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What is the Transmucosal Immediate-Release Fentanyl (TIRF) REMS?

The Transmucosal Immediate Release Fentanyl (TIRF) Risk Evaluation and Mitigation Strategy (REMS) Program is an FDA-required program designed to ensure

informed risk-benefit decisions before initiating treatment, and while patients are treated to ensure appropriate use of TIRF medicines. The purpose of the REMS isto
mitigate the misuse, abuse, addiction, overdose, and serious complications due to medication errors with the use of TIRF medicines.

You must enroll in the TIRF REMS to prescribe, dispense, or distribute TIRF medicines.
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Patient Pharmacy Prescriber

To recejve treatment, a patient must be enrolled Pharmacies must be certified in the TIRF REMS Prescribers must be certified in the TIRF REMS
inthe TIRF REMS by a certified doctor. to receive and dispense TIRF medicines. to prescribe [IRF medicines for outpatient use.
T you are the designated authorized T vou are a [ IRF medicines prescriber, you can
representative of a pharmacy, you can certify certity below.
helow.

El Enrollment Information E Certify Pharmacy El Certify Prescriber

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
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To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Contact the TIRF REMS Call Center

Phone
o 1-866-822-1483

Fax
IH 1-866-822-1487

Find ~

Contact a participating company about a specific product

Branded Products

Pharmacy

Medication Guide v

Wholesaler Prescribing Information v

Patient Prescriber ContactUs O Login | Register

Hours of Operation

MONDAY - FRIDAY 8:00-8:00ET

SATURDAY - SUNDAY Closed

Company

Trade Name Generic Name

Productl® Oral Transmucosal Fentanyl Citrate Lozenge
Product3® Oral Transmucosal Fentanyl nasal spray
Product4® Oral Transmucosal Fentanyl sublingual spray
Product8® Oral Transmucosal Fentanyl sublingual tabletsL

Company1
Company2
Company3

Company/

Links

U.S. Prescribing Information and Medication Guide

U.S. Prescribing Information and Medication Guide

U.S. Prescribing Information and Medication Guide

U.S. Prescribing Information and Medication Guide

Generic Products

Trade Name Generic Name

Product5 Oral Transmucosal Fentanyl Citrate Lozenge
Producté Oral Transmucosal Fentanyl Citrate Lozenge
Product/ Oral Transmucosal Fentanyl Citrate Buccal Tablets

pily TIRF REMS

Company
Company4
Company5

Company6

Links

U.S. Prescribing Information and Medication Guide

U.S. Prescribing Information and Medication Guide

U.S. Prescribing Information and Medication Guide

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Find Speciality Pharmacies

Specialty pharmacies certified to dispense TIRF medicines.

OutPat Test Pharmacy
538 Deanna Forks
Filibertobury, VA 10726-7/773

XM Test Screen Shot Pharmacy
575 Lonly Forks
Johnstown, TN 54543-7/73

o/ 826-644-0463

o 628-987-6364

XM Test Sub01 Pharmacy
| 815 Daisy Gate
West Palls, ME 40254-1274

/q\ XM Test Pharmacy
| II | 358 Gorgia Forks

\= Filbury, MA 10726-7773

o 377-720-7654 o/ 628-644-6364

OutPat Test Sub01 Pharmacy
815 Enos Lock
East Dannie, DE 40254-12/4

o/ 367-720-5767

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
gy TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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9% Find Retail Pharmacies

L ocate a retail pharmacy certified to dispense TIRF medicines near you.

® Philadelphia

Find Retail Pharmacies Locations
Alexandria Disc —
QOutPat Test Sub02 Pharmacy Golf Course
22333 Jammie Squares u ' Allexandria
Philadelphia, PA 19002 Park
XM Test Sub02 Pharmacy ? .;.f-‘"f Qf‘“‘i--f:f,:f
22 Rittenhouse Square E J Yop
Philadelphia, PA 19002 P g
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Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
By TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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BB Verify Shipping Address

Generate receipts for proof of shipping destination verification

Wholesaler DEA

Your wholesaler's DEA Number

Destination Organizational NPI Destination Name, Address

NPI Number Search Healthcare Settings or Pharmacy...

Certified Shipping Endpoints
NPI Name Address Action

9999999991 Test Pharmacy One, LLC. 111 Somewhere street, Somewhere, 11123 B Generate Receipt
2992299992 Test Healthcare Setting Inc. 566 Somewhere Else Drive, Somewhere Else, 13123 Bl Generate Receipt

9999999993 Test Pharmacy Two, LLC. /66 Somewhere Different Street, Somewhere Different, 13123 Bl Generate Receipt

If you cannot find the shipping destination, refine your search criteria and try again. Alternatively, contact the TIRF REMS Call Center 1-866-822-1483.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http:/www.fda.gov/medwatch.
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Shipping Verification Receipt

Tt TR i oy o e i H e b S L e g P e B e s oo L
Store this receipt witn your snipping records.

Destination:

Test Healthcare Setting Inc

566 Somewhere Else Drive
Somewhere Else, YA nnnnn-nnnn

UTC Date and Time:
9/24/2020 6:58 PM

0f29701d-82a8-4d44-82b3-58fa8addOdc5S
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&, Prescriber

Prescribers must be certified in the TIRF REMS to prescribe TIRF medicines for outpatient use.

To certify as a prescriber:

Prescriber Materials

Review the Prescribing Information

Review each drug's Prescribing Information Peaseribar Bliicabion 3
¢ CompanyPl1 e CompanyPI3 e CompanyPI5 _ :
e —) s Companybid ¢ CompanyBis Prescriber Knowledge Assessment e
Prescriber Enrollment Form L3
Review the Prescriber Materials Patient Counseling Guide L3
Review the Prescriber Education. Patient Status and Opioid Tolerance Form &,
Patient Discontinuation Form L3

Complete the Prescriber Knowledge Assessment Adverse Events of Special Interest
Successfully complete the Prescriber Knowledge Assessment and submit it to the TIRF Reporting Form L3
- REMS. Prescriber FAQs L3

Gr

Complete the Prescriber Enrollment Form
Enroll in the TIRF REMS by completing the Prescriber Enrollment Form and submitting it to

' the TIRF REMS.
:

Non-Compliance Policy | Privacy Policy | TermsofUse| ContactUs
Bl TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Pharmacy

Pharmacies must be certified in the TIRF REMS to receive and dispense TIRF medicines.

To certify your pharmacy:

Pharmacy Materials

Designate an Authorized Representative

Designate an authorized representative to carry out the certification process and oversee Pharmacy Education 3
implementation and compliance with the TIRF REMS on behalf of the pharmacy.

Pharmacy Knowledge Assessment L3

i . i 4

Review the Pharmacy Information Inpatient Pharmacy Enrollment Form L4

Have the authorized representative review the Pharmacy Education. Outpatient Pharmacy Enrollment Form &

Pharmacy FAQ L3

Complete the Pharmacy Knowledge Assessment

Have the authorized representative successfully complete the Pharmacy Knowledge
Assessment and submit it to the TIRF REMS.

