Please Saiect -- v
85004

4343 north scomedaie
JC Penny PHOENIX. Anzona Qutpasent FACS413604242 Cented } — Please Select - v

Ramove Pharmacy
Viow/Update Pharmacy Profile
Add Lab

O Tata Pharma LANSING, Michigan Oulpatent FACE414118718  ncompiste Predispense Autharzaton
[hepense Rabcnake

Recertf; Pharmacy

4343 n scofpdale rd

48915

43543 N scolisaale

O Sharma Pharma LANSING Michigan Outpatent FACES14115840 neompiete Piease Select v

‘8.‘:

Agaoress, SCOTTSOALE .
O Irpatent Inpabent FACS447T82300 noomgae - Please Select - v
Anzona 85250

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

Frivacy | Terms of Use | S8 Map | FACS | Contat 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 pharmaci s with a rollme t status of “C rtifi d,” th authoriz dr pr s tativ ca tak th7
followi g actio s:

2 - mov Pharmacy - will tak th us rtoth mov Pharmacy pag

2 - Vi w/Updat Pharmacy Profil - will tak th us rtoth Pharmacy Profil pag

2 - Add Lab - will tak th us rtoth Add Lab

2 - Predispense Authorization - will tak th us rto th Predispense Authorization pag

2 - Dispense Rationale - will tak th us r to Dispense Rationale pag

2 - c rtify Pharmacy — will tak th us rtoth Pharmacy c rtificatio pag

3 - For pharmaci s with a rollme t status of "I compl t ,” th authoriz dr pr s tativ ca 7
" sume Pharmacy C rtificatio ”
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CLOZAPINE REMS

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

14.6.1 Predispense Authorization 7

Predispense Authorization

Tor-oetermine: i e 530e-uSe COnGRaE Nive Deen el K your MEbenl o fetens COXEpe Disdse (Ompiens Te Predudenss AUTN0nEaen Mt
Defow and SUDME. F y0u nave 1ab Nermanon T yiur Datent you may e §here The resas of P Pregessense ALEITOneD 'will De arsplmyed
Aty B indnemabion b subimilod Ao Beics Ssind Diiow 38 Meguerd unkess ifdnacte raeaied

Fatient Information

Firsl Naime

Lasl Mams

Date of Gafth

' I RS T COC Of o IR Bl

{F1p Cotie BILRT o 8 D SO PSR

Add Patient Lab (optional)

ANC vaoe ped i iciie {apl)
koo Dirgrer Janie {oD5)
Predispense Authorization Request
Date of Sendce [>]
= TAAMUTE RIFET = -
NOCH MurDey
Trays Sugpdy

ey

AL as] gne EeniRoer S Iepaeed

PrEsnmer DEA

Byescnmes WE
-

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™

14.6.2 Predispense Authorization  sult — Succ ssful 7

CLOZAPINE REMS S

-
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 04/2002017 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.

Patient’s Lab History

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

Frivacy | Terms of Use | Site Map | FAQs | Contact Us
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CLOZAPINE REMS

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

14.6.3 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 % Prescriber not certified. Prescriber can certify at
DoB www.clozapinerems.com or call 844-267-8678

silinieaon Kaniber 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.

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 0

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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CLOZAPINE REMS

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

14.6.4 Predispense Authorization  sult — Succ ss (At rDRisissu d) f
Summer Hogan = ashboar
CLOZAPINE REMS

A T AL ST I I S
The Single Shared System for Clozapine
Mo Blood, No Drug™ Home Prescriber Fharmacy Paten! Resources  Support

Predispense Authorization Result

" The below patient is eligible to receive clozapine.

Pl B e Current Monitoring Frequency: Weekly

Blood Draw date 04202017 More

ANC Level (peryl) @ 1500 None

MName Summer H & Prescnber not certified. Prescriber can certify at

— www clozapinerems com of call 844-267-8678

& Curmment ANC 1s not on file.
Authorization Number

A Dispense Ralionale currently exists for this
patient and will expire on 06/06/2018

For further assistance with this patient’s eligibility,
please contact the patient's prescriber.

Patient's Lab History

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

Privacy | Terme of Use | Site Map | FAQs | Contact Us
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CLOZAPINE REMS

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

View Pharmacy Profile f

Pharmacy Profile

Pharmacy Information -

Pharmacy Name [ Joey's Apothecary. ]
Pharmacy Type - Qutpatient

Address | 1 Main Street |

Address 2 [(SUIBAZS |
ciy - [[New¥erk ']

staterZipcode  [INY i [Hi001

Prone ! Ext | 55686555865 TN
Fax | 5558854444 ]
NCPDP [ 1234867 ]
DEA | AB123456789 i
nei [ 123456768 ]

Pharmacy Certification Information

Certification ID: HCP123456789 =
Cancel - Saves |

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™

14.6.5 mov Pharmacy f

Remove Pharmacy

Remaving this phammacy will deactvale it from the Clozapine REMS Program. The pharmacy will no longer be authorized to dispense clozapane. To contine,
please chisck the box below and press Submit.

Pharmacy Mame: . Joey's Apothecary
Cenification ID: PRS123456789

1 I 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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CLOZAPINE REMS

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

14.6.6 c rtify Pharmacy
Not : This c rtify Pharmacy pag is display d forI pati t, Outpati to -a d off-switch 3

Pharmaci s.

14.6.6.1 Pharmacy Recertification Wizard
Not : Us rswillb pr s t dwithas tofqu stio stor c rtify a pharmacy

CLOZAPINE REMS Username rlj’"zls"sv.ford — ”Emiﬁm

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriper 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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CLOZAPINE REMS

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

Usermname Password

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.
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CLOZAPINE REMS

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

v semame ASSWOor
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 iliness or condition)?

Yes
MNo

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™

v Username Password
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 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

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

Usemame Password

Clozapine REMS Pharmacy Classification

Please contact your chain headquarters pharmacy authorized representative for assistance. If you are the authorized representative, or if you do not
know who the authorized representative is, please call the Clozapine REMS Program at 844-267-8678.

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

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

Username Password

Clozapine REMS Pharmacy Classification

Please call the Clozapine REMS Program Contact Center at 844-267-8678 for assistance.

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

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

14.6.6.2 Pharmacy Recertification - Intake

cLO el -
R o N S e et semaann an e ond
The Single Shored System for Clozopine
No Bisod, No Drug™ Home  Prescriber  Phammacy  Patlent  Resources  Support
P w=sann Contrmanon |
Pharmacy Intake
l & Note: Your pharmacy type has been updated, Click here to change.
J
TO CRnPy your PRanmacy pRease CoOMpEte e o DeIow S0d press Next Once Cemned you wil receive 5 Cemicanon confimanon v e contact
preference you selectied dunng your Authorized Representative intake. Al fielids isted beiow are reguired uniess othenvise ndcated
Pharmacy Information

"€

Pharmacy Identifiers

Pease provide at least ope dentfer

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

Privacy | Terms of Use | S1 Nag | FAGE | Comtadt 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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CLOZAPINE REMS

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

14.6.6.3 Pharmacy Reactivation: Non-Chain Pharmacy
Not : If a pharmacy do s ot r c rtify withi th c rtificatio wi dow, th pharmacy will b
d activat d from th program.I ord rtor tur toth program,th pharmacy willb prs t d
with th scr b low upo loggi gi toth ir dashboard. This scr appli s to No -Chai
Pharmacy o ly. 9

CLOZAPINE REMS Summr o~

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

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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CLOZAPINE REMS

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

14.6.6.4 Pharmacy Reactivation: Chain Pharmacy
Not : If a pharmacy do s otr c rtify with th c rtificatio wi dow, th pharmacy will b
d activat d fromth program.I ord rtor tur toth program, th pharmacy will b
pr s t dwithth scr b low upo loggi gi to th ir Dashboard. This scr appli s 9

to Chai Pharmacy o ly.

CLOZAPINE REMS

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

Summer Hogan~ My Dashboard

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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CLOZAPINE REMS

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

14.6.7 Pharmacy Dashboard Pharmacy Staff Tab
CLOZAPINE REMS

The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber  Phammacy Pabienl  Resources  Support

Summer Hoganw My Dashboard

Alerts®  Notifications® Pharmacies Pharmacy Staff

The table bolow contains ail the pharmacy stafl that ane currently assigned 10 you yret Q
Fust Name  Last Name Pharmacy Name Address Enroll D Er Stotus Actions
Saty Seren Jowy's Apothecary 1 East Man Sareet, New Yo NY 10001 HCPI2356780  Enrolled ~ Please Select~ 7
Remove Fharmacy Stat
-y

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

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

e e ——
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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CLOZAPINE REMS

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

14.6.8 mov Pharmacy Staff 9

Remove Pharmacy Staff

Remaoving this phanmacy stalt member wil fevoke their ability to perfanm achons on behalf of this pharmacy. To continue, please check the box below and
press Submit

Staff Member: Sally Smith
Pharmacy Mame. Joey's Apothecary
Enrolment I HCP 123456789

I hieety remove this pharmacy Stafl member's abdity to pertorm actions on behall af this phammacy in the Clazaping REMS Program,

e

For additional information about the Clozapine REMS Program, please call 544-267-8678.
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CLOZAPINE REMS

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

14.7 Chain Pharmacy Dashboard
14.7.1 Chain Pharmacy Dashboard Pharmacies Tab

CLOZAPINE REMS ummer Hogan =y Dashboar

e R e
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 ceriify a slore (hat has been trained on all program requirements, select the store(s) and use the Certify Store bution. 3
Add Chain Store Searc Q
To add a store not In your list, use e Add Chain Store button. For all other activities, use the Actions list for the store.
Store Name Address Certification ID Certification Status Actions
Joey's Apothecary 1 East Main Streat, New York NY 10001 FAC1002245831 Certified —Plaase Select -~ 2
View Phaimacy Profile

Hogan RX 2 Park Avenu, New York NY 10201 FAC2234583304  Certified Remove Pharmacy

Apollo Pharmacy 311 Bell Road, Anaheim CA 92805 FAC0057124807  Incomplete —Please Select -

Life Pharmacy 423 Main Street, Tampa FL 33614 FAC0057124807  Certified —Please Select -

Mercury Drug 52 Milky Way Dr. Anchorage, AK 99508 FAC25685234583  Certified - Please Select —-

For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | TermsofUse | Site Map | FAGs | Contact Us

Note: The dashboard for the authorized representative of chain headquarters pharmacy will include
a list of all chain store pharmacies the authorized representative is managing. The actions the
authorized representative can take are:

1 - Add Chain Store - will take the users to the Chain Pharmacy Store Intake page and through
the chain store certification process

For pharmacies with an enrollment status of “Certified,” the authorized representative can take the
following actions:

2 - View Pharmacy Profile — will take the user to the Pharmacy Profile page

2 - Remove Pharmacy - will take the user to the Remove Pharmacy page

3 - Certify Store button - for pharmacies with a certification status of “Incomplete,” the authorized
representative can check one, numerous, or all checkboxes (located on the left side of the data
grid) and press the button to certify the store once the staff is trained.
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CLOZAPINE REMS

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

14.7.2 Vi w Pharmacy Profil 9

My Dashboard

Pharmacy Profile

Pharmacy Information

Pharmacy Name [ Joey's Apothecary }

Pharmacy Type Outpatient

Address 1 Main Street }
Address 2 | Suite 123 |
city [ New York }
State/ZipCode [NY 8 [11001 |
Phone /Ext | 555-655-6555 || Ext(opt) |
Fax | 565-5554444 |
NCPDP | 1234567 |
DEA [ AB123456789 |
NP1 [ 123456789 |

Pharmacy Certification Information

Certification ID: HCP 123456789 =4

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™

14.7.3 mov Pharmacy 9

Remove Pharmacy

Removing this pharmacy will deactivate it from the Clozapine REMS Program. The pharmacy will no longer be authorized to dispense clozapine. To continue,
please check the box below and press Submit.

