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SPRAVATO® REMS

(Risk Evaluation and Mitigation Strategy)

What is the SPRAVATO” REMS (Risk Evaluation and Mitigation Strategy)?

A REMS is a strategy to manage known or potential risks associated with a drug and is required by the U.S. Food and Drug
Administration (FDA) to ensure that the benefits of the drug outweigh its risks.

SPRAVATO" (esketamine) nasal spray Clll is available only through a restricted distribution program called the SPRAVATO" REMS
because of the risks of serious adverse outcomes resulting from sedation and dissociation caused by SPRAVATO administration, and

abuse and misuse of SPRAVATO. SPRAVATOQ" is intended for use only in a certified Healthcare Setting.

SPRAVATO" is intended for patient administration under the direct observation of a healthcare provider, and patients are required to
be monitored by a healthcare provider for at least 2 hours. SPRAVATO" must never be dispensed directly to a patient for home use.

Program Requirements

& &

Inpatient Outpatient Pharmacy Patient
Healthcare Setting Healthcare Setting

Inpatient Healthcare Outpatient Healthcare Pharmacies must be Patients must be enrolled
Settings must be certified Settings must be certified certified in the SPRAVATO” in the SPRAVATO" REMS in
in the SPRAVATO" REMS in in the SPRAVATO" REMS in REMS in order to dispense order to receive SPRAVATO"
order to treat patients with order to treat patients with SPRAVATO" treatment in an Outpatient

SPRAVATO" SPRAVATO" Healthcare Setting

Inpatient Healthcare QOutpatient Healthcare Pharmacy Patient
Setting Certificationp Setting Certification p Certification p Enrollment

SPRAVATO" is a non-competitive N-methyl D-aspartate (NMDA) receptor antagonist
indicated, in conjunction with an oral antidepressant, for the treatment of:

@ - -
SPRAVATO Indication » Treatment-resistant depression (TRD) in adults.
» Depressive symptoms in adults with major depressive disorder (MDD) with acute
suicidal ideation or behavior.

SPRAVATO’ is only available through select restricted distribution channels.

If you have any questions about the SPRAVATO” REMS or need help with certification or enroliment, call 1-855-382-6022
Monday - Friday 8AM - 8SPM ET

]
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Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to

-
FarSRRANAIE. RERS Srmgrars Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or online at www.fda.gov/medwatch.

information contact:

Phone: 1-855-382-6022 This site is published by Janssen Pharmaceuticals Inc., which is solely responsible for its contents. This site is intended for use by

healthcare professionals in the United States and Puerto Rico. Janssen Pharmaceuticals, Inc. recognizes that the internet is a
Fax: 1-877-7T78-0091

global communications medium; however, laws, regulatory requirements, and medical practices for pharmaceutical products vary
from country to country. The Prescribing Information included here may not be appropriate for use outside the United States and
Puerto Rico.

Third party trademarks used herein are trademarks of their respective owners.

Distributed by: Janssen Pharmaceuticals, Inc, Titusville, NJ 08560

@Janssen Pharmaceuticals, Inc. 2020 08/2020




Prescribing Information ~ Medication Guide

Spravato = Home Inpatient Healthcare Outpatient Healthcare =~ Pharmacies  Patients  Contact  Resources
(esketomine) € T Settings Settings Us

nasdl spray

Inpatient Healthcare Settings

@ . .
SPRAVATO REMS Inpatient Healthcare Setting Enrollment
Inpatient Healthcare Settings must be certified in the SPRAVATO" REMS in order to treat patients with SPRAVATO".
SPRAVATO" is intended for patient administration under the direct observation of a healthcare provider, due to risks of serious

adverse outcomes resulting from sedation and dissociation caused by SPRAVATO administration, and abuse and misuse of
SPRAVATO. SPRAVATO" is intended for use only in a certified Healthcare Setting.

Inpatient Healthcare Settings are NOT required to enroll patients or submit Patient Monitoring Formsto the SPRAVATO" REMS.

As an Inpatient Healthcare Setting (with inpatient units, emergency department, etc.), your Inpatient Pharmacy, operating under the
same Drug Enforcement Administration (DEA) license and physical location, will be considered certified once the Inpatient Healthcare

Inpatient Healthcare Settings are required to report all suspected adverse events to the SPRAVATO" REMS at 1-855-382-6022.

How does my Inpatient Healthcare Setting become certified in
the SPRAVATO" REMS?

Step 1: Designate an Authorized Representative to oversee
implementation and compliance with the REMS requirements.

Step 2: Review the following materials:
 SPRAVATO' Prescribing » SPRAVATO" REMS Program Overview

Information

Step 3: Complete and submit the SPRAVATO® REMS Inpatient
Healthcare Setting Enrollment Form to the REMS.

Online | ByFax

PDFs for Download: Resources for Inpatient Healthcare Settings

SPRAVATO® REMS Inpatient Healthcare Setting

& =
Enrollment Form SPRAVATO REMS Program Overview

SPRAVATO" Prescribing Information

—
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< Healthcare' providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to
FOESEENINO RENS Fragratn Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or online at www.fda.pov/medwatch.
information contact:

Phone: 1-855-382-6022 This site is published by Janssen Pharmaceuticals Inc., which is solely responsible for its contents, This site is intended for use by

healthcare professionals in the United States and Puerto Rico. Janssen Pharmaceuticals, Inc. recognizes that the intermnet is a

e R global communications medium; however, laws, regulatory requirements, and medical practices for pharmaceutical products vary

from country to country. The Prescribing Infermation included here may not be appropriate for use outside the United States and
Puerto Rico.
Third party trademarks used herein are trademarks of their respective owners.

Distributed by: Janssen Pharmaceuticals, Inc, Titusville, N 08560

©Janssen Pharmaceuticals, Inc. 2020 08/2020
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Outpatient Healthcare Settings

SPRAVATO REMS Outpatent Healthcare Setting Enrollment
Outpatient Healthcare Settings must be certified in the SPRAVATO" REMS in order to prescribe product.

SPRAVATO" is intended for patient administration under the direct observation of a healthcare provider, due to risks of serious
adverse outcomes resulting from sedation and dissociation caused by SPRAVATO administration, and abuse and misuse of
SPRAVATO. SPRAVATO" is intended for use only in a certified Healthcare Setting.

Outpatient Healthcare Settings are required to enroll patients prior to patient treatment and submit Patient Monitoring Forms after
each patient treatment to the SPRAVATO" REMS.

Outpatient Healthcare Setting Enroliment is intended only for outpatient medical offices and clinics.
Emergency departments within hospitals are certified through the Inpatient Healthcare Setting enroliment.

How does my Outpatient Healthcare Setting become certified in
the SPRAVATO" REMS?

Step 1: Designate an Authorized Representative to oversee
implementation and compliance with the REMS requirements.

Step 2: Review the following materials:
» SPRAVATO' Prescribing s SPRAVATO" REMS Program Overview

Information

Step 3: Complete and submit the SPRAVATO® REMS Outpatient
Healthcare Setting Enrollment Form to the REMS.

Online | ByFax

PDFs for Download: Resources for Outpatient Healthcare Settings

SPRAVATO" REMS Outpatient Healthcare Setting

- ap %
Enralient Lot SPRAVATO Prescribing Information

SPRAVATO" REMS Patient Enrollment Form SPRAVATO" REMS Program Overview

SPRAVATO" REMS Patient Monitoring Form

om—
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Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to

L]
COCRERRVATO. RENS Evogren Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA 1088 or online at www.fda. gov/medwatch.

information contact:

Phone: 1-855-382-6027 This site is published by Janssen Pharmaceuticals Inc., which is solely responsible for its contents. This site is intended for use by

heatthcare professionals in the United States and Puerto Rico. Janssen Pharmaceuticals, Inc. recognizes that the internet is a

FEC RS : global communications medium; however, laws, regulatory requirements, and medical practices for pharmaceutical products vary

from country to country. The Prescribing Information included here may not be appropriate for use outside the United States and
Puerto Rico.
Third party trademarks used herein are trademarks of their respective owners.

Distributed by: Janssen Pharmaceuticals, Inc, Titusville, NJ 08560

©Janssen Pharmaceuticals, Inc. 2020 08/2020
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Pharmacies

[ - - .
SPRAVATO  REMS Pharmacy Enrollment - for Outpatient Dispensing Only
Pharmacies must be certified in the SPRAVATO" REMS to be able to receive and dispense SPRAVATO".

If you are an Inpatient Pharmacy (support inpatient units, emergency department, etc.) and operate under the same DEA license and
physical location with your Inpatient Healthcare Setting, your pharmacy will be considered certified once the Inpatient Healthcare
Setting Enrollment form is completed/submitted, and you do not require a separate pharmacy enrollment form. Pharmacy
enrollment is intended only for pharmacies that dispense to outpatient facilities.

How does my Pharmacy become certified in the
SPRAVATO® REMS?

Step 1: Designate an Authorized Representative to oversee
implementation and compliance of the SPRAVATO" REMS
requirements.

Step 2: Review the following materials:

s SPRAVATO® Prescribing » SPRAVATO" REMS Program Overview
Information

Step 3: Complete and submit the SPRAVATO’ REMS Pharmacy
Enrollment Form to the REMS.

Online | ByFax

PDFs for Download: Resources for Pharmacies

SPRAVATO" REMS Pharmacy Enrollment Form SPRAVATO" Prescribing Information

SPRAVATO" REMS Program Overview

-
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Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to

L
ERSCRANRIL: SEWS Vavgam Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or onfine at www.fda.gov/medwatch.

information contack:

Phone: 1-855-382-60232 This site is published by Janssen Pharmaceuticals Inc., which is solely responsible for its contents. This site is intended for use by

healthcare professionals in the United States and Puerto Rico. Janssen Pharmaceuticals, Inc. recognizes that the internet is a

e SR 3 global communications medium; however, laws, regulatory requirements, and medical practices for pharmaceutical products vary

from country to country. The Prescribing Information included here may not be appropriate for use outside the United States and
Puerto Rico.
Third party trademarks used herein are trademarks of their respective owners.

Distributed by: Janssen Pharmaceuticals, Inc, Titusville, NJ 08560

©Janssen Pharmaceuticals, Inc. 2020 08/2020
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What is the SPRAVATO® REMS (Risk Evaluation and Mitigation Strategy)?

Because of the risks associated with SPRAVATO", the Food and Drug Administration (FDA) has required a special program called a Risk
Evaluation and Mitigation Strategy (REMS). As part of the REMS, your healthcare provider will discuss the risks of misuse, abuse,
sedation (feeling sleepy), dissociation (feeling disconnected from yourself, including thoughts, feelings, and things around you) while
on SPRAVATO" with you. Both you and your healthcare provider must sign the Patient Enrollment Form for you to receive SPRAVATO" in
an outpatient medical office or clinic, excluding emergency departments. Your healthcare provider will provide a copy of the signed
form to the SPRAVATO" REMS.

How do | enroll in the SPRAVATO® REMS?

If your healthcare provider and you have both agreed that SPRAVATQ@ is the appropriate treatment for you, you will need to enroll in the
SPRAVATO® REMS in order to receive treatment with SPRAVATO" in an outpatient medical office or clinic, excluding emergency
departments.

These are the steps to take in partnership with your
healthcare provider:

Step 1: Make sure you understand:

A. How to enroll and take part in the SPRAVATO" REMS
B. The benefits and risks of SPRAVATO"
C. That each time you receive SPRAVATO":

» You will need to use SPRAVATO" Nasal Spray yourself under direct observation
of a healthcare provider in a healthcare setting, such as an outpatient medical
office or clinic, excluding emergency departments.

* You will be monitored by a healthcare provider for at least 2 hours; the
healthcare provider will then decide when you are ready to leave the healthcare
setting.

s After treatment with SPRAVATO", do not drive, operate heavy machinery, or do

anything where you need to be completely alert until the next day following a

restful sleep.

@ Step 2: Together with your healthcare provider complete and sign
the SPRAVATO® REMS Patient Enrollment Form:

* Your healthcare provider will fill out most of the form for you and will send the

form to SPRAVATO" REMS.

Step 3: Ask your healthcare provider any questions you have about
taking SPRAVATO" and about the SPRAVATO® REMS.

o
janssen )' Neuroscience Legal Termsof Use | Privacy Policy
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Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to
e SPRAWMES REWS frogam Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or online at www.fda.gov/medwatch.
information contact:
This site is published by Janssen Pharmaceuticals Inc., which is solely responsible for its contents. This site is intended for use by
healthcare professionals in the United States and Puerto Rico. Janssen Pharmaceuticals, Inc. recognizes that the intemnet is a
global communications medium; however, laws, regulatory requirements, and medical practices for pharmaceutical products vary
frem country to country. The Prescribing Information included here may not be appropriate for use outside the United States and
Puerto Rico.

Phone: 1-855-382-6022

Fax: 1-877-778-0091

Third party trademarks used herein are trademarks of their respective owners.

Distributed by: Janssen Pharmaceuticatls, Inc; Titusville, NJ 08560

©.Janssen Pharmaceuticals, Inc. 2020 08/2020
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Contact Us

Contact the SPRAVATO® REMS

Phone: 1-855-382-6022 Fax: 1-877-778-0091

Hours of Operation: Monday — Friday 8:00 AM — 8:00 PMET

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to Janssen at
1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or online at www.fda.gov/medwatch.