Dr

Enroll Pharmacy

Have the authorized representative enroll in the TIRF REMS by completing the Pharmacy
Enrollment Form and submitting it to the TIRF REMS.

or & Print Inpatient or &= Print Outpatient

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pily TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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& Patient

Toreceive treatment, a patient must be enrolled in the TIRF REMS by a certified doctor.

How do patients enroll in the TIRF REMS?

Patient Materials

Talk with your TIRF REMS Certified doctor
1 Receive counseling from your doctor on the safe use of TIRF medicines using the Patient

Patient Counseling Guide 3

' Counseling Guide and the appropriate Medication Guide. . N
e CompanylMG e Company3MG e Company5MG Patient Enrollment Form e

e Company2MG e Company4MG * Company6MG Patient FAQs L2

Make sure you understand

. You must do the following: You must inform the doctor of serious %

e [ake around-the-clock opioid pain adverse events
medicine when using TIRF medicines * Accidental exposure
o Important Terms
* Do notshare TIRF medicines e Abuse
e Properly store and dispose of your TIRF e Misuse
medicines e Addiction What is 3 REMS? i
e Overdose ot are TiRE mediciad .
You must receive counseling from the doctor on the safe use of each new TIRF medicine you natare medicines: .
are prescribed. What is Opioid Tolerant? 1
What is Naloxone? 1
Enroll

Together with your doctor, complete and sign the Patient Enrollment Form. Your doctor or
their staff can assist you in completing the enrollment either online or by using the paper

form.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pily TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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What are TIRF medicines?

r 2

vl s sl e e Paveveren drvwobsvwweil PTTIBEY sanoadtecta. . o
immediate-release tentany! (| IRF) medicine is a

prescription medicine that contains fentanyl, a very strong opioid pain

rellever.

TIRF medicines are used to manage breakthrough cancer pain in patients who are
already routinely taking another opioid pain medicine around-the-clock.

TIRF medicines are started only after you have been taking other opioid pain
medicines and your body has become used to them (meaning you are opioid
tolerant).

Brand Name Products Generic Products

Product1® ¢ Oral Transmucosal Fentanyl
Product2® Citrate Lozenge

Product3® ¢ Oral Transmucosal Fentanyl
Product4® Citrate Buccal Tablets
ProductS®
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What is Naloxone?

medicine that helps reverse an opiold overdose.
Naloxone is sprayed inside your nose or injected into your body. Some naloxone
products are designed for people to use in their home.

Naloxone is never a substitute for emergency medical care. Get emergency help or

call 211 right away if you take too much of your TIRF medicine, because you may

have had an opioid overdose.
See the Patient Counseling Guide for more information.




Contact us @ nnn-nnn-nnnn
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SITE IS UNDER MAINTENANCE

Please check back soon.

Why is the site down? What is the expected downtime? Do you need support?

The site is under maintenance because we are We are usually back within 10-15 minutes, but it You may call the TIRF REMS Call Center at 866-

working on improving it. depends on the issue. 822-1483 if you need support.

pily TIRF REMS
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Create Account

User Type Selection

REMS User Types

@ Pharmacy Authorized Representative

A pharmacy authorized representative is an individual designated for each pharmacy location to carry out the

certification process and oversee implementation and compliance with the TIRF REMS.

() Prescriber
A prescriber is an individual who may prescribe Transmucosal Immediate-Release Fentanyl medicines in

compliance with the TIRF REMS.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Create Account

Pharmacy Authorized Representative

Username and Password

Username

testr18306@examoto.net

First Name Last Name
RxAuth Represenative
Password
csecceccsces PO

Confirm Password

csscscscscnsl 'O ‘

Cancel

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pily TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Create Account

Prescriber

Username and Password

Individual National Provider ID (NPI) Number

1310000086

| am Test Prescriber86
If the name above is incorrect, please re-enter your NPl number.

Password

cece00000RO0® ()

Confirm Password

esscccscscssl @ ‘

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
gy TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Create Account
Verify ldentity

Choose verification method

We will send you a code to verify your identity. The code may only be used

once and is time sensitive.

@® ™ Email me the code

verifytest6/26@examoto.net

After logging in, use preferences to add password reset options and/or enable

multi-factor authentication.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Create Account
Verify ldentity

Enter Verification Code

Please enter your code.

670194

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Create Account

Complete

testr18306@examoto.net, your account has been
created.

You may now login to perform REMS functions online.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
iy TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Login

Username

‘ \Username

Password

Password

__JRemember my login

Forgot your password?

|
100

Bl TIRF REMS

Register

To perform REMS functions online, you must have an account. Creating
an account involves creating unique login credentials (username and

password). Register to create an account.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Reset Password

= Username

‘ ‘USEI' ID | NPl number

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Reset Password
Verify ldentity

Choose verification method

We will send you a code to verify your identity. The code may only be

used once and is time sensitive.

O B Email Txxxxxxxxxx@EXAMOTO.NET
() & Text (SMS) xxx-xxx-7766
() & Call xxx-xxx-7766

@ & Approve request on my Authenticator App

After logging in, use preferences to add password reset options and/or

enable multi-factor authentication.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Reset Password
Verify Code

We sent you a code to verify your identity; please enter it here.

Code

367132

Password

Confirm password

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
plly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Reset Password
Completed

Your password has been reset.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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My Account

Preferences

ldentity
= Username: 1310000000

You may only change your username by calling the coordinating center at 1-866-

822-1483.

& Password: Change Account Information
Verification Methods

24 Email: testr56420@examoto.net Change my Email
o/ Phone: 610-248-8636 Change my Phone Number
@& Authenticator App: Configured Reset my App

Two-Factor Authentication

Two-factor authentication (2FA) improves security. 2FA adds a
second level of authentication to an account login. With 2FA enabled,

the user is required to enter their username, password and a code.
The code can be provided via several methods.

Use Two-Factor Authentication to improve security

=& Two-Factor Authentication: Disabled

Non-Compliance Policy | PrivacyPolicy | Terms of Use|
plly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Contact Us
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Change Account Information
Verify and Update

Current Password

Current Password

New Password

Password ()

Confirm Password

Password C©) ]

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
gy TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Change Account Information
Completed

Your password has been changed.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Change Account Information
Email Address

We will send you a code to verify your identity. The code may only be

used once and is time sensitive.

B Enter Email

Email

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pily TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Change Account Information

Phone Number

We will send you a code to verify your identity. The code may only be

used once and is time sensitive.

o/ Phone

nnn-nnn-nnnn

@ Text (SMS) me with the code () Call me with the code

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
gy TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Change Account Information
Verify Email Address

We sent you a code to verify your identity; please enter it here.

Code

‘ 301620 ‘

| didn't receive the code m

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
gy TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Change Account Information
Verify Phone Phone Number

We sent you a code to verify your identity; please enter it here.

Code

‘ 917381 ‘

| didn't receive the code m

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
gy TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Account Options
Configure Authenticator App

Follow these steps to use an authenticator app:

1. Download a two-factor authenticator app, like Microsoft Authenticator or Google
Authenticator for Android or iOS.

2. Scan the QR Code or enter this key into your two-factor authenticator app:
YXJ7 ENTY GWRB 45QA OMIC CCKU DRPQ 2XHW

The spaces are not required, and the code is not case-sensitive.

