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8. Counsel the patient using the Patient Safety Card and Patient Guide. 
Provide a copy of the materials to the patient. 

9. Counsel the patient on the need to carry the Patient Safety Card at all 
times during treatment and for 1 week following the last dose of 
VOYDEYA. 

During treatment 10. Assess the patient for early signs and symptoms of serious bacterial 
infection and evaluate immediately, if infection is suspected. 

11. Vaccinate patients as needed according to the current ACIP 
recommendations.  

At all times 12. Report adverse events suggestive of serious bacterial infections, 
including the patient’s clinical outcomes, to Alexion Pharmaceuticals, 
Inc. 

2. Patients who are prescribed VOYDEYA: 

Before treatment initiation 1. Get vaccinated as directed by your prescriber against the following 
encapsulated bacteria: Neisseria meningitidis serogroups A, C, W, Y 
and B; and Streptococcus pneumoniae. 

2. Take antibiotics as directed by your prescriber if you have to start 
VOYDEYA right away. 

3. Receive counseling from your prescriber using the Patient Safety Card 
and Patient Guide. 

4. Get the Patient Safety Card and Patient Guide from your prescriber. 
During treatment 5. Get additional vaccines as directed by your prescriber. 
At all times during 
treatment and for 1 week 
after the last dose 

6. Inform your prescriber or get emergency medical care right away if any 
of the following occur: fever with or without chills; fever and a rash; 
fever with chest pain and cough; fever with breathlessness/fast 
breathing; fever with high heart rate; headache with nausea or 
vomiting; headache and a fever; headache with a stiff neck or stiff 
back; confusion; body aches with flu-like symptoms; clammy skin; 
eyes sensitive to light. 

7. Have the Patient Safety Card with you. 

3. Outpatient pharmacies that dispense VOYDEYA must: 

To become certified to 
dispense 

1. Designate an Authorized Representative to carry out the certification 
process and oversee implementation and compliance with the REMS on 
behalf of the pharmacy. 

2. Have the Authorized Representative review the Healthcare Provider 
Safety Brochure. 

3. Have the Authorized Representative enroll in the REMS by completing 
and submitting the Outpatient Pharmacy Enrollment Form to the REMS. 

4. Train all relevant staff involved in dispensing VOYDEYA using the 
Healthcare Provider Safety Brochure.  

5. Establish processes and procedures to assess the patient’s vaccination 
status for up to date meningococcal and pneumococcal vaccines 
according to the current Advisory Committee on Immunization Practices 
(ACIP) recommendations including antibacterial drug prophylaxis, if 
needed, before treatment initiation and document the findings. 

6. For patients who are not up to date with meningococcal and 
pneumococcal vaccines when starting treatment: Establish processes 
and procedures to assess the patient’s vaccination status for up to date 
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meningococcal and pneumococcal vaccines including antibacterial drug 
prophylaxis, if needed, before dispensing prescriptions up to 6 months 
after the first dose and document the findings.  

Before dispensing, first 
dose 

7. Obtain authorization to dispense each prescription by contacting the 
REMS to verify the prescriber is certified. 

8. Assess the patient’s vaccination status for up to date meningococcal 
and pneumococcal vaccines according to the current ACIP 
recommendations including antibacterial drug prophylaxis, if needed, 
and document the findings through the processes and procedures 
established as a requirement of the REMS.  

Before dispensing, for up 
to 6 months after the first 
dose 

9. Obtain authorization to dispense each prescription by contacting the 
REMS to verify the prescriber is certified. 

10. For patients who are not initially up to date with meningococcal and 
pneumococcal vaccines when starting treatment: Assess the patient’s 
vaccination status for up to date meningococcal and pneumococcal 
vaccines including antibacterial drug prophylaxis, if needed, and 
document the findings through the processes and procedures 
established as a requirement of the REMS. 

Before dispensing, 
6 months after the first 
dose and thereafter 

11. Obtain authorization to dispense each prescription by contacting the 
REMS to verify the prescriber is certified. 

To maintain certification 
to dispense 

12. If the Authorized Representative changes, have a new Authorized 
Representative enroll in the REMS by completing and submitting the 
Outpatient Pharmacy Enrollment Form to the REMS. 

At all times 13. Report adverse events suggestive of serious bacterial infections to 
Alexion Pharmaceuticals, Inc. 