S—
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Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to

L]
FOCSERINNAT BN o Janssen at 1-800-JANSSEN (1 800-5267736) or the FDA at 1-800-FDA-1088 or online at www.fda.gov/medwatch.

information contact:

Phone: 1-855-382-6022 This site is published by Janssen Pharmaceuticals Inc., which is solely responsible for its contents. This site is intended for use by

healthcare professionals in the United States and Puerto Rico. Janssen Pharmaceuticals, Inc. recognizes that the intemet is a
Fax: 1-877-778-0091

global communications medium; however, laws, regulatory requirements, and medical practices for pharmaceutical products vary

from country to country. The Prescribing Information included here may not be appropriate for use outside the United States and
Puerto Rico.

Third party trademarks used herein are trademarks of their respective owners.

Distributed by: Janssen Pharmaceuticals, Inc, Titusville, NJ 08560

BlJanssen Pharmaceuticals, Inc. 2020 08/2020
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Inpatient Healthcare Setting Resources for SPRAVATO” REMS

SPRAVATO" REMS Inpatient Healthcare Setting

@ ap = .
Ensoliniant Eoii SPRAVATO Prescribing Information

SPRAVATO" REMS Program Overview

Outpatient Healthcare Setting Resources for SPRAVATO" REMS

SPRAVATO” REMS Outpatient Healthcare Setting

o .
Enrollment Form SPRAVATO REMS Program Overview

SPRAVATO" REMS Patient Enrollment Form SPRAVATO' Prescribing Information

SPRAVATO® REMS Patient Monitoring Form

=,

Pharmacy Resources for SPRAVATO’ REMS

SPRAVATO" REMS Pharmacy Enrollment Form SPRAVATO" Prescribing Information

SPRAVATO" REMS Program Overview

—
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Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATD" to

-
FOESERAVREG - REMS. o Janssen at 1-800-JANSSEN {1-800-526-7736) or the FDA at 1-800-FDA-1088 or online at www.fda.gov/medwatch.

information contact:

Phone: 1-855-382-6022 This site is published by Janssen Pharmaceuticals Inc., which is solely responsible for its contents. This site is intended for use by

healthcare professionals in the United States and Puerto Rico. Janssen Pharmaceuticals, Inc. recognizes that the internet is a

SRR B SETTE o global communications medium; however, laws, regulatory requirements, and medical practices for pharmaceutical products vary

from country to country. The Prescribing Information included here may not be appropriate for use outside the United States and
Puerto Rico.
Third party trademarks used herein are trademarks of their respective owners.

Distributed by: Janssen Pharmaceuticals, Inc, Titusville, NJ 08560

©.Janssen Pharmaceuticals, Inc. 2020 08/2020
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Login Don't have an online account?

you need assistance, please contact the REMS Coordinating Center at

1-855-382-6022. Reg |Ster

[ User bame To create your online account for the SPRAVATO® REMS, please start by completing the fields below.

*lama
Forgot Username LOGIN () Healthcare Setting () Prescriber () Pharmacy

If you have questions about the SPRAVATO® REMS or need help enrolling,
call 1-855-382-6022
Monday — Friday, 8:00 AM - 8:00 PM ET

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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Login | Don't have an online account?

you need assistance, please contact the REMS Coordinating Center at
Register

1-855-382-6022.
Cisar Rt To create your online account for the SPRAVATO® REMS, please start by completing the fields below.

*lama
Forgot Username LOGIN (@ Healthcare Setting () Prescriber () Pharmacy

Healthcare Setting Authorized Representative Information

*First Name

*Last Name
*Telephone Number
*Fax Number
*Email Address

*Credentials
() Physician () Physician Assistant () Nurse () Pharmacist () Other

SUBMIT

If you have questions about the SPRAVATO® REMS or need help enrolling,
call 1-855-382-6022
Monday — Friday, 8:00 AM —8:00 PM ET

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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Login Don't have an online account?

you need assistance, please contact the REMS Coordinating Center at
Register

1-855-382-6022.
Ui R To create your online account for the SPRAVATO® REMS, please start by completing the fields below.

*lama
Forgot Username LOGIN (@ Healthcare Setting () Prescriber () Pharmacy

Healthcare Setting Authorized Representative Information

.* First Name

*Last Name
*Telephone Number
*Fax Number
*Email Address

*Credentials
(O Physician () Physician Assistant () Nurse () Pharmacist (@) Other

*Credentials Other

QOther

SUBMIT

If you have questions about the SPRAVATO® REMS or need help enrolling,
call 1-855-382-6022
Monday — Friday, 8:00 AM — 8:00 PM ET

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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Account Submitted Successfully

Thank you for submitting your information to create your web account for the SPRAVATO® REMS.

A confirmation of this submission has been sent to the email address provided. You can expect to receive 2 emails, one contains your username and the second contains your
temporary password. Please login with the username provided. You will then be prompted to update your password.

If you do not receive the emails within the next few hours, or would like to update your enroliment information at any time, please contact the SPRAVATO® REMS at 1-855-382-
6022.

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fox: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO” to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/imedwatch.

Reference ID: 4649523
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Login Don't have an online account?

you need assistance, please contact the REMS Coordinating Center at

1-855-382-6022. Reg IStEI’

User Name To create your online account for the SPRAVATO® REMS, please start by completing the fields below.

*lama
Forgot Username m () Healtheare Setting () Prescriber () Pharmacy

If you have questions about the SPRAVATO® REMS or need help enrolling,
call 1-855-382-6022
Monday — Friday, 8:00 AM — 8:00 PM ET

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATOF to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523



Please enter your password

*Password:




Change Password

I"f"-::1 ur pa d has expired and must be changed.

*New Password:

*Re-type new Password:




Update Profile

*Security Caption:

*Security Question *Answer

— Please Select - Answer

- Pleasze Select —-
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Healthcare Setting Type to Certity

'3 \ Jones, Mark -

Register

Please click on the corresponding button below to certify as an Inpatient Healthcare Setting or an Outpatient Healthcare Setting.

If you wish to certify multiple healthcare settings as the same designated authorized representative, you will be prompted to enroll another Inpatient or Outpatient Healthcare Setting after completing

this first enrollment.

Inpatient Healthcare Settings Qutpatient Healthcare Settings

This form is intended only for Qutpatient Medical Offices and Clinics.

As an Inpatient Healthcare Setting (with inpatient units, emergency department, etc.), your Inpatient Pharmacy,
Emergency departments within hospitals are certified through the Inpatient Healthcare Setting enrollment.

operating under the same Drug Enforcement Administration (DEA) license and physical location, will be
considered certified once this form is completed/submitted. A separate pharmacy enrollment is not required.

CERTIFY INPATIENT HEALTHCARE SETTING CERTIFY OUTPATIENT HEALTHCARE SETTING

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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Review Materials

S - O

Register Review
Materials

If you have not yet reviewed the materials below, please review now by clicking on each link. Each document will open in a new

window.

SPRAVATO® REMS Materials

» SPRAVATO" Prescribing Information
s SPRAVATO® REMS Program Overview

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS
Inpatient Healthcare Setting Enrollment Form

o - O --- O

Registration Review Online
Materials Enrollment

Instructions

1. Review the SPRAVATO® Prescribing Information and the SPRAVATO® REMS Program Overview
2. Complete this form online at www.SPRAVATOrems.com, or complete the paper form and fax to the SPRAVATO® REMS at 1-877-778-0091

As an Inpatient Healthcare Setting (with inpatient units, emergency department, etc.), your Inpatient Pharmacy, operating under the same Drug Enforcement Administration (DEA) license and physical
location, will be considered certified once this form is completed/submitted. A separate pharmacy enrollment is not required.

*Indicates Required Field

Healthcare Setting Information

*DEA License Number (associated with the Healthcare Setting address)

CONTINUE

Privacy Policy Terms of Use

Phone; 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088
or online at www.fda.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS
Inpatient Healthcare Setting Enrollment Form

Registration Review Online
Materials Enrollment

Instructions

1. Review the SPRAVATO® Prescribing Information and the SPRAVATO® REMS Program Overview
2. Complete this form online at www.SPRAVATOrems.com, or complete the paper form and fax to the SPRAVATO® REMS at 1-877-778-0091

As an Inpatient Healthcare Setting (with inpatient units, emergency department, etc.), your Inpatient Pharmacy, operating under the same Drug Enforcement Administration (DEA) license and physical
location, will be considered certified once this form is completed/submitted. A separate pharmacy enrollment is not required.

*Indicates Required Field

Healthcare Setting Information

*DEA License Number (associated with the Healthcare Setting address)
12345 CONTINUE

Name of DEA License Holder (if different from Healthcare Setting Name)

*DEA License Expiration Date (MM/DD/YYYY)

99/99/9999 i
*Healthcare Setting Name
ABC HealthCare
*Healthcare Setting Address 1 Address Line 2
123 Main Street
*City *State *ZIP
Biue Bell PA v 99999
*Healthcare Setting Telephone Number Healthcare Setting Website URL

299 999-1212

*Healthcare Setting Type (select all that apply)
[ Hospital-Emergency Department [ Hospital-Inpatient () Mental Health Facility

D Other

Your healthcare setting information will be shared with Janssen's patient support and distribution partners, to allow your healthcare setting to purchase product.

Your healthcare setting information (name, location, and phone number) will be listed on a location finder, as a certified healthcare setting, available to heaithcare professionals and patients seeking treatment with SPRAVATO®. I
you do not want your information listed, please call SPRAVATO® REMS at 1-855-382-6022.

. J

Healthcare Setting and Pharmacy Authorized Representative Information

*_First Name M *Last Name

*Credentials
O Physician O Physician Assistant O Nurse O Pharmacist (O Other

*Telephone Number EXT *Fax

*Email Address

Healthcare Setting and Pharmacy Alternate Contact

First Name Last Name

Tekephone Number EXT Fax

Email Address

Healthcare Setting and Pharmacy Authorized Representative Agreement

| am the Authorized Representative designated by my Healthcare Setting to oversee implementation and coordinate the activities of the SPRAVATO® REMS. By signing this form, | agree. on behalf of myself and my Healthcare
Setting, to comply with all REMS requirements:

| wvill:

« Review the SPRAVATO® Prescribing Information and REMS Program Owverview.

« Enroll in the SPRAVATO™ REMS by completing this form and submitting this form to the SPRAVATO™ REMS.

* Have a prescriber onsite during SPRAVATO® administration and monitoring.

* Have o healthcare provider|s) onsite to monitor each patient for at least 2 hours following administration of SPRAVATO® for resolution of sedation and dissociation, and changes in vital signs.

* Establish processes and procedures and train all relevant staff involved in prescribing, dispensing, and administering SPRAVATO® to ensure that the following take place in my Healthcare Setting:

- A healthcare provider counsels the patient prior to receiving SPRAVATO " on the need for monitoring due to risks of sedation and dissociation, changes in vital signs, and the need to have arrangements to safely
leave the healthcare setting and not engage in potentially hazardous activities.

- The patient administers SPRAVATO® under the direct supervision of a healthcare provider.

- A healthcare provider monitors every patient for at least 2 hours for resolution of sedation and dissociation and changes in vital signs after every dose.

- SPRAVATO® is not dispensed for use outside the Healthcare Setting.
If the authorized representative changes, have the new authorized representative re-certify the Inpatient Healthcare Setting into the REMS by completing the Inpatient Healthcare Setting Enrollment Form.
Not distribute, transfer, loan, or sell SPRAVATO®.

= Maintain records documenting staff's completion of training.
* Maintain records that all processes and procedures are in place and are being followed.
s Maintain records of all shipments of SPRAVATO® received and dispensing information including the patient name, dose, number of devices, and date administered.

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

* Authorized Representative Signature: [

CANCEL J CONTINUE

\. S

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fo: 1-877-778-0091
www. SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088
or online at www.fda.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS
Inpatient Healthcare Setting Enrollment Form

o - O --- O

Registration Review Online
Materials Enroliment

Instructions

1. Review the SPRAVATO® Prescribing Information and the SPRAVATO® REMS Program Overview
2. Complete this form online at www.SPRAVATOrems.com, or complete the paper form and fax to the SPRAVATO® REMS at 1-877-778-0091

As an Inpatient Healthcare Setting (with inpatient units, emergency department, etc.), your Inpatient Pharmacy, operating under the same Drug Enforcement Administration (DEA) license and physical
location, will be considered certified once this form is completed/submitted. A separate pharmacy enrollment is not required.

*Indicates Required Field

Healthcare Setting Information

*DEA License Number (associated with the Healthcare Setting address)
12345 CONTINUE

Name of DEA License Holder (if different from Healthcare Setting Name)

*DEA License Expiration Date (MM/DD/YYYY)

99/99/9999 i
*Healthcare Setting Name
ABC HealthCare
*Healthcare Setting Address 1 Address Line 2
123 Main Sireet
*City *State *ZIP
Blue Bell PA v 59999
*Healthcare Setting Telephone Number Healthcare Setting Website URL

&n

25595121

%]

*Healthcare Setting Type (select all that apply)
(] Hospital-Emergency Department (] Hospital-Inpatient (] Mental Health Facility

Other

*Other Healthcare Setting Type
Other

Your healthcare setting information will be shared with Janssen's patient support and distribution partners, to allow your healthcare setting to purchase product.