3. Once you have scanned the QR code or input the key above, your two-factor authentication

app will provide you with a unique code. Enter the code in the confirmation box below and
select VERIFY.

Code

nnnnnn ‘

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
plly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Logged Out

You are now logged out.

Click here toreturn to the TIRF REMS application.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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& Enroll Patient

Complete this form to enroll in the TIRF REMS. A patient must be enrolled in the TIRF REMS to receive treatment.

Confirm your Date of Birth

Date of Birth

MM/DD/YYYY

#’ Sign B3 Type Signature

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
By TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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« July 1965 »
Su Mo Tu We Th Fr Sa

27 2

Q0

22 30 1 2 3

4 5 6 J/ 8 9 10

in the TIRF REMS. A patient must be enrolled in the TIRF REMS to receive treatment.
11 12 13 14 mesR 16 17/

IlB 19 20 21 22 23 24
i

LN

1 2 3 4 & 7
‘ 07/15/1965 ‘

Confirm

#’ Sign B3 Type Signature

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
By TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Localization Version
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& Enroll Patient

Complete this form to enroll in the TIRF REMS. A patient must be enrolled in the TIRF REMS to receive treatment.

Confirm your Date of Birth

Date of Birth

0/7/15/1965

#’ Sign B3 Type Signature

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
By TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Localization Version
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& Patient Information Complete

Patient Enrollment Complete

Your enrollment is complete. You may download your copy below.

Patient Erroliment Form

For reat-tura procEswng o paimnl sorrdimsct sl ees TIRFREEEacc sy com
WFipn P degler® il iy i ik @00 ] B o1 Db il Rl w0 g Do 0B TR g
e o [ F ] Gusbrein dey e sceosaalig befors B caiem ces sooon free pecoipten il

3. Download Form
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& Prescriber - Knowledge Assessment

TIRF Prescriber KA

You may leave and return to the Knowledge Assessment at any time, your progress will be saved.

1. The patients described are all experiencing breakthrough pain, but ONE is not an appropriate patient for a TIRF medicine. Which
patient should not receive a TIRF medicine? Select one option

() 12-year-old sarcoma patient, using transdermal fentanyl for her underlying persistent cancer pain.
() Adult female with advanced breast cancer; on 60 mg of oral morphine daily for the past 4 weeks.

() Adult male with advanced lung cancer, his underlying persistent pain is managed with 25 mcg/hour transdermal fentanyl patches for
the past 3 months.

() Adult male with multiple myeloma who has bone pain currently managed with 50 mg oral oxymorphone daily for the last 2 weeks.

2 . The patients described are experiencing breakthrough cancer pain. A TIRF medicine is NOT appropriate for one of them. Which patient
should not receive a TIRF medicine? Select one option.

() Adult male with advanced lung cancer; underlying persistent cancer pain managed with 25 mcg/hour transdermal fentanyl patches
for the past 2 months.

() Adult female with localized breast cancer; just completed a mastectomy and reconstructive surgery; persistent cancer pain managed
with 30 mg oral morphine daily for the past 6 weeks.

() Adult male patient with advanced prostate cancer who, over the last 2 weeks, has been prescribed 100 mg oral morphine daily for
pain due to bone metastasis.

() Adult female with advanced sarcoma who has been taking a daily dose of 12 mg oral hydromorphone for the last 3 weeks.

3. Certain factors may increase the risk of abuse and/or diversion of opioid medications. Which of the following is most accurate?

() A history of alcohol abuse with the patient or close family members.
() The patient has a household member with a street drug abuse problem.
() The patient has a history of prescription drug misuse.

() All of the above.

4 . A patient is already taking a TIRF medicine but wants to change their medicine. His/her doctor decides to prescribe a different TIRF

medicine (that is not a bioequivalent generic version of a branded product) in its place. How should the prescriber proceed? Select one
option.

() The prescriber can safely convert to the equivalent dosage of the new TIRF medicine as it has the same effect as other TIRF
medicines.

() The prescriber must not convert from the first TIRF medicine dose to another TIRF medicine at the equivalent dose. The different

TIRF medicines have different absorption and bioavailability profiles, and conversion to an equivalent dose of a second TIRF product
could result in a fentanyl overdose.

() Convert from the other TIRF medicine to the new TIRF medicine at half of the dose.

() The prescriber should base the starting dose of the newly prescribed TIRF medicine on the dose of the opioid medicine used for their
underlying persistent cancer pain.

5. A patient is starting titration with a TIRF medicine. What dose must they start with? Select one option.

() An appropriate dose based on the dose of the opioid medicine used for underlying persistent cancer pain.
() The dose that the prescriber believes is appropriate based on their clinical experience.

() The lowest available dose, unless individual product Prescribing Information provides product-specific guidance.

() The median available dose.

6. A prescriber has started titrating a patient with the lowest dose of a TIRF medicine. However, after 30 minutes, the breakthrough
cancer pain has not been sufficiently relieved. What should they advise the patient to do? Select one option.

(O Take another (identical) dose of the TIRF medicine immediately.

(O Take a dose of an alternative rescue medicine.

() Provide guidance based on the product-specific Prescribing Information because the instructions are not the same for all TIRF
medicines.

() Double the dose and take immediately.

7 . A patient is taking a TIRF medicine and the doctor would like to prescribe erythromycin, a CYP3A4 inhibitor. Which of the following
statements is TRUE? Select one option.

() The patient can’t be prescribed erythromycin, because using it at the same time as a TIRF medicine could be fatal.

() Use of a TIRF medicine with a CYP3A4 inhibitor may require dosage adjustment of the TIRF medicine; carefully monitor the patient
for opioid toxicity, otherwise such use may cause serious life threatening, and/or fatal respiratory depression.

() There is no possible drug interaction between CYP3A4 inhibitors and TIRF medicines.

() The dose of the TIRF medicine must be reduced by one half if a CYP3A4 inhibitor is prescribed in the same patient.

8. Before initiating treatment with a TIRF medicine, prescribers must review the Medication Guide and Patient Counseling Guide with the
patient. Which of the following counseling statements is FALSE? Select one option.

() TIRF medicines contain fentanyl in an amount that could be fatal to children of all ages, in individuals for whom they were not
prescribed, and in those who are not opioid tolerant.

() Inform patients that TIRF medicines must not be used to treat acute or postoperative pain, including headache/migraine, dental pain
or acute pain in the emergency department.

() Instruct patients that, if they stop taking their around-the-clock opioid medicine, they can continue to take their TIRF medicine.

() Instruct patients to never share their TIRF medicine with anyone else, even if that person has the same symptoms.

9. There is arisk of fatal overdose with inappropriate use of TIRF medicines. Which one of the following answers is most accurate? Select
one option.

() TIRF medicines can be fatal if taken by children.

() TIRF medicines can be fatal if taken by anyone for whom it is not prescribed.

() TIRF medicines can be fatal if taken by anyone who is not opioid-tolerant.

