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Vigabatrin REMS Overview

* The Vigabatrin REMS is a single shared REMS for all approved vigabatrin products which launched on June 1st,
2017, replacing the SABRIL REMS Program

* The purpose of the Vigabatrin REMS is to mitigate the risk of vision loss associated with vigabatrin:

= Ensuring that healthcare providers are educated about the risk of vision loss, the need to counsel patients
about the risk, and the need for periodic visual monitoring

= Ensuring that vigabatrin is dispensed only to patients with documentation that they are informed about the
risk of vision loss associated with vigabatrin and the need for periodic visual monitoring

« Compliance with the Vigabatrin REMS is required for initiating and continuing a vigabatrin prescription, and
through the entirety of patient support
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REMS Requirements

Prior to prescribing vigabatrin, healthcare providers will:
= Review the Prescribing Information for vigabatrin, and submit a completed Prescriber Enrollment and
Agreement Form (online, fax/mail)

= Educate and counsel patients about the benefits and risks associated with vigabatrin, including vision loss and
the need for periodic visual monitoring

= Ensure that patients or parents/legal guardians sign the Patient/Parent/Legal Guardian - Physician
Agreement Form

Prior to dispensing vigabatrin certified pharmacies will:
= Verify prescribers are certified and patients are enrolled prior to each dispensing

= Ensure appropriate records are maintained of all ‘Eligible’ Prescription Verifications, which should include:
prescriber REMS IDs, patient REMS IDs and the authorization codes provided by the Vigabatrin REMS
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Pharmacy REMS Requirements




Pharmacy Enrollment Process VIGABATRIN  Pramacy EaolmntFo

INSTRUCTIONS

* Vigabatrin is available to:

+  Reviewand complete this Pharmacy Enroliment Form (this is 3 one-time enralment)
+  Enroll online at www.vigabatrinREMS.com or complete all required fields below and fax all pages to Vigabatrin REMS at
You will receive confirmation of your certification and log-in credentials for the assigned authorized representative via e-

= REMS Certified inpatient pharmacies

= REMS Certified outpatient pharmacies who have contracted with at least one st Rpresrnie ToPos
manufacturer . e
. . . *Preferred Method of Communication (please select one) |_| Fax D E-mail DPthe
* A pharmacy must designate an Authorized Representative

Monihayear

Pharmacy Location Information

* The Authorized Representative must: S——

= Complete and submit the Pharmacy Enrollment Form e e T N

o Online (Inpatient option only) or fax -

[_] 1 you are enroiling more than ane pharmacy location, check this box and provide the information an page 3 for each site. Use as
many forms as necessary.

= Qversee implementation and compliance with REMS requirements By copiargand i s o s rcain codienion onbati, o phcrcy i

certified in the Vigabatrin REMS.

= Ensure all pharmacy staff supporting the REMS are trained and aware of REMS
requirements —

* Upon REMS Certification, confirmation is sent via email to the Authorized Representative

= |ncludes username and password to access the REMS verification portal
(www.vigabatrinREMS.com)

= Note: This should be kept on file by the Authorized Representative (i.e., for audit
purposes, etc.)
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REMS Requirements for Pharmacies

The Authorized Representative must oversee implementation and compliance with the Vigabatrin REMS
requirements by:

* Ensuring that all relevant staff involved in dispensing vigabatrin are trained on the Vigabatrin REMS
requirements

* Verifying that the prescriber is certified and the patient is enrolled prior to each dispense

If a prescriber is not Certified and/or patient is not enrolled, the pharmacy should direct the prescriber to the
REMS website (www.vigabatrinREMS.com) for enrollment information or to contact the Vigabatrin REMS to

facilitate prescriber enrollment

« Record each ‘Eligible’ Prescription Verification, capturing:

Patient REMS ID
Prescriber REMS ID
Authorization Code (unique code provided by the Vigabatrin REMS)