Your healthcare setting information (name, location, and phane number) will be listed on a location finder, as a certified healthcare setting, available to heaithcare professionals and patients seeking treatment with SPRAVATO®, If
you do not want your information listed, please call SPRAVATO® REMS at 1-855-382-6022.

8 S

Healthcare Setting and Pharmacy Authorized Representative Information

*First Name Ml *Last Name

*Credentials
O Physician O Physician Assistant O Nurse O Pharmacist @ Other

Credentials Other
Other

*Telephone Number EXT *Fax

*Email Address

Healthcare Setting and Pharmacy Alternate Contact

First Name Last Name

Telephone Number EXT Fax

Email Address

Healthcare Setting and Pharmacy Authorized Representative Agreement

| am the Authorized Representative designated by my Healthcare Setting to oversee implementation and coordinate the activities of the SPRAVATO™ REMS. By signing this form. | agree. on behalf of myself and my Healthcare
Setting, to comply with all REMS requirements:

1 wvill:

» Review the SPRAVATO® Prescribing Information and REMS Program Overview.

= Enroll in the SPRAVATO® REMS by completing this form and submitting this form to the SPRAVATO™ REMS.

* Have a prescriber onsite during SPRAVATO®™ administration and monitoring.

* Have a healthcare provider(s) onsite to monitor each patient for at least 2 hours following administration of SPRAVATO® for resolution of sedation and dissociation, and changes in vital signs.

» Establish processes and procedures and train all relevant staff involved in prescribing, dispensing, and administering SPRAVATO ® to ensure that the following take place in my Healthcare Setting:

- A healthcare provider counsels the patient prior to receiving SPRAVATO® on the need for monitoring due to risks of sedation and dissociation, changes in vital signs, and the need to have arrangements to safely
leave the healthcare setting and not engage in potentially hazardous activities.

- The patient administers SPRAVATO®™ under the direct supervision of a healthcare provider.
- A healthcare provider monitors every patient for at least 2 hours for resolution of sedation and dissociation and changes in vital signs after every dose.
- SPRAVATO™ is not dispensed for use outside the Healthcare Setting.
- If the authorized representative changes, have the new authorized representative re-certify the Inpatient Healthcare Setting into the REMS by completing the Inpatient Healthcare Setting Enrollment Form.
- Not distribute, transfer, loan, or sell SPRAVATO".
= Maintain records documenting staff's completion of training.
+ Maintain records that all processes and procedures are in place and are being followed.
+ Maintain records of all shipments of SPRAVATO" received and dispensing information including the patient name, dose, number of devices, and daote administered.

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

* Authorized Representative Signature: |

CANCEL ‘ CONTINUE

- J

Privacy Policy Temms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088
or online at www.fda.gov/imedwatch.

Reference ID: 4649523
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SPRAVATO® REMS Inpatient Healthcare Setting Certification
e @ -+ O

Registration Review Online
Materials Enroliment

(© Pending

inpatient Healthcare Setting

The enroliment of the following Inpatient Healthcare Setting(s) in the SPRAVATO®
REMS is pending.

[Inpatient Healthcare Setting #1 Name]

If you have any questions, please contact the SPRAVATO® REMS Coordinating
Center at 1-855-382-6022.

ADD ANOTHER INPATIENT HEAITHCARE SETTING ‘ CERTIFY OUTPATIENT HEALTHCARE SETTING

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088
or online at www.fda.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS Inpatient Healthcare Setting Certification
e @ - ©

Registration Review Online
Materials Enroliment

v/ Complete

(@) mpatient Heathcare Setting

The Inpatient Healthcare Setting is now certified in the SPRAVATO" REMS.

[Inpatient Healthcare Setting #1 Name]

Please check your email for additional requirements.

ADD ANOTHER INPATIENT HEALTHCARE SETTING ‘ CERTIFY OUTPATIENT HEALTHCARE SETTING

Privacy Policy Temms of Use
Phone: 1-855-382-6022
Fonz 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088
or online at www.fda.gov/medwatch.

Reference ID: 4649523
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Review Materials

Register Review
Materials

If you have not yet reviewed the materials below, please review now by clicking on each link. Each document will open in a new
window.

SPRAVATO® REMS Materials

* SPRAVATO" Prescribing Information
s SPRAVATO" REMS Program Overview

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS
Outpatient Healthcare Setting Enroliment Form

o - 0 - O

Registration Review Online
Materials Enrollment

Instructions

1. Review the SPRAVATO® Prescribing Information and the SPRAVATO® REMS Program Overview
2. Complete this form online at www.SPRAVATOrems.com, or complete the paper form and fax to the SPRAVATO® REMS at 1-877-778-0091

This form is intended only for Outpatient Medical Offices and Clinics.
Emergency departments within hospitals are certified through the Inpatient Healthcare Setting enrollment.

*Indicates Required Field

Healthcare Setting Information

*DEA License Number (associated with the Healthcare Setting address)

CONTINUE

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO?® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS
Outpatient Healthcare Setting Enroliment Form

vee & o O

Registration Review Online
Materials Enrollment

Instructions

1. Review the SPRAVATO® Prescribing Information and the SPRAVATO® REMS Program Overview
2. Complete this form online at www.SPRAVATOrems.com, or complete the paper form and fax to the SPRAVATO® REMS at 1-877-778-0091

This form is intended only for Outpatient Medical Offices and Clinics.
Emergency departments within hospitals are certified through the Inpatient Healthcare Setting enrollment.

*Indicates Required Field

Healthcare Setting Information

*DEA License Number (associated with the Healthcare Setting address)
12345 CONTINUE

Name of DEA License Holder (if different from Healthcare Setting Name)

*DEA License Expiration Date (MM/DD/YYYY)
99/99/9999 m

*Healthcare Setting Name

ABC HealthCare

*Healthcare Setting Address 1 Address Line 2

123 Main Street

*City *State *ZIP
Blue Bell PA v 99999
*Healthcare Setting Telephone Number Healthcare Setting Website URL

555 555-1212

*Healthcare Setting Type (select all that apply)
(] Mental Health Facility (] Outpatient Clinic (] Independent Practice [ Group Practice

D Other

For each additional healthcare setting where SPRAVATO® will be delivered, dispensed, and administered within your healthcare system for which the same Authorized Representative will be
responsible, click below.

ADD ANOTHER OUTPATIENT HEALTHCARE SETTING

Your healthcare setting information will be shared with Janssen's patient support and distribution partners, to allow your healthcare setting to purchase product.

Your healthcare setting information (name, location, and phone number) will be listed on a location finder, as o certified healthcare setting, available to healthcare professionals and patients seeking treatment with SPRAVATO®. If
you do not want your information listed, please call SPRAVATO® REMS at 1-855-382-6022.

Healthcare Setting Authorized Representative Information

*First Name Mi *Last Name

*Credentials
O Physician O Physician Assistant O Nurse O Pharmacist (O Other

*Telephone Number EXT *Fax

*Email Address

Healthcare Setting Alternate Contact

First Name Last Name

Telephone Number EXT Fax

Email Address

- P

Healthcare Setting Authorized Representative Agreement

| am the Authorized Representative designated by my Healthcare Setting to oversee implementation and coordinate the activities of the SPRAVATO® REMS. By signing this form, | agree, on behalf of myself and my Healthcare
Setting, to comply with all REMS Requirements:

| will:

= Review the SPRAVATO® Prescribing Information and REMS Program Overview.
= Enroll in the SPRAVATO® REMS by completing this form and submitting this form to the SPRAVATO" REMS.
* Have a prescriber onsite during SPRAVATO® administration and monitoring.
= Have a healthcare provider(s) onsite to monitor each patient for at least 2 hours following administration of SPRAVATO® for resolution of sedation and dissociation, and changes in vital signs.
= Establish processes and procedures and train all relevant staff involved in prescribing. dispensing, and administering SPRAVATO" to ensure that the following takes place in my Healthcare Setting:
Prior to the patient receiving SPRAVATO", a healthcare provider counsels the patient on the need for enrollment, monitoring, risks of sedation and dissociation, and changes in vital signs.
- All patients are enrolled in the SPRAVATO" REMS by completing and submitting the Patient Enrollment Form with their prescriber.
- Verify the patient is enrolled in the REMS before dispensing SPRAVATO® for patient administration.
- The patient administers SPRAVATO™ under the direct supervision of a healthcare provider.
- A healthcare provider monitors every patient for at least 2 hours for resolution of sedation and dissociation and changes in vital signs after every dose.
- A Patient Monitoring Form is submitted to the SPRAVATO" REMS for every patient within 7 days following administration of every dose.
- Notify the SPRAVATO" REMS in advance if patient treatment will be transferred from one REMS-certified Healthcare Setting to another REMS-certified Healthcare Setting.
- SPRAVATO" is not dispensed for use outside the Healthcare Setting.
If the authorized representative changes, have the new authorized representative re-certify the Outpatient Healthcare Setting into the REMS by completing the Outpatient Healthcare Setting Enrollment Form.
- Mot distribute, transfer, loan, or sell SPRAVATO®,

s Maintain records documenting staff's completion of training.
= Maintain records that all processes and procedures are in place and are being followed.
= Maintain records of all shipments of SPRAVATO® received and dispensing information including the patient name, dose, number of devices, and date administered.

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

*Authorized Representative Signature: ||

CANCEL ‘ CONTINUE

- vy

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fox: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS
Outpatient Healthcare Setting Enrollment Form

o - O --- ©

Registration Review Online
Materials Enroliment

Instructions

1. Review the SPRAVATO® Prescribing Information and the SPRAVATO® REMS Program Overview
2. Complete this form online at www.SPRAVATOrems.com, or complete the paper form and fax to the SPRAVATO® REMS at 1-877-778-0091

This form is intended only for Outpatient Medical Offices and Clinics.
Emergency departments within hospitals are certified through the Inpatient Healthcare Setting enraollment.

*Indicates Required Field

Healthcare Setting Information

*DEA License Number (associated with the Healthcare Setting address)

12345 CONTINUE

Name of DEA License Holder (if different from Healthcare Setting Name)

*DEA License Expiration Date (MM/DD/YYYY)

99/99/9999 &
*Healthcare Setting Name
ABC HealthCare
*Healthcare Setting Address 1 Address Line 2
123 Main Street
* City *State *ZIP
Blue Bell PA, v 39599
*Healthcare Setting Telephone Number Healthcare Setting Website URL

295 999-1212

*Healthcare Setting Type (select all that apply)
() Mental Health Facility Outpatient Clinic O Independent Practice ] Group Practice

Other

*Other Healthcare Setting Type

Other

*If your healthcare setting is an independent (private) practice, or group practice, or outpatient clinic, how does your practice intend to acquire SPRAVATO" for patients? (Select all that apply)
£ By sending a patient-specific prescription for SPRAVATO® Cll (controlled substance) to a REMS-certified pharmacy, have that pharmacy deliver patient-name product to your practice, and follow all required State and
Federal DEA laws and regulations.

n» By acquiring SPRAVATCO® Clll (controlled substance) as bulk supply directly from a SPRAVATO® REMS-qualified distributor, and follow all required State and Federal DEA laws and regulations.

For each additional healthcare setting where SPRAVATO?® will be delivered, dispensed, and administered within your healthcare system for which the same Authorized Representative will be
responsible, click below.

ADD ANOTHER OUTPATIENT HEALTHCARE SETTING

Your healthcare setting information will be shared with Janssen's patient support and distribution partners, to allow your healthcare setting to purchase product.

Your healthcare setting information (name, location, and phone number) will be listed on a location finder, as a certified healthcare setting, available to healthcare professionals and patients seeking treatment with SPRAVATO®. If
you do not want your information listed, please call SPRAVATO"® REMS at 1-855-382-6022.

Healthcare Setting Authorized Representative Information

*First Name Mi *Last Name

*Credentials
Q Physician O Physician Assistant O Nurse O Pharmacist @ Other

Credentials Other
Other

*Telephone Number EXT *Fax

*Email Address

Healthcare Setting Alternate Contact

First Name Last Name

Telephone Number EXT Fax

Email Address

Healthcare Setting Authorized Representative Agreement

| am the Authorized Representative designated by my Healthcare Setting to oversee implementation and coordinate the activities of the SPRAVATO® REMS. By signing this form, | agree, on behalf of myself and my Healthcare
Setting, to comply with all REMS Requirements:

1 will:

» Review the SPRAVATO® Prescribing Information and REMS Program Overview.
= Enroll in the SPRAVATO™ REMS by completing this form and submitting this form to the SPRAVATO? REMS.
» Have a prescriber onsite during SPRAVATO® administration and monitoring.
» Have a healthcare provider(s) onsite to monitor each patient for at least 2 hours following administration of SPRAVATO® for resolution of sedation and dissociation, and changes in vital signs.
» Establish processes and procedures and train all relevant staff involved in prescribing, dispensing. and administering SPRAVATO" to ensure that the following takes place in my Healthcare Setting:
- Prior to the patient receiving SPRAVATO®, a healthcare provider counsels the patient on the need for enrollment, monitoring, risks of sedation and dissociation, and changes in vital signs.
- All patients are enrolled in the SPRAVATO® REMS by completing and submitting the Patient Enrollment Form with their prescriber.
- Verify the patient is enrolled in the REMS before dispensing SPRAVATO® for patient administration.
- The patient administers SPRAVATO® under the direct supervision of a healthcare provider.
- A healthcare provider monitors every patient for at least 2 hours for resolution of sedation and dissociation and changes in vital signs after every dose.
- A Patient Monitaring Form is submitted to the SPRAVATO® REMS for every patient within 7 days following administration of every dose.
- MNotify the SPRAVATO® REMS in advance if patient treatment will be transferred from one REMS-certified Healthcare Setting to another REMS-certified Healthcare Setting.
- SPRAVATO" is not dispensed for use outside the Healthcare Setting.
- Ifthe authorized representative changes, have the new authorized representative re-certify the Outpatient Healthcare Setting into the REMS by completing the Outpatient Healthcare Setting Enrollment Form.
- Not distribute, transfer, loan, or sell SPRAVATO®,

+ Maintain records documenting staff's completion of training.
* Maintain records that all processes and procedures are in place and are being followed.
» Maintain records of all shipments of SPRAVATO® received and dispensing information including the patient name, dose, number of devices, and date administered.