() All of the above.

10. Which one of the following statements is most accurate regarding the safe storage and disposal of TIRF medicines? Select one option.
() TIRF medicines should be kept in in a safe and secure place, out of sight and out of reach of all others, especially children.
() TIRF medicines should be protected from theft.

() Dispose of partially used or unneeded TIRF medicine by following the TIRF medicine-specific procedure specified in the Medication
Guide.

() All of the above.

11. Which of the following statements is FALSE? Select one option.

() Educating prescribers, pharmacist and patients that respiratory depression is more common in patients who are not opioid tolerant.
() Requiring that patients remain opioid-tolerant throughout their treatment with TIRF medicines.
() Requiring inpatient pharmacies to verify opioid tolerance in inpatients who require TIRF medicine while hospitalized.

() Requiring documentation of opioid tolerance with only the initial prescription of a TIRF medicine.
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& Prescriber - Knowledge Assessment

TIRF Prescriber KA

You may leave and return to the Knowledge Assessment at any time, your progress will be saved.

Knowledge Assessment Incomplete

10 correct answers out of 11 (Failed)

1. The patients described are all experiencing breakthrough pain, but ONE is not an appropriate patient for a TIRF medicine. Which
patient should not receive a TIRF medicine? Select one option v/

@ 12-year-old sarcoma patient, using transdermal fentanyl for her underlying persistent cancer pain.
() Adult female with advanced breast cancer; on 60 mg of oral morphine daily for the past 4 weeks.

Adult male with advanced lung cancer, his underlying persistent pain is managed with 25 mcg/hour transdermal fentanyl patches for
the past 3 months.

() Adult male with multiple myeloma who has bone pain currently managed with 50 mg oral oxymorphone daily for the last 2 weeks.

2 . The patients described are experiencing breakthrough cancer pain. A TIRF medicine is NOT appropriate for one of them. Which patient
should not receive a TIRF medicine? Select one option. v/

Adult male with advanced lung cancer; underlying persistent cancer pain managed with 25 mcg/hour transdermal fentanyl patches
for the past 2 months.

@® Adult female with localized breast cancer; just completed a mastectomy and reconstructive surgery; persistent cancer pain managed
with 30 mg oral morphine daily for the past 6 weeks.

Adult male patient with advanced prostate cancer who, over the last 2 weeks, has been prescribed 100 mg oral morphine daily for
pain due to bone metastasis.

() Adult female with advanced sarcoma who has been taking a daily dose of 12 mg oral hydromorphone for the last 3 weeks.

3. Certain factors may increase the risk of abuse and/or diversion of opioid medications. Which of the following is most accurate? v/

() A history of alcohol abuse with the patient or close family members.
' The patient has a household member with a street drug abuse problem.
() The patient has a history of prescription drug misuse.

@ All of the above.

4 . A patient is already taking a TIRF medicine but wants to change their medicine. His/her doctor decides to prescribe a different TIRF
medicine (that is not a bioequivalent generic version of a branded product) in its place. How should the prescriber proceed? Select one
option. v/

() The prescriber can safely convert to the equivalent dosage of the new TIRF medicine as it has the same effect as other TIRF
medicines.

@® The prescriber must not convert from the first TIRF medicine dose to another TIRF medicine at the equivalent dose. The different
TIRF medicines have different absorption and bioavailability profiles, and conversion to an equivalent dose of a second TIRF product
could result in a fentanyl overdose.

() Convert from the other TIRF medicine to the new TIRF medicine at half of the dose.

The prescriber should base the starting dose of the newly prescribed TIRF medicine on the dose of the opioid medicine used for their
underlying persistent cancer pain.

5. A patient is starting titration with a TIRF medicine. What dose must they start with? Select one option. v/

An appropriate dose based on the dose of the opioid medicine used for underlying persistent cancer pain.
() The dose that the prescriber believes is appropriate based on their clinical experience.

@® The lowest available dose, unless individual product Prescribing Information provides product-specific guidance.

() The median available dose.

6 . A prescriber has started titrating a patient with the lowest dose of a TIRF medicine. However, after 30 minutes, the breakthrough
cancer pain has not been sufficiently relieved. What should they advise the patient to do? Select one option. v/

Take another (identical) dose of the TIRF medicine immediately.
() Take a dose of an alternative rescue medicine.

® Provide guidance based on the product-specific Prescribing Information because the instructions are not the same for all TIRF
medicines.

() Double the dose and take immediately.

7 . A patient is taking a TIRF medicine and the doctor would like to prescribe erythromycin, a CYP3A4 inhibitor. Which of the following
statements is TRUE? Select one option. v

() The patient can’t be prescribed erythromycin, because using it at the same time as a TIRF medicine could be fatal.

@® Use of a TIRF medicine with a CYP3A4 inhibitor may require dosage adjustment of the TIRF medicine; carefully monitor the patient
for opioid toxicity, otherwise such use may cause serious life threatening, and/or fatal respiratory depression.

() There is no possible drug interaction between CYP3A4 inhibitors and TIRF medicines.

() The dose of the TIRF medicine must be reduced by one half if a CYP3A4 inhibitor is prescribed in the same patient.

8 . Before initiating treatment with a TIRF medicine, prescribers must review the Medication Guide and Patient Counseling Guide with the
patient. Which of the following counseling statements is FALSE? Select one option. v/

() TIRF medicines contain fentanyl in an amount that could be fatal to children of all ages, in individuals for whom they were not
prescribed, and in those who are not opioid tolerant.

Inform patients that TIRF medicines must not be used to treat acute or postoperative pain, including headache/migraine, dental pain
or acute pain in the emergency department.

@ Instruct patients that, if they stop taking their around-the-clock opioid medicine, they can continue to take their TIRF medicine.

Instruct patients to never share their TIRF medicine with anyone else, even if that person has the same symptoms.

9. There is arisk of fatal overdose with inappropriate use of TIRF medicines. Which one of the following answers is most accurate? Select
one option. v

TIRF medicines can be fatal if taken by children.
() TIRF medicines can be fatal if taken by anyone for whom it is not prescribed.
TIRF medicines can be fatal if taken by anyone who is not opioid-tolerant.

@ All of the above.

10 . Which one of the following statements is most accurate regarding the safe storage and disposal of TIRF medicines? Select one option.
v

) TIRF medicines should be kept in in a safe and secure place, out of sight and out of reach of all others, especially children.
() TIRF medicines should be protected from theft.

Dispose of partially used or unneeded TIRF medicine by following the TIRF medicine-specific procedure specified in the Medication
Guide.

@ All of the above.

11 . Which of the following statements is FALSE? Select one option. X

() Educating prescribers, pharmacist and patients that respiratory depression is more common in patients who are not opioid tolerant.
@® Requiring that patients remain opioid-tolerant throughout their treatment with TIRF medicines.
() Requiring inpatient pharmacies to verify opioid tolerance in inpatients who require TIRF medicine while hospitalized.