Pharmacy Name: Joey’s Apothecary

Certification ID: PRS123456789

I hereby remove this pharmacy from the Clozapine REMS Program.

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™

14.7.4 Chain Pharmacy Dashboard Pharmacy Staff Tab
Summer Hogan « Dashboard
CLOZAPINE REMS N

The Single Shared System for Clozopine
No Blood, No Drug™ Home Prescriber Phammacy  Pabent  Resources Support

Alerts®  Notifications @ Pharmacies Pharmacy Staff

The table below contans ail the pharmacy staff that are currently assigned 10 you arct Q
Fust Name - Last Name Pharmacy Name Address £ 10 Enrolh Status Actions
Saly Smith Jory's Apothecary 1 East Main Sweet, New York NY 10001 HCP12M56T89  Envclled -~ Please Select - ¥
Remove Pharmacy Staff
[ = Y

For additional information about the Clozapine REMS Program, please call 844.267-8678.

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

R —
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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CLOZAPINE REMS

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

14..7.5 mov Pharmacy Staff 9

Remove Pharmacy Staff

Removing this phammacy stal member wil revoke their ability 10 perform actions on behalf of this pharmacy, To continge, plaase check the bo: below and
press Submit

Staff Member:  Sally Smith
Pharmacy Mame: Joey's Apothecary
Enroltment ID: - HCP123456789

£ I hereby remave this pharmacy stalf member's ablity to perform actions on behalf of this phamiacy in the Clozapine REMS Program.

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™

14.8 Pharmacy Staff Dashboard
14.8.1 Pharmacy Staff Dashboard Pharmacies Tab

CLOZAPINE REMS

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

Alerts !\'o::flcnuonso Pharmacies -
1

The table below contains ail the pharmacies that you are currently associated 10. If you need Search a
10 associate yoursed! 10 3 new pharmacy, please use the Associate Pharmacy bution. For

phamacy acons, use the ACHONS st delow

TishKay > My Dashboard

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 pharma
pharmacy s deactivated, Pharmacy Staff will not have access to perform Actions for the pharmacy on the websits until recertification accur
call the Contact Center for additional assistance.

Pharmacy Name A Address Ceruncation Status Actions

Baro Pharma 4341 scottsdale 1o, SAN JOSE Calornia 85123 Certhed -- Please Select - v

4343 scoredaie 0. BENTON HARBOR
Ortando Phama Daactvated - Plaase Salect - v
Michgan 42022

tata relance 4343 acottadale rd, PHOENIX, Arizona 85016 Certhed — Please Sebect - v
Ternas Prarma 4347 scottedale 10, OMAHA, Nebraska 63117 Centhed Add Lab
Efghiity Chack

Remove Pharmacy Relatonship
4343 scolfsdale 1d, BALTIMORE Maryland
Pharma co Centted Please Select v
21215

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

Privacy | Terms of Use | See Map | FAGs | 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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CLOZAPINE REMS

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

14.8.2 Associat to Pharmacy f

Associate to Pharmacy

T sdentify the phasmacy you represent, pléase comgplebe the fields below and press Search. All Telds lisled below are required unless ciherwise indicated.

Pharmacy information (af least one deniifier & reqred):

10001 and:| | DE HFI

If B Sesarch results have refumed your recond, pigase highight The fow and press Submit. IT you 60 not S6E your (ecord, (ease by your search again or
contact the Ciozapine REMS Program for assisiance

Pharmacy Name Pharmacy Address

423 Main Street, Tampa FL 33814

Showang 1 0f 1 etnes

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™

14.8.3 Eligibility Check

Eligibility Check

To determine if the safe-use conditions have been met for your inpatient 1o recenve clozapine, please complete the Efgiity Check informabion below and
Submit 1T Yol Nave 1h INTONMmAton 1of your patent, you may enter it ere, The resull of he ENGATY CRECK will B gispiayed arer e information 1s
sulbvmilted All fields Gsled below are required unless olherise indicated

Patient Information

First Marme I

Lasl bMame |

Diate of Birth |

If a pabent's 2ip code i unknown, enter the
pharmacy's z:p code mstead

o]
9
0
#
@
©

Add Patient Lab (optional)

ANC value per microftee {op)
Bioog Craw Date (oph)

Dispensation Information

|
Date of Sarvice (opt) @
- Manufacturer — x
< NOTH Nombey — i

Days Supply (opt) |

Quantty (cpt) |

Al least ong identifier s required
Prestrber DEA

Prescrber NPI

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™

14.8.4 Eligibility Check  sult -= U succ ss ul
Not : This r sult is display d or th Eligibility Check wh  th r sultisu succ ssul. f

CLOZAPINE REMS ne—

The Single Shared System for Clozapine 0 5 5
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 Da20v207 MNone
ANC Level (per uL) 0 1500 MNone

Name Summer H & The patient is not enrolled in the REMS Program. Please call

DOB the Clozapine REMS Program at 844-267-8678 for mare

information

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 | FASS | ContactUs
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CLOZAPINE REMS

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

14.8.5 Predispense Authorization 3

Predispense Authorization

Tor Determing il he Sa1ecme cOnSRates Mane ey Me] R your Haben I Nedivet COZINENS, PeLe COMMDIehs Me Cradaderse AUDnenTaban modmaton
Deiow @G Subma I you have lab siormation 106 yOur it o My einer f nere Thee nesuss Oof e PeEseense ALSNCIZanon aill e Sisplased
afber B idormation 5 sulwrediog A Beics isled beiow ane regured urkess. olferracses welcated

Fatient Information

F sl Mame

Ll Hame

Date ol Barh

' B Ry T SR of St B B

wp Cade YRR ¢ B T8 O WY

Add Patient Lab (optional)

ANC vl it misiole (apn
Seod Craw Date fopth
Predispense Authorization Request
._.a"e ur_Sq:m:e '.'
= LERRUTRL T — =
MEOCH Mumther
iy Supgdy
Celatrty

ALSeas! gng Denies 5 Aepuaied

Prescms DEA

Ewetonber 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™

14.8.6 Predispense Authorization  sult — U succ ssful
Not : This r sult is display d for th Predispense Authorization wh th r sultis 4
u succ ssful.

CLOZAPINE REMS

B e e e e P el s Wi
The Single Shared System for Clozapine
Me Blead, No Drug™ Home Prescriber  Pharmacy Palien! Resources  Support

Summer Hogan = 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 Fregquency: Weekly

Current Previous
Blood Draw date 042072017 Mone
ANC Level (per pl) o 1500 None
Mame Summer H ® Prescriber not cerfified. Prescriber can cerfify at
www._clozapinerems.com o call 844-267-8678.

bbb & Current ANC is not on file.

For further assistance with this patient's eligibility,
please contact the patient's prescriber.

Patient's Lab History

Provide Dispense Rationale for this patient.

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

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

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

15. Dispense Rationale — Static Pages 5

15.1 Home Page

CLOZAPINE REMS | > T -

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

Prescriber

All prescribers of clozaping products must certify in U zapine REMS Program.

Certification requires prescribers to:
he Enroliment form (name, add NP1, DEA)
Educate: Review Clozapine and the Risk of Neutropenia: A Guide for Healthcare
Frovide
Assess: Successfully complete the Clozapine REMS Knowledge Ass meni for

Healthcare Providers

Tha <MM/YYYY> Clozapine REMS Program Modification went live

on <MM/DD/YYYY=>. Prescribers are required to certify in the
Clozapine REMS Program as soon a:ﬂpo ssible to com:'nue"faﬁem
therapy. If prescribers are not certified at the time of the <MM/YYYY>
Clozapine EEM S Program Modification, a dispense of clozapine will
not be authorized for patients under their care. Click on the Important
Program Update flPUJP button for more information.

Start Prescriber Certification

Home Prescriber Pharmacy Patient Resources  Support

Pharmacy

All pharmac ies dispensing clozapine products must cerdify in the Clozapine REMS

Program. Certific ation reguires pharmacies fo:

Enroll: Complete the Enroliment form (name, address, NPI, DEA)
Educate: Review Clozapime and the Risk of Neutropenia: A Guide for Heaitticane

Providers
Assess: Successfully complete the Clozapine REMS Knowledge Assessment for

Healthcare Providers
Implement: Implement the necessary stafT raining and processes to comply with

the Clozapine REMS Program requirements

The <sMM/YYYY> Clozapine REMS Program Modification went live

on <MM/DD/YYYYY>, Pharmacies are required to certify in the
Clozapine REMS Program. If pharmacies are nol certified at the time
of the <MM/YYYY> Clozapine REMS Program Modification, a dispense
of clozapine will not be authorized for patients under their care. Click
on the Important Program Update [i’PUj,?wrton 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 required by the
Food and Drug Administration (FDA) for clozapine to ensure that the benefits of the drug outweigh the risk of severe neutropenia. The Clozapine REMS

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

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

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

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

16. Dispense Rationale — Pharmacy Authorized

Representative (Non-Switch)
16.1 Pharmacy - Authorized Representative Dashboard
——

Alerts Notifications Pharmacies Pharmacy Staff

Prease search for your pharnmacy in the tabse below and take ihe appropriate action. If you do rot [‘Search al
see your pharmacy listed, please use Add Pharmacy bution 1o a0d the pharmacy 10 the list i . .