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

*Authorized Representative Signature: [

CANCEL ‘ CONTINUE

8 /

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/imedwatch.

Reference ID: 4649523
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SPRAVATO® REMS
Outpatient Healthcare Setting Enrollment Form

Registration Review Online
Materials Enrollment

Instructions

1. Review the SPRAVATO® Prescribing Information and the SPRAVATO® REMS Program Overview
2. Complete this form online at www.SPRAVATOrems.com, or complete the paper form and fax to the SPRAVATO® REMS at 1-877-778-0091

This form is intended only for Qutpatient Medical Offices and Clinics.
Emergency departments within hospitals are certified through the Inpatient Healthcare Setting enrollment.

*Indicates Required Field

Healthcare Setting Information

*DEA License Number (associated with the Healthcare Setting address)
12345 CONTINUE

Name of DEA License Holder (if different from Healthcare Setting Name)

*DEA License Expiration Date (MM/DD/YYYY)

99/95/9999 E
*Healthcare Setting Name
ABC HealthCare
*Healthcare Setting Address 1 Address Line 2
123 Main Street
* City *State =ZIP
Biue Bell PA v 99999
*Healthcare Setting Telephone Number Healthcare Setting Website URL

535 5551212

*Healthcare Setting Type (select all that apply)
[J Mental Health Facility Outpatient Clinic L) Independent Practice ] Group Practice

Other

*Other Healthcare Setting Type

Cther

*If your healthcare setting is an independent (private) practice, or group practice, or outpatient clinic, how does your practice intend to acquire SPRAVATO? for patients? (Select all that apply)

J By sending a patient-specific prescription for SPRAVATO® Clll (controlled substance) to a REMS-certified pharmacy, have that pharmacy deliver patient-name product to your practice, and follow all required State and
Federal DEA laws and regulations.

By acquiring SPRAVATO® Clll (controlled substance) as bulk supply directly from a SPRAVATO" REMS-qualified distributor, and follow all required State and Federal DEA laws and regulations.

CONTINUE ‘ REMGCVE

For each additional healthcare setting where SPRAVATO® will be delivered, dispensed, and administered within your healthcare system for which the same Authorized Representative will be
responsible, click below.

ADD ANOTHER OUTPATIENT HEALTHCARE SETTING

Your healthcare setting information will be shared with Janssen's patient support and distribution partners, to allow your healthcare setting to purchase product.

Your healthcare setting information (name, location, and phone number) will be listed on a location finder, as a certified healthcare setting, available to healthcare professionals and patients seeking treatment with SPRAVATO®, If
you do not want your information listed, please call SPRAVATO® REMS at 1-855-382-6022.

Healthcare Setting Authorized Representative Information

*First Name MiI *Last Name

*Credentials
O Physician O Physician Assistant (O NMurse O Pharmacist @ Cther

Credentials Other
Other

*Teiephone Number EXT *Fax

*Email Address

Healthcare Setting Alternate Contact

First Name Last Name

Telephone Number EXT Fax

Em-::lil Address

N >

Healthcare Setting Authorized Representative Agreement

| am the Authorized Representative designated by my Healthcare Setting to oversee implementation and coordinate the activities of the SPRAVATO® REMS. By signing this farm, | agree, on behalf of myself and my Healthcare
Setting, to comply with all REMS Requirements:

1 will:

» Review the SPRAVATO® Prescribing Information and REMS Program Overview.
= Enroll in the SPRAVATO® REMS by completing this form and submitting this form to the SPRAVATO® REMS.
= Have a prescriber onsite during SPRAVATO® administration and monitoring.
* Have a healthcare provider(s) onsite to monitor each patient for at least 2 hours following administration of SPRAVATO® for resolution of sedation and dissociation, and changes in vital signs.
* Establish processes and procedures and train all relevant staff involved in prescribing, dispensing. and administering SPRAVATO” to ensure that the following takes place in my Healthcare Setting:
- Prior to the patient receiving SPRAVATO®, a healthcare provider counsels the patient on the need for enrcliment. monitoring. risks of sedation and dissociation, and changes in vital signs.
- All patients are enrolled in the SPRAVATO® REMS by completing and submitting the Patient Enroliment Form with their prescriber.
- Verify the patient is enrolled in the REMS before dispensing SPRAVATO® for patient administration.
- The patient administers SPRAVATO® under the direct supervision of a healthcare provider.
- A healthcare provider monitors every patient for at least 2 hours for resolution of sedation and dissociation and changes in vital signs after every dose.
- A Patient Monitoring Form is submitted to the SPRAVATO® REMS for every patient within 7 days following administration of every dose.
- Notify the SPRAVATO" REMS in advance if patient treatment will be transferred from one REMS-certified Healthcare Setting to another REMS-certified Healthcare Setting.
- SPRAVATO" is not dispensed for use outside the Healthcare Setting.
- Ifthe authorized representative changes. have the new authorized representative re-certify the Outpatient Healthcare Setting into the REMS by completing the Outpatient Healthcare Setting Enrollment Form.
- Not distribute, transfer, loan. or sell SPRAVATO®.

+ Maintain records documenting staff's completion of training.
= Maintain records that all processes and procedures are in place and are being followed.
» Maintain records of all shipments of SPRAVATO® received and dispensing information including the patient name, dose, number of devices, and date administered.

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

*Authorized Representative Signature: [

CANCEL ‘ CONTINUE

., S

Privacy Policy Temms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/imedwatch.

Reference ID: 4649523
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Outpatient Healthcare Setting Enroliment Form

Q - O - O

Registration Review Online
Materials Enroliment

Instructions

1. Review the SPRAVATO® Prescribing Information and the SPRAVATO® REMS Program Overview
2. Complete this form online at www.SPRAVATOrems.com, or complete the paper form and fax to the SPRAVATO® REMS at 1-877-778-0091

This form is intended only for Outpatient Medical Offices ond Clinics.
Emergency departments within hospitals are certified through the Inpatient Healthcare Setting enrollment.

*Indicates Required Field

Healthcare Setting Information

*DEA License Number (associated with the Healthcare Setting address)
19345 CONTINUE

Name of DEA License Holder (if different from Healthcare Setting Name)

*DEA License Expiration Date (MM/DD/YYYY)

99/99/9999 m
*Healthcare Setting Name
ABC HealthCare
*Healthcare Setting Address 1 Address Line 2
123 Main Street
*City *State *ZIP
Biue Bell PA . 99999
*Healthcare Setting Telephone Number Healthcare Setting Website URL

*Healthcare Setting Type (select all that apply)
(] Mental Health Facility Outpatient Clinic - Independent Practice O Group Practice

Other

*Other Healthcare Setting Type

Other

*If your healthcare setting is an independent (private) practice, or group practice, or outpatient clinic, how does your practice intend to acquire SPRAVATO? for patients? (Select all that apply)
& By sending a patient-specific prescription for SPRAVATO® Clll {controlled substance) to a REMS-certified pharmacy, have that pharmacy deliver patient-name product to your practice, and follow all required State and
Federal DEA laws and regulations.

u By acquiring SPRAVATO® Clll {controlled substance) as bulk supply directly from a SPRAVATO® REMS-qualified distributor, and follow all required State and Federal DEA laws and regulations.

* DEA License Number (associated with the Healthcare Setting address)
99999 CONTINUE REMOVE

Name of DEA License Holder (if different from Healthcare Setting Name)

*DEA License Expiration Date (MM/DD/YYYY)

99/99/9995 i
*Healthcare Setting Name
XYZ HealihCare
*Healthcare Setting Address 1 Address Line 2
999 Broadway
*City *State *ZIP
Philadelphia PA v 99999
*Healthcare Setting Telephone Number Healthcare Setting Website URL

295 509-0555

*Healthcare Setting Type (select all that apply)
(] Mental Health Facility J Outpatient Clinic O Independent Practice O Group Practice

D Other

For each additional healthcare setting where SPRAVATO?® will be delivered, dispensed, and administered within your healthcare system for which the same Authorized Representative will be
responsible, click below.

ADD ANOTHER OUTPATIENT HEALTHCARE SETTING

Your healthcare setting information will be shared with Janssen’'s patient support and distribution partners, to allow your healthcare setting to purchase product.

Your healthcare setting information (name. location, and phone number) will be listed on a location finder, as a certified healthcare setting, available to healthcare professionals and patients seeking treatment with SPRAVATO®. If
you do not want your information listed, please call SPRAVATO® REMS at 1-855-382-6022.

N ¥

Healthcare Setting Authorized Representative Information

*First Name Mi *Last Name

*Credentials
O Physician O Physician Assistant O Nurse (O Pharmacist @ Other

Credentials Other
Other

*Telephone Number EXT *Fax

*Email Address

Healthcare Setting Alternate Contact

First Name Last Name

Telephone Number EXT Fax

Email Address

Healthcare Setting Authorized Representative Agreement

| am the Authorized Representative designated by my Healthcare Setting to oversee implementation and coordinate the activities of the SPRAVATO® REMS. By signing this form, | agree, on behalf of myself and my Healthcare
Setting, to comply with all REMS Requirements:

1 will:

* Review the SPRAVATO® Prescribing Information and REMS Program Overview.
= Enroll inthe SPRAVATO® REMS by completing this form and submitting this form to the SPRAVATO® REMS.
* Have a prescriber onsite during SPRAVATO® administration ard monitoring.
* Have a healthcare provider(s) onsite to monitor each patient for at least 2 hours following administration of SPRAVATO® for resolution of sedation and dissociation, and changes in vital signs.
» Establish processes and procedures and train all relevant staff invelved in prescribing, dispensing, and administering SPRAVATO" to ensure that the following takes place in my Healthcare Setting:
- Prior to the patient receiving SPRAVATO?, a healthcare provider counsels the patient on the need for enrollment, monitoring, risks of sedation and dissociation, and changes in vital signs.
- All patients are enrolled in the SPRAVATO" REMS by completing and submitting the Patient Enrollment Form with their prescriber.
- Verify the patient is enrolled in the REMS before dispensing SPRAVATO" for patient administration.
- The patient administers SPRAVATO? under the direct supervision of a healthcare provider.
- A healthcare provider monitors every patient for at least 2 hours for resolution of sedation and dissociation and changes in vital signs after every dose.
- A Patient Monitoring Formis submitted to the SPRAVATO™ REMS for every patient within 7 days following administration of every dose.
- Notify the SPRAVATO" REMS in advance if patient treatment will be transferred from one REMS-certified Healthcare Setting to another REMS-certified Healthcare Setting.
- SPRAVATO? is not dispensed for use outside the Healthcare Setting.
- If the authorized representative changes, have the new authorized representative re-certify the Outpatient Healthcare Setting into the REMS by completing the Ouipatient Healthcare Setting Enrollment Form.
- Mot distribute, transfer, loan, or sell SPRAVATO®,

= Maintain records documenting staff's completion of training.
= Maintain records that all processes and procedures are in place and are being followed.
» Maintain records of all shipments of SPRAVATO" received and dispensing information including the patient name, dose, number of devices, and date administered.

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

* Authorized Representative Signature: !

CANCEL ‘ CONTINUE

. /

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO?® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS Outpatient Healthcare Setting Certification
o - 0 - O

Registration Review Online
Materials Enrollment

v/ Complete

Outpatient Healthcare Setting

@ The QOutpatient Healthcare Setting is now certified in the SPRAVATO? REMS.

[Outpatient Healthcare Setting #1 Name]

Flease check your email for additional requirements.

® Pending

Outpatient Healthcare Setting

The certiﬁcqtion of the following Outpaotient Healthcare Setting(s) in the
SPRAVATO® REMS is pending.

[Outpatient Healthcare Setting #2 Name]

If you have any questions, please contact the SPRAVATO® REMS Coordinating
Center at 1-855-382-6022.

ADD ANOTHER OUTPATIENT HEALTHCARE SETTING ‘ CERTIFY INPATIENT HEALTHCARE SETTING

Privacy Policy Temms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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Login Don't have an online account?

you need assistance, please contact the REMS Coordinating Center at

1-855-382-6022. Reg |Ster

[ User bame To create your online account for the SPRAVATO® REMS, please start by completing the fields below.

*lama
Forgot Username LOGIN () Healthcare Setting () Prescriber () Pharmacy

If you have questions about the SPRAVATO® REMS or need help enrolling,
call 1-855-382-6022
Monday — Friday, 8:00 AM - 8:00 PM ET

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523



Prescribing Information Medication Guide

Spravato -~

(esketamine) @ \*%

nasal spray

Login Don't have an online account?

you need assistance, please contact the REMS Coordinating Center at

1-855-382-6022. RegISter

Ucer Mame To create your online account for the SPRAVATO™ REMS, please start by completing the fields below.