Requiring documentation of opioid tolerance with only the initial prescription of a TIRF medicine.
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S, Prescriber - Knowledge Assessment

& There are errors, please correct the items below:

You have exceeded the maximum number of allowed attempts to pass the knowledge assessment

To reattempt the knowledge assessment you must first review the Prescriber Education and then call the TIRF REMS Call Center at 1-866-822-1483 to reset
your account

You will be denied enrollment into the TIRF REMS after six failed attempts to complete the knowledge assessment
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S, Prescriber - Knowledge Assessment

& There are errors, please correct the items below:

¢ You have exceeded the maximum number of allowed attempts to pass the knowledge assessment and have been denied enrollment into the TIRF REMS
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& Prescriber - Knowledge Assessment

TIRF Prescriber KA

You may leave and return to the Knowledge Assessment at any time, your progress will be saved.

Knowledge Assessment Complete

11 correct answers out of 11 (Passed)

1. The patients described are all experiencing breakthrough pain, but ONE is not an appropriate patient for a TIRF medicine. Which
patient should not receive a TIRF medicine? Select one option v

@® 12-year-old sarcoma patient, using transdermal fentanyl for her underlying persistent cancer pain.
 Adult female with advanced breast cancer; on 60 mg of oral morphine daily for the past 4 weeks.

() Adult male with advanced lung cancer, his underlying persistent pain is managed with 25 mcg/hour transdermal fentanyl patches for
the past 3 months.

) Adult male with multiple myeloma who has bone pain currently managed with 50 mg oral oxymorphone daily for the last 2 weeks.

2 . The patients described are experiencing breakthrough cancer pain. A TIRF medicine is NOT appropriate for one of them. Which patient
should not receive a TIRF medicine? Select one option. v

() Adult male with advanced lung cancer; underlying persistent cancer pain managed with 25 mcg/hour transdermal fentanyl patches
for the past 2 months.

@® Adult female with localized breast cancer; just completed a mastectomy and reconstructive surgery; persistent cancer pain managed
with 30 mg oral morphine daily for the past 6 weeks.

() Adult male patient with advanced prostate cancer who, over the last 2 weeks, has been prescribed 100 mg oral morphine daily for
pain due to bone metastasis.

 Adult female with advanced sarcoma who has been taking a daily dose of 12 mg oral hydromorphone for the last 3 weeks.

3. Certain factors may increase the risk of abuse and/or diversion of opioid medications. Which of the following is most accurate? v/

) A history of alcohol abuse with the patient or close family members.
() The patient has a household member with a street drug abuse problem.
' The patient has a history of prescription drug misuse.

@ All of the above.

4 . A patient is already taking a TIRF medicine but wants to change their medicine. His/her doctor decides to prescribe a different TIRF
medicine (that is not a bioequivalent generic version of a branded product) in its place. How should the prescriber proceed? Select one
option. v/

The prescriber can safely convert to the equivalent dosage of the new TIRF medicine as it has the same effect as other TIRF
medicines.

@ The prescriber must not convert from the first TIRF medicine dose to another TIRF medicine at the equivalent dose. The different
TIRF medicines have different absorption and bioavailability profiles, and conversion to an equivalent dose of a second TIRF product
could result in a fentanyl overdose.

) Convert from the other TIRF medicine to the new TIRF medicine at half of the dose.

() The prescriber should base the starting dose of the newly prescribed TIRF medicine on the dose of the opioid medicine used for their
underlying persistent cancer pain.

5. A patient is starting titration with a TIRF medicine. What dose must they start with? Select one option. v/

() An appropriate dose based on the dose of the opioid medicine used for underlying persistent cancer pain.
) The dose that the prescriber believes is appropriate based on their clinical experience.
@ The lowest available dose, unless individual product Prescribing Information provides product-specific guidance.

() The median available dose.

6. A prescriber has started titrating a patient with the lowest dose of a TIRF medicine. However, after 30 minutes, the breakthrough
cancer pain has not been sufficiently relieved. What should they advise the patient to do? Select one option. v/

() Take another (identical) dose of the TIRF medicine immediately.
Take a dose of an alternative rescue medicine.

@® Provide guidance based on the product-specific Prescribing Information because the instructions are not the same for all TIRF
medicines.

") Double the dose and take immediately.

7 . A patient is taking a TIRF medicine and the doctor would like to prescribe erythromycin, a CYP3A4 inhibitor. Which of the following
statements is TRUE? Select one option. v’

() The patient can’t be prescribed erythromycin, because using it at the same time as a TIRF medicine could be fatal.

@ Use of a TIRF medicine with a CYP3A4 inhibitor may require dosage adjustment of the TIRF medicine; carefully monitor the patient
for opioid toxicity, otherwise such use may cause serious life threatening, and/or fatal respiratory depression.

_) There is no possible drug interaction between CYP3A4 inhibitors and TIRF medicines.

() The dose of the TIRF medicine must be reduced by one half if a CYP3A4 inhibitor is prescribed in the same patient.

8 . Before initiating treatment with a TIRF medicine, prescribers must review the Medication Guide and Patient Counseling Guide with the
patient. Which of the following counseling statements is FALSE? Select one option. v/

() TIRF medicines contain fentanyl in an amount that could be fatal to children of all ages, in individuals for whom they were not
prescribed, and in those who are not opioid tolerant.

() Inform patients that TIRF medicines must not be used to treat acute or postoperative pain, including headache/migraine, dental pain
or acute pain in the emergency department.

@ Instruct patients that, if they stop taking their around-the-clock opioid medicine, they can continue to take their TIRF medicine.

( ) Instruct patients to never share their TIRF medicine with anyone else, even if that person has the same symptoms.

9. Thereis arisk of fatal overdose with inappropriate use of TIRF medicines. Which one of the following answers is most accurate? Select
one option. v’

() TIRF medicines can be fatal if taken by children.
) TIRF medicines can be fatal if taken by anyone for whom it is not prescribed.

() TIRF medicines can be fatal if taken by anyone who is not opioid-tolerant.

@ All of the above.

10 . Which one of the following statements is most accurate regarding the safe storage and disposal of TIRF medicines? Select one option.
v

() TIRF medicines should be kept in in a safe and secure place, out of sight and out of reach of all others, especially children.
) TIRF medicines should be protected from theft.

() Dispose of partially used or unneeded TIRF medicine by following the TIRF medicine-specific procedure specified in the Medication
Guide.

@ All of the above.

11 . Which of the following statements is FALSE? Select one option. v

) Educating prescribers, pharmacist and patients that respiratory depression is more common in patients who are not opioid tolerant.
() Requiring that patients remain opioid-tolerant throughout their treatment with TIRF medicines.
' Requiring inpatient pharmacies to verify opioid tolerance in inpatients who require TIRF medicine while hospitalized.