Date of dispense

Note: The Authorized Representative and any confirmed Pharmacy staff can access the REMS Verification portal to
view historical authorization code information
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REMS Requirements for Pharmacies

« Complying with requests to be audited by the vigabatrin Sponsors, FDA, and/or a designated third party to
ensure that:

= All Vigabatrin REMS processes and procedures are documented, in place and are being followed

o The Authorized Representative is responsible for establishing processes and procedures

= All authorizations to dispense are documented and maintained
o This includes: REMS authorization codes, Prescriber REMS IDs, and Patient REMS IDs

Note: 180-day audits are required upon REMS Certification. Annual audits are also conducted on a sample of
pharmacies each year. Additionally, risk-based audits may be required if REMS compliance is not maintained

* If compliance with the requirements of the Vigabatrin REMS are not maintained, the pharmacy may no longer be
able to dispense vigabatrin

 If the Authorized Representative changes, a new Pharmacy Enrollment form must be submitted to the REMS
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REMS Requirements for Inpatient Pharmacies

During treatment, prior to initial dispensing:

* Verification of patient enrollment is required, prior to dispense. Obtain authorization to dispense by contacting
the REMS or via the REMS Website to verify a patient is enrolled. Document the confirmed patient identification
number and Authorization Code

During treatment, within 15 days of inpatient admission:

« Obtain authorization to continue dispensing by contacting the REMS or via the REMS Website to verify a certified
prescriber authorizes continuing vigabatrin treatment, and to verify a patient is enrolled

= Document the confirmed prescriber and patient identification numbers and Authorization Codes

= Note: Inpatient Pharmacies may confirm prescriber is certified, and patient is enrolled prior to initial dispensing

Upon discharge:

* Do not dispense more than a 15 day temporary supply
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REMS Requirements for Inpatient Pharmacies

Prescription Verification and Documentation options:

1. Trained pharmacy staff may complete initial prescription verification solely on the patient, prior to initial
dispensing. If verification is completed: the Patient REMS ID and unique Authorization Code must be properly
documented in internal pharmacy records.

* Inthisscenario, if vigabatrin will be dispensed to the patient beyond 15 days of a continuous inpatient
admission, a second verification must be completed for both the patient and inpatient prescriber prior to the 15-
day mark. Once completed, the Patient REMS ID, Prescriber REMS ID, and unique Authorization Code must
be properly documented in internal pharmacy records.

OR

2. Trained pharmacy staff may complete prescription verification on both the patient and the inpatient prescriber
prior to initial dispensing. If verification is completed: the Patient REMS ID, Prescriber REMS ID, and unique
Authorization Code must be properly documented in internal pharmacy records.

» Ifthe prescriber is certified prior to initial dispensing, no additional verification is required for the duration of
the inpatient admission (unless the prescriber changes during the admission)

* Refer to REMS Verification Portal section for examples
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REMS Requirements for Inpatient Pharmacies

» Certified inpatient pharmacies may dispense vigabatrin during the duration of the admitted patient’s care

* REMS verification must be performed via the REMS verification portal for each admission

* Verifications do not need to be performed daily

» Certified inpatient pharmacies will only be able to purchase vigabatrin through wholesalers/distributors
contracted with the Vigabatrin Sponsors

* Toobtain information on contracted wholesalers/distributors, contact the REMS
* Vigabatrin REMS
— Phone: 1-866-244-8175
- Hours: M-F 8:00AM-8:00PM EST
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Pharmacy Non-Compliance Events

Dispensing an ineligible prescription
* Prescription dispensed to patient not enrolled
* Prescription dispensed using prescription written by a non-certified prescriber

* Prescription dispensed using prescription written by a non-certified prescriber to a patient not enrolled

Dispensing vigabatrin without obtaining an Authorization Code

Dispensing vigabatrin using an invalid Authorization Code

Dispensing vigabatrin using an Authorization Code generated for the incorrect patient or prescriber