14. Not distribute, transfer, loan, or sell VOYDEYA, except to other certified 
pharmacies. 

15. Maintain records of staff’s completion of REMS training. 
16. Maintain records that all processes and procedures are in place and are 

being followed. 
17. Comply with audits carried out by Alexion Pharmaceuticals, Inc. or a 

third party acting on behalf of Alexion Pharmaceuticals, Inc., to ensure 
that all processes and procedures are in place and are being followed. 

4. Inpatient pharmacies that dispense VOYDEYA must: 

To become certified to 
dispense 

1. Designate an Authorized Representative to carry out the certification 
process and oversee implementation and compliance with the REMS on 
behalf of the pharmacy. 

2. Have the Authorized Representative review the Healthcare Provider 
Safety Brochure. 

3. Have the Authorized Representative enroll in the REMS by completing 
and submitting the Inpatient Pharmacy Enrollment Form to the REMS. 

4. Train all relevant staff involved in dispensing VOYDEYA using the 
Healthcare Provider Safety Brochure. 

5. Establish processes and procedures to verify if the patient is initiating 
or continuing treatment.  

6. For patients initiating treatment: Establish processes and procedures to 
assess the patient’s vaccination status for up to date meningococcal 
and pneumococcal vaccines according to the current Advisory 
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Committee on Immunization Practices (ACIP) recommendations 
including antibacterial drug prophylaxis, if needed, before treatment 
initiation and document the findings. 

Before dispensing, first 
dose  

7. Verify if the patient is initiating or continuing treatment through the
processes and procedures established as a requirement of the REMS.

8. For patients initiating treatment: Obtain authorization to dispense by
contacting the REMS to verify the prescriber is certified.

9. For patients initiating treatment: Assess the patient’s vaccination status
for up to date meningococcal and pneumococcal vaccines according to
the current ACIP recommendations including antibacterial drug
prophylaxis, if needed, and document the findings through the
processes and procedures established as a requirement of the REMS.

At discharge 10. Dispense no more than a 30 days’ supply.
To maintain certification 
to dispense 

11. If the Authorized Representative changes, have a new Authorized
Representative enroll in the REMS by completing and submitting the
Inpatient Pharmacy Enrollment Form to the REMS.

At all times 12. Report adverse events suggestive of serious bacterial infections to
Alexion Pharmaceuticals, Inc.

13. Not distribute, transfer, loan, or sell VOYDEYA, except to certified
pharmacies.

14. Maintain records of staff’s completion of REMS training.
15. Maintain records that all processes and procedures are in place and are

being followed.
16. Comply with audits carried out by Alexion Pharmaceuticals, Inc. or a

third party acting on behalf of Alexion Pharmaceuticals, Inc. to ensure
that all processes and procedures are in place and are being followed.

Alexion Pharmaceuticals, Inc. must provide training to healthcare providers who prescribe 
VOYDEYA. 
The training includes the following educational materials: Healthcare Provider Safety Brochure, 
Patient Safety Card, and Patient Guide. The training must be available online and in hardcopy format via 
fax. 

Alexion Pharmaceuticals, Inc. must provide training to pharmacies that dispense VOYDEYA. 
The training includes the following educational material: Healthcare Provider Safety Brochure. The training 
must be available online and in hardcopy format via fax. 

To support REMS operations, Alexion Pharmaceuticals, Inc. must: 

1. Distribute VOYDEYA only to certified pharmacies.

2. Establish and maintain the REMS Websites, www.AlexionREMS.com and www.VoydeyaREMS.com. The 
REMS Websites must include the capability to complete the prescriber certification and enrollment 
online, and the option to print the Prescribing Information, Medication Guide, and REMS materials. All 
product websites for consumers and healthcare providers must include prominent REMS-specific links 
to the REMS Websites. The REMS Websites must not link back to the promotional product website(s).

3. Make the REMS Websites fully operational and all REMS materials available through the
REMS Websites and REMS Call Center by the date VOYDEYA is first commercially distributed.

4. Establish and maintain a REMS Call Center for REMS participants at 1-888-765-4747.
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IV. REMS Assessment Timetable 
 
Alexion Pharmaceuticals, Inc. must submit REMS Assessments at 6 months, 12 months, and annually 
thereafter from the date of the initial approval of the REMS. To facilitate inclusion of as much information 
as possible, while allowing reasonable time to prepare the submission, the reporting interval covered by 
each assessment should conclude no earlier than 60 calendar days before the submission date for that 
assessment. Alexion Pharmaceuticals, Inc. must submit each assessment so that it will be received by the 
FDA on or before the due date. 
 