@ Requiring documentation of opioid tolerance with only the initial prescription of a TIRF medicine.
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&, Prescriber Enrollment
PRJane PRDoe

To be completed by the prescriber to enroll in the TIRF REMS. Transmucosal Immediate-Release Fentanyl medicines are only available through the TIRF REMS, a
restricted distribution program. Only prescribers, pharmacies, and patients enrolled in the program can prescribe, dispense, and/or receive Transmucosal
Immediate-Release Fentanyl medicines

Prescriber Information

Individual NPl Number (Select address type to populate form)

Use individual NPI to poplute form: 1310000000 @ Office Address () Mailing Address
First Name* M.I. Last Name*

Test A PrescriberO00000
Specialty* Credentials*

Internal Medicine () MD () NP (O PA (O DO () Other

Clinic / Practice Name*

Clinic / Practice Name

Address Line 1* Address Line 2
1111 LION ROAD Address Line 2
City* State* Zip Code*
SomeWhere Pennsylvania v i bt (o 1
Number* Extension Fax Email Address*
11%-11%-1114 nnn... 131-¥11:1%14 PR1310000000@examoto.net
Preferred Time of Contact* Preferred Method of Contact*
() Morning () Afternoon () Evening @ Email () Textto Mobile# () Phone Call
Office Contact
First Name* Last Name*
PRSally StaffJones
Number* Fax Email Address*
37/8-407-4338 Fax PRStaff@examoto.net
Preferred Time of Contact* Preferred Method of Contact*
() Morning () Afternoon () Evening () Email () TexttoMobile# @ Phone Call

Prescriber Agreement

By signing below, you attest to the following:
| have:
e Reviewed each drug's Prescribing Information.
 Reviewed the Prescriber Education.
e Successfully completed the Prescriber Knowledge Assessment and submitted it to the REMS.

Before treatment initiation, | must:
¢ Assess the patient for risk factors of opioid addiction, abuse, and misuse including personal and family history of substance abuse or mental iliness.
e Counsel the patient on the safe use of TIRF medicines using the Medication Guide for the prescribed TIRF medicine and the Patient Counseling Guide.
¢ Provide a copy of the materials to the patient.
e Assess the patient's opioid tolerance.
e Document the patient's opioid tolerance using the Patient Enrollment Form and submit to the REMS.
e Enroll the patient by completing and submitting the Patient Enrollment Form to the REMS.

During treatment, and before each prescription, | must:
e Assess the patient's health status for opioid tolerance, appropriateness of dose, misuse, abuse, addiction, and overdose.
¢ Document and submit to the REMS using the Patient Status and Opioid Tolerance Form.

During treatment, every 2 years, | must:
e Counsel the patient on the safe use of TIRF medicines using the Medication Guide for the prescribed TIRF medicine, and the Patient Counseling Guide.
e Provide a copy of the materials to the patient.
e Re-enroll the patient in the REMS by completing the Patient Enrollment Form and submitting it to the REMS.

Before treatment re-initiation, after a lapse in treatment of 6 months or longer, | must:
e Counsel the patient on the safe use of TIRF medicines using the Medication Guide for the prescribed TIRF medicine and the Patient Counseling Guide.
e Provide a copy of the materials to the patient.

At all times, | must:
e Counsel the patient using the Medication Guide for any new TIRF medicine not previously prescribed, and provide a copy to the patient.
e Report serious adverse events of accidental exposure, misuse, abuse, addiction, and overdose to the REMS using the Adverse Events of Special Interest
Reporting Form.
e Report treatment discontinuation to the REMS using the Patient Discontinuation Form.

To maintain certification to prescribe, every 2 years, | must:
e Review each drug's Prescribing Information.
e Review the Prescriber Education
e Successfully complete the Prescriber Knowledge Assessment and submit it to the REMS.
¢ Re-enroll inthe REMS by completing the Prescriber Enroliment Form.

2" Sign B3 Type Signature

PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature.
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To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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&, Prescriber
1310000000

Prescriber Certification
You are currently certified.

Prescriber Materials

PRJane PRDoe
B3 Certified as of 4/20/2020 Prescriber Education 3
Prescriber Knowledge Assessment 3
Prescriber Enrollment Form L3
. i ing Gui s
Exuncal Baiier Patient Counseling Guide s
Before you enroll, counsel the patient on the safe use of TIRF medicines using the Patient Status and Opioid Tolerance Form &
Medication Guide for the prescribed TIRF medicine and the Patient Counseling Guide. Patient Discontinuation Form 3
Remember to provide a copy of these materials to the patient. ; )
s CofpEanVIMG i CoipavaMG s CORpEHEMG A vers:e Events of Special Interest
Reporting Form L3
e CompanyZ2MG e CompanydMG e Company6MG
Prescriber FAQs L3

&= Print Patient Counseling Guide

Enroll Patients in the TIRF REMS

Complete this form with your patient to enroll them in the TIRF REMS. A patient must be
enrolled in the TIRF REMS to receive treatment.

Upload Enrollment Form

— Enroll Patient

Manage Patients T
r drop files here
Manage your patients. Enter Patient Status and Opioid Tolerance, Discontinuation, and Browse P
- Manage Patients

Uploads must be in PDF format.

Adverse Events of Special Interest Reporting Forms.
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&, Prescriber
1310000001

Prescriber Certification

m You must certify in the TIRF REMS to prescribe Transmucosal Immediate-Release Fentany|
-4
L

medicines. To certify please complete the following:

Review the Prescriber Materials

Ls]

Prescriber Materials

Review each drug's Prescribing Information Prescriber Education 3
e C Pl1 :
i Prescriber Knowledge Assessment 3
e CompanyPIl2
e CompanyPI3 Prescriber Enrollment Form L3
e CompanyPl4 Patient Counseling Guide 3
e C PI5 . -
i Patient Status and Opioid Tolerance Form &,
e CompanyPlé6
Patient Discontinuation Form L3
Review the Prescriber Education.
Adverse Events of Special Interest
Complete the Prescriber Knowledge Assessment Reporting Form X
Prescriber FAQs X
Successfully complete the Prescriber Knowledge Assessment and submit it to the TIRF Qs
REMS.
:
—9
‘il Complete the Prescriber Enroliment Form

Upload Enrollment Form

Uploads must be in PDF format.

- PRPat PRDoe Or drop files here

' Counsel Patient
& Print Patient Counseling Guide
" | Enroll Patients in the TIRF REMS
""" Manage Patients
-> Manage Patients

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
By TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Prescriber Certification
m You must certify in the TIRF REMS to prescribe Transmucosa

medicines. To certify please complete the following:
Review the Prescriber Materials

Review each drug's Prescribing Information

e CompanyPlI1
e CompanyPIl2
e CompanyPI3
e CompanyPl4
e CompanyPI5
e CompanyPlé6

Review the Prescriber Education.
B

il Complete the Prescriber Knowledge Assessment

Complete the Prescriber Enrollment Form

Enroll in the TIRF REMS by completing the Prescriber Enroliment Form and submitting it to

Dr

the TIRF REMS.

" PRPat PRDoe

' Counsel Patient

i e

i e

Manage Patients

‘ TIRF REMS

mmediate-Release Fentany|

Prescriber Materials

Prescriber Education 3
Prescriber Knowledge Assessment 3
Prescriber Enrollment Form 3
Patient Counseling Guide 3
Patient Status and Opioid Tolerance Form &,
Patient Discontinuation Form 3
Adverse Events of Special Interest

Reporting Form L3
Prescriber FAQs L3

Upload Enrollment Form

Uploads must be in PDF format.