The REMS Coordinating Center monitors for potential non-compliance and contacts pharmacies to obtain
information. Please ensure prompt response when potential non-compliances are being investigated

*Non-compliance related to improper documentation of Prescriber and Patient REMS IDs and Authorization Codes will be
verified during REMS audits.
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REMS Verification Portal
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REMS Verification Portal

* Pharmacy staff must verify that a patient is enrolled prior to the initial dispensing

 If the patient will continue vigabatrin in the inpatient setting beyond 15 days of the patient's admission, the
inpatient pharmacy must ensure that the original Authorization Code verified both a certified prescriber and the
enrolled patient; if a certified prescriber was not authorized, a new Authorization Code with a certified
prescriber and the enrolled patient must be obtained (and documented) prior to the 15 day mark

* Verification is performed via the REMS Website www.vigabatrinREMS.com)

« Pharmacy users may login from the home screen or by selecting the ‘Pharmacy’ page and login

This site is intended for
U.5. Healthcare Professionals Only Prescribing Informatior Medication Guide

VIGABATRIN HOME

REMS PROGRAM

Use Certified Pharmacy Look-Up

PRESCRIBER

PHARMACY

RESOURCES

» Ifaprescriberis not Certified and/or patient is not enrolled, the pharmacy should direct the prescriber to the
REMS website or to contact the Vigabatrin REMS for assistance

$UBC
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REMS Verification Portal
[Continued]

« Once logged in, the pharmacy user will be presented with the following screen for data entry (note, patient
information fields must be entered in the order displayed):

REMS VERIFICATION

REMS VERIFICATION

Please provide patient information to verify enrcliment in the REMS. Required fields are denoted by "**.

ABC Pharmacy NPI: 99929999999

PATIENT INFORMATION

*Last Name * First Mame *Date of Birth

PRESCRIBER INFORMATION

Prescriber NPI

cLear | UL

Note: Patient’s last name is entered first, followed by first name
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REMS Verification Portal - Successful Verification

» Once verification is completed and pharmacy user is ready to dispense, click the “Generate Authorization
Code” button

« IMPORTANT: Pharmacy user must click on the “Generate Authorization Code” button and obtain/record an
authorization code prior to dispensing vigabatrin

\

VERIFICATION RESULTS \
(1) OKTO DISPENS| =Shrems
Aot B uccesaful See helow for cetall. AUTHORIZATION CODE

PATIEMNT W Jahin Raberts
Patient REMS ID: PETATE

PRESCRIBER !

HEW VERIFICATION
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REMS Verification Portal - Obtain Authorization to Dispense
* The Authorization Code is displayed.

« Pharmacy staff must record and save the following in Patient ID and Prescriber ID (where applicable), as well as
the Authorization Code in pharmacy records:

= Prescriber REMS ID (when applicable)
= Patient REMS ID

= Authorization code VERIFICATION RESULTS /
 These fields are required for audits T

REMS Author|zation Coce:
32327

PATIENT w" lchn Roberts
Patient BEMS ID: 987675

PRESCRIBER

NEW VERIFICATION
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REMS Verification Portal - Successful Verification

* If only patient information is entered, or, if a non-certified prescriber's NPl is entered, the following reminder
will be present on the “Ok to Dispense” screen:

 |f the patient will continue vigabatrin in the inpatient setting past 15 days of the patient’s admission, the
prescriber in the inpatient setting may certify in the REMS and a new Authorization Code must be
generated using the patient and the certified prescriber information

'\_‘__.fll |-!- ificati ..\. -::.-.l ] .:::-n beloer for details - 3232? -

PﬁTlENT " Mary Stevens
Patient REMS ID: P99

PRESCRIBER ! Mark Connoes (NP1 2229222353)
Prescriber REMS |D: 323232
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REMS Verification Portal - Successful Verification