Pharmacy Name Addiess Pharmacy Type Cemfication 0 Cerification Status *  Actions
4343 n scotsdale ro.
Hogan Rx BURKEVILLE Virgirea Inpatent FACS413173502  Certled ~ Please Select - v
22922
2101 E. Dunlap
Selma, Alabama
Test Pharma 35848 Inpapent FACS413396247  Canted « Please Select - v
§50%¢
Mercury Drug 4343 n scotsdale ra.
Ikea Inc FROENIX. Anzona Outpasent FACSS13637009 Centes ~ Pleage Salect - v
85054
4343 norn scomedate,
JC Penny PHOENIX. Anzona Cutpatent FACS812604082 Cented
85054
4343 n scofadale ro.
| & TataPrarma LANSING, Michigan Oulpazrent FACS214118718  Incompiete
@8
4343 N scolisaale .
| ©  Sharma Pharma LANSING Michigan Outpaten FACES14119840  hcomplete ~ Please Select - A
48812
Adaress, SCOTTSOALE.
| ©  Irpatent Inpadent FACBANATEZIN  mcompiete - Please Select - v
Showing 1 1o 7 of | enties ™ <1 10

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

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

16.2 Pharmacy - Authorized Representative Predispense 7
Authorization

Pradispanse Authorization

Tor ot rTrre i e 3ie.are CORGIORE Rie DEef el i il fEteal i fidahn COZENSS DedSe OOMEne T Pradarise 4uihor Pl ivrmation
Below 300 SUDMA. 5 yDu Rawe 1a0 IOrMEnion 100 vOUF DERer. Y00 My emer I here The feRsts oF e Pregapense ALSNOIZane: will e oisplayed

Aler e nfinomatn by Suberifbed) AL i e Do S regroe el unkess olfenacte il gled

Firs! Mame

Ll Nams

Date ol B

] 0 e T SO B SOAREME ST T
p e . PR, U P s s

Add Patient Lab {optional)

A W i PR e [ ond
Wood Draw Date fopt)
Predizpense Authorization Request
Cate of Service .
o LEBMUTACRUrET =
RO WP
DAy Buppsy

ey
A bt Gne SieniTes & réguited

Piesinber DEA

Pyssrriner NP

. -

For additional information about the Clozapine REMS Program, please call 344-267-8678.
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CLOZAPINE REMS

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

16.3 Pharmacy - Authorized Representative Predispense f
Authorization Result- Successful

CLOZAPINE REMS bt il My Dashiboard
The Single Shared System for Clozapine
No Bloed, No Drug™ Home Prescriber Pharmacy Palient Resources  Support

Predispense Authorization Result

#" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

_ Current Previous
Biood Draw date 0472002017  None
ANC Level (per uL) a 1500 None
Name Summer H Lab Status Lab was Saved
DOB
Aihoration BlETEer 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™

16.4 Pharmacy - Authorized Representative Predispense 9
Authorization Result- Unsuccessful

Summer Hogan = My Dashboard

CLOZAPINE REMS

Rl S Y e T e P w el Bt i
The Single Shared System for Clozopine :
Mo Blood, No Drug™ Home Prescriber Pharmacy Patient Resources  Support

Predispense Authorization Result

ﬂ 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 04202017 Mone
ANC Level (per plL) o 1500 None
Name Summer H ® Prescriber not cerfified. Prescriber can cerfify at
www.clozapinerems.com or call 844-267-8678.

Aulbiccabon Mt & 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 Uss | Site Map | FAGs | Contact Us
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CLOZAPINE REMS

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

16.5 Pharmacy - Authorized Representative Predispense
Authorization Result - Successful

: My Dashboard

Predispense Authorization Result

« The Dispense Rationale has been provided.
Please resubmit the request to receive the authorization to dispense clozapine to the patient.

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

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

16.6 Pharmacy - Authorized Representative Predispense f

Authorization Result- Successful (After the Dispense
Rationale is issued)

CLOZAPINE REMS T

T T W S e g ey
The Single Shared System for Clozapine _
No Blood, Mo Drug™ Home Prescriber Pharmacy Patienl  Resources  Suppon

Predispense Authorization Result

«" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Previous
Blood Draw date 042072017 Mone
ANC Level (perpl) @@ 1500 Mone
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.
Authorization Number
A Dispense Rationale currently exists for this
patient and will expire on 06/06/2018.
For further assistance with this patient’s eligibility,
please contact the patient's prescriber.
-
Patient’s Lab History
For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | Terms of Use | Sits Map | FACS | Contact Us
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CLOZAPINE REMS

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

16.7 Pharmacy - Authorized Representative Predispense f
Authorization Result — Unsuccessful

CLOZAPINE REMS i

The Single Shared System for Clozapine _
No Blood, No Drug™ Home Prescriber Pharmacy FPatient Resources Important Safety Information  Support

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.

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. Dispense Rationale — Pharmacy Staff (Non- 3
Switch)
Pharmacy Staff Dashboard

CLOZAPINE REMS

B = e W M (I Wy
The Single Shared System for Clozapine
No Blood, Mo Drug™ Home Prescriber Pharmacy Patient  Resources  Support

dRSh Bay = My Dashboard

(1]

Alerts Notifications Pharmacies

The table below contains all the pharmacies that you are currently associated to. If you need Associate Pharmacy | Search Q

10 associale yoursell 1o a new pharmacy, please use the Associate Pharmacy button. For
pharmacy actions, use e AClions st 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. Flease 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 Certification Stalus Actions

Barre Fharma 4343 scofisdale rd, SAN JOSE, California 85128 Certified - Please Select - b4
4343 scotisdale rd, BENTON HARBOR Add Lab o

Orlande Pharma Deactivated Predispense Authanization

Michigan 49022 Dispenss Rationals

{ Remave Pharmacy Re1a|ionsh_ip
tata refiance 4343 scoftsdale rd, PHOENIX, Arizona 85016 Certfied -- Please Selsct -- L4

Tomas Pharma 4343 scofisdale rd, OMAHA, Nebraska 83117 Cerhified -- Please Select -- ¥

4343 scoltsdala rd, BALTIMORE, Maryland

Trader Joes Cerfied -- Please Select -- b
21215

Ming 110 5 of & eniries =, 1> 10 v

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™

17.1 Pharmacy Staff Predispense Authorization 4

Predispense Authorization

To-oelermine i e S398-USe COnGRaNS Ninve Dir el R your Mbeal i Tt COXEpes [Isdse [ormpiets T Pradapenss AuTn0nZalon Mt
Defow and SUDME. DU nave 1D nIOTManon 17 IO Datent you may enier §here The recats of P PeOesnende ALENITOLe will De arsplmned
Ay B indnemabion b subimibod A Geics TR Deiow 308 mecuered unkess offenatse mocaied

Patient Information

Firsl Name

Lasl Nams

Oate of Beth

c B3 3Ty I COCH of SRt R B
e ' PS8 D O PO

Add Patient Lab {optional)

ANGC vale ped mieiciie {apl)
Tkood Dirrw DA 005
Predispense Authorization Request

Dade of Sondce [+]

Crays Soppy
ety

AL s png ERENIReT 5 egune

PR DEA

PYESEnDE! P

e

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

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

17.2 Pharmacy Staff Predispense Authorization Result- 5
Successful

CLOZAPINE REMS bt il My Dashiboard
The Single Shared System for Clozapine
No Bloed, No Drug™ Home Prescriber Pharmacy Palient Resources  Support

Predispense Authorization Result

#" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

_ Current Previous
Biood Draw date 0472002017  None
ANC Level (per uL) a 1500 None
Name Summer H Lab Status Lab was Saved
DOB
Aihoration BlETEer 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™

17.3 Pharmacy Staff Predispense Authorization Result- 6
Unsuccessful

CLOZAPINE REMS

A Y e A e — L e —— —
The Single Shared System for Clozapine :
Mo Blood, Mo Drug™ Home Prescriber Pharmacy Patient Resources  Support

Summer Hogan = 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 Fregquency: Weekly

Current Previous
Blood Draw date 04202017 Mone
ANC Level (per plL) o 1500 None
Name Summer H ® Prescriber not cerfified. Prescriber can cerfify at
www._clozapinerems.com or call 844-267-8678.

Aulbccabon Mt & Current ANC 1s not on file.

For further assistance with this patient's eligibility,
please contact the patient's prescriber.

Patient’s Lab History

Provide Dispense Rationale for this patient.

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

Privacy | Terms of Use | Site Map | FAGs | Contact Us
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CLOZAPINE REMS

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

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- f
Successful (After the Dispense Rationale is issued)

CLOZAPINE REMS Rl A My Dashboard

T T W S e g ey
The Single Shared System for Clozapine _
No Blood, Mo Drug™ Home Prescriber Pharmacy Patien]  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 (perpl) @@ 1500 None
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.
Authorization Number
A Dispense Rationale currently exists for this
patient and will expire on 06/06/2018.
For further assistance with this patient’s eligibility,
please contact the patient's prescriber.
-
Patient’s Lab History
For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | Terms of Use | Sifs Map | FACS | Cantact Us
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CLOZAPINE REMS

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

17.6 Pharmacy Staff Predispense Authorization Result - 9

Unsuccessful
__ e
CLOZAPINE REMS b
The Single Shared System for Clozapine
No Blood, No Drug™ Home Prescriber Pharmacy Patient Resources Important Safety Information  Support

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.

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. Dispense Rationale — Pharmacy Authorized

Representative (Switch)
18.1 Pharmacy - Authorized Representative Dashboard f

CLOZAPINE REMS T

The Single Shared System for Clozopine e
No Blood, No Drug™ Home Prescriber Pharmaty Paflni Resources  Suppor

Alerts Motifications Pharmacies Pharmacy Staff

Please search Tor your pharmacy In the table below and take the appropriate action. Ifyou do net P o

588 your pharmacy sted, please use Add Pharmacy buthon to add the pharmacy to the list

Pharmacy Name Address Pharmacy Type Camtification 1D Certfication Status ©  Actions

4343 n seobisdals d,
55 shay ku BURKEMILLE. Virginia Inpatent FACS413173502 Cerined - Pleass Salact - "
23922

4343 n srolisdaia i,
Tast Phamna FHOENIX, Anzong Inpahent FACnA1I316247  Cerined — Plaaza Salact - v
35054

4341 n scotisdae rd,

lkga Ing PHOENIX, Anzona Culpatam FACERSTIGATEOE Cetified — Pleass Sslaci -- L

5054
Remawe Pharmacy
iewiUpdate Pharmacy Prodle
4343 norih scofscale Add Lab
JC Peany PHOERIX, Anzona Clulpalerd FACE413634042 Ceilified Dizpense Rationale
T Recerlty Pharmacy

4343 n scotisdaia rd,
&) Tala Fhamea LANSIRG, Michian Cutpatien FACS414118TiE Incompleds - Please Seleet -- ;.2
515

4343 M seottsdala rd
&' Sharma Fhama LAMSING, Michigan Cutpatiend FACS4141196820  Incomoles - Please Select - -
4042

Adiress SCOTTSDALE
@ Inpatient Inpatent FACE414TBZI50  Incomplese - Please Select - i
Arizona 85250

-1 = T

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

Privacy | Terms of Use | Site Mag | FAQs | Comtact Uz
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CLOZAPINE REMS

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

18.2 Pharmacy - Authorized Representative Dispense f

Rationale
CLOZAPJ!‘NE RrEMS SummerHogan= w. achboard

Dispense Rationale

To request a Dispense Raondie 101 your patent, piease complete e Infermation Delow and Submit. If you Rave i3h NTormation for your patient, you
can enter it here. Al fields listed below are required unless olherwise indicaled.