Or drop files here

B Ed

. - l ™ f B prgreny B
Y L 1.-""1j.:._-.-4=-.
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Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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H TIRF REMS Home Prescriber ¥ Contact Us PRJane PRDoe ~

&, Prescriber
1310000000

Re-Certify Notice a
m Your TIRF REMS certification will soon expire. To dispense Transmucosal Immediate-Release
Fentanyl medicines you must: Preseriber Materials
Review the Prescriber Materials
Review each drug's Prescribing Information Prescriber Education 3
¢ CompanyPI1 .
i Prescriber Knowledge Assessment 3
e CompanyPIl2
e CompanyPI3 Prescriber Enrollment Form L3
e CompanyPl4 Patient Counseling Guide 3
¢ CompanyPI5 : .
i Patient Status and Opioid Tolerance Form &,
e CompanyPlé6
Patient Discontinuation Form L3
Review the Prescriber Education.
Adverse Events of Special Interest
Complete the Prescriber Knowledge Assessment Reporting Form X
Prescriber FAQs A
Successfully complete the Prescriber Knowledge Assessment and submit it to the TIRF Qs a
REMS.
Dr
—9
‘il Complete the Prescriber Enroliment Form

Upload Enrollment Form

Uploads must be in PDF format.

PRJane PRDoe Or drop files here
f Certified as of 4/20/2020

Edit

Counsel Patient
Before you enroll, counsel the patient on the safe use of TIRF medicines using the

Medication Guide for the prescribed TIRF medicine and the Patient Counseling Guide.

Remember to provide a copy of these materials to the patient.

e Company1lMG e Company3MG e Company5MG
e Company2ZMG e CompanydMG e Company6MG

&= Print Patient Counseling Guide

Enroll Patients in the TIRF REMS

Complete this form with your patient to enroll them in the TIRF REMS. A patient must be
enrolled in the TIRF REMS to receive treatment.

= Enroll Patient

Manage Patients
Manage your patients. Enter Patient Status and Opioid Tolerance, Discontinuation, and

Adverse Events of Special Interest Reporting Forms.

- Manage Patients

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
By TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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H TIRF REMS Home Prescriber ¥ Contact Us PRJane PRDoe ~

&, Prescriber
1310000000

Re-Certify Notice a
m Your TIRF REMS certification will soon expire. To dispense Transmucosal Immediate-Release
Fentanyl medicines you must: Preseriber Materials
Review the Prescriber Materials
Review each drug's Prescribing Information Prescriber Education 3
¢ CompanyPI1 .
i Prescriber Knowledge Assessment 3
e CompanyPIl2
e CompanyPI3 Prescriber Enrollment Form L3
e CompanyPl4 Patient Counseling Guide 3
¢ CompanyPI5 : .
i Patient Status and Opioid Tolerance Form &,
e CompanyPlé6
Patient Discontinuation Form L3
Review the Prescriber Education.
v Adverse Events of Special Interest
‘il Complete the Prescriber Knowledge Assessment Reporting Form -'-‘u
Prescriber FAQs L3

Complete the Prescriber Enrollment Form

Enroll in the TIRF REMS by completing the Prescriber Enroliment Form and submitting it to

the TIRF REMS.
:
Uploads must be in PDF format.
PRJane PRDoe Or drop files here
£ Certified as of 4/20/2020

Upload Enrollment Form

Edit

Counsel Patient
Before you enroll, counsel the patient on the safe use of TIRF medicines using the

Medication Guide for the prescribed TIRF medicine and the Patient Counseling Guide.

Remember to provide a copy of these materials to the patient.
e Company1lMG e Company3MG e Company5MG
e Company2ZMG e CompanydMG e Company6MG

&= Print Patient Counseling Guide

Enroll Patients in the TIRF REMS

Complete this form with your patient to enroll them in the TIRF REMS. A patient must be
enrolled in the TIRF REMS to receive treatment.

= Enroll Patient

Manage Patients
Manage your patients. Enter Patient Status and Opioid Tolerance, Discontinuation, and

Adverse Events of Special Interest Reporting Forms.

- Manage Patients

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
By TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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H TIRF REMS Home Prescriber ¥ Contact Us PRTom PRSmith v

&, Prescriber
1310000002

Re-Certify Notice i
m Your TIRF REMS certification has expired. To dispense Transmucosal Immediate-Release Fentanyi
medicines you must: 4 :
Prescriber Materials
Review the Prescriber Materials
Review each drug's Prescribing Information Prescriber Education 3
¢ CompanyPI1 .
i Prescriber Knowledge Assessment 3
e CompanyPIl2
e CompanyPI3 Prescriber Enrollment Form L3
e CompanyPl4 Patient Counseling Guide 3
¢ CompanyPI5 : .
i Patient Status and Opioid Tolerance Form &,
e CompanyPlé6
Patient Discontinuation Form L3
Review the Prescriber Education.
Adverse Events of Special Interest
Complete the Prescriber Knowledge Assessment Reporting Form X
Prescriber FAQs A
Successfully complete the Prescriber Knowledge Assessment and submit it to the TIRF Qs a
REMS.
Dr
—9
‘il Complete the Prescriber Enroliment Form

Upload Enrollment Form

Uploads must be in PDF format.

- PRTom PRSmith Or drop files here

B Ed

' Counsel Patient

N rall Patiant
- = i R 1.-""1'}.:._-.-»'!-.
Ll Tl o | o, e | il el g e e

i e

Manage Patients
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:{'{ a .I.-' L‘-E_ _::-E.'PH.-.-.J"H: '-:f-f\-l;.-r ¥iE C "":'-'c‘l

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
By TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Wholesaler

Bugl TIRF REMS

&, Prescriber
1310000002

Home Prescriber ¥ Contact Us PRTom PRSmith v

Re-Certify Notice
m Your [IRF REMS certification has expir

medicines you must:
Review the Prescriber Materials

Review each drug's Prescribing Information

(T

e CompanyPlI1
e CompanyPIl2
e CompanyPI3
e CompanyPl4
e CompanyPI5
e CompanyPlé6

Review the Prescriber Education.
B

il Complete the Prescriber Knowledge Assessment

Complete the Prescriber Enrollment Form

Enroll in the TIRF REMS by completing the Prescriber Enroliment Form and submitting it to

Dr

the TIRF REMS.

" PRTom PRSmith

' Counsel Patient

d. To dispense Transmucosal Immediate-Release Fentanyil

i e

i e

Manage Patients

‘ TIRF REMS

P

Prescriber Materials

Prescriber Education 3
Prescriber Knowledge Assessment 3
Prescriber Enrollment Form 3
Patient Counseling Guide 3
Patient Status and Opioid Tolerance Form &,
Patient Discontinuation Form 3
Adverse Events of Special Interest

Reporting Form L3
Prescriber FAQs L3

Upload Enrollment Form

Uploads must be in PDF format.