*lama
Forgot Username LOGIN (0 Healthcare Setting () Prescriber (@ Pharmacy

Pharmacy Authorized Representative Information

*First Name

*Last Name

*Title

*Telephone Number
*Fax Number

* Email Address

SUBMIT

If you have questions about the SPRAVATO® REMS or need help enrolling,
call 1-855-382-6022
Monday — Friday, 8:00 AM — 8:00 PM ET

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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Account Submitted Successfully

Thank you for submitting your information to create your web account for the SPRAVATO® REMS.

A confirmation of this submission has been sent to the email address provided. You can expect to receive 2 emails, one contains your username and the second contains your
temporary password. Please login with the username provided. You will then be prompted to update your password.

If you do not receive the emails within the next few hours, or would like to update your enroliment information at any time, please contact the SPRAVATO® REMS at 1-855-382-
6022.

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fox: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO” to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/imedwatch.

Reference ID: 4649523
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Login Don't have an online account?

you need assistance, please contact the REMS Coordinating Center at

1-855-382-6022. Reg IStEI’

User Name To create your online account for the SPRAVATO® REMS, please start by completing the fields below.

*lama
Forgot Username m () Healtheare Setting () Prescriber () Pharmacy

If you have questions about the SPRAVATO® REMS or need help enrolling,
call 1-855-382-6022
Monday — Friday, 8:00 AM — 8:00 PM ET

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATOF to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523



Please enter your password

*Password:




Change Password

I"f"-::1 ur pa d has expired and must be changed.

*New Password:

*Re-type new Password:




Update Profile

*Security Caption:

*Security Question *Answer

— Please Select - Answer

- Pleasze Select —-
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Review Materials

Register Review
Materials

If you have not yet reviewed the materials below, please review now by clicking on each link. Each document will open in a new

window.

SPRAVATO® REMS Materials

= SPRAVATO" Prescribing Information
* SPRAVATO" REMS Program Overview

Privacy Policy Temms of Use

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to Janssen at 1-800-]ANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fdo.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS
Pharmacy Enrollment Form
© 0 ©
Register Review Online
Materials Enrollment
Instructions
1. Review the SPRAVATO® Prescribing Information and the SPRAVATO® REMS Program Overview
2. Complete this form online at www.SPRAVATOrems.com, or complete the paper form and fax to the SPRAVATO® REMS at 1-877-778-0091
If you are an Inpatient Pharmacy (support inpatient units, emergency department, etc.) and operate under the same DEA license and physical location with your Inpatient Healthcare Setting, your

pharmacy will be considered certified once the Inpatient Healthcare Setting Enroliment form is completed/submitted, and you do not require a separate pharmacy enrollment form. This form is intended
only for pharmacies that dispense to outpatient facilities.

* Indicates Required Field

Pharmacy Information

*DEA License Number (On file with distributor account)

CONTINUE

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fax 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS
Pharmacy Enrollment Form

o - O --- O

Register Review Online
Materials Enroliment

Instructions

1. Review the SPRAVATO?® Prescribing Information and the SPRAVATO® REMS Program Overview
2. Complete this form online at www.SPRAVATOrems.com, or complete the paper form and fax to the SPRAVATO® REMS at 1-877-778-0091

if you are an Inpatient Pharmacy (support inpatient units, emergency department, etc.) and operate under the same DEA license and physical location with your Inpatient Healthcare Setting, your
pharmacy will be considered certified once the Inpatient Healthcare Setting Enrollment form is completed/submitted, and you do not require a separate pharmacy enrollment form. This form is intended
only for pharmacies that dispense to outpatient facilities.

* Indicates Required Field

Pharmacy Information

*DEA License Number (On file with distributor account)

234

CONTINUE

Ln
=
=

*DEA Expiration Date (MM/DD/YYYY):

899/959/9933

El

*Name of Pharmacy

ABC Pharmacy

*Pharmacy Address 1 Address Line 2

123 Main Streel

*City *State *ZIP *Pharmacy Telephone Number

Blue Sell PA = 99389 55 588-1212

en

*Pharmacy Type (select all that apply)
(] Community/Retail [ Specialty (] Other

Your pharmacy information will be shared with Janssen’s patient support and distribution partners, to allow your pharmacy to purchase product.

\o S
Pharmacy Shipping Address, if different from above

] Shipping Address - Same as above
Pharmacy Address (address must match the DEA address associated with your Pharmacy's DEA License Number) Address Line 2
City State ZIP
— Please Select — v
o .

Pharmacy Authorized Representative Information

*First Name *Last Name *Title

*Telephone Number EXT *Fax *Email Address

Pharmacy Alternate Contact

First Name Last Name

Telephone Number EXT Fax Emuail Address

o J
Pharmacy Authorized Representative Agreement

| am the Authorized Representative designated by my pharmacy to carry out the certification process and oversee implementation and coordinate the activities of the SPRAVATO® REMS. By completing this form, | agree, on behalf of
the pharmacy, to comply with all REMS requirements:

| will:

« Review the SPRAVATO® Prescribing Information and REMS Program Overview.
s Enroll in the SPRAVATO® REMS by completing this Pharmacy Enrollment Form and submitting this form to the SPRAVATO® REMS.

« Establish processes and procedures and train all relevant staff involved in dispensing SPRAVATO® on the following:
- SPRAVATO® can only be dispensed to a certified healthcare setting.
- SPRAVATO" must never be dispensed directly to a patient for home use.
- Before dispensing SPRAVATO", verify the healthcare setting is certified.
- Not distribute, transfer, loan, or sell SPRAVATO" except to certified dispensers.
- If the authorized representative changes, have the new authorized representative re-certify the Pharmacy into the REMS by completing the Pharmacy Enrollment Form.

* Maintain records documenting staff's completion of training.
* Maintain records that all REMS processes and procedures are in place and are being followed.
» Maintain records of all shipments of SPRAVATO® received and dispensing information including potient name, dose, number of devices, and date dispensed.

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

* Authorized Representative Signature: ||

CANCEL ‘ CONTINUE

- .

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO?® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS
Pharmacy Enrollment Form

o - 0 - O

Register Review Online
Materials Enrollment

Instructions

1. Review the SPRAVATO?® Prescribing Information and the SPRAVATO® REMS Program Overview
2. Complete this form online at www.SPRAVATOrems.com, or complete the paper form and fax to the SPRAVATO® REMS at 1-877-778-0091

If you are an Inpatient Pharmacy (support inpatient units, emergency department, etc.) and operate under the same DEA license and physical location with your Inpatient Healthcare Setting, your
pharmacy will be considered certified once the Inpatient Healthcare Setting Enrollment form is completed/submitted, and you do not require a separate pharmacy enrollment form. This form is intended
only for pharmacies that dispense to outpatient facilities.

* Indicates Required Field

Pharmacy Information

*DEA License Number (On file with distributor account)
o CONTINUE

*DEA Expiration Date (MM/DD/YYYY):

99/99/9995 i
*Name of Pharmacy
ABC Pharmacy
*Pharmacy Address 1 Address Line 2
123 Main Street
*City *State *ZIP *Pharmacy Telephone Number
Biue Bell PA v 99999 555 555-1212

*Pharmacy Type (select all that apply)
(] Community/Retail [ Specialty Other

*QOther Pharmacy Type

Other

Your pharmacy information will be shared with Janssen's patient support and distribution partners, to allow your pharmacy to purchase product.

o ¥

Pharmacy Shipping Address, if different from above

Shipping Address - Same as above

Pharmacy Authorized Representative Information

*First Name *Last Name *Title

*Telephone Number EXT *Fax *Email Address

Pharmacy Alternate Contact

First Name Last Name

Telephone Number EXT Fax Email Address

. S

Pharmacy Authorized Representative Agreement

| am the Authorized Representative designated by my pharmacy to carry out the certification process and oversee implementation and coordinate the activities of the SPRAVATO" REMS. By completing this form. | agree. on behalf of
the pharmacy, to comply with all REMS requirements:

| will:

« Review the SPRAVATO® Prescribing Information and REMS Program Overview.
= Enroll in the SPRAVATO® REMS by completing this Pharmacy Enrollment Form and submitting this form tothe SPRAVATO® REMS.

» Establish processes and procedures and train all relevant staff invelved in dispensing SPRAVATO® on the following:
- SPRAVATO" can only be dispensed to a certified healthcare setting.
- SPRAVATOD® must never be dispensed directly to a patient for home use.
- Before dispensing SPRAVATO®, verify the healthcare setting is certified.
- Mot distribute, transfer, loan, or sell SPRAVATO" except to certified dispensers.
- If the authorized representative changes, have the new authorized representative re-certify the Pharmacy into the REMS by completing the Pharmacy Enrollment Form.

* Maintain records documenting staff's completion of training.
= Maintain records that all REMS processes and procedures are in place and are being followed.
= Maintain records of all shipments of SPRAVATO" received and dispensing information including potient name, dose, number of devices, and date dispensed.

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

* Authorized Representative Signature: [

CANCEL ‘ CONTINUE

. ¥

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATOF to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523



Spravato

(@Sk@tﬂMiﬂ@) @ S‘i\; 8 & Jones, Mark ~

nasal spray

SPRAVATO® REMS Pharmacy Certification
I R

Register Review Online
Materials Enrollment

v Complete

@ The Pharmacy is now certified in the SPRAVATO® REMS.

[Pharmacy Name]

Please check your email for next steps.

CONTINUE

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS Pharmacy Certification
® - 0 - 0

Register Review Online
Materials Enroliment

(® Pending

) Pharmacy

. The certification of the following Pharmacy in the SPRAVATO" REMS is pending.

[Pharmacy Name]

If you have any questions, please contact the SPRAVATO" REMS Coordinating Center at
1-855-382-6022.

CONTINUE

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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Login Don't have an online account?

you need assistance, please contact the REMS Coordinating Center at

1-855-382-6022. Reg |Ster

[ User bame To create your online account for the SPRAVATO® REMS, please start by completing the fields below.

*lama
Forgot Username LOGIN () Healthcare Setting () Prescriber () Pharmacy

If you have questions about the SPRAVATO® REMS or need help enrolling,
call 1-855-382-6022
Monday — Friday, 8:00 AM - 8:00 PM ET

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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Login Don't have an online account?

you need assistance, please contact the REMS Coordinating Center at

1-855-382-6022. RegISter

User Name To create your online account for the SPRAVATO® REMS, please start by completing the fields below.

*lama
Forgot Username LOGIN (0 Healthcare Setting (@ Prescriber () Pharmacy

Prescriber

Healthcare Setting Information

* Certified Healthcare Setting DEA License Number

CONTINUE

If you have questions about the SPRAVATO® REMS or need help enrolling,
call 1-855-382-6022
Monday — Friday, 8:00 AM — 8:00 PM ET

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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Login Don't have an online account?

you need assistance, please contact the REMS Coordinating Center at

1-855-382-6022. RegISter

User Name To create your online account for the SPRAVATO® REMS, please start by completing the fields below.

*lama
Forgot Username LOGIN (O Healthcare Setting @) Prescriber () Pharmacy

Prescriber

Healthcare Setting Information

* Certified Healthcare Setting DEA License Number

12345

Prescriber Information

*First Name

*Last Name

*Telephone Number

Fax Number

* Email Address

*Prescriber DEA License Number

*Credentials
() Physician () Physician Assistant () Nurse () Pharmacist () Other

*Specialty
() Psychiatry () Internal Medicine () Family Practice () Other

SUBMIT

If you have questions about the SPRAVATO® REMS or need help enrolling,
call 1-855-382-6022
Monday - Friday, 8:00 AM — 8:00 PM ET

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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Prescribing Information Medication Guide

Login

Don't have an online account?

Your username was supplied to you via email when you registered. If
you need assistance, please contact the REMS Coordinating Center at
1-855-382-6022.

User Name

Forgot Username LOGIN

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Register

To create your online account for the SPRAVATO® REMS, please start by completing the fields below.

*lama
(O Healthcare Setting (@ Prescriber () Pharmacy

Prescriber

Healthcare Setting Information

*Certified Healthcare Setting DEA License Number

12345

Prescriber Information

*First Name

*Last Name

*Telephone Number

Fax Number

*Email Address

*Prescriber DEA License Number

*Credentials
(O Physician () Physician Assistant () Nurse () Pharmacist (@) Other

*Credentials Other

Other

*Specialty
() Psychiatry () Intemnal Medicine () Family Practice (@ Other

*Specialty Other

Other

SUBMIT

If you have questions about the SPRAVATO® REMS or need help enrolling,
call 1-855-382-6022
Monday — Friday, 8:00 AM — 8:00 PM ET

Privacy Policy Terms of Use

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwauatch.

Reference ID: 4649523
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Account Submitted Successfully

Thank you for submitting your information to create your web account for the SPRAVATO® REMS.

A confirmation of this submission has been sent to the email address provided. You can expect to receive 2 emails, one contains your username and the second contains your
temporary password. Please login with the username provided. You will then be prompted to update your password.

If you do not receive the emails within the next few hours, or would like to update your enroliment information at any time, please contact the SPRAVATO® REMS at 1-855-382-
6022.