Patient Information

First MHame

st Nae

Date of Biriih

If & patient's zip code & unknown, enler the
9 pharmacy’s zip code mstead

Zip Code

Add Patient Lab (optional)

ANC value per microitre (o)
Hood Draw Date (opt)
Dispensation Information

Date of Serviee (oo o

-~ Manufaciurer - v

Bays Supply (opt
Cruanfity {opl)

Al least gne Kentifier 5 reguired

Frascrper DEA

reserther NPl

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

Prrcacy | Tenms of Lise-| S2e Map | Fals | Contact Us

Not : This Dispense Rationale pag is display d or outpati t pharmaci so - & o -switch.
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CLOZAPINE REMS

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

18.3 Pharmacy - Authorized Representative Dispense f
Rationale Result Screen- Success

CLOZAPINE REMS

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

Summer Hogan» ISR RIERREE

Dispense Rationale Result

" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date 0412002017 Mone
ANC Level (perpl) @ 1500 None
Name Summer H Lab Status Lab was Saved
DOB For further assistance with this patient's eligibility,

Authorization Numb 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 | Tems of Use | Site Map | FAGS | Centact 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) 3

‘Summer Hogan =

CLOZAPINE REMS —_
—
The Single Shared System for Clozapine _ .
" Mo Blood, Mo Drug™ Home Prescriper  Phnarmacy  Patient  Resources Support
Dispense Rationale Result
" The below patient Is eligihle to receive ctmzapine.
et Frevioans Current Monitoring Frequency: Weekly
Blood Draw date 042002017 MNone
ANC Level {per uL) o 1500 MNone
MName Summer H & Prescriber not certified. Prescriber can certify at
— wyw. clozapinerems.com or call 844-267-8678

& Cument ANC is not on file.
Authorization Number

A Dispense Ralionale currently exists for this

patient and will expire on 06/06/2018.

For further assistance with this patient's eligibility,
please contact the patient's prescnber.

=
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 4
Rationale Result Screen- Unsuccessful

CLOZAPINE REMS SR

The Single Shared System for Clozapine
Mo Bloed, Mo Drug™ Home Prescriber  Pharmacy  Patienl  Resources  Support

Dispense Rationale Result

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

Current Monitoring Fregquency: Weekly

Current Previous
Blood Draw date Odi20r2m7 None
ANGC Level (perpl) @ 1500 None
Name Summer H X Prescriber not certified. Prescriber can certify at
DOB www_clozapinerems.com or call 844-267-8678.

Authonzation Number 4 Current ANC is not on file

For further assistance with this patiant's eligibility,

please contact the patient's prescriber.

e EEREETIAY Provide Dispense Rationale for this patient.

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

Privacy | Terma of Use | Sre Map | FAQS | Contact Us
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CLOZAPINE REMS

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

18.6 Pharmacy - Authorized Representative Eligibility 5
Check Result- Successful

CLOZAPINE REMS T e

T Y T P e Y o e el LSS S e,
The Single Shared System for Clozapine _ _ . _
Mo Bleod, No Drug™ Home Prescriber  Pharmacy  Patienl  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 (per pl) ﬁ 1500 Mene
Mame Summer H Lab Status Lab was Saved
DoB For further assistance with this patient's eligibiity, 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 ofUse | Ste 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 6
Check Result- Unsuccessful

CLOZAPINE REMS g

The Single Shared System for Clozapine " 5 2
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

Previous
Blood Draw date 042072017 MNone
ANC Level (per ul) ) 1500 Nane
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,
pleasa contact the patient's prascriber,
L]
Patient’s Lab History

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

Privacy | Tenms 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 7

(Inpatient Pharmacy)
19.1 Pharmacy Staff Dashboard

CLOZAPINE REMS - BT

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

Alerts !“hzstificatitmso Pharmacies

The table below contains all the pharmacies that you are currently associated to. If you need Associate Pharmacy | Search Q

lo associate yoursell lo a new pharmacy, please use the Associate Pharmacy bulton. For
pharmacy aclions, use the Actons Bst Delow.

A\ Pharmacies in the |ist below that are in red text will be deactivated within seven (7) calendar days if the Authorized Representative does not re-
certify the pharmacy within that timeframe. Please contact your pharmacy Authorized Representative to remind them to recertify the pharmacy. If the
pharmacy is deactivated, Pharmacy Staff will not have access to perform Actions for the pharmacy on the website until recertification occurs. Please
call the Contact Center for additional assistance.

Pharmmacy Name A Address Certification Status Actions

Barro Pharma 4343 scofisdale rd, SAN JOSE, Calfornia 85128 Certified -- Please Select - v

4343 scofisoale ra, BENTON HARBOR,
Oriando Fharma Deaclivatad -- Please Select -- L
Michigan 42022

tata reliance 4343 scotisdale rd, PHOENIX, Arizona 85016 Certified | - Plezse Select - v
e
Tomas Pharma 4343 scofisdale rd, OMAHA, Nebraska 83117 Cerlified 'q‘?'d_ Lab
Ehgibility Check
Remove Pharmacy Relationship
4343 scolisdale rd, BALTIMORE, Manyland
Trader Joes Certified -- Please Select - v
21215
Showing 1o 5ol 5e T = a1 > 10 v

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™

19.2 Pharmacy Staff Eligibility Check f

Eligibility Check

To determine if the safe-use conditions hawve been met for your inpatent fo recenve clozapine, please compiete the Efgidiity Check information below and
Submit_ IT you have iab information for your patient, you may enter it here. The result of the Eligibaty Check will be displayed affer the information is
submilted. All fields fsled below are requined undess olherwise indicaled,

Patient Information

First Mare |

.Lasl Bz |

Diate of Bith |

2000 [ st
Add Patient Lab (optional)

AMCG value per microlitte {opt)
Slooa Traw Date (opl)

Dispensation Information

T— e —

Dale of Service {opt) @

= MANUTAL rer — i
MO Nembss — i

Drays Supply (opl) |

Quantity (cpt) |

Al least one icentiier = required
Prescriber DEA

Erescrber 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 9
CLOZAPINE REMS T e

Y T T S Y - Tl Y - el LR B R T,
The Single Shared System for Clozapine : : : :
Mo Bleod, Mo Drug™ Home Prescriber  Pharmacy Palien! Respurces  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
Name Summer H Lab Status Lab was Saved
DoB For further assistance with this pabent's eligibiity, please

contact the patient's prescriber

Patient’s Lab History

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

Privacy | Tenms of Use | St Mag | 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 3
CLOZAPINE REMS o
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 D42o0207 Mone

ANC Level (peryl) @ 1500 Mone
Name Summer H & The patient is not enrolled n the REMS Program. Please call
DOB the Clozaping REMS Program at 844-267-8678 for more

nformation

For further assistance with this patient's eligibility,

please contact the patient’s prescnber

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

Privacy | Terms-of Use | Site Map | FAGS | ContactUs

Not3: If a authoriz dr pr s tativ or pharmacy staff usi g th pharmacy twork (switch)
rcivsarjctio messag du to“pr scrib r otc rtifi d”, th followi g messag will app ar o
th ir scr

* S* ClozapiM S - Pr scrib rmust b c rtifi d or you can r qu st a Dispense Rationale 3
through www.clozapi r ms.com or by calli g 844-267-8678.

Onc thismessag isr c iv d, th authoriz dr pr s tativ or Pharmacy Staff ca ith rcall th
Clozapi PrBgram co tact ¢ t r to obtai a Dispense Rationale orth y ca acc ss th
websit a dfollow th abov scr stoobtai th Dispense Rationale. Onc th yr c iv

co firmatio of th Dispense Rationale, th authoriz dr pr s tativ or Pharmacy Staff will d
tor -ru th claim to allow th authorizatio ofth disp s . 3
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CLOZAPINE REMS

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

20. Dispense Rationale — Pharmacy Staff (Switch) 3
20.1 Pharmacy Staff Dashboard

CLOZAPINE REMS

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

il s My Dashboard

Alerts N otiﬁcatlonso Pharmacies

The table below contains all the pharmacies that you are currently associated to. If you nesd Associate Pharmacy | Search Q

to associate yoursell to a new pharmacy, please use the Associate Pharmacy butlon. For
pharmacy actions, use the Actions Est Delow.

4\ 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 Cartification Status Actions

Barro Pharma 4343 scofisdala rd, SAN JOSE, Cakfornia 85128 Certified -- Please Select -- T

4343 scofisdale rd, BENTON HARBOR,
Orlando Pharma il . Deaclivated -- Please Select -- v
ichigan 49

tata refiance 4343 scofisdale rd, PHOENIX, Anzona 85016 Certified -- Plzase Selsct -- ¥
Tomas Pharma 4343 scottsdale rd, OMAHA, Nebraska 63117 Certified - Please Ssalect - v
- Please Select — |
4343 scotisdale rd, BALTIMORE, Maryland Add Lab
Trader Joes e Certified Dispense Rationale

Remaove Pharmacy Rﬂla:ionship_

= 1> 10 v

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

Privacy | Terms of Use | Site Map | FAGs | Coniact Us
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CLOZAPINE REMS

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

20.2 Pharmacy Staff Dispense Rationale 3

Dispense Rationale

To request a Dispense Ratonaie 101 your palient, please compilete the information below and Submit. If you have [ad mformation for your patient, you
can enter it here. Al fields listed below are required unless olherwise indicaled.

Patient Information

First MName J

Lasl Name |

Ll |

20 Code - | e

Add Patient Lab (optional)

ANC value per microfitre fopt)

Blood Draw Date (opt)
Dispensation Information

Date of Service (opt) | °
-~ Manufaciurer — v
NOCA Number X

Days Supply (opt) |

Quantity (opt) |
Al least one Wentifier s required

Frascriber DEA

Freserher NP

e

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

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

20.3 Pharmacy Staff Dispense Rationale Result- Success 3

CLOZAPINE REMS s [

The Single Shared System for Clozapine :
Mo Blood, No Drug™ Home Prescriber  Pharmacy  Palienl  Resocurces  Support

Dispense Rationale Result

" The below patient is eligible to receive clozapine.

Current Monitoring Frequency: Weekly

Current Previous
Blood Draw date Odi202017 Mone
ANC Level (perpl) @ 1500 None
MName 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 | Tems of Use | Sile Map | FAS | Centact 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 3
(After DR is issued)

CLOZAPINE REMS T e
—
The Single Shared System for Clozapine : :
" Mo Blood, Mo Drug™ Home Prescriper  Phnarmacy  Patient  Resources Support
Dispense Rationale Result
" The below patient Is eligihle to receive ctmzapine.
et Frevioans Current Monitoring Frequency: Weekly
Blood Draw date 042002017 MNone
ANC Level {per uL) o 1500 MNone
MName Summer H & Prescriber not certified. Prescriber can certify at
— wyw. clozapinerems.com or call 844-267-8678

& Cument ANC is not on file.
Authorization Number

A Dispense Ralionale currently exists for this

patient and will expire on 06/06/2018.

