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Pharmacy Guide 

This guide describes the requirements of the FINTEPLA REMS and the 
responsibilities of pharmacies. For more information regarding the FINTEPLA 
REMS, please visit www.FinteplaREMS.com or call 1-877-964-3649.

FINTEPLA REMS

Reference ID: 4631810
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What Are the Responsibilities of Inpatient Pharmacies?
Before dispensing 1. For patients initiating treatment: Obtain authorization to dispense FINTEPLA by contacting the REMS to 

verify that the prescriber is certified, the patient is enrolled, and the patient is authorized to receive the drug
2. To continue maintenance therapy: Obtain authorization to dispense FINTEPLA by contacting the REMS to 

verify that the patient is under the care of a certified prescriber, the patient is enrolled, and the patient is 
authorized to receive the drug

At discharge 3. Dispense no more than 15 days’ supply

To maintain 
certification to 
dispense

4. Have the new authorized representative enroll in the REMS by completing the Inpatient Pharmacy Enrollment 
Form if the authorized representative changes

At all times 5. Not distribute, transfer, loan, or sell FINTEPLA
6. Maintain records that all processes and procedures are in place and being followed
7. Maintain records that document staff’s completion of REMS training
8. Maintain records of dispensing information for all patients, including the patient’s current dosing, quantity 

of FINTEPLA being dispensed at discharge, and discharge date. Provide this information to the REMS via fax 
when the patient is discharged

9. Comply with audits carried out by Zogenix, Inc. or a third party acting on behalf of Zogenix, Inc. to ensure that 
all processes and procedures are in place and are being followed

10. To order FINTEPLA, contact the REMS at 1-877-964-3649  

Authorization to Dispense
To obtain authorization to dispense FINTEPLA, pharmacies can contact the REMS online using  www.FinteplaREMS.com or by calling 
1-877-964-3649. The REMS Coordinating Center will provide the patient’s authorization status based on the prescriber’s certification status, 
the patient’s enrollment status, and the Patient Status Form. The prescriber completes and submits the Patient Status Form to the REMS before 
treatment initiation and every 6 months during treatment. The Patient Status Form provides documentation of the required echocardiogram 
monitoring and the prescriber’s determination of appropriateness for treatment. 

Authorized: The prescriber is certified, or the patient is under the care of a certified prescriber, the patient is enrolled, and the patient has 
a Patient Status Form on file with the REMS. The pharmacy may proceed with dispensing FINTEPLA. 
Authorized—Warning: The prescriber is certified, or the patient is under the care of a certified prescriber, the patient is enrolled, and 
the patient has a Patient Status Form on file with the REMS that is overdue, but it is within the 90-day grace period. The pharmacy may 
proceed with dispensing FINTEPLA. The REMS Coordinating Center will contact the prescriber and patient to remind them of the 
required echocardiogram monitoring and that the Patient Status Form is overdue.
Not Authorized: The prescriber is not certified, the patient is not under the care of a certified prescriber, the patient is not enrolled, the 
patient does not have a Patient Status Form on file, the prescriber determined the patient is not authorized to receive FINTEPLA on the 
Patient Status Form, or the patient has a Patient Status Form more than 90 days overdue. Pharmacies must not dispense FINTEPLA to any 
patient with a status of “Not Authorized.” Contact the REMS Coordinating Center at 1-877-964-3649 for assistance.

Additional Risks and Safety Information 
The information presented in this guide does not include a complete list of all safety information for FINTEPLA. To review complete safety 
information on FINTEPLA, please refer to the Prescribing Information for FINTEPLA at www.FinteplaREMS.com.

To report adverse events, contact Zogenix, Inc. at 1-866-964-3649, or the FDA at  1-800-FDA-1088 (www.fda.gov/medwatch).
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