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Situation Hematological Values for Monitoring Frequency of WBC and ANC Monitoring

WBC 23500/mm?® ANC =2000/mm?
Note: Do not initiate in patients with
Initiation of therapy 1) history of myeloproliferative disorder or Weekly for 6 months
2) Clozaril® (clozapine) induced
agranulocytosis or granulocytopenia

6 months - 12months of therapy WBG zSSOO/ﬂlrr:?:%SATISJI’CﬁOOO/mm3 Every 2 weeks for 6 months

All results for L
12months of therapy WBC =3500/mmé and ANC=2000/mm? Every 4 weeks ad 6 infinitum
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Personnel and Service Requirements
* Each Centre must have a minimum of two medical officers and two pharmacists.

¢ One Centre Co-ordinator must also be identified for each centre. It is preferable that a Centre Co-ordinator be a full
time staff member.

* Each Centre must have access to a haematology laboratory which can process and report on Clozaril patient
samples within 24 hours of the time the samples were taken.

* Each Centre must have access to a clinical haematologist to oversee the management of any patient who develops
agranulocytosis.
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BLOOD COUNT FORM

This form is for recording the WBC and Neutrophil count. Each prescription for CLOZARIL must be
accompanied by a completed Blood Count Form. Prescription cannot be filled without a current acceptable
WBC and Neutrophil count, and a Medical Officer signature

U INITIATION THERAPY

U THERAPY INTERRUPTION OF __DAYS

] DISCONTINUED
/I COMMENCING DATE (if applicable)

PATIENT INITIALS/CPN: /

DATE BLOOD TAKEN: / /

WBC COUNT: x 10%/L

NEUTROPHIL COUNT: x 10%/L

TOTAL / HIGHEST DAILY DOSE: (TOTAL)

CENTRE:

MEDICAL OFFICER'S NAME:

MEDICAL OFFICER'S SIGNATURE :

|

PHARMACIST'S NAME:

PHARMACIST'S SIGNATURE:

PRESCRIPTION FILLED?  YES/NO DATE: / /

LOCUM PHARMACISTS PLEASE CALL CPMS ON 1800 501 768.
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Blood Result
cruaz o [B05127 Sanple Reference LOCASOL 58
First ame Middie Hame Last Hame
Patient Hame FictionalPatient3 FICTIONALPATIENTS
Patiert Status Active Mondtoting Frequency Fortuiglitly
Tiate Flood Taken I 25,2003
wee [775 ne [E2E
Flatelets I':'r = Eosinophils I 1.1°F |
Wame of Labaratary | CPMS =
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Toatal Daily Dose |4i =hI!
Sample Received Date [12/05,2007
Blood Alet Green
CPMS Use Only BRY & ves € Ho
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4. OTHER ADVERSE CARDIOVASCULAR AND RESPIRATORY EFFECTS

ORTHOSTATIC HYPOTENSION, WITH OR WITHOUT SYNCOPE, CAN OCCUR WITH CLOZAPINE TREATMENT.

RARELY, COLLAPSE CAN BE PROFOUND AND BE ACCOMPANIED BY RESPIRATORY AND/OR CARDIAC
ARREST. ORTHOSTATIC HYPOTENSION IS MORE LIKELY TO OCCUR DURING INITIAL TITRATION IN AS-
SOCIATION WITH RAPID DOSE ESCALATION. IN PATIENTS WHO HAVE HAD EVEN A BRIEF INTERVAL
OFF CLOZAPINE, i.e., 2 OR MORE DAYS SINCE THE LAST DOSE, TREATMENT SHOULD BE STARTED
WITH 12.5 mg ONCE OR TWICE DAILY. (SEE WARNINGS and DOSAGE AND ADMINISTRATION.)

Other Adverse Cardiovascular and Respiratory Effects

Orthostatic hypotension with or without syncope can occur with CLOZARIL treatment and may represent a continu-
ing risk in some patients. Rarely (approximately 1 case per 3,000 patients), collapse can be profound and be ac-
companied by respiratory and/or cardiac arrest. Orthostatic hypotension is more likely to occur during initial titration
in association with rapid dose escalation and may even occur on first dose. In one report, initial doses as low as
12.5 mg were associated with collapse and respiratory arrest. When restarting patients who have had even a brief
interval off CLOZARIL, i.e., 2 days or more since the last dose, it is recommended that treatment be reinitiated with
one-half of a 25-mg tablet (12.5 mg) once or twice daily. (See DOSAGE AND ADMINISTRATION.)

Reinitiation of Treatment in Patients Previously Discontinued:

When restarting patients who have had even a brief interval off CLOZARIL, i.e., 2 days or more since the last dose,
it is recommended that treatment be reinitiated with one-half of a 25-mg tablet (12.5 mg) once or twice daily (see
WARNINGS). If that dose is well tolerated, it may be feasible to titrate patients back to a therapeutic dose more
quickly than is recommended for initial treatment. However, any patient who has previously experienced respiratory
or cardiac arrest with initial dosing, but was then able to be successfully titrated to a therapeutic dose, should be
retitrated with extreme caution after even 24 hours of discontinuation.
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Discontinuation of therapy for haematological reasons

Patients in whom Clozaril has been discontinued as a result of either WBC or ANC deficiencies (see above) must not
be re-exposed to Clozaril.

Prescribers are encouraged to keep a record of all patients’ blood results and to take any steps necessary to prevent
the patient being accidentally rechallenged in the future.
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* #7212 leucopenia, neutropenia/agranulocytosis 73 58 S L 72 i O 15 #t1X CNRD (the Central Non Re-challenge
Database) THIEIN T 5,

o BEDMBIRAFE EAREDHZEE S L7-4E, TIEIE A Novartis D IMS-PVO (Integrated Medical Services, Pharmacov-
igilance Department) [ZHHE%d %,

* Novartis ® IMS-PVO O Medical Advisor A%a-iliL7z_E TR 5-27F T L, FIREISCETH AT 5.

o BHRENLLHEHTEEALRESN/Z5, CNRD O status 25Fi% 5-FF A H S5, eCPMS O BHOMEMNZD, TIRENS
BEEINREEINI-ZE, JLU'CNRD @ status WA HEIN/-2ZEDSA TSI SN 5,

o N UIH Y O SEHNRZ, FP G- 25 SN Ze BTl s b,

* MRIRERROEZE

Alert Range

WBC 3.00 - 3.50x10°%/L [BEN**2.50-3.00x10%/L]
TS A NG NC 1.50 - 2.00 x10%/L [BEN*1.00 -1.50x10%/L]
fod Alert WBC< 3.00x10%/L [BEN**<2.50%10%/L]

NC< 1.50 x10%L [BEN**<1.00x109/L]

**: BEN Benegin Ethnic Nertropenia (7 7ML E T2 A4 D#)25-50%, K N—E OO ANFEZ IV —7Cld, K FEREL
B OUFhEREA 7R $)
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