For further assistance with this patient's eligibility,
please contact the patient's prescnber.

=
For additional information about the Clozapine REMS Program, please call 844-267-8678.
Privacy | Terms of Use | Site Map | FAGs | Contact Us
ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 3 Pag 2 40of2 83
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CLOZAPINE REMS

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

20.5 Pharmacy Staff Dispense Rationale Result- 3
Unsuccessful

CLOZAPINE REMS A

The Single Shared System for Clozapine
Mo Bloed, Mo 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 Fregquency: Weekly

Current Previous
Blood Draw date 042002017 MNone
ANC Level (per uL) o 1500 None
Name Summer H % Prescnber not certified. Prescriber can certify at
008 www clozapinerems.com or call 844-267-8678.
Authorzation Number i 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.

Cante

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

Privacy | Terma of Use | Sie Map | FAGS | Contact Us

ClozapM S Program_Websit _Scr  _Captur s Nov mb r 2018 3 Pag 2 50of2 83
Reference ID: 4376730


mailto:BC'>(?),,*+)=>>,0-.?@/)0123456357892:68;5<=>?@/A

CLOZAPINE REMS

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

21. Dispense Rationale — Prescriber and
Prescriber Designee
21.1 Prescriber and Prescriber Designee Dashboard
CLOZAPINE REMS T

e L\ . WY e A
The Single Shored System for Clozopine
No Bicod, No Drug™ Home  Prescrder  Fhammacy  Fatent  Resourced  Support

Alerts Not Yr»‘ah-:r"na Patients Designees Manage Groups

Fhe Btde boitoa comiar s all the patenis you have scen n the Clozapine REMS m EBpibility Check a

Program. M you 00 pot Fng 0 patiend. please use the Earoll Patsent bution
00d the patenl A f30ged row BmaCaies an NNIAF patent

Fuer Nare Last Name & DOo8s Enrolimant Group Relatoaship Azone
') »era Abtat am OUTRN0E2  Ervoiled Franstared Please Sele |

3 am hoear O/ RI000 bromoles Acrve Mease Sele '

& wr Bramey wren1ao Ereciied Alvve - Mloase Select - .

1 £ - PAT 3
Gender Mas AN WA % i nroliment id: 1 .
2 NNRMF No

Dispensa Rationale: Aeeve

BEN: Yea o Desw ] W - OWI2018
ANC Lavesd (00 L) 30 ‘ W) %
< hota hetan 10T D0ES Ereotled ALtve - Messe Select - .
) chols et 041020146 Ervolled Acive - Ploase Select -
e Paient corasctsingn 0101934 Croclled Aclve - Plaase Salect - .
o Patem Contactsign 07212018 Crrcited ACtve « Ploase Salect - .
) Crru Crune 021671990  Creciled Allve Plnare Salect .
[+] Jern Cavdion 02252016 Ervoiled ACTve Ploase Salect .
+) Jene Daedton 02252076  Eretied AcTve Please Select .

For 0pfieiBans of 9ams Led o 015 Dage Clich hats

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

Pavacy | Terres of Une | Sie Mag | FAQs | Contact Us

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’.

Clozapine REMS Program_Website_Screen_Captures November 2018 Page 236 of 238
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CLOZAPINE REMS

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

2. This xpa dabl s ctio isfu ctio ality that willb o both th Pr scrib ra d Pr scrib r
D esig dashboard. This s ctio provid si formatio about th status of th Dispense
Rationale.

Optio s availabl for Dispense Rationale statusi clud :
a. Activ

b. xpir d

c. Limit ach d

d. Noto Fil 3
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CLOZAPINE REMS

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

21.2 Prescriber and Prescriber Designee Dispense 3
Rationale History

My Dashboasd |

Patient History
Lab History Treatment Status History | Monitoring Freguency History Dispense Rationale
Mame: Jeft Bradiey Pharmacy Hame 4 Date lssued Expiration Date
DOB; D2HE/S10 First Care Phamacy MZ4Z05 DR2ER01E
Gender: Male Scondale PRamacy BEASZO1E BEAT0NS

Shiérwing 182 012 enfies «ills LWow

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

APPLICATION NUMBER:

0197580rig1s090

SUMMARY REVIEW




Risk Evaluation and Mitigation Strategy (REMS) Memorandum
REMS Modification

U.S. FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

Office of Drug Evaluation I
DIVISION OF PSYHCHIATRY PRODUCTS

NDA/BLA #s: NDA 19758

Products: Clozaril(clozapine HCI) 25 mg and 100 mg Tablets.
APPLICANT: HERITAGE LIFE SCIENCES

FROM: Marc Stone, M.D. Deputy Director for Safety
DATE: December 18, 2018

A REMS for Clozapine was approved on March 27, 2008 and the most recent REMS modification
was approved on September 15, 2015, to ensure the benefits of the drug outweighed the risks of
neutropenia. The REMS consists of elements to assure safe use and an implementation system, and a
timetable for submission of assessments of the REMS.

On July 24, 2018 and amended on December 13, 2018, the sponsor submitted a proposed major
REMS modification that includes adding educational materials, modifying the inpatient prescriber
certification requirements, and initiating the operational restrictions for prescriber and pharmacy
certification.

In accordance with section 505-1 of the FDCA, we have determined that the following REMS
modifications are necessary to ensure the benefits of the drug outweigh the risks: the addition of
educational materials, changes to the inpatient prescriber certification requirements and patient
monitoring, and initiating the operational restrictions for prescriber and pharmacy certification.

After consultations between the Office of New Drugs (OND) and the Office of Surveillance and

Epidemiology (OSE), we have determined that the sponsor submitted an adequate rationale to
support the proposed modification.
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1 INTRODUCTION

This review by the Division of Risk Management (DRISK) evaluates the proposed major modification of
the single, shared system (SSS) risk evaluation and mitigation strategy (REMS) for clozapine, known as
the Clozapine REMS Program, submitted by the application holders [hereinafter, referred to as the
Applicants or Clozapine Products Manufacturers Group (CPMG)] on July 20, 2018. This modification
adds additional educational materials and modifies the inpatient prescriber certification requirements.
Additionally, with the approval of this modification, the currently approved, but not yet initiated
operational restrictions for prescriber and pharmacy certification will initiate.

2 BACKGROUND

2.1 PRODUCT INFORMATION
Clozapine is an antipsychotic approved in the United States (US) in 1989. It is available in the US as an

oral tablet (Clozaril and generics), orally disintegrating tablet (Fazaclo and generics), and an oral
suspension (Versacloz).

Clozapine is indicated for treatment resistant schizophrenia and for reduction of risk of recurrent
suicidal behavior in patients with schizophrenia or schizoaffective disorder. According to the prescribing
information, the mechanism of action is unknown. However, it has been proposed that the therapeutic
efficacy of clozapine in schizophrenia is mediated through antagonism of the dopamine type 2 (D2) and
serontonin type 2A (5-HT2a) receptors. Clozapine also acts as an antagonist at adrenergic, cholinergic,
histaminergic and other dopaminergic and serotonergic receptors.”

2.2 RISK MANAGEMENT BACKGROUND
Because of the risk of what was termed as agranulocytosis at the time of initial approval, Clozaril was

approved under Subpart H with a restricted distribution program. Prior to 2007, as clozapine
Abbreviated New Drug Applications (ANDAs) and new formulations (i.e., Fazaclo) were approved, each
manufacturer developed a separate but comparable restricted distribution program for their product(s).
On March 27, 2008, the Food and Drug Administration Amendments Act (FDAAA) took effect providing
FDA the authority to require REMS to ensure that the benefits of the drug outweighed the risks.
Clozapine was included on the list of products deemed to have in effect an approved REMS under
section 505-1 of the Federal Food, Drug, and Cosmetic Act with the passage of FDAAA.? The sponsors of

! Clozaril [package insert]. East Hanover, NJ:Novartis Pharmaceuticals Corporation;2014.

’ See Code of Federal Regulations title 21 “Accelerated Approval of New Drugs for Serious or Life-Threatening
lllnesses” (57 FR 58958, Dec. 11, 1992, as amended at 64 FR 402, Jan. 5, 1999).

® See Federal Register Notice “Identification of Drugs and Biological Products Deemed to Have Risk Evaluation and
Mitigation Strategies (REMS) for Purposes of the Food and Drug Administration Amendments Act of 2007” (73 FR
16313, March 27, 2008).
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such listed products were required to submit a REMS proposal on September 16, 2008. Of note, a new
formulation of clozapine was approved after 2008 under the tradename Versacloz®; this product was
approved with a REMS because the application was submitted after FDAAA took effect.

In addition, the Agency became aware of registry/program practices that deviated from the
recommendations in the approved labeling, therefore the Division of Psychiatry Products (DPP) re-
evaluated clozapine labeling with regard to how best to address the risk of neutropenia (referred to as
agranulocytosis at the time of approval) and determined the neutropenia monitoring recommendations
and treatment algorithms were outdated and required revision.” In summary, the currently approved
clozapine labeling includes:

e Neutropenia will be monitored by absolute neutrophil count (ANC) only

e The ANC thresholds for continuing clozapine treatment are lower

e Patients with benign ethnic neutropenia (BEN) have separate neutropenia monitoring
recommendations

e Patients who experience moderate to severe neutropenia can continue clozapine treatment or
be rechallenged with clozapine if the prescriber determines that the benefits of
continuing/restarting clozapine treatment outweigh the risk of severe neutropenia. (This change
eliminates the need to maintain the National Non-Rechallenge Master File (NNRMF).®

Subsequently, the Clozapine REMS Program was approved on September 15, 2015 and consists of
elements to assure safe use (ETASU) including prescriber certification, pharmacy certification,
documentation of safe use conditions, patient monitoring, patient enrollment in a registry, an
implementation system, and a timetable for submission of assessments.

The Clozapine REMS Program was approved with the transition plan described in a DRISK review dated
9/14/15” however during Phase 1 of the transition plan the Agency became aware of implementation
challenges including data migration problems and website issues that were impacting the ability for
stakeholders to certify into the REMS Program which ultimately resulted in delay of the full
implementation of the program.

* Versacloz was approved on February 6, 2013 with a REMS.

> For information regarding the labeling revisions, refer to the review completed by Duncan, LE. Signed in DARRTS
on August 15, 2014 by Duncan LE.

® NNRMF is a national database to identify patients who meet clozapine’s current “no rechallenge” criteria (WBC
less than 2,000/l or ANC less than 1000/uL). Only patients who meet these stated criteria are part of this registry.
All sponsors are responsible for verifying patients are not listed in the NNRMF at time of enrollment and for
reporting any non-rechallengeable patient promptly.