V. REMS Materials 
 
The following materials are part of the VOYDEYA REMS: 
 
Enrollment Forms 

Prescriber: 
1. Prescriber Enrollment Form 

 
Pharmacy: 

2. Outpatient Pharmacy Enrollment Form 
3. Inpatient Pharmacy Enrollment Form 

 
Training and Educational Materials 

Prescriber: 
4. Healthcare Provider Safety Brochure  

 
Patient: 

5. Patient Safety Card 
6. Patient Guide 

 
Pharmacy: 

7. Healthcare Provider Safety Brochure  
 
Other Materials 

8. REMS Websites (www.AlexionREMS.com and www.VoydeyaREMS.com) 
 

VI. Statutory Elements 
 
This REMS is required under section 505-1 of the Federal Food, Drug, and Cosmetic Act (FD&C Act) 
(21 U.S.C. 355-1) and consists of the following elements: 
 

1. Elements to Assure Safe Use:  

• Healthcare providers who prescribe VOYDEYA are specially certified under 505-1(f)(3)(A) 

• Pharmacies that dispense VOYDEYA are specially certified under 505-1(f)(3)(B) 

• VOYDEYA is dispensed to patients with evidence or other documentation of safe-use 
conditions under 505-1(f)(3)(D)  

2. Implementation System  

3. Timetable for Submission of Assessments 

Reference ID: 5356289





Before treatment initiation, I must:

•	 Assess the patient for unresolved serious infections caused by encapsulated bacteria.

•	 For patients with an unresolved serious infection caused by encapsulated bacteria: Not initiate VOYDEYA.

•	 Assess the patient’s vaccination status for Neisseria meningitidis serogroups A, C, W, Y and B; and 
Streptococcus pneumoniae and vaccinate as needed according to the current Advisory Committee on 
Immunization Practices (ACIP) recommendations.

•	 For patients who are not up to date with meningococcal and pneumococcal vaccines at least two weeks 
prior to initiation of treatment and who must start VOYDEYA urgently: Provide the patient with a prescription 
for antibacterial drug prophylaxis.

•	 Counsel the patient using the Patient Safety Card and Patient Guide. Provide a copy of the materials to the 
patient.

•	 Counsel the patient on the need to carry the Patient Safety Card at all times during treatment and for 1 week 
following the last dose of VOYDEYA.

During treatment, I must:

•	 Assess the patient for early signs and symptoms of serious bacterial infection and evaluate immediately, if 
infection is suspected.

•	 Vaccinate patients as needed according to the current ACIP recommendations.

At all times, I must:

•	 Report adverse events suggestive of serious bacterial infections, including the patient’s clinical outcomes, to 
Alexion Pharmaceuticals, Inc at 1-844-259-6783.

I understand that if I do not maintain compliance with the requirements of the REMS, I will no longer be able to 
prescribe VOYDEYA.

I understand that VOYDEYA REMS and its agents or contractors may contact me to support the administration
of the REMS.

I understand that Alexion or its agents or contractors may use and disclose my information in accordance with 
the Alexion Privacy Notice, available at www.alexion.com/legal#privacy, including to support the administration 
of the VOYDEYA REMS.

ALEXION and the Alexion logo are registered trademarks, and VOYDEYA is a trademark, of Alexion Pharmaceuticals, Inc.
© 2024, Alexion Pharmaceuticals, Inc. All rights reserved. Approved MM/YYYY

Phone: 1-888-765-4747    |   www.VoydeyaREMS.com    |   Fax: 1-866-750-0785                 PAGE 2 OF 2

*Prescriber’s Signature:  __________________________________________________________________________

*Date (MM/DD/YYYY): ____________________________________________________________________________	
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Before dispensing the first dose, all outpatient pharmacy staff must:
•	 Obtain authorization to dispense each prescription by contacting the REMS to verify the prescriber is 

certified.

•	 Assess the patient’s vaccination status for up to date meningococcal and pneumococcal vaccines according 
to the current ACIP recommendations including antibacterial drug prophylaxis, if needed, and document the 
findings through the processes and procedures established as a requirement of the REMS. 

Before dispensing, for up to 6 months after the first dose, all outpatient pharmacy staff must:
•	 Obtain authorization to dispense each prescription by contacting the REMS to verify the prescriber is 

certified.

