—_ R —_ — S s e Y, Ul/uc
Policy 2206
~ Clozapi PHARMACY
o vatient Regi REGISTRATION FORM
Please respond to the following questions
* s Clozaril® currently dispensed frem your pharmacy? Yes (] No 3

MIHK-¢b—~<uld NMUN Uli43 PR FRX Nu,
Attachment 2
This form Is used to register phamacies Into the IVAX Pharmacauticals Clozapine Patient Registry.
¢ |8 your pharmacy registered with the Clozaril National Registry? Yes [} No ]

Responsibliities of the PhannacylPha_rguclst

1. All dispensing pharmaciets in my pharmacy hava reviewed and understand the clozapine package insar.

2. | understand that daath could occur as a result of agranulocytosis and that all patients on IVAX clozapine should be
regisiered with tha IVAX Pharmaceuticals Clozepine Patient Registry to help reduce the risk of re-chalienge in a patient
with prior unacceptable WBC counts as defined n the clozapine package Insert.

3. 1understand that the IVAX Pharmaceuticals Clozapine Patient Raglstry will verify a patient's rechallenge status with the
National Non-Rechallenge Masterfile if the patiant is new to clozapine, restarting clozapine or if experienca with clozapine
is unknown to the physician or pharmacist,

4. | understand that s current and acceptable WBC count is required prior to dispansing clozapine as well as regular WBG
counts during treatment and for 4 weaks after discontinuation of treatment.

5. | agree o dispensa IVAX clozapine only after receipt of an Eligibility Code from the IVAX Pharmaceuticals Clozapine
Patient Registry and agree to submit all WBC counts to the IVAX Clozapine Patient Regletry within 7 days of the blood
draw date for patients monitored weekly or within 14 days of the blood draw date for patients monitored every other week.

8. | agree to notify the IVAX Pharmaceuticals Clu zapine Patient Registry of any discontinued patients.

7. lunderstand that the IVAX Phamaceuticals Clozaping Patient Registry may need to contact the physician and/or
pharmacist to resolve diecrepancies,

Phamacist Signature: Date:
MonthDayl Vaur
Pharmacist Name (Pint:
- Pharmacy DEA/ID#: Exp. Date:
MonthDuy ¥ et

Pharmacy Name:

Address:
City: L State: Zip:
Phone: Fax:
Mail or fax completed form to;

IVAX Pharmaceuticals Clozapine Patient Reglstry
650 NW 176" Street

Butler Building. Second Floor

Miami, Florida 33169

Fax: 800/5607-8339

For questions call: 800/507-8334 or visit us on the web at www_.ClozapineRegistry.com

All appropriate members of the distribution chanr el will be notified of the pharmacy’s registretion. Clozapine can be
purchased through members of the product distrikution channel. Clozapine can also be purchased direct from IVAX by
calling BO0/327-4114 Ext, 5172

Ear internal Use Only
Customer Account Number:

Rev 06/03 € VAX Pharmmuceuticals, Inc. 0298-8-M
Clozawilt . a registorad trtemad of Novirtis AG
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Policy 2206
Attachment 2 - Page 2

PHYSICIAN
REGISTRATION FORM

t Ue/Ub

This form s used to reglster physiclans into the IVAX Pharmaceuticals Clozapine Patient Registry

Responsibilities of the Physician

1.

| have reviewed and understand the clozapine package in.en.

| understand that death could oceur as a result of agranulocytosis and that all patients on IVAX clozapine
should be registerad with the IVAX Pharmaceuticals Clozapine Patient Registry to help reduce the risk of
te-challenge in a patient with prior unacceptable WBC counts as defined in the clozapine package insert.

| understand that the I(VAX Pharmaceuticals Clozapine Patient Registry will verify a patient's rechallenge
stetus with the National Non-Rechallenge Masteile if the patient is new to clozapine, restarting clozagine
or if experience with clozapine is unknown to the physician or pharmacist.

| undarstand that a current and acceptable WBC count 15 required prior to dispensing clozapine as well as
regular WBC counts during treatrent and for 4 weeks aftes discontinuation of treatmant,

1 agree to promptly report a)! WBC caounts to the IVAX Pnarmaceuticals Clozapine Patient Registry or to the
dispensing pharmacist for their submission to the Registry within 7 days of the blood draw date for patients
monitored waekly or within 14 days of the blood draw date fo: patients monitored every other week.

t agree to naotify the IVAX Pharmaceuticals Clozapine Patignt Registry of any discontinued patients.

| understand that the IVAX Pharmaceuticals Clozapine Patient Registry may need to contact the physician
and/or pharmacist to resalve discrapancies.