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fox: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO” to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/imedwatch.
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Login Don't have an online account?

you need assistance, please contact the REMS Coordinating Center at

1-855-382-6022. Reg IStEI’

User Name To create your online account for the SPRAVATO® REMS, please start by completing the fields below.

*lama
Forgot Username m () Healtheare Setting () Prescriber () Pharmacy

If you have questions about the SPRAVATO® REMS or need help enrolling,
call 1-855-382-6022
Monday — Friday, 8:00 AM — 8:00 PM ET

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATOF to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523



Please enter your password

*Password:




Change Password

I"f"-::1 ur pa d has expired and must be changed.

*New Password:

*Re-type new Password:




Update Profile

*Security Caption:

*Security Question *Answer

— Please Select - Answer

- Pleasze Select —-
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My Patients

Below is a list of your patients. Enroll a Patient ¢

Patient Listing

[#1' Download the list to spreadsheet format by clicking the Excel icon just above the column headers.

If you would like to submit a Patient Monitoring Form, but

Q Search/Filter the list by entering information in the textbox below any column header. cannot find the patient in the grid below, please click here.

F

¥ Sort the list by clicking on any column header,

SUBMIT A PATIENT MONITORING FORM
D Click on Patient REMS ID to view treatment history.

Patient REMS ID 2 First Name 2 Last Name & Address a City & State 2 Zip & Date of =~ REMS 2 Action —
Birth Status
T Al
111111 Robert Smith 123 Main Street Philadelphia PA 19042 1/1/2000 Enrolled Submit a Patient Monitoring
Form
22222 Mary Connors 3 Broadway Blue Bell PA 190432 17172000 Pending

Privacy Policy Temms of Use
Phone: 1-855-382-6022

Fme 1-877-778-0091
www. SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to Janssen at 1-800-]JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwauatch.

Reference ID: 4649523
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SPRAVATO® REMS
Patient Monitoring Form - Outpatient Use Only

Instructions

This form is intended only for use by outpatient medical offices or clinics, excluding emergency departments.

1. Complete all required fields on this form after every treatment session for all outpatients enrolled in the SPRAVATO® REMS.
2. Submit completed potient monitoring forms within 7 days. online ot www.SPRAVATOrems.com or by fax (1-877-778-0091).

*Indicates Required Field

Patient Information

First Name: Peggy Middle Initial: Last Name: Sue

Birthdate (MMDD/YYYY): 1/1/2000 Sex: Female

Concomitant Medications

Is the patient currently taking any of the following medication(s) that may cause sedation or blood pressure changes?

*Benzodiazepines

C‘ Yes 'O Mo

*Non-benzodiazepine sedative hypnotics

(O Yes O No

*Psychostimulants

O‘r‘es O No

*Monoamine oxidase inhibitors (MAOIs)
O Yes O No

. 7

Healthcare Provider Conducting Patient Monitoring

*First Name *Last Name
John Smith
*Telephone *Email
555:5b5-1212 lsmithi@abe.corn
L 4 i

Healthcare Setting Information

*Healthcare Setting Name

ABC HealthCare

*Healthcare Setting Address 1 Healthcare Setting Address 2

123 Maim Street

* City *State *ZIP

Blue Bell DA v 99999

Patient Treatment Session Information (Administration and Monitoring)

*Treatment Date (MM/DD/YYYY) *Dose Administered

% OEﬁmg Os4mg O other

*Treatment Duration (total time in minutes from 15t device administration to completion of
monitoring)

Patient must be monitored for at least 2 hours

REMS Evaluation Question
*[f there was not a 2-hour minimum monitoring requirement, when would this patient have been
ready to leave/no longer require monitoring (minutes from start of administration)?

Monitoring of Vital Signs
*Vital signs were in acceptable range prior to administration?

C‘ Yes 'O Mo

*Vital signs were in acceptable range prior to treatment session completion?

OYes O MNo

Monitering of Blood Pressure
*Prior to administration (mmHg): *40 minutes post-administration (mmHg): *Prior to treatment session completion (mmHg):

Did the patient experience Sedation and/or Dissociation

*Sedation

C'Yes O No

*Dissociation
O Yes O No

P S

Serious Adverse Events

A serious adverse event (SAE) for this SPRAVATO® REMS is defined as any event that results in/is:
* Hospitalization

= Disability or permanent damage
= Death
= Life-threatening

* Important medical event
- defined as any event that may jeopardize the patient or may require intervention to prevent one of the above outcomes

All non-serious adverse events or product quality complaints that are not defined above, should be reported to:
Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.

*Did the patient experience a serious adverse event?
O Yes O No

h &

v (D

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS
Patient Monitoring Form - Outpatient Use Only

Instructions

This form is intended only for use by outpatient medical offices or clinics, excluding emergency departments.

1. Complete all required fields on this form ofter every treatment session for all outpatients enrolled in the SPRAVATO® REMS.
2. Submit completed patient monitoring forms within 7 days, online at www.SPRAVATOrems.com or by fax (1-877-778-0091).

*Indicates Required Field

Patient Information

First Name: Peggy Middle Initial: Last Name: Sue

Birthdate (MwDDYYYY): 1/1/2000 Sex: Female

Concomitant Medications

Is the patient currently taking any of the following medication(s) that may cause sedation or blood pressure changes?

*Benzodiazepines

Oves O No

*Non-benzodiazepine sedative hypnotics
OvYes O No

*Psychostimulants
Oves O No

*Monoamine oxidase inhibitors (MAOIs)
OvYes O No

. _./

Healthcare Provider Conducting Patient Monitoring

*First Name *Last Name
John Smith

*Telephone *Email
h55:555-1212 [smith@abc.com

. v
Healthcare Setting Information

*Healthcare Setting Name

ABC HealthCare

*Healthcare Setting Address 1 Healthcare Setting Address 2

123 Main Streel

*City *State ZIp

Blue Bell PA, ¥ 99554

. S

Patient Treatment Session Information (Administration and Monitoring)

*Treatment Date (MM/DD/YYYY) *Dose Administered *Other Dose

@ O 56 mg QO 84 mg @ Other

Cther

*Treatment Duration (total time in minutes from 15! device administration to completion of
monitoring)

Patient must be monitored for at least 2 hours

REMS Evaluation Question
*If there was not a 2-hour minimum monitoring requirement, when would this patient have been
ready to leave/no longer require monitoring (minutes from start of administration)?

Monitoring of Vital Signs
*Vital signs were in acceptable range prior to administration?

O Yes O No

*Vital signs were in acceptable range prior to treatment session completion?

O Yes O No

Monitoring of Blood Pressure
*Prior to administration (mmHg): *40 minutes post-administration (mmHg): *Prior to treatment session completion (mmHg):

Did the patient experience Sedation and/or Dissociation

*Sedation

@ Yes (O No

*Onset of symptoms from start of administration
O 1-29mins O 30-59mins O 60-89 mins O 90-120 mins O >120 mins

*Resolution of symptoms within 2 hours? *Specify total time to resolution (mins)
O Yes O No

*Medication(s) given for sedation? *Name and dose of medication(s)
@ Yes O No

*Dissociation

@ Yes O No

*Onset of symptoms from start of administration
O 1-29mins O 30-59mins O 60-89 mins O 90-120 mins (O >120 mins

*Resolution of symptoms within 2 hours? *Specify total time to resolution (mins)
O Yes O No
*Medication(s) given for dissociation? *Name and dose of medication(s)
@ Yes O No
o S

Serious Adverse Events

A serious adverse event (SAE) for this SPRAVATO® REMS is defined as any event that results in/is:
s Hospitalization
s Disability or permanent damage
¢ Death
s Life-threatening

s |Important medical event
- defined as any event that may jeopardize the patient or may require intervention to prevent one of the above ocutcomes

All non-serious adverse events or product quality complaints that are not defined above, should be reported to:
Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.

*Did the patient experience a serious adverse event?

@ Yes Q No
Event resulted in the following (check all Date of Event Event
# that apply) Event Timing (MM/DD/YYYY} Event Description Resolution
1 ] Hospitalization O During treatment Serious Adverse Event O Yes REMOVE
(] Disability or permanent damage sessions 3 O No
[] beath [J Between treatment [ [y T e—

) sessions
B Life-threatening

» Important Medical Event

© ADD SERIOUS ADVERSE EVENT

Janssen Pharmaceuticals, Inc., Safety Department may follow up to obtain more information about these events.

8 &

CANCEL ‘ SUBMIT

Privacy Policy Terms of Use
Phone: 1-855-382-6022

Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-]JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
enline at www.fda.gov/medwatch.

Reference ID: 4649523
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Patient Monitoring Form

J) LESLIE PATTERSON ~

Thank you for submitting a Patient Monitoring Form for Patient ID 999999.

PRINT/DOWNLOAD MY PATIENTS

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www. SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO?® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online ot www.fda.gov/medwatch.

Reference ID: 4649523
%
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File Edit View Window Help

Home Tools ‘ PatientMonitoring... * ‘
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w SPRAVATO® REMS
mre)€ S Patient Monitoring Form - Outpatient Use Only

INSTRUCTIONS:

1 Cmuaeﬂmq.miausmmmmwmthmmﬁmﬂmsmwm'ﬁﬁus
2. Submit completed patient monitoring forms within 7 days, onfine at www SPRAVAT Cremes. com or by fax (1-877-776-0091).
*Indicas Requred Field

Patent Information [PRINT)

= e[ e

Concomitant Medication

Healthcare Setting Information [PRINT)
Healineare Spting Name™

nmml_'fmm 1st device administration to completion of monitoring)
must be monitored for at least 2 hours

If there wasz not a 2-howur minimum mondoring requirement, when would his patient have been
ready fo leaved/no longer require monitoring? minutes from start of administrabon

stlgrﬁmmameﬂﬂ:hwwiﬂ
Monitoring of Vital Signs* « administraion? [ ves
-hﬂnﬂts&sﬂnm‘rﬂm‘-’ D Yes [ Mo

e

Did the patient experience Sedation and/or Dissociation

Omnset of symptoms from start of administration” Onset of symptoms from start of administration”

O 1-20 mins (1 30-50 mins (] 6020 mins [ 00-120 mins O >120mins | (03128 mins (] 2052 mins [ 60-6% mins (1904120 mins [)>120 mins
Resolution of symptoms within 2 hours?* 0 Yes [ Mo Resolution of symptoms within 2 hours?™ [ ves O Mo
Specy toral Eme to resolution’: i Speciy total time to resalution’: min

REMS Evaluation Guestion®

Medication(s) given for sedation® [0 ves [0 Mo Medication(s) given for dissociation? [0 ves [0 Mo
«f YES, name and dose of medication{s): «f YES, name and dose of medication(s):

Fax: 1-877-778-0091
Papial
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CERTIFIED PHARMACIES DELEGATE MANAGEMENT

SPRAVATO® REMS
Patient Enrollment Form - Outpatient Use Only

Instructions

This form is intended only for use by outpatient medical offices or clinics, excluding emergency departments

1. Complete this form online at www.SPRAVATOrems.com, or complete the paper form and fax to the SPRAVATO® REMS at 1-877-778-0091.

*Indicates required field

Healthcare Setting Information Change Healthcare Setting »

Healthcare Setting DEA License Number (associated with the Healthcare Setting address): 12345
Healthcare Setting Name:

Address 1: 100 Main Street Address 2:
City: Malvern State: PA ZIP: 19542
Phone: 555 555-1212 Fax: 655 555-3434
o J
Prescriber Information
*First Name *Last Name
Marc Jones
*Credentials *Specialty
(@ Physician () Physician Assistant () Nurse () Pharmacist () Other () Psychiatry (@ Internal Medicine () Family Practice () Other
*Prescriber DEA License Number *Email
12345 mjones@abc com
*Phone Fax
555 555-1212 555 555-3434
. J

Referring Healthcare Provider - if different from Prescriber

O Referring Healthcare Provider- Same as Prescriber

First Name Last Name

\_ J
Relevant Clinical Information

*Has the patient previously been treated with ketamine or esketamine for major depressive disorder, treatment-resistant depression, pain syndromes, or any other condition?
() Yes () No

*List all pre-existing medical and psychiatric conditions

*List concomitant medications (e.g., adjunctive depression medications, sedative hypnotics, psychostimulants, monoamine oxidase inhibitors [MAOIs])

o o
Patient Information
*First Name: MI: *Last Name:
*Birthdate (MM/DD/YYYY): *Sex:
% () Male () Female () Other
*Email: *Phone Number:
* Address 1: Address 2;
*City: *State: *ZIP:
— Please Select —- ¥

| /

By signing this form, | understand and acknowledge that:

Before my treatment begins, | will:
= Enroll in the SPRAVATO® REMS by completing this Patient Enrollment Form with my healthcare provider. Enroliment information will be submitted to the SPRAVATO" REMS.

* Receive counseling on safety risks and the need for monitoring to observe for resolution of sedation and dissociation, and for any changes in vital signs.

