Clozapine Inpatient REMS Procedure for Genesis Pharmacy

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

Training
Pharmacists will review the Clozapine and the Risk of Neutropenia: A Guide for Pharmacists and the inpatient dispensing procedure for Genesis Pharmacy. Pharmacists will sign off they have reviewed and have questions answered and turn into their manager. Once received, the pharmacy manager will add the pharmacist create an account to the clozapine REMS program. 

Dispensing Procedure
A REMS Dispense Authorization (RDA) must be obtained before dispensing of clozapine. This will be done when order is received for clozapine by the verifying pharmacist.  RDAs may be obtained via the Clozapine REMS Website at www.clozapinerems.com, or by calling the Clozapine REMS Contact Center at 888-586-0758.

Use the Clozapine REMS Website to:
1. Log in to your account at www.clozapinerems.com
2. Select the button ‘Obtain a Patient RDA’
3. Enter the patient information and click Submit
4. The screen will present a successful REMS Dispense Authorization or unsuccessful message(s). Refer to the table below for further guidance.
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5. Log an adhoc intervention with the RDA number that was received in the patient chart prior to dispensing.  
6. Enter any follow up labs that’s are needed in the follow-up intervention field. 
7. Once information record, dispense medication. 

Other Items
A Dispense Rationale may be used to dispense clozapine to a patient when the dispense authorization is rejected because a current Patient Status Form is not on file for the patient. The Dispense Rationale is automatically presented when the dispense authorization is rejected for this condition.

If you are in possession of an ANC that is current (within the last 30 days) and within acceptable range, enter the prescriber’s NPI number, the blood draw date, and the ANC value and select the ‘Request Dispense Rationale’ button.

If the ANC is not current or within acceptable range, contact the patient's certified prescriber to enter the Patient Status Form or to obtain a current ANC lab within acceptable range. Reattempt RDA after Patient Status Form is entered, or a current ANC lab within acceptable range is obtained.


Report Any ANCs according to the patient’s monitoring frequency, or if there are other ones drawn. 
Use the Clozapine REMS Website to:
1. Log in to your account at www.clozapinerems.com
2. Select the button ‘Submit ANC Lab’
3. Find the patient information and enter the ANC value and Blood Draw Date
ANCs may also be submitted by calling the Clozapine REMS Contact Center at 888-586-0758.


[bookmark: _GoBack]GHS pharmacies will not loan any clozapine to non-certified pharmacies. This should be coordinated through the pharmacist in charge of the location. 


Adverse Event Reporting
Report suspected adverse events directly to the Clozapine REMS Contact Center at 888-586-0758. You also may report adverse event information to the FDA MedWatch ReportingSystem by telephone at (800) FDA-1088 or by mail using Form 3500A, available at www.fda.gov/medwatch.
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Table 2 - Recommended Monitoring Frequency and Clinical Decisions by ANC Level for
Patients with BEN

ANC Level Treatment Recommendation ANC Monitoring

Normal BEN Range - Obtain at least two baseline ANC - Weekly from initiation to 6 months
(Established ANC baseline levels beforé initiating treatment - Every 2 weeks from 6 to 12 months
21000/uL ) « If treatment interrupted: - Monthly after 12 months
[)<f30 days, continue monitoring as + See Section 2.4 of the Prescribing Information
efore

- 2 30 days, monitor as if new patient

- Discontinuation for reasons other
than neutropenia

BEN Neutropenia « Recommend hematology « Three times weekly until ANC = 1000/uL or =
(500 - 999/uL)* consiltation patient’s known baseline.
+ Continue treatment « Once ANC = 1000/pL or at patient’s known
baseline, check ANC weekly for 4 weeks, then

return to patient's last “Normal BEN Range”
ANC monitoring interval™

BEN Severe « Recommend hematology « Daily until ANC = 500/uL
Neutropenia consultation - Three times weekly until ANC = patients
(< 500/pL)* « Interrupt treatment for suspected baseline
clozapine-induced neutropenia - If patient rechallenged, resume treatment as a
- Do not rechallenge unless new patient under “Normal Range” monitoring
prescriber determines benefits once ANC 21000/uL or at patient’s baseline

outweigh risks
* Confirm all initial reports of ANC less than 1500/uL with a repeat ANC measurement within 24 hours

** If clinically appropriate
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Table 3 Recommended monitoring frequency when clozapine treatment is discontinued

Moderate GENERAL POPULATION

Neutropenia - Daily until ANC = 1000/pL, then

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

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

- Three times weekly until ANC = 1500/uL

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

* Confirm allinital reports of ANC less than 1500/ (ANC < 1000/L for BEN patients) with a repeat ANC measurement within 24 hours
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Patient enrollment in
the Clozapine REMS

Patient is enrolled

No action necessary.

Patient is not enrolled

Do not dispense. Contact a certified prescriber (or their designee) fo enroll new
patient.

Pharmacy Certification

Pharmacy is certified

No action necessary. Dispense.

Pharmacy is not certified

Do not dispense. Contact Pharmacy Manager fo inform them the pharmacy must
be certified to order, purchase, and dispense clozapine.

Monthly Patient Status
Form

Monthly Patient Status
Form on file

No action necessary.

No Monthly Patient
Status Form on file

Contact the patient's certified prescriber. Reattempt RDA after Patient Status
Form is entered.

If you are in possession of a current ANC within an acceptable range for the
patient, you may enter a Dispense Rationale to dispense clozapine to the patient.

The patient’s treatment
is interrupted or
discontinued

Patient is continuing

No action necessary.

Patient treatment is

interrupted or
discontinued

Do not dispense. The outpatient prescriber must submit a new Patient Status
Form to the Clozapine REMS to restart the patient on clozapine treatment.
Contact the prescriber to provide a Patient Status Form.
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Table 1 - Recommended Monitoring Frequency and Clinical Decisions by ANC Level for
the General Patient Population

ANC Level Treatment Recommendation ANC Monitoring

Normal Range
ANC = 1500/uL

Mild Neutropenia

(1000 - 1499/L)*

Moderate Neutropenia

(500 - 999/pL)*

Severe Neutropenia
(< 500/uL)*

« Initiate treatment
- If treatment interrupted:

- < 30 days, continue monitoring as before
- - 2 30 days, monitor as if new patient

« Discontinuation for reasons other than
neutropenia

« Continue treatment

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

+ Resume treatment once ANC normalizes to
= 1000/uL

« 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 Prescribing
Information

- Three times weekly until ANC = 1500/uL

- Once ANC = 1500/pL, return to patient's
last “Normal Range” ANC monitoring
interval™

- Daily until ANC = 1000/uL, then:

- Three times weekly until ANC = 1500/uL
- Once ANC 2 1500/uL, check ANC weekly
for 4 weeks, then return to patient’s last
“Normal Range” ANC monitoring

interval™

« Daily until ANC = 1000/uL

« Three times weekly until ANC = 1500/uL

- If patient rechallenged, resume treatment
as a new patient under “Normal Range”
monitoring once ANC 21500/uL

* Confirm all initial reports of ANC less than 1500/uL with a repeat ANC measurement within 24 hours

** If clinically appropriate