Physician Signature: Date:

Physician Name (Print):

Moalv Dy Y w

Physician DEAND#:

Medical Facility Name:

Address:

City: State: Zip:

Phone: Fax:

Mall or fax completed form to:
IVAX Pharmaceuticals Clozapine Patient Ragistry

50 NW 178" Street
Butler Building, Second Floor
Miami, Florida 33168

Fax: 800/507-8339

For information or questians regarding IVAX Clozapine cail: 800/507-8334 or visit us

on the web at www.ClozapineRegistry.com

al Use

Customer Agcount Number;

Rav 08/03 © IVAX Pharmaueuticals, Inc. 0268-8-M

PDF Created with deskPDF PDF Writer - Trial :: http://www.docudesk.com




Hn!\’_L_O CUU\) HUH Ul 4‘4 rn

FHA DU, r. Ua/suo
Policy 2206
AR Prosmaomdiols

Gﬁﬂiﬂ ”;"m, WBC COUNT REPORT gg;gcgment 2 - 'VAX
) mwgyl Tt

This form i for recording and subiritting WBC count reports to the IVAX Pharmaceutcals Clozaping Patient Ragistry. A current and d acceptable WEC count is |
required priot to digpensing clozagine. Piaase fax or mail a compietad form within 7 days of the dats blood drawn for weekly patients or within 14 days of the
| date blood drawn for bl-waekly patients. To submit data online, go 1o www.ClozapineRugistry.com

I. Patient Information

Initials: Sacial Security #:

Eligibility Code/Patient 1D
FesuMicdielL ast

Zip Code Date of Birth; sex UM [F

“Month Day Yesr _—
PRESCRIBING GUIDELINES

s Treatment should not be initiated if WBC count is lass than 3500/mm?® or if the patient has « history of myelaproliferative disorder, previous
clozapine induced agranulocytosis or granulocytopenia.

» If, after treatment is initiated, total W ac count has dropped beiow 3500’mm or dropped by a substantial amount from baseline
{defined as & single drop of > 3000/mm® ar cumwilative drop of % 3000/n:m° wnhm 3 weeks; whether or not the WBC count is above 3500/mm®,
or immature WBC forms are present, a repeatWBC count should be performed.

+  If subsequent WBC counts are between 3000/mm® — 3500/mm® and ANG > 1500/mm?, twice weekly WBC counts and differential counts should
be pariormed.

= Iftotal WBC count falls between 2000/mm® - 3000/mm* or ANC is between 1000/mm’ - 1500/mm?, therapy should be interrupted, WBC and
differantial counts should be performed dally atient g be closely monitored.

»  Iftotal WBG count falis below 2000!mm or ANC « 1000/mm t_hg_L_gy_s_h_o_gg be discontinuad, WBC and differential counts should be performed
daily and should ne ed with ¢l

Manitoring Frequeney [Jweekly [ ]Bi-Weekly

Il. Laboratory Rasuits

Date Biood Drawn Total WBC Count

DYos DNO

Month  Day Year
Acceptable WBC count for dispensing? (see Prescribing Guidelinas above)

. Therapy $tatus (as a consaquance of WBC count reportad above)
D Pre-Treatment D Active D Interrupted D Discontinued
V. Dosage Information

Total mg/day Today's Date

Month Day Yaar
Y. Traating Physician Information

Physician Name Physician DEA/ID#

Modical Facilty Name

Address —_ ——
City . State Zip cade
Telaphone # ) Fax #
V. Dispensging Phammacy Information
Phamacist Name Phamacy DEAND#
Phammacy Name
Address
City State 2ip code
Telephone # Fax#
Please submitto. IVAX Pharmaceuticals Clozapine Patlent Registry Phone: 1-800-507-8334
50 NW 175" Street Fax: 1-800-507-833%
Miami, Florida 33169 » Web: www,ClozapineRegistry.com