During treatment, and after administration | will:
= Use the SPRAVATO" nasal spray myself under the direct observation of a healthcare provider.
= Be observed at the healthcare setting where | get SPRAVATO® for at least 2 hours after each treatment until the healthcare provider determines | am ready to leave the healthcare setting.

| understand:

= Sedation and dissociation can result from treatment with SPRAVATO® and | must stay after each treatment.
Until these effects resolve, | may feel:

- sleepy and/or
- disconnected from myself, my thoughts, feelings and things around me.
* | should make arrangements to safely get home.
* | should not drive or use heavy machinery for the rest of the day on which | receive SPRAVATO".
= | should contact my doctor or inform him/her at my next visit if | believe | have a side effect or reaction from SPRAVATO".
= |norderto receive SPRAVATO® as an outpatient, | am required to be enrolled in the REMS, and my information will be stored in a database of all outpatients who receive SPRAVATO® in the United States.
* |anssen Pharmaceuticals, Inc. and its agents, including trusted vendors, may contact me or my prescriber via phone, mail, fax, or email to support administration of the REMS.

* Janssen Pharmaceuticals, Inc. and its agents, including trusted vendors, may use, disclose, and share my personal health information for the purpose of the operations of the REMS, including enrolling me into the REMS and
administering the REMS, coordinating the dispensing of SPRAVATO®, and releasing and disclosing my personal health information to the Food and Drug Administration (FDA), as necessary, and as otherwise required by law.

Patient Acknowledgement

*|s patient currently in your office to complete patient signature during online enrollment?:

(1Yes () No

Prescriber Confirmation

In aorder to sign this form electronically, please re-enter your username and password.

*Username: *Password:

CANCEL ‘ CONTINUE TO SIGN

(N J

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-B77-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523



Change Healthcare Setting

Please click on the Healthcare Setting name to select, then click "Continue™.

DEA License Number o HCS Name - City

Healthcare Facility Namel Philadelphia

Healthcare Facility Name?2 MY

‘ CONTINUE
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CERTIFIED PHARMACIES  DELEGATE MANAGEMENT

SPRAVATO® REMS
Patient Enrollment Form - Outpatient Use Only

Instructions

This form is intended only for use by outpatient medical offices or clinics, excluding emergency departments

1. Complete this form online at www.SPRAVATOrems.com, or complete the paper form and fax to the SPRAVATO® REMS at 1-877-778-0091.

*Indicates required field

Healthcare Setting Information Change Healthcare Setting »

Healthcare Setting DEA License Number (associated with the Healthcare Setting address): 12345
Healthcare Setting Name:

Address 1: 100 Main Street Address 2:
City: Malvern State: PA ZIP: 19542
Phone: 555 555-1212 Fax: 555 555-3434
9 ¥,
Prescriber Information
*First Name *Last Name
Marc Jones
*Credentials *Specialty
(@ Physician () Physician Assistant () Nurse () Pharmacist () Other (O Psychiatry (@ Internal Medicine () Family Practice () Other
*Prescriber DEA License Number *Email
12345 mjones@abc.com
*Phone Fax
555 5551212 555 555-3434
x A

Referring Healthcare Provider - if different from Prescriber

Referring Healthcare Provider- Same as Prescriber

Relevant Clinical Information

*Has the patient previously been treated with ketamine or esketamine for major depressive disorder, treatment-resistant depression, pain syndromes, or any other condition?

@ Yes () No

List all pre-existing conditions treated with ketamine or esketamine
*List all pre-existing medical and psychiatric conditions

*List concomitant medications (e.g., adjunctive depression medications, sedative hypnotics, psychostimulants, monoamine oxidase inhibitors [MAOIs])

e

. J
Patient Information
*First Name: MI: *Last Name:
*Birthdate (MM/DD/YYYY): *Sex:
% () Male () Female () Other
*Email: *Phone Number:
*Address 1: Address 2:
* City: *State: *ZIP;
— Please Select — v

. S

By signing this form, | understand and acknowledge that:

Before my treatment begins, | will:
» Enroll in the SPRAVATO® REMS by completing this Fatient Enroliment Form with my healthcare provider. Enrollment information will be submitted to the SPRAVATO® REMS.

= Receive counseling on safety risks and the need for monitoring to observe for resolution of sedation and dissociation, and for any changes in vital signs.

During treatment, and after administration | will:
» Use the SPRAVATO" nasal spray myself under the direct observation of a healthcare provider.

« Be ohserved at the healthcare setting where | get SPRAVATO® for at least 2 hours after each treatment until the healthcare provider determines | am ready to leave the healthcare setting.

| understand:

* Sedation and dissociation can result from treatment with SPRAVATO® and | must stay after each treatment.
Until these effects resolve, | may feel:

- sleepy and/or
- disconnected from myself, my thoughts, feelings and things around me.
+ | should make arrangements to safely get home.
* | should not drive or use heavy machinery for the rest of the day on which | receive SPRAVATO",
« | should contact my doctor or inform him/her at my next visit if | believe | have a side effect or reaction from SPRAVATO?,
* Inorder to receive SPRAVATO® as an outpatient, | am required to be enrolled in the REMS, and my information will be stored in a database of all outpatients who receive SPRAVATO® in the United States.
* Janssen Pharmaceuticals, Inc. and its agents, including trusted vendors, may contact me or my prescriber via phone, mail, fax, or email to support administration of the REMS.

= Janssen Pharmaceuticals, Inc. and its agents, including trusted vendors, may use, disclose, and share my personal health information for the purpose of the operations of the REMS, including enrolling me into the REMS and
administering the REMS, coordinating the dispensing of SPRAVATO®, and releasing and disclosing my personal health information to the Food and Drug Administration (FDA), as necessary, and as otherwise required by law.

Patient Acknowledgement

*1s patient currently in your office to complete patient signature during online enrollment?:

() ¥es () No

Prescriber Confirmation

In order to sign this form electronically, please re-enter your username and password.

*Username: *Passwaord:

CANCEL ‘ CONTINUE TO SIGN

= A

Privacy Policy Terms of Use
Phone: 1-855-382-6022

Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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Welcome Agree to Terms Sign Done

o 2 3 4

A new document from SPRAVATO® REMS is available for you to sign.
You will be given the opportunity to:

« Preview the document.

» Send feedback or guestions to SPRAVATO® REMS.

« Decline signing and send feedback to SPRAVATO® REMS.
= Sign the document electronically using AssureSign.

Powered by AssureSign Terms of Use Privacy Policy

Reference ID: 4649523
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Done

Welcome Agree to Terms Sign

© o

Review the terms and conditions below and check the checkbox indicating your agreement to receive and sign this document electronically. Click Start Signing when you are ready to

sign.

By checking the box below, | agree that the electronic digitized signatures | apply on the following document are representations of my signature and are legally valid and
binding as if | had signed the document with ink on paper in accordance with the Uniform Electronic Transactions Act (UETA) and the Electronic Signatures in Global and

National Commerce Act (E-SIGN) of 2000.

AssureSign complies with requirements and standards of the Electronic Signatures In Global and National Commerce Act (E-SIGN Act) effective October 1, 2000, the Uniform Electronic Transaction
Act (UETA), and the Government Paperwork Elimination Act (GFEA)

/I have read and agree to the terms and conditions

Preview Document =.

Powered by AssureSign Terms of Use Privacy Policy

Reference ID: 4649523



Adopt a Signature

Provide your name by drawing with touch, mouse, or stylus.

Signature

By clicking "Adopt Signature”, | agree that the signature and initials above will be the electronic representation of my signature
and initials for all purposes when | use them to sign documents. Applying them to a document is legally equivalent te signing

Adopt Signature

with a pen on paper.
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Sign Done

All Infermation Entered
You have entered all requested information and signatures.

When ready, click Finish to complete this step of the document signing
process.

Powered by AssureSign
Reference ID: 4649523

o
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S Patient Enrollment Form - Outpatient Use Only e

INSTRUCTIONS:
This form is intended only for use by outpatient medical offices or clinies, excluding emergency departiments

1. Complete this form onfine at www.SPRAVATOrems com, or complete the paper form and fax fo the SPRAVATO® REMS
at 1-877-7T7B-0091

T section is e Cco lete rescriber
* Indicates required field

Healthcare Setting Information
| Heathcars Setting Name": .,

Professtional Testing Facility
Heatare Gﬂmg DE& Linenze mmr-:xswnncnnm Heatnzars Samng .tu-u'-ush >
25959

}Mﬂ’I‘E 1~

299 Broadway
City™:

Philadelphia
Fhona™: .

555-555-1212

Prescriber Information

smith

Frescriber DEA Licenss Mumber®
Credentials® F'"ni:lnn DF"hwr-ianAmmnt DNurse Dpharmw-iﬂ Dﬂlhﬂ

specisty [X] Paychiory [dintemal Medicine  [IFamity Pracsice [lother | 444449
Phona": Fau Emal®:
5556-35577TT 555-5355-8888 fsmith&xyz.com

Prescribes M Diabe*:

Referring Healthcare Provider — if different from Prescriber
| First Hame: Lot M-

Terms of Use Privacy Policy
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Welcome Agree to Terms Sign Done

o = 3 4

A new document from SPRAVATO® REMS is available for you to sign.
You will be given the opportunity to:

« Preview the document.

« Send feedback or questions ta SPRAVATO® REMS.

« Decline signing and send feedback to SPRAVATO® REMS.
= Sign the document electronically using AssureSign.

UserName: abc@abc.com

Note - Please check your email for the password.

Password*

1l
b

Powered by AssureSign Terms of Use Privacy Policy

Reference ID: 4649523
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Welcome Agree to Terms Sign Done

© o

Review the terms and conditions below and check the checkbox indicating your agreement to receive and sign this document electronically. Click Start Signing when you are ready to
sign.

£

By checking the box below, | agree that the electronic digitized signatures | apply on the following document are representations of my signature and are legally valid and
binding as if | had signed the document with ink on paper in accordance with the Uniform Electronic Transactions Act (UETA) and the Electronic Signatures in Global and
National Commerce Act (E-SIGN) of 2000.

AssureSign complies with requirements and standards of the Electronic Signatures In Global and Mational Commerce Act (E-SIGN Act) effeciive October 1, 2000, the Uniform Electronic Transaciion
Act (UETA), and the Government Paperwork Elimination Act (GPEA)

|11 have read and agree to the terms and conditions

Preview Document =.

Powered by AssureSign Terms of Use Privacy Policy
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Adopt a Signature

Provide your name by drawing with touch, mouse, or stylus.

Signature

By clicking "Adopt Signature”, | agree that the signature and initials above will be the electronic representation of my signature
and initials for all purposes when | use them to sign documents. Applying them to a document is legally equivalent to signing

with a pen on paper.
Adopt Signature
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Welcome Agree to Terms

Sign Done

All Information Entered
You have entered all requested information and signatures.

When ready, click Finish to complete this step of the document signing
process.

Powered by AssureSign
Reference ID: 4649523

Patient Information

Last Name" Eethaste™: (MMDOIYTY)

" = Male [ Female
smith 1/1/2000

_ Lother

Mame”:
Mary

"Emal (Emall ks required for oriine erralment anly)
abc@abe.com

i & |
100 Main 5t |

& Philadelphia 2P 93999

Patient Agreement

By signing this form, | understand and acknowledge that:

tre. ins, | will: :
+  Envollin the SPRAVATO® REMS by completing this Patient Enroliment Farm wj pvider. Enmlimeant information will be submitted to
the SPRAVATO® REMS.
+ Receiva counseling on safiety risks and the need for monitoring 1o of sedation and dissociation, and for any changes
n vital signs.

rring treatment, and after sdministration | will;
+  Usa the SPRAVATO® nasal spray myself under
Be observed at the healthcare seltting
ready to leave the healthcare setts
| understand:
+ Sadation and dissociati
Unitdl these effects re:
- sleepy andior
- disconnectad from m thoughts, festings and thangs anound mie_
| should make arrangements io safely gel home.
« | should mol drive of use heavy machinery for the rest of the day on which | recaive SPRAVATO®
+ | should contact ry doclor or inform himer al my next visit if | believe | have a side effect or reachon from SPRAVATO®

In order to recerve SPRAVATO® as an outpatient, | am required 1o be enrolied n the REMS, and my nformation will be stored in a database of all
outpatients who receive SPRAVATO® in the Unifed States.

Janssen Pharmaceuticals. Inc and its agents, including frusied vendors. may contact me or my prescriber via phone, mail, fax, or emad to support
administrabon of the REMS.

+ Janssen Pharmaceuticals, Inc. and its agents, including trusted vendors, may use, disclose, and share my personal health information for the purpose
of the operations of the REMS, including enrolling me into the REMS and adminislering the REMS, coardinating the dispensing of SPRAVATO®, and
releasing and disclosing my personal health miormation to the Food and Drug Adminstration (FDA), as necessary, and a3 otherwise required by law.

Patient Name (plexse print);
Mary Smith

m%nfahadﬁmmnd&.
> at least 2 hours afler each treatment until the healthcare provider delermines | am

it with SPREVATO® and | must stay after each treatment

re———
Fatient Signatane®: Duate®:

f\___w

18IMEs O Use Frivacy roicy
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I!!IEHE“H CERTIFIED PHARMACIES DELEGATE MANAGEMENT

Patient Profile

Spravatog ._/i_% Prescribing Information Medication Guide

REMSID: 111111 Date of Birth: 1/1/2000
Robert Smith REMS Status: Enrolled
123 Main Street Most Recent Status Date: 5/23/2018

Philadelphia, PA 19042
rsmith@abc.com

Patient Monitoring Forms

Treatment Date: 5/23/2018 Treatment Dosage: 10mg HCS Location: ABC Location Print/Download

Treatment Date: 3/23/2018 Treatment Dosage: 10mg HCS Location: X¥Z Location Print/Download

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to Janssen at 1-800-]JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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(VAN ca CERTIFIED PHARMACIES DELEGATE MANAGEMENT

Certified Pharmacy Listing

Below is a listing of pharmacies that are REMS-certified and can purchase SPRAVATO?.
Q, Search/Filter the list by entering information in the textbox below any column header.

s

¥ Sort the list by clicking on any column header.