’ Robottom S., Blair J., Oswell, K. DRISK. REMS Review for Clozapine SSS, dated September 14, 2015.
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During development of the Clozapine SSS REMS, the Sponsors utilized data from the previous legacy
registries (i.e. the registries used by each individual manufacturer in their respective risk mitigation
programs) to estimate the number of prescribers, patients and pharmacies that would need to certify
into the REMS Program, thus providing a baseline to compare the number of stakeholders currently
certified (or enrolled) in the Clozapine REMS Program. Given the significant data migration issues
encountered, the CPMG's estimated number of stakeholders who would need to certify into the REMS
Program was unable to be accurately obtained. To prevent patient access issues, the November 23,
2015 prescriber certification deadline and the December 14, 2015 pharmacy certification deadline were
extended. This extension was communicated to stakeholders on November 19, 2015. In addition to the
certification deadlines being extended, an initial “soft” launch of the restrictions was determined to be
necessary to gather an accurate number of stakeholders who would need to certify into the Clozapine
REMS Program.

In May 2016, the soft-launch of the restrictive elements began. This soft-launch includes evaluation of
all of the safe-use conditions, however it only provides a do not dispense message if a patient is not
enrolled in the Clozapine REMS Program, if the Clozapine REMS Program does not have any ANC on file,
or if the Clozapine REMS Program has a low ANC on file with no treatment rationale entered by the
prescriber. During the soft launch, if the prescriber or pharmacy is not certified the pharmacy receives a
warning message and the Clozapine REMS Program receives information on the stakeholder not
certified in the REMS Program this however does not stop a clozapine prescription being dispensed.
With the information obtained, the REMS program reaches out to any stakeholder not certified in the
REMS Program and encourages certification.

Further it was discovered that during data migration, patients with any ANCs missing from their file were
reverted to weekly monitoring even if the patient was eligible for every two weeks or monthly. This
resulted in access concerns and a fix was implemented immediately to allow prescribers correct the
patient’s monitoring frequency by attesting the patient is eligible for every two weeks or monthly
monitoring. This is now reflected in the ANC Reporting Form as well as the How to Start Clozapine and
Monitor Patients Fact Sheet.

The currently approved REMS requires that labs be reported within 7 days, no matter the patient’s
monitoring frequency. In August 2016, the CPMG reported that the average time for lab reporting in the
legacy registries was 56 days. Due to concerns with access, the Agency proposed that the definition of
“current” align with the monitoring frequency of the patient. For example, a weekly patient must have
had a lab within 7 days when presenting at the pharmacy, bi-weekly 15 days and monthly 30 days.
During these discussions, using data from the soft-launch period, the CPMG brought to the Agency's
attention that if the safe use condition of the lab being current (within 7/15/31 days of the lab draw)
was implemented, 52% of all clozapine patients would not be eligible to receive clozapine. Therefore,
the Agency agreed with the CPMG that enforcing the lab reporting requirements has the potential to
cause an unacceptable amount of treatment interruptions during the soft launch period. The decision
was made to postpone the implementation of the restriction for an out of date lab until after the
current modification, allowing additional time to reinforce to prescribers that an ANC must be submitted
to the program as soon as possible.

Reference ID: 4376571



To continue to implement the REMS program, a modification was attempted in 2016 with a full launch
planned for December 2016 however, during the final negotiations the CPMG informed the Agency that
they were unable to continue with the REMS Modification. The programing of the REMS program
needed to be interrupted to add new National Drug Code (NDC) numbers to the program database.
Given the interruption of that modification, it was decided that all changes, except for the
implementation of the current lab, should instead be included with the next approved modification.

In the interim several meetings, including a two-day face to face meeting, were held to discuss the
program structure and continued implementation. Subsequently, in October 2017 the current
modification negotiations began. The Agency received materials from the CPMG and provided
comments via email and participated in several live document reviews due to the volume of materials
and changes required to the program for this modification. Once we were in alignment with the
documents, a DMF submission was submitted and the Agency and CPMG agreed to not make any
additional changes to allow the programming to proceed.

2.3 REGULATORY HISTORY
In addition to weekly implementation telephone conferences with the CPMG, the following is a
summary of the regulatory history relevant to this modification review:

e (09/15/2015: Clozapine Single Shared System REMS Program approved

e 10/12/2015: The Clozapine REMS Program implemented (website, call center, fax number and
eligibility check)

e 10/14/2015: T-con with CPMG to discuss implementation concerns being brought to the
Agency’s attention via list-serves, through the Division of Drug Information, and the FDA
ombudsman

e 02/17-18/2016: Face to face meeting with the CPMG
e 08/05/2016: CPMG submitted a REMS Major Modification to DMF 030496
e 10/07/2016: Amendment received consistent with Agency proposed edits incorporated

e 10/14/2016: CPMG communicates that they are unable to continue with the planned December
2016 launch of the modification underway

e 02/14-02/16: Face to face meeting with the CPMG
e (07/20/2018: REMS Major Modification submitted to DMF 030496
e 12/12/2018: Amendment received to DMF 030496

Due to the large number of communications between the Agency and the CPMG, see appendix 7.3 for
details on REMS correspondences.

3 AGENCY RATIONALE FOR REMS MODIFICATION
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This major modification changes the inpatient prescriber certification and patient monitoring
requirements and adds additional educational materials to the REMS. Of note, although not a
modification, the restrictions for prescriber and pharmacy certification will initiate at the time of launch
of this modification.

3.1 INPATIENT PRESCRIBER CERTIFICATION
The currently approved Clozapine REMS requires all prescribers to become certified in the program to

prescribe clozapine. However, during the extended implementation period several concerns regarding
the burden of inpatient prescriber certification were brought to the attention of the Agency. Having
every prescriber who admits patients to an inpatient facility become certified to prescribe clozapine
would potentially be a large burden on the healthcare delivery system. The AMAZ® reports that, “...the
share of physicians who work in a practice with at least some hospital ownership or who are direct
hospital employees was 32.8 percent in 2016. In a 2016 census of actively licensed physicians in the
United States, a total of 953,695 actively licensed physicians.’ Therefore an estimate for the number of
prescribers who would potentially need to become certified in the Clozapine REMS Program for
inpatient medical care is 312,812.

Subsequently, the CDER Network of Experts was engaged. Pharmacists from the College of Psychiatric
and Neurologic Pharmacists were asked about current best practices for the safe management of
patients admitted to an acute care patient setting who are currently on clozapine therapy. All
participants expressed that patient access would improve if the requirement for inpatient prescribers
was eliminated. Three-fourths of those surveyed believed that inpatient pharmacies should develop
their own policies and procedures that would ensure the safe use of clozapine while minimizing the
burden on the healthcare delivery system.

Therefore, to minimize the burden on the healthcare delivery system, specifically inpatient prescribers
managing clozapine patients for a short period of time, as well as to ensure continuity of therapy, the
requirement for an inpatient prescriber continuing therapy for a patient currently enrolled in the
Clozapine REMS Program is being removed. Any prescriber (whether inpatient or outpatient) initiating
therapy for a non-enrolled patient will continue to require certification in the program. This should
improve access to clozapine for patients being admitted for an acute diagnosis, while maintaining the
safety of all clozapine patients.

3.2 CERTIFIED INPATIENT PHARMACY REQUIREMENTS
The currently approved REMS requires lab reporting within 7 days of the blood draw for all patients

regardless of inpatient or outpatient status. However, due to the aforementioned inpatient burden, as
well as an assurance that the patient is likely being continuously monitored for adverse events and

8 Kane, Carol K.; Policy Research Perspectives- Updated Data on Physician Practice Arrangements: Physicians
Ownership Drops Below 50 Percent; American Medical Association; 2017

? Young, A, et.al. (2017). A Census of Actively Licensed Physicians in the United States, 2016. Journal of Medical
Regulation, 103(2). Retrieved from https://www.fsmb.org/globalassets/advocacy/publications/2016census.pdf
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white blood cell count changes in an inpatient setting, the monitoring requirements for those admitted
to an inpatient facility will be modified. The new requirement will be to check eligibility to receive
clozapine once upon admission before dispensing the first dose. This eligibility check will ensure that a
patient is currently enrolled in the program and thus under the care of a certified prescriber, as well as
verify that the patient has an ANC on file. If the patient does not have a recent (or any) ANC on file with
the Clozapine REMS Program, the inpatient pharmacist has the option of obtaining that information
from the patient’s medical records and may choose to enter the value into the REMS program, although
not required.

Further, a change in the definition of inpatient pharmacies is warranted as facilities other than acute
care hospitals may have varying standard monitoring schedules for patients. In the currently approved
clozapine REMS, an inpatient pharmacy is defined as any facility with a pharmacy within its 4 walls.
Therefore, it is plausible that a long-term care or other type of non-acute care facility could have
certified as an inpatient pharmacy. As these facilities may not complete laboratory monitoring as
frequently as an acute care facility, patients taking clozapine admitted here may not be undergoing
frequent monitoring by default and therefore may not be adhering to their required monitoring
frequency if included in the new inpatient pharmacy requirements. In keeping with the definition of
inpatient hospital services put forth by the Centers for Medicare & Medicaid Services (CMS), the newly
agreed upon definition of an inpatient pharmacy is: a pharmacy within a facility dispensing clozapine to
patients receiving inpatient medical care and other related services for surgery, acute medical
conditions or injuries (usually for a short-term illness or condition). The newly agreed upon definition of
outpatient pharmacy is: 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. With the change in
definition of inpatient and outpatient pharmacies, the Sponsor estimates that 3,088 certified inpatient
pharmacies will need to recertify as outpatient pharmacies.

Pharmacies certified in the Clozapine REMS Program are required to recertify every two years from the
date of their initial certification. When a pharmacy attempts to recertify a series of questions
determines inpatient or outpatient status. If the original status is incorrect based on the responses to
the question, the pharmacy will recertify as the correct pharmacy type.

3.3 CERTIFIED OUTPATIENT PHARMACY REQUIREMENTS
Although not yet implemented, the currently approved REMS requires that all prescriptions are written

by certified prescribers. Given that there will be some prescribers who are not yet certified in the REMS
Program, pharmacies will have the opportunity to apply clinical judgment and continue to dispense
clozapine to enrolled patients when a patient’s prescriber is not certified, provided all other safe use
conditions have been met. The pharmacists’ decision to dispense clozapine must be documented in the
Clozapine REMS program by entering a dispense rationale via the website or calling the contact center.
This dispense rationale is limited and can only be used three times per rolling 6-month period. This will
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allow patients to maintain access while prescribers continue to become certified in the Clozapine REMS
Program.

3.4 MONITORING REQUIREMENTS

Definition of Current Lab

The currently approved REMS instructs the prescriber to submit labs consistent with the patient’s
monitoring frequency per the labeling; however the pharmacy is given a 7-day window of approvability
from the date of the blood draw to dispense a prescription. During the planned implementation phase,
the CPMG used a business rule that a lab would be considered “current” if the lab was within 56 days of
the dispense date. This value was chosen by the CPMG based on data showing that 56 days was the
average time for a prescriber to report a lab to the legacy programs (which were largely a retroactive
ANC monitoring program from a database standpoint; pharmacies were still instructed to have current
labs on file prior to dispensing). The CPMG carried this definition forward after approval during the
extended transition period given the technical difficulties immediately post-approval and delayed
deadlines for certification.

