COM-2025-061

Safety Notification

PharmPix Clinical Department

U.S. Food & Drug
Administration
Publication Date:

08/27/2025

Drug Indication: - -

Indicated for the treatment of

schizophrenia in adults.

Safety Topic:

FDA removes risk evaluation and
(REMS)
program for the antipsychotic drug

It is for this reason that we are notifying you that
on 08/27/2025 the U.S. Food and Drug
(FDA)
communication for the following product(s):

mitigation strategy

Administration published a safety

Clozapine

Clozapine

Reason for Communication:

The U.S. Food and Drug Administration (FDA)
removed the risk evaluation and mitigation
strategy (REMS) for
marketed as Clozaril, Versacloz, and generics),
2025.

antipsychotic medicine,

clozapine (currently

effective June 13, Clozapine, an
can cause severe
neutropenia (a low level of certain white blood
cells), which can lead to serious and fatal
The removed REMS

enrollment of prescribers, pharmacies, and

infections. required
patients in a restricted distribution program and
reporting of the level of certain white blood cells
(i.e., the absolute neutrophil count (ANC)) to

mitigate the risk of severe neutropenia.

PharmPix is committed to
the health and wellness of
our members.

The clinical team wants to
communicate you with the
latest up-to-date drug
safety information.

FDA Removes Risk Evaluation and Mitigation
Strategy (REMS) for Clozapine

Based on FDA’s re-evaluation of the Clozapine
REMS the Agency determined that the REMS was
no longer necessary to ensure the benefits of
clozapine outweigh the risk of severe neutropenia.
Although there remains a risk of severe
neutropenia with clozapine use, clozapine labeling
is sufficient to mitigate this risk and maintain a

positive benefit/risk profile.

Prescribers should continue to monitor patients’
ANC according to the monitoring frequencies
described in the prescribing information.
Eliminating the REMS is expected to improve
access to clozapine and decrease the burden on

the health care delivery system.

Pharmacy Required Action:

Prescribers, pharmacies, and patients are no
longer required to participate in the REMS program
and report patients’ ANC results to the REMS in

order for clozapine to be dispensed to the patient.
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Remember you can report adverse events related to this or any other drug product at MedWatch: The FDA Safety Information and Adverse Event Reporting Program by

any of the following ways:

Complete and submit the MedWatch Online Voluntary Reporting Form online.

Download FDA Form 3500 or call 1-800-332-1088 to request a reporting form, then complete and return to the address on the pre-addressed form or submit by fax to 1-

800-FDA-0178.

Additional information can be found at: MedWatch: The FDA Safety Information and Adverse Event Reporting Program.

If you have any questions or wish to have more information regarding this document, you can call us at 787-522-5252- ext. 219. Our pharmacists will help you.

In addition, know that you can access our recent communications at our providers’ portal: https://www.pharmpix.com/providers/.

PharmPix Drug Safety Communication Number COM-2025-061 August 2025

hormpD‘(

POWERED BY ONEARK

REFERENCES:
1. U.S. Food and Administration (2025). FDA removes risk evaluation and mitigation strategy (REMS) program for the antipsychotic drug Clozapine https://www.fda.gov/drugs/drug-safety-and-

availability/fda-removes-risk-evaluation-and-mitigation-strategy-rems-program-antipsychotic-drug-clozapine

ACCREDITED
Pharmacy Benefit

Ueogerent

CYCLINICAL PEARLS

BY PHARMPIX



https://www.fda.gov/drugs/drug-safety-and-availability/fda-removes-risk-evaluation-and-mitigation-strategy-rems-program-antipsychotic-drug-clozapine
https://www.fda.gov/drugs/drug-safety-and-availability/fda-removes-risk-evaluation-and-mitigation-strategy-rems-program-antipsychotic-drug-clozapine
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program/reporting-serious-problems-fda
https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home
https://www.fda.gov/safety/medical-product-safety-information/medwatch-forms-fda-safety-reporting
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program
https://www.pharmpix.com/providers/