Pharmacy Name - Address 1 Py Address 2 - City a State a Zip a Pharmacy Phone Number &
— Please Select —- v

ABC Pharmacy 100 Main Street Suite 41 Spicewood TX 12345 555 655-1212

X¥Z Pharmacy 999 Broadway Philadelphia PA 12345 555 555-3434

Privacy Policy Terms of Use
Phone: 1-855-382-6022

Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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nasal spray

Login Don't have an online account?

you need assistance, please contact the REMS Coordinating Center at

1-855-382-6022. Reg IStEI’

User Name To create your online account for the SPRAVATO® REMS, please start by completing the fields below.

*lama
Forgot Username m () Healtheare Setting () Prescriber () Pharmacy

If you have questions about the SPRAVATO® REMS or need help enrolling,
call 1-855-382-6022
Monday — Friday, 8:00 AM — 8:00 PM ET

Privacy Policy Terms of Use

Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATOF to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523



Please enter your password

*Password:




Change Password

I"f"-::1 ur pa d has expired and must be changed.

*New Password:

*Re-type new Password:




Update Profile

*Security Caption:

*Security Question *Answer

— Please Select - Answer

- Pleasze Select —-
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nasal spray

CERTIFIED PHARMACIES

My Patients

Below is a list of your patients.

Patient Listing

[#l' Download the list to spreadsheet format by clicking the Excel icon just above the column headers.

If you would like to submit a Patient Monitoring Form, but
Q. Search/Filter the list by entering information in the textbox below any column header. cannot find the patient in the grid below, please click here.

¥ Sort the list by clicking on any column header.

SUBMIT A PATIENT MONITORING FORM
D Click on Patient REMS 1D to view treatment history.

2
Patient REMS ID 2 Flrst Name 2 Last Name & Address & City & State e Zip e Date of « REMS & Action &
Birth Status
111111 Robert Smith 123 Main Street Philade|phia PA 19042 1712000 Enrolled Submit a Patient Monitoring
Form
22222 Mary Connors 3 Broadway Blue Bell PA 19042 1/1/2000 Pending

Privacy Policy Terms of Use
Phone: 1-855-382-6022

Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/imedwatch.

Reference ID: 4649523
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SPRAVATO® REMS
Patient Monitoring Form - Outpatient Use Only

§ U LESLIEPATTERSON ~

Instructions

This form is intended only for use by outpatient medical offices or clinics, excluding emergency departments.

1. Complete all required fields on this form after every treatment sessjon for all outpatients enrolled in the SPRAVATO® REMS.
2. Submit completed patient monitoring forms within 7 days, online at www.SPRAVATOrems.com or by fox (1-877-778-0091).

*Indicates Required Field

Patient Information

First Name: Pegay Middle Initial: Last Name: Sue

Birthdate (MDD YYYY): 1/1/2000 Sex: Female

Concomitant Medications

Is the patient currently taking any of the following medication(s) that may cause sedation or blood pressure changes?

*Benzodiazepines

O Yes O No

*Non-benzodiazepine sedative hypnotics

O Yes O No

*Psychostimulants
OvYes O No

*Monoamine oxidase inhibitors (MAQOIs)

C) Yes O No
N /

Healthcare Provider Conducting Patient Monitoring

*First Name *Last Name
John Smith
*Telephone *Email
555 5551212 ismith@abc.com

e J
Healthcare Setting Information

*Healthcare Setting Name

ABC HealthCare

*Healthcare Setting Address 1 Healthcare Setting Address 2

123 Main Street

*City *State *ZIP

Biue Bell PA ¥ 99993

Patient Treatment Session Information (Administration and Monitoring)

*Treatment Date (MM/DD/YYYY) *Dose Administered

% OEGmg 084mg O Other

*Treatment Duration (total time in minutes from 15! device administration to completion of
monitoring)

Patient must be monitored for at least 2 hours

REMS Evaluation Question
* If there was not a 2-hour minimum monitoring requirement, when would this patient have been
ready to leave/no longer require monitoring (minutes from start of administration)?

Monitoring of Vital Signs
*Vital signs were in acceptable range prior to administration?

O Yes O No

*Vital signs were in acceptable range prior to treatment session completion?

O Yes O No

Monitoring of Blood Pressure
*Prior to administration (mmHg): *40 minutes post-administration (mmHg): *Prior to treatment session completion (mmHg):

Did the patient experience Sedation and/or Dissociation

*Sedation

O Yes O No

*Dissociation

O vYes O No
\. B

Serious Adverse Events

A serious adverse event (SAE) for this SPRAVATO® REMS is defined as any event that results in/is:
* Hospitalization

= Disability or permanent damage
= Death
= Life-threatening

* Important medical event
- defined as any event that may jeopardize the patient or may require intervention to prevent one of the above cutcomes

All non-serious adverse events or product quality complaints that are not defined above, should be reported to:
Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or www.fda.gov/imedwatch.

*Did the patient experience a serious adverse event?

(:) Yes O No
N y

CANCEL ‘ SUBMIT

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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SPRAVATO® REMS
Patient Monitoring Form - Outpatient Use Only

Instructions

This form is intended only for use by outpatient medical offices or clinics, excluding emergency departments.

1. Complete all required fields on this form after every treatment session for all outpatients enrolled in the SPRAVATO® REMS.
2. Submit completed patient monitoring forms within 7 days, online at www.SPRAVATOrems.com or by fax (1-877-778-0091).

*Indicates Required Field

Patient Information

First Name: Peggy Middle Initial: Last Name: Sue

Birthdate MmDDYYYY): 1/1/2000 Sex: Female

Concomitant Medications

Is the patient currently taking any of the following medication(s) that may cause sedation or blood pressure changes?

*Benzodiazepines

O vYes O No

*Non-benzodiazepine sedative hypnotics

O Yes O No

*Psychostimulants

O vYes O No

*Monoamine oxidase inhibitors (MAQIs)

O Yes C‘ No

L ¥
Healthcare Provider Conducting Patient Monitoring

*First Name *Last Name

John Smith

*Telephone *Email

Hh5 555-1212 jsmith@abc.com

L ¥
Healthcare Setting Information

*Healthcare Setting Name

ABC HealthCare

*Healthcare Setting Address 1 Healthcare Setting Address 2

123 Main Street

*City *State *ZIP
Blue Bell A v 99999

N J

Patient Treatment Session Information (Administration and Monitoring)

*Treatment Date (MM/DD/YYYY) *Dose Administered
O 56 mg O 84 mg () Other

*Treatment Duration (total time in minutes from 1% device administration to completion of
monitoring)

Patient must be monitored for at least 2 hours

REMS Evaluation Question
*If there was not a 2-hour minimum monitoring requirement, when would this patient have been
ready to leave/no longer require monitoring (minutes from start of administration)?

Monitoring of Vital Signs
*Vital signs were in acceptable range prior to administration?

O vYes O No

*Vital signs were in acceptable range prior to treatment session completion?

O Yes O No

Monitoring of Blood Pressure
*Prior to administration (mmHg): *40 minutes post-administration (mmHg): *Prior to treatment session completion (mmHg):

Did the patient experience Sedation and/or Dissociation

*Sedation

@ Yes O No

*Onset of symptoms from start of administration
O 1-29mins O 30-59mins O 60-89 mins O 90-120 mins O >120 mins

*Resolution of symptoms within 2 hours? *Specify total time to resolution (mins)
Oves O No

*Medication(s) given for sedation? *Name and dose of medication(s)
@ Yes O No

*Dissociation

@ Yes C‘ Mo

*Onset of symptoms from start of administration
O 1-29mins O 30-59mins O 60-89 mins (O 90-120 mins O >120 mins

*Resolution of symptoms within 2 hours? * Specify total time to resolution (mins)
O Yes O No
*Medication(s) given for dissociation? *Name and dose of medication(s)
@ Yes C‘ Mo
o J

Serious Adverse Events

A serious adverse event (SAE) for this SPRAVATO® REMS is defined as any event that results in/is:
s Hospitalization
* Disability or permanent damage
* Death
= Life-threatening

s |Important medical event
- defined as any event that may jeopardize the patient or may reguire intervention to prevent one of the above outcomes

All non-serious adverse events or product quality complaints that are not defined above, should be reported to:
Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or www.fda.gov/imedwatch.

*Did the patient experience a serious adverse event?

@ Yes O No
Event resulted in the following (check all Date of Event Event
# that apply) Event Timing (MM/DD/YYYY} Event Description Resolution
1 ] Hospitalization OJ Durir-1g treatment Serious Adverse Event O Yes REMOVE
(] Disability or permanent damage iz 1] > O No
() Death [J Between treatment I iiinknown

. . sessions
L] Life-threatening

L] Important Medical Event

© ADD SERIOUS ADVERSE EVENT

Janssen Pharmaceuticals, Inc., Safety Department may follow up to obtain more information about these events.

. /

CANCEL ‘ SUBMIT

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www. SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-]JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.

Reference ID: 4649523
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Patient Monitoring Form

Thank you for submitting a Patient Monitoring Form for Patient ID 999999.

PRINT/DOWNLOAD MY PATIENTS

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Faxz 1-877-778-0001
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.
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"™ PpatientMonitoringForm.pdf - Adobe Acrobat Reader DC
File Edit View Window Help

Home Tools ‘ PatientMonitoring... * ‘

BEQ @O [1]: ™~ -8 BB

w SPRAVATO® REMS
mre)€ S Patient Monitoring Form - Outpatient Use Only

INSTRUCTIONS:

1 Cmuaeﬂmq.miausmmmmwmthmmﬁmﬂmsmwm'ﬁﬁus
2. Submit completed patient monitoring forms within 7 days, onfine at www SPRAVAT Cremes. com or by fax (1-877-776-0091).
*Indicas Requred Field

Patent Information [PRINT)

= e[ e

Concomitant Medication

Healthcare Setting Information [PRINT)
Healineare Spting Name™

nmml_'fmm 1st device administration to completion of monitoring)
must be monitored for at least 2 hours

If there wasz not a 2-howur minimum mondoring requirement, when would his patient have been
ready fo leaved/no longer require monitoring? minutes from start of administrabon

stlgrﬁmmameﬂﬂ:hwwiﬂ
Monitoring of Vital Signs* « administraion? [ ves
-hﬂnﬂts&sﬂnm‘rﬂm‘-’ D Yes [ Mo

e

Did the patient experience Sedation and/or Dissociation

Omnset of symptoms from start of administration” Onset of symptoms from start of administration”

O 1-20 mins (1 30-50 mins (] 6020 mins [ 00-120 mins O >120mins | (03128 mins (] 2052 mins [ 60-6% mins (1904120 mins [)>120 mins
Resolution of symptoms within 2 hours?* 0 Yes [ Mo Resolution of symptoms within 2 hours?™ [ ves O Mo
Specy toral Eme to resolution’: i Speciy total time to resalution’: min

REMS Evaluation Guestion®

Medication(s) given for sedation® [0 ves [0 Mo Medication(s) given for dissociation? [0 ves [0 Mo
«f YES, name and dose of medication{s): «f YES, name and dose of medication(s):

Fax: 1-877-778-0091
Papial
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I!!IEH!“H CERTIFIED PHARMACIES

Patient Profile

REMS ID: 111111 Date of Birth: 1/1/2000

Robert Smith REMS Status: Enrolled

123 Main Street Most Recent Status Date: 5/23/2018
Philadelphia, PA 19042

rsmith@abc.com

Patient Monitoring Forms

Treatment Date: 5/23/2018 Treatment Dosage: 10mg HCS Location: ABC Location Print/Download

Treatment Date: 3/23/2018 Treatment Dosage: 10mg HCS Location: XYZ Location Print/Download

Privacy Policy Terms of Use
Phone: 1-855-382-6022
Fax: 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO" to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/imedwatch.
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MY PATIENTS

CERTIFIED PHARMACIES

Certified Pharmacy Listing

Below is a listing of pharmacies that are REMS-certified and can purchase SPRAVATO?.

Q, Search/Filter the list by entering information in the textbox below any column header.

s

¥ Sort the list by clicking on any column header.

Pharmacy Name - Address 1 Py Address 2 - City a State a Zip a Pharmacy Phone Number &
— Please Select —- v

ABC Pharmacy 100 Main Street Suite 41 Spicewood X 12345 555 555-1212

X¥Z Pharmacy 999 Broadway Philadelphia PA 12345 555 555-3434

Privacy Policy Terms of Use
Phone: 1-855-382-6022

Faxz 1-877-778-0091
www.SPRAVATOrems.com

Healthcare providers should report suspected adverse events or product quality complaints associated with SPRAVATO® to Janssen at 1-800-JANSSEN (1-800-526-7736) or the FDA at 1-800-FDA-1088 or
online at www.fda.gov/medwatch.
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Signature Page 1 of 1

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.

TIFFANY R FARCHIONE
07/31/2020 06:36:13 PM
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