During the extended transition period, the Agency expressed concern with the discrepancy between the
prescriber’s reporting requirement and the pharmacy’s requirement for obtaining a successful PDA. The
Agency decided that due to access concerns, the currently approved definition of current (within 7
calendar days of the blood draw) was too stringent for patients on twice monthly or monthly monitoring
schedules. To allow flexibility for those patients, the Agency and the CPMG agreed to re-define a
current lab as a lab within 7 days of the dispense date for weekly monitored patients, within 15 days of
the dispense date for twice monthly monitored patients and within 31 days of the dispense date for
monthly monitored patients.

As the laboratory data in legacy programs was largely retroactively reported, the timely reporting of
ANCs to the Clozapine REMS Program will likely be a change in practice for clozapine prescribers. Given
this need to change the reporting practices of prescribers this REMS modification will evaluate if the lab
is “current” however this will not prevent a dispense. A warning message will be given to pharmacists
that the lab is not current.

3.5 NEW PROGRAM MATERIALS

1. Pharmacy Enrollment Forms

a. Given the varied requirements between inpatient and outpatient pharmacies, the
Pharmacy Enrollment Form has been separated into the Inpatient Pharmacy Enroliment
Form and the Outpatient Pharmacy Enrollment Form. These forms now reflect the
changes in pharmacy responsibilities.
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2. PDA Fact Sheet and Frequently Asked Questions

a. The complexity of the Clozapine REMS Program, the implementation challenges and the
planned multi-phased implementation, caused the Agency and CPMG concern that
there would be significant stakeholder confusion during the extended transition period.
To alleviate this confusion several new educational materials were developed and
approved using enforcement discretion™ to allow for rapid distribution. The Pre-
Dispense Authorization (PDA) Fact Sheet was developed to detail the process an
outpatient pharmacy uses to obtain a PDA. It reflects the current state of the PDA and
will be revised with the approval of this modification to reflect the requirements.
Frequently Asked Questions (FAQs) were developed to address common questions the
CPMG and the Agency received from stakeholders during the extended transition
period, and in anticipation of questions that may occur as the operational restrictions
are implemented.

3. Eligibility Check Fact Sheet

a. The Eligibility Check Fact Sheet was developed to detail the process an inpatient
pharmacy uses to safely dispense clozapine to patients in their institution.

4. Stakeholder Letters

a. To communicate with clozapine stakeholders, transition letters were developed under
enforcement discretion'* to provide detailed information about the phased
implementation approach. The letters are the Dear Inpatient Pharmacy Letter, Dear
Outpatient Pharmacy Using Web PDA Letter, Dear Outpatient Pharmacy Using Switch
Letter, Dear Prescriber Letter, Dear Chain Pharmacy Letter, as well as a cover letter to
accompany communication provided to prescriber and pharmacy professional societies.
These letters will be modified to reflect the implementation status following the
approval of this modification. These additional materials and letters have been added to
the Clozapine REMS Program Website and are appended to the REMS Supporting
Document.

5. How to Start Clozapine and Monitor Patients Fact Sheet

a. There are several other materials to aid with program understanding being added to the
REMS with this modification. The How to Start Clozapine and Monitor Patients Fact
Sheet was developed to provide concise information on how to start and monitor

¥ The agency's exercise of enforcement discretion with regard to certain requirements will not extend to fraud or
other illegal conduct, and that the agency could, at its discretion, initiate enforcement action for violations of any
and all applicable statutory and regulatory provisions implicated by fraudulent or illegal activity.

" See REMS correspondence submission 04/11/16 and 4/18/2016 to DMF 030496
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patients on clozapine. This is in addition to the information contained in the Healthcare
Provider Education Program and focuses solely on how to clinically manage patients.

4 PROPOSED REMS MODIFICATIONS

4.1 RESULTS OF REVIEW OF THE APPLICANTS’ PROPOSED REMS MODIFICATION

4.2 REMS GoALS
The Sponsor did not propose changes to the goals of the REMS.

4.2.1 Elements to Assure Safe Use
The following is a review of the changes proposed to the REMS Document and REMS appended

materials.

REMS Document

Due to the changes in inpatient prescriber certification, certified inpatient pharmacy requirements,
certified outpatient pharmacy requirements, monitoring requirements, and the addition of new
program materials, the REMS document was revised to reflect these changes. See submission on July 20
and December 12, 2018 in Drug Master File (DMF) 030496.

Reviewer comment: These changes are acceptable.

REMS Appended Materials: Global Changes

1. During the review of materials there was inconsistent terminology used throughout the REMS
appended materials. To ensure consistency, a terminology matrix was developed. All materials
were updated according to the terminology matrix. For example, instead of “report an ANC” the
correct terminology throughout all documents is “submit an ANC”.

2. The risk message that clozapine has a risk of severe neutropenia associated with its use was
revised by Office of Prescription Drug Promotion (OPDP) to include the possible consequence of
the risk- serious infection and death. This was added to the risk message throughout all REMS
materials to read, clozapine can cause severe neutropenia, which can lead to serious infections
and death.

3. Asdescribed in section 3 of this review, a current lab was re-defined as a lab within 7 days of the
dispense date for weekly monitored patients, within 15 days of the dispense date for twice
monthly monitored patients and within 31 days of the dispense date for monthly monitored
patients. This change was made throughout the REMS materials.

There were other editorial changes to all the appended materials, see submission on July 20 and
December 12, 2018.

Reviewer comment: These changes are acceptable.
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In addition to the aforementioned changes throughout all educational materials, the following materials
were modified as follows:

Pharmacy Enrollment Forms

In the currently approved program, there is one pharmacy enrollment form. Consistent with the changes
made to the requirements for inpatient dispensing, the pharmacy enrollment form was split into an
inpatient pharmacy enrollment form and an outpatient enrollment form.

Reviewer comment: These changes are acceptable.

Educational Materials

New educational materials

As discussed in Section 3 several new educational materials were added to guide stakeholders.

Fact Sheets:

The How to Start Clozapine and Monitor Patients Fact Sheet is targeted to prescribers of clozapine. This
fact sheet reiterates the prescribing requirements, specifically what activities need to be completed
prior to prescribing, the monitoring requirements, and steps for discontinuing clozapine treatment.

The Eligibility Check Fact Sheet targets inpatient pharmacies who utilize the Eligibility Check (EC. This
fact sheet includes instructions on how to perform an EC, the elements evaluated by the EC, the possible
results of the EC based on the information provided to the program, and action needing to be taken by
the pharmacy based on the results of the EC. The PDA Fact Sheet targets outpatient pharmacies who
utilize the PDA to verify that an outpatient is eligible to receive clozapine. This fact sheet includes
instructions on how to perform a PDA, the elements evaluated by the PDA, the possible results of the
PDA based on the information provided to the program, and action needing to be taken by the
pharmacy based on the results of the PDA.

A Frequently Asked Questions (FAQ) document was developed to further assist stakeholders in
understanding the program and the requirements of the program. The FAQs are questions that are likely
to need operationally based (and not safety based) responses. The FAQs are included on the Clozapine
REMS Website.

Reviewer comment: These changes are acceptable.

REMS Letters
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The currently approved Clozapine REMS Program includes letters to prescribers and pharmacies to make
them aware of the changes to the program and the need to certify in the Clozapine REMS Program.
These letters were initially to be distributed at specified intervals during the implementation of the
REMS program, however given the delayed full implementation; these letters no longer contained
accurate information. They were therefore removed from distribution and have been replaced with
updated letters to each stakeholder. The updated letters are the Dear Prescriber Letter, Dear Inpatient
Pharmacy Letter, Dear Outpatient Pharmacy using Web PDA Letter, and Dear Outpatient Pharmacy
using Switch Letter.

The currently approved program also reaches out to both prescriber and pharmacy professional
societies, these letters have been updated to reflect the changes described in Section 3.

Further, several additional communications were added to the REMS program- certification reminder
letters and a deactivation letter. These letters are directed to stakeholders who are going to be
deactivated and those who have already been deactivated based upon required re-certification
timelines in the REMS.

Reviewer comment: These changes are acceptable.

REMS Website

The Website Screen Captures reflect the updated REMS document and all appended materials. The
submission contains all required captures of functionality, including the newly added Dispense
Rationale.

Reviewer comment: These changes are acceptable.

4.2.2 Timetable for Submission of Assessments

To align with the implementation of system functionality that was initially deferred at program launch,
assessments are now due annually beginning with the implementation of this REMS modification.

Reviewer comment: These changes are acceptable.

4.2.3 REMS Assessment Plan
With the changes to the REMS with this modification, the assessment plan has changed to add metrics

regarding the Dispense Rationale, add metrics regarding the requirement of a lab being current to
dispense clozapine, and clarify language added regarding unique prescriptions submitted for
authorization. In addition, obsolete transition metrics in the assessment plan have been removed.
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The Assessment Plan

A. REMS Program Implementation and Operations
1. REMS Program Utilization:
a. Pharmacies, Prescribers, Prescriber Designees, and Distributors:

i. Number of each stakeholder, status of certification or enrollment (as
applicable), and method of certification or enroliment (as applicable)

ii. Summary of reasons certification or enrollment is incomplete for each
stakeholder (Examples may include “Pharmacy unable to configure pharmacy
management system,” “Prescriber missing information on form,” etc.)

b. Patient Treatment Status by Patient Type (general population, BEN patients, NNRMF
patients, hospice patients) for the reporting period and cumulatively:

i. Active
ii. Interrupted
iii. Discontinued

c. A nationally estimated number of patients that received a dispensed prescription for
clozapine (all dosage forms) from U.S. outpatient retail pharmacies for the reporting
period. Provide rationale for discrepancies between this estimate and the number of
unique patients enrolled in the clozapine REMS and receiving at least one PDA during
the reporting period.

