JYNARQUE?® (tolvaptan)
REMS QUICK REFERENCE GUIDE

The REMS enhancements will help healthcare providers and
delegates optimize their patient care process and the patient
experience by utilizing the REMS Portal

New REMS Enhancements

HCP and Delegate Portal:
« Ability to Deactivate/Reactivate patient in the REMS portal

» Able to view the last ship date and the Specialty Pharmacy associated with
the last ship date

« Ability to receive alerts in the Message Center for actionable tasks, including
Patient Status Forms due, and Patient Enrollment Form to be completed by HCP
for signatures and missing information

Delegate Portal:

» Allow a Delegate to “pre-enroll” a patient online by completing the patient
demographic information and passing the enrollment to the prescriber for patient
education and signatures

» Update an associated prescriber’'s phone, fax, or email address
» Complete and submit a Liver Adverse Event Reporting Form online

HCP Portal:

« Allow for patients to complete the patient enrollment online using the Spanish
Patient Enrollment Form

« Assign Delegates through the HCP portal as well as edit/delete existing Delegates
» Update contact information online
» Complete a Patient Enrollment Form that was prepopulated by the Delegate

Please see FULL PRESCRIBING INFORMATION, including BOXED WARNING.
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Step-by-step Guide for
Completing a Patient Status Form

e — o Go to www.jynarquerems.com and log in
ARQU E® US PRESCRIBING INFORMATION, Including BOXED WRARNING USlng yOUf User ID and password
n) tat
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. — . . User IDs are in firstname.lastname format. User
HOME PRESCRIBERS PATIENTS PHARMACIES CONTACT US LOGIN RESOURCES

IDs may include digits if multiple users with the
. JYNARQUE REMS same name are registered. Call UBC to set up a
(R Ee el e Sl new account or to reactivate an existing account.

This Risk Evaluation and Mitigation Strategy (REMS) is a strategy to manage the risk of serious and potentially fatal liver injury associated with use
of JYNARQUE and is required by the Food and Drug Administration (FDA) to ensure the benefits of JYNARQUE outweighs its risks.

X ) Y- Enroll Patient and Report Serious and
Potentially Fatal Liver Event buttons are
My Patiens only available to Prescribers.

9 Find the patient by filtering by patient
identifiers (eg, REMS ID, Name, or Address)
or sorting by Status Form Due Date

Upcoming or overdue PSFs are shown in red.
To access a patient’s historical PSFs and AE Reports,
click directly on their REMS ID number.

Click Submit a Status Form
button for the appropriate patient

Click and expand the Patient Information
and Prescriber Information headers to
review the prepopulated data, if desired

Complete required questions

Click Submit when all fields are completed

You will not be able to submit the PSF without
completing all required questions. If submission

is successful, you will automatically be returned

to the dashboard and next due date will be updated.

s i s i i — i— wmo Ensure the Status Form Due Date for the
: . ; e patient is updated and shown in green

Please see FULL PRESCRIBING INFORMATION, including BOXED WARNING.
Y

Otsuka

JYNARQUE"® Patient Support™

(tolvaptan) tablets




Steps Demonstrating Patient Pre-Enrollment
(Delegate/ Prescriber)

ARV I PRESCRIBER PROFILE MANAGEMENT

Patients

Below is a list of patients enrolled by your prescriber(s). Click *Pre-Enroll Patient” to start the enroliment
process for a new patient

action requinen @) E R EnRoL pATENT —o Delegate clicks Pre-Enroll (English or Spanish)

.e PREENROLL PRTIENT -

> Missing Information on Patient Enrollment Form Complete Patient Enroliment

\

%

ﬁNARQUE REMS Patient Enrollment Form

JYNARQUE is available only through the JYNARQUE REMS, a restricted distril program. Only ibers, ph and
patients enrolled i the program can prescribe, dispense, and receive JYNARQUE. Your certified healthcare provider will help you
provide you with a copy.

*First Name: *Last Name: *Birthdate:

E5 o vz &

Enter patient’s first name, last name, and DOB.
Click Continue

Patient Information

*First Name: Middle Initial: *Last Name:

£ [ ]
*Birthdate: *sex:

e B] el Oree

—9 Complete Patient Information and Medical History

Address Line 2:

Medical History

The information in this section is only collected to help determine if there are reasons why some people have elevations in
their liver function tests and others do not.

*Alcohol Classification:
©Never Drank ExDrinker (stopped drinking at east 1 month ago) Curtent rinker

*Previously Treated with Tolvaptan Prior to REMS Enrollment:
s ®No

Was this part of a linical tral?:
®

PO
\ SEND 10 PRESCRIBER TO CompLeTe eNvouent | cancet | /

| ¢ |um ¢ | s Prescriber logs into REMS portal, reviews
mmmnﬁﬁﬁ ﬁ Message Center by selecting Review/Sign
— - Patient Enrollment Form or finds the patient’s
B o o [ woun | oo [ e name and clicks on +Complete Patient Enrollment

B o s e e Y w o | Tip: In the "Status” column, click the drop-down

o button to select “Pre-Enrolled.” This will show the
newest patients pre-enrolled by delegates

e Click Send to Prescriber to Complete Enrollment

220304738 972912022

/ Patient Acknowledgement \

©ves ONo

*Patient Name:

[ cersigmre | _
e e or s e Complete Prescriber Agreement and
Patient Agreement. Click Submit

{ [ [
Please see FULL PRESCRIBING INFORMATION, including BOXED WARNING.
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HCP View of REMS

REMS enhancements on the portal

\\DJYNARQUE’

ENT MY PROFILE

My Patients

Belowisa st of your patients. Click "Enroll Patient” to.a0d a new patient
Action RequiRe (9] Q
ActionReq sis

Patient Listing m IREPORT SERIOUS AND POTENTIALLY FATAL LIVER EVENT HERE

B o

~ - o report any other type of adverse event, please contact Otsuka America Pharmaceutical Inc.at 1-500-
350027

#) Sortthe s by cicing onany colunheacr
e e of Birth & Fistship Date: & | Last Ship Date & | 5P Associated to Last S - Fo =
Enotza

© Spacialty Pharmacies

This is not actual patient information and only used to depict how the information will render.

REMS ID

First Name, Last Name, and Zip

DOB

Status (Pending, Inactive, Not Complete, Enrolled, Pre-Enrolled)
First Ship Date

Last Ship Date

SP Associated to Last Shipment

Last Status Form Date

Status Form Due Date

Action: Deactivate patient button, Reactivate patient button, and
Submit a status form button

Message Center

Enroll Patient-English or Spanish

. Report Serious and Potentially Fatal Liver Event button

Office Liaison Management

My Profile
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Please see FULL PRESCRIBING INFORMATION, including BOXED WARNING.
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