•	 For patients who are not initially up to date with meningococcal and pneumococcal vaccines when starting 
treatment: Assess the patient’s vaccination status for up to date meningococcal and pneumococcal 
vaccines including antibacterial drug prophylaxis, if needed, and document the findings through the 
processes and procedures established as a requirement of the REMS. 

Before dispensing, 6 months after the first dose and thereafter, all outpatient pharmacy staff must:
•	 Obtain authorization to dispense each prescription by contacting the REMS to verify the prescriber is 

certified.

To maintain certification to dispense, any new Authorized Representative must: 
•	 Enroll in the REMS by completing and submitting the Outpatient Pharmacy Enrollment Form to the REMS.

At all times, all outpatient pharmacy staff must: 
•	 Report adverse events suggestive of serious bacterial infections to Alexion Pharmaceuticals, Inc.

•	 Not distribute, transfer, loan, or sell VOYDEYA, except to other certified pharmacies. 

•	 Maintain records of staff’s completion of REMS training. 

•	 Maintain records that all processes and procedures are in place and are being followed. 

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

I understand that if this pharmacy does not maintain compliance with the requirements of the REMS, the 
pharmacy will no longer be able to dispense VOYDEYA.

I understand that the VOYDEYA REMS and its agents or contractors may contact me to support the 
administration of the REMS.

I understand that Alexion or its agents or contractors may use and disclose my information in accordance with 
the Alexion Privacy Notice, available at www.alexion.com/legal#privacy, including to support the administration 
of the VOYDEYA REMS.

ALEXION and the Alexion logo are registered trademarks, and VOYDEYA is a trademark, of Alexion Pharmaceuticals, Inc.
© 2024, Alexion Pharmaceuticals, Inc. All rights reserved. Approved MM/YYYY

Phone: 1-888-765-4747    |   www.VoydeyaREMS.com    |   Fax: 1-866-750-0785                 PAGE 2 OF 2

*Authorized Representative Signature: ____________________________________________________________

*Date (MM/DD/YYYY): ____________________________________________________________________________	
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Before dispensing the first dose, all inpatient pharmacy staff must:
•	 Verify if the patient is initiating or continuing treatment through the processes and procedures established 

as a requirement of the REMS. 

•	 For patients initiating treatment: Obtain authorization to dispense by contacting the REMS to verify the 
prescriber is certified.

•	 For patients initiating treatment: Assess the patient’s vaccination status for up to date meningococcal 
and pneumococcal vaccines according to the current ACIP recommendations including antibacterial drug 
prophylaxis, if needed, and document the findings through the processes and procedures established as a 
requirement of the REMS.

At discharge, all inpatient pharmacy staff must:
•	 Dispense no more than a 30 days’ supply. 

To maintain certification to dispense, any new Authorized Representative must: 
•	 Enroll in the REMS by completing and submitting the Inpatient Pharmacy Enrollment Form to the REMS.

At all times, all inpatient pharmacy staff must: 
•	 Report adverse events suggestive of serious bacterial infections to Alexion Pharmaceuticals, Inc.

•	 Not distribute, transfer, loan, or sell VOYDEYA, except to certified pharmacies. 

•	 Maintain records of staff’s completion of REMS training. 

•	 Maintain records that all processes and procedures are in place and are being followed. 

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

I understand that if this pharmacy does not maintain compliance with the requirements of the REMS, the 
pharmacy will no longer be able to dispense VOYDEYA.

I understand that the VOYDEYA REMS and its agents or contractors may contact me to support the 
administration of the REMS.

I understand that Alexion or its agents or contractors may use and disclose my information in accordance with 
the Alexion Privacy Notice, available at www.alexion.com/legal#privacy, including to support the administration 
of the VOYDEYA REMS.

ALEXION and the Alexion logo are registered trademarks, and VOYDEYA is a trademark, of Alexion Pharmaceuticals, Inc.
© 2024, Alexion Pharmaceuticals, Inc. All rights reserved. Approved MM/YYYY

Phone: 1-888-765-4747    |   www.VoydeyaREMS.com    |   Fax: 1-866-750-0785                 PAGE 2 OF 2

*Authorized Representative Signature: ____________________________________________________________

*Date (MM/DD/YYYY): ____________________________________________________________________________	
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--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

HYLTON V JOFFE
03/29/2024 05:58:40 PM

Signature Page 1 of 1
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