REV 06/03 Online Vervion

Kegpa copy for your records
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Policy 2206

J; 7 Gm———— Attachment 2
c,oqu iy SINGLE PATIENT ~ [28¢ & ’ VAx
Patisnt Regi REGISTRATION FORM

This form is used to register patients into the IVAX Pharmaceuticals Clozapine Patient Registry

I.  Patient Information

Initials: Sacial Security#: Date of Birth;
FirstMidoenLpst - Manth / Day / Yaar
sex: []F (Owm Race: [] (O [0 [ [1 ZipCode:
White Black Hisp OR:’\:V O, Unk

. Patient Experience
A) The patient is currently receiving Ciozaril® {Clozapine) and continued ireatment with clozapine is not contraindicated per
prescribing guidelines.

Y Patient is eligible ) (IVAX Pharmaceuticais Clozapine Patien: Registry will conduct a rechallenge status
hd D (Pau 's eligiole) ° D check with the Natioral Non-Rechalienge Master File)

B} Indicate patient’s current WBC count mcnitaring frequency (weekly if not establishea or upknown),

Weekly [_] Bi-weekly ]
C) |f available, enter the patient's most recert WBC count report.
Date Blood Test: WBC Count (x 10% mm*) Total Daily Dose:

. Responsibilities of Physicians and Pharmacists

1. | have reviewsd and understand the clozapine package inser.

2. | undergtand that death could occur as a result of agranulocylosis and that all patients on [IVAX clozapine should be registered with the IVAX
Pharmaceuticals Clozapine Patient Registry to help reduce the risk of re-challenge in a patient with prior unacceptable WBC counts as defined in
the clozapine package insert,

3. | understand that the IVAX Phamaceuticals Clozaplne Patient Ragistry will verify a patient's rechallenge status with the National Non-Rechallenge
Masterfile if the patient is new t¢ clozapine, restarting ciazapine or if axperience with ciozaping is unknown to the physician or phamacist.

4. [ understand tha! a current and acceptable WBC count is requived prior ¥ dispensing clozapine as well as regular WBC counts duting treatment
and for 4 weeks after discontinuation of treatment.

6. For Physicians. | agree to promptly report all WBG counts to the IVAX Pharmaceuticals Clozapine Patient Registry or to the dispensing pharmacist
for their submission 1o the Registry within 7 days of the blacd draw data for patients monitorad weekly or within 14 days ¢f the blood draw date for
patlants monitored every other waek.

6. For Phamacists: | agree to dispense IVAX clozapine only afler receipt of an Eligibikity Code from the IVAX Pharmaceuticals Clozapine Patient
Registry and agree to submit all WBG counts to the Registry within 7 days of the blood draw date for patients monitored weekly or within 14 days of
the blood draw date for patients monitored every other weex.

7. | agree to notify the VAX Pharmaceuticals Clozapine Patient Registry of any discontinued patients,

8. ) understand that the IVAX Phammaceuticals Clozapine Fatient Registry may contact the physician and/or pharmaciet to resolve discrepancies.

Physician's Signature Date - Pharmacist's Signature : Date

Mo reYwir Monih-Bay-Year

Iv. Treatment Team Participants Infonmation

Physician Name (print) Pharmacist Name (print)

Physician DEA/ID# FPharmacy DEAID#

Medical Facility Nams Facility Name

Address ' ‘ Address

City State Zip _ City State Zip
Telephone # Telephone #

Fax # Fax#

V. To obtain an IVAX Eligihility Code/ID submit this form to:

IVAX Pharmaceuticals Clozapine Patient Registry Phone: 1-800-507-8334
50 NW 176" Street, Butler Building, Second Floor Fax: 1-800.807-8339
Miami, Fiorida 33169 kiternet: v zapineRegistry.co

© IVAX Phurmaceuticals, Inc. Rev 06/03:
Cloaii® is & regiseced tradepiark of Novenls AG
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