Example: both the patient is enrolled and the prescriber is certified

VERIFICATION RESULTS

OK TO DISPENSE REMS Authorization Code
REMS verification successful. See below for details > W53782
PRESCRIBER &" Dr. Mark Smith (NP1 12345567890) REMS Certified

Prescriber REMS ID: 123434

PATIENT V John Roberts REMS Enrolled
Patient REMS ID: 987678

NEW VERIFICATION
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Unsuccessful Verification

* Pharmacy must not dispense:

 |f prescriber is not certified and/or patient is not enrolled, the pharmacy should direct the prescriber to the
REMS website to enroll or to contact the Vigabatrin REMS for assistance

* Pharmacy staff may also contact the REMS directly for support

VERIFICATION RESULTS

1 PLEASE CALL FOR ASSISTAMNCE
‘ @ DO NOT DISPENSE L PR
REMS verfcation Taileg
PATIENT X Mary 5e Mot REMS Enralle

Patient REMS |D: #9599

PRESCRIBER X

HEW VERIFICATION
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Pharmacy User Management
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User Access

« The Authorized Representative (AR) will automatically receive two separate emails with a unique username and
password to access the REMS verification portal upon pharmacy certification in the REMS ARs may request
access for additional pharmacy staff that will use the REMS verification portal by submitting a User Access Form

= Contact the Vigabatrin REMS to obtain a User Access Form

= Upon receipt of a completed User Access Form, including valid AR signature, the users will be added to the
application

= Username and password will be sent to each user in separate emails

= Upon initial login users will be prompted to change their password

* The REMS will reach out to ARs biannually to confirm users still require access

= |f the AR becomes aware of users who no longer require access, they should notify the Vigabatrin REMS to
have their access removed
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User Access Form

$UBC

wUBC

Inpatient Pharmacy User Access Form

Vigabatrin REMS Program

Please complete this form in order to receive access to the pharmacy portal for the Vigabatrin REMS Application. This form must be signed and dated by the

Authorzed Phamacy Representative. Please submit the completed form, via fax, to the Vigabatrin REMS Program at 868-206-3072.

Vigabatrin REMS Program Authorized Representative Approval:
By signing this form as the Authorized Representative, | verify that the user(s) listed below is a representative of my Pharmacy and that she/he may be granted
access permissions o Vigabatrin REMS application fo confirm prescriber certification and patient enrollment prior to dispensing vigabatrin. | werify that it is my
responsibility to notify the Vigabatrin REMS team immediately if a User should no longer reguire access to the Vigabatrin REMS application and request the user be

deactivated.

*Unigue log on credentials are solely intended for the identified individual user. Usernames and passwords must not be shared. An

Authorized Represontative may submit additional User Access Forms, at any time, to reguest new User accounis,

Pharmacy Mame:

Authorized Representative Mame: (print)

Authorized Representative Signature Date:
User Access Request: (print the following information)
First Name Last Name Title Email Phone #

©2023 United BioSource LLC. All Rights Reserved.
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Change in Authorized Representative
* Inthe event the Authorized Representative leaves the pharmacy or contact information is updated, the
pharmacy must inform the Vigabatrin REMS

= Qutreach by the Vigabatrin REMS to confirm the Authorized Representative on record is accurate will be
performed annually

= |f the Authorized Representative has changed, the pharmacy is required to submit a new Pharmacy
Enrollment Form with the new/current Authorized Representative

= |f an Authorized Representative is not identified, the pharmacy may be inactivated in the REMS and unable to
dispense until a representative is identified

* Be proactive and communicate any changes in Authorized Representative to the Vigabatrin REMS
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Support

 www.vigabatrinREMS.com

* Pharmacy Page
« REMINDER: New Prescribers may enroll online anytime

« REMINDER: Certified Prescribers may enroll new Patients online anytime

* Vigabatrin REMS
* Phone: 1-866-244-8175
» Fax: 1-866-205-3072
* Hours: M-F 8:00AM-8:00PM EST
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Thank you for attending!

Questions?

ubc.com
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