2. Contact Center Report:
a. Number of contacts

b. Summary of reason for contacts (examples may include “Enrollment question,” “Lab
query,” etc.) by reporter (i.e., pharmacy, prescriber, patient)

c. Narrative of any corrective actions resulting from issues identified

3. Clozapine REMS Program Compliance (to be included in the REMS Assessment Report after
full implementation):

a. Audits
i.  Summary of audit findings for audits conducted during the reporting period

ii.  Summary of corrective actions taken to address findings, the status of the
corrective actions, and any resulting preventative actions that were taken
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b. Number of clozapine prescriptions dispensed that were written by non-certified
prescribers (reported or detected through audit):

i.  Actions taken (examples may include “Provision of clozapine program
materials,” “Prescriber becomes certified,” etc.)

ii. Outcome of actions taken

c. Number of prescriptions dispensed by noncertified outpatient pharmacies and actions
taken to prevent future occurrences (reported or detected through audit)

d. Number of shipments sent to noncertified pharmacies, source of report, and actions
taken to prevent future occurrences

e. Number of times a clozapine prescription dispensed because a pharmacy bypassed
REMS edits; and, if any such events occurred, describe how these events were
identified, the root cause of the failure, and any corrective actions taken (reported or
detected through audit). Stratify by pharmacy type (switch or non-switch)

f.  Number of times a clozapine prescription was dispensed by a pharmacy for more than a
3-day supply during the 3-day/72-hour Dispense Rationale window

g. Number of patients receiving a clozapine prescription under a Dispense Rationale
stratified by the number of prescriptions authorized under a Dispense Rationale per
patient in a 6-month time-frame

i.  Summary of outreach to prescribers and number of resulting prescriber
certifications.

h. Number of prescriptions dispensed under a Dispense Rationale stratified by prescriber

i. Number of pre-dispense authorizations without current lab value based on the patient’s
monitoring frequency (7/15/31), provided as

i. Total number of individual patients receiving PDA without current lab (i.e.,
aggregate)

ii. Number of PDAs for each unique patient without current lab; provide range and
average number of PDAs per patient

j. Noncompliance with the Clozapine REMS Program requirements, source of report, and
any corrective action or resolution

i Number of PDAs without ANC (excluding hospice patients) and number of
these resulting in clozapine dispensing
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Number of PDAs without a Treatment Rationale provided when the ANC was
unacceptable, and number of these resulting in clozapine dispensing

4. Barriers or Delays in Patient Access: Provide outcome wherever possible

a. False negatives: e.g., all entities are certified, but system generated a prescription

rejection notice

b. Inadvertent enrollment deactivations or failures to notify enrollees of forthcoming

enrollment expirations

c. Reported lack of certified prescribers and/or pharmacies in a patient's local area

d. Unintended system interruptions and resolutions

e. For PDAs via electronic verification: Number of times and reasons a manual back-up

system was used to validate a prescription and source of problem (e.g., switch level,

pharmacy level, REMS database, etc.)

5. Inappropriate Patient Access:

a. Inpatient pharmacy dispensing for outpatient use (reported or detected through audit)

b. False positives: e.g., one or all entities were not certified but system verified

dispensing/generated a PDA

6. Evaluation of Safe-Use Behaviors:

a. Prescription Rejections:

Number of unique prescriptions submitted for authorization

Number of unique prescriptions submitted for authorization that did not
encounter any REMS-related rejections prior to being authorized stratified by
authorization type (Clozapine REMS Program Website PDA or pharmacy
claims PDA)

Number of unique prescriptions submitted for authorization that encountered
any REMS-related rejections, stratified by authorization type (Clozapine REMS
Program Website PDA or pharmacy claims PDA)

Mean, median, and range or the duration of time to authorize stratified by
authorization type

Provide reasons for prescription rejections stratified by type of PDA (via
pharmacy management system or Clozapine REMS Program Website) and
duration of time to authorize prescription if initially rejected
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10.

Treatment Rationales:
i Number of Treatment Rationales submitted, stratified by type
ii. Mean number of Treatment Rationales submitted per prescriber

Number of notifications and alerts sent, stratified by type and stakeholder type
(prescriber, pharmacy) and resulting actions by stakeholder (clozapine discontinued,
pharmacy became enrolled, etc.)

(a) For overdue lab notifications and severe neutropenia notifications, provide
the number of notifications per unique patient and any actions by stakeholder
(clozapine discontinued, pharmacy became enrolled, etc.) resulting from the
notification.

Evaluation of Knowledge/Surveys:

An evaluation of knowledge of certified prescribers of the risk of severe neutropenia,
appropriate monitoring of clozapine and REMS requirements

An evaluation of knowledge of authorized representatives and pharmacists of the risk of
severe neutropenia, appropriate monitoring of clozapine and REMS requirements

An evaluation of knowledge of patients or caregivers of the risk of severe neutropenia,
and the need for appropriate monitoring

Evaluation of Required Monitoring:

Total instances of severe neutropenia for unique patients (reported as lowest ANC for
each unique patient whose ANC drops below 500/pL within each month)

Total instances of neutropenia for unique patients (reported as lowest ANC for each
unique patient whose ANC drops below 1500/uL, but remains at 500/uL or above within
each month)

With respect to each goal included in the strategy, an assessment of the extent to which the
approved strategy, including each element of the strategy, is meeting the goal or whether 1
or more such goals or such elements should be modified (Section 505-1(g)(3)).

Clozapine REMS Program Outreach and Communication after the REMS modification in
<MM/YYYY> and after any subsequent modifications that are approved in each assessment
period:

Dates of distribution of the Dear HCP Letter, Dear Distributor Letter, Dear Professional
Society Letter, Chain Pharmacy Letter, Inpatient Pharmacy Letter, Outpatient Pharmacy
Letter (Non-switch), Outpatient Letter (Switch), and Prescriber Letter and the numbers
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sent on each date. Provide a list of the documents included with each distribution
including the revision date

Number of undeliverable and returned communications for each distribution date, by
method of distribution

A summary of the Clozapine REMS Program Website utilization

11. Knowledge Assessments:

a.

Number of completed Clozapine REMS Knowledge Assessment for Healthcare Providers
(KAs) for certified prescribers and pharmacy authorized representatives, and pharmacy
staff that have elected to take the KA, including method of enrollment and number of
attempts to complete, by stakeholder

Summary of the most frequently missed KA questions, stratified by prescriber and
pharmacy

A summary of potential comprehension or perception issues identified with the KA

Proposed remediation for Clozapine and the Risk of Neutropenia: A Guide for
Healthcare Providers and/or the Clozapine REMS Knowledge Assessment for Healthcare
Providers

12. The Important Program Update on the Clozapine REMS Program Website is used to

communicate important program changes to stakeholders. This section on the website will

provide frequent updates to stakeholders regarding the program. A summary of the number

of updates communicated in this section of the website will be provided during the

assessment reporting period.

13. Data Sources for Safety Surveillance:

Adverse event reports will be processed according to each Sponsor’s Standard
Operation Procedures and criteria outlined in 21 CFR 314.80 The Sponsors will process
hematologic adverse drug experiences on clozapine collected by the single shared
system as follows:

i.  All adverse events (hematologic and non-hematologic) will be considered
“solicited” events and reported per 21 CFR 314.80(e). In other words, any
adverse event collected by the single shared system that is determined to be
serious, unexpected, and related will be reported as a 15-Day Alert Report

ii. Expedited 15-Day Alert Reports will be submitted for both serious and non-
serious outcomes for all cases of neutropenia (ANC < 1000/ul) for all patients
(general population and BEN) for the first 3 years after the initiation of the
Clozapine REMS Program



iii.  Serious, expected events will be reported within the line listing and SOC
tabulations in the product’s periodic report

iv. Non-serious neutropenic events (ANC 1000/l to 1499/ul) not associated with
any other adverse event will not be submitted as an Individual Case Safety
Report (ICSRs). The Clozapine REMS Program will retain any lab records that
fall between 1000/uL and 1499/uL. All ANCs between 1000/pL and 1499/uL
will be reported in the REMS Assessment Reports. FDA may request the ICSRs
of ANCs that fall within the specified range above, to be provided within a
timeline agreed upon with FDA

b. All serious and non-serious adverse events reported for clozapine outside of the single shared
system (e.g., an adverse event reported to the sponsor) will be reported in accordance with 21
CFR 314.80

Reviewer comment: These changes are acceptable.

5 Discussion

DRISK agrees with the Sponsor’s proposed changes made to the REMS document, appended materials,
Supporting Document and Assessment Plan.

6 Conclusion & Recommendations

The Sponsors’ proposed REMS modification, as submitted on July 20-27, 2018 and amended on
December 12, 2018, is acceptable to DRISK. Therefore, DRISK recommends approval of the supplement.

7 Appendices
7.1 REFERENCES
e Division of Psychiatric Products (DPP) Supplement Approval Letter for the Clozapine REMS
Single-Shared System, dated September 15, 2015.

7.2 SUBMISSIONS

Drug Application # / Applicant Date |eCTD Sequence #
Supplement # Received |/ Supporting Doc
#

Clozaril | NDA 19758/S- Heritage Life Sciences Barbados Inc.  (07/20/2018 0117/528

090
12/13/18 0122/533
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Drug Application # / Applicant Date |eCTD Sequence #
Supplement # Received |/ Supporting Doc
#
Fazaclo | NDA 21590/ S- | Jazz Pharmaceuticals International ITII (07/26/2018 0047/406
031 LTD
12/18/18 0048/407
Versacloz | NDA 203479/ S- Tasman Pharma Inc. 07/26/2018 0099/142
011
12/14/18 0103/146
Clozapine | ANDA 202873/ Accord Healthcare Inc. 07/25/2018 0036/47
S-005
12/14/18 0037/49
Clozapine | ANDA 206433/ Aurobindo Pharma LTD 07/24/2018 0028/29
S-004
12/13/2018 0030/31
Clozapine | ANDA 203807/ Mayne Pharma LLC 07/25/2018 0062/064
S- 006
12/13/18 0065/67
Clozapine | ANDA 75417/ S- Mylan Pharmaceuticals Inc. 07/25/2018 0064/161
0041
12/13/18 0066/166
Clozapine | ANDA 201824/ Mylan Pharmaceuticals Inc. 07/25/2018 0075/88
S-009
12/13/18 0079/93
Clozapine | ANDA 75713/ S- | Sun Pharmaceutical Industries, Inc.  |07/25/2018 053/164
045
12/14/18 0055/166
Clozapine | ANDA 74949/ S- | Ivax Pharmaceuticals Inc. an indirect |07/27/2018 0047/403
075 idi
wholly owned subsidiary of Teva 12/18/18 0050/406
Pharmaceuticals USA Inc.
Clozapine | ANDA 76809/ S- | Ivax Pharmaceuticals Inc. an indirect |07/27/2018 0045/246
038 idi
wholly owned subsidiary of Teva 12/18/18 0049/250
Pharmaceuticals USA Inc.
Clozapine | ANDA 203039/ Teva Pharmaceuticals USA 07/27/2018 0048/50
S-005
12/19/18 0053/54
Clozapine | ANDA 90308/ S- Barr Laboratories Inc. 07/27/2018 0042/083
003
12/19/18 0047/87
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7.3 IR RESPONSE SUBMISSIONS

Date of IR Response Date of IR Details
Submission
6/28/2016 6/17/16 CPMG provided a list REMS program
materials
7/6/2016 June 2016 Bundled responses to IRs received
8/5/2016 7/14/16 Approach to contents of REMS Document
and REMS Supporting Document
12/16/16 8/8/2016 to 11/8/16 Bundled responses to IRs received
7/14/2017 1/4/2017 to 6/8/17 Bundled responses to IRs received
1/26/2018 10/23/2017 to Bundled responses to IRs received
11/16/2017
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