Or drop files here

B Ed

N rall Patiant
- = i R 1.-""1'}.:._-.-»'!-.
Ll Tl o | o, e | il el g e e

w
L

- : ..: I.' I" B 'a.' e b T ag =] o J'-'..:. ’E I J':; :--;
:{'{ a .I.-' L‘-E_ _::-E.'PH.-.-.J"H: '-:f-f\-l;.-r ¥iE C "":'-'c‘l

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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H TIRF REMS Home Prescriber ¥ Contact Us PRPat PRDoe ~

&, Prescriber
1310000001

| Prescriber Certification

m You must certify in the TIRF REMS to prescribe Transmucosal Immediate-Release Fentanyl
redicines. To certify please ¢ ete the owing: . :
medicin o certify p omplete the following Prescriber Materials
Review the Prescriber Materials
Review each drug's Prescribing Information Prescriber Education 3
¢ CompanyPI1 :
By Prescriber Knowledge Assessment 3
e CompanyPIl2
e CompanyPI3 Prescriber Enrollment Form L3
e CompanyPl4 Patient Counseling Guide L3
¢ CompanyPI5 : .
By Patient Status and Opioid Tolerance Form &,
e CompanyPlé6
Patient Discontinuation Form L3
Review the Prescriber Education.
Adverse Events of Special Interest
Complete the Prescriber Knowledge Assessment Reporting Form X
Prescriber FAQs A
Successfully complete the Prescriber Knowledge Assessment and submit it to the TIRF Qs a

REMS.

Dr

‘ 3 \ Complete the Prescriber Enrollment Form

Upload Enrollment Form

Enroll in the TIRF REMS by completing the Prescriber Enrollment Form and submitting it to

the TIRF REMS. Uploads must be in PDF format.

Dr
Or drop files here

PRPat PRDoe

B Edit

3 e amll s

Counsel Patient

Enroll Patients in the TIRF REMS

 ——— P

Manage Patients

e —

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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H TIRF REMS Home Prescriber ¥ Contact Us PRJane PRDoe ~

&, Prescriber
PRJane PRDoe

Prescriber

Individual NPl Number*

1310000000
First Name* Middle Initial Last Name*
PRJane Middle Initial PRDoe

Clinic / Practice Name*

Test Prescriber Practice

Specialty* Credentials*
Seciaity O MD O NP O PA O DO O Other
Address Line 1* Address Line 2
12 Parker Avenue Address Line 2
City* State* Zip Code*
Chambersburg Pennsylvania v 17201
Number* Extension Fax Email Address*
420-689-9443 nnn... 209-772-0961 PR1310000000@examoto.net
Preferred Time of Contact* Preferred Method of Contact*
() Morning () Afternoon () Evening @ Email () TexttoMobile# () Phone Call
First Name* Last Name*
PRSally StaffJones
Number* Fax Email Address*
3/8-40/-4338 Fax PRStaff@examoto.net
Preferred Time of Contact* Preferred Method of Contact*
() Morning () Afternoon () Evening () Email () TexttoMobile# @ Phone Call

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
gy TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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H TIRF REMS Home Prescriber ¥ ContactUs PRJane PRDoe ~

&, Manage Patients

' PRJane PRDoe

(Certified Prescriber

| Certified: 15th July, 2014

- Find Patient
@™ | You cansearch for a patient already registered in the TIRF REMS and transfer them to your care.

Find a patient by entering the patient's information below:

First Name Last Name Date of Birth

First Name NotFound mm/dd/yyyy

Phone Or Email

Phone Or Email

A There are errors, please correct the items below:

¢ Patient cannot be found, please contact the TIRF REMS Call Center or enroll the patient.

Manage Patients
Manage your patients. Enter Patient Status and Opioid Tolerance, Discontinuation, and Adverse Events of Special Interest Reporting Forms.

© Enroll Patient

Show 10 = entries Search My Patient List:

Edit T, Name 1| Date of Birth Il Phone || Action

= PatientJulie Williams 6/13/1970 [ Easibmation ] | Biscontinuation ‘ [ Report AESI ]

- PatientTerry Smith 9/22/1989 [ Continuation ] ‘ Discontinuation [ Report AESI ]

s PatientPat Smith 7/15/1965 [ Continuation ] | Discontinuation | [ Report AESI ]

- PatientPat Smith 6/27/1954 [ Continuation ] . Discontinuation | [ Report AESI ]

- PatientAli Smith 4/4/1962 [ Continuation ] ‘ Discontinuation ‘ [ Report AESI ]

= Edit ‘
Showing 1 to 5 of 5 entries Previous Next

Non-Compliance Policy | Privacy Policy | TermsofUse| ContactUs
gy TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-622-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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H TIRF REMS Home Prescriber ¥ ContactUs PRJane PRDoe ~

&, Manage Patients

' PRJane PRDoe

(Certified Prescriber

| B Certified: 15th July, 2014

- Find Patient
@™ | You cansearch for a patient already registered in the TIRF REMS and transfer them to your care.

Find a patient by entering the patient's information below:

First Name Last Name Date of Birth

First Name Miller mm/dd/yyyy

Phone Or Email

Phone Or Email

Match Found

® PatientJenn Miller (DOB:10/31/1985)

2 . ; : .
You may now add this patient to your Managed Patients. To reset search, hit Clear.

| Manage Patients

Manage your patients. Enter Patient Status and Opioid Tolerance, Discontinuation, and Adverse Events of Special Interest Reporting Forms.

© Enroll Patient

Show 10 =2 entries Search My Patient List:

Edit T. Name 1. DateofBirth T, Phone |! Action

- PatientJulie Williams 6/13/1970 [ S —— ] ' Discontinuation | [ Report AES] ]

- PatientTerry Smith 9/22/1989 [ Continuation ] | Discontinuation | [ Report AESI ]

S. PatientPat Smith /7/15/1965 [ Continuation ] ‘ Discontinuation | [ Report AESI ]

s PatientPat Smith 6/27/1954 [ Continuation ] ' Discontinuation [ Report AESI ]

= PatientAli Smith 4/4/1962 [ Continuation ] . Discontinuation | [ Report AESI ]

= Edit

Showing 1 to 5 of 5 entries Previous Next

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
gy TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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H TIRF REMS Home Prescriber ¥ Contact Us PRJane PRDoe ~

&, Manage Patients

PRJane PRDoe
Certified Prescriber
Certified: 15th July, 2014

bea Find Patient
@™ | You cansearchfor a patient already registered in the TIRF REMS and transfer them to your care.

‘i‘ Find a patient by entering the patient's information below:

First Name Last Name Date of Birth

First Name Last Name mm/dd/yyyy

Phone Or Email

Phone Or Email

Manage Patients

a@™ | Manage your patients. Enter Patient Status and Opioid Tolerance, Discontinuation, and Adverse Events of Special Interest Reporting Forms.

© Enroll Patient

Show 10 2 entries Search My Patient List:

Edit 7. Name 1l Date of Birth Tl Phone || Action

o PatientJulie Williams 6/13/1970 [ Continuation ] ' Discontinuation | [ Report AES] ]

- PatientTerry Smith 2/22/1989 [ Continuation ] | Discontinuation [ Report AESI ]

o/ PatientPat Smith 7/15/1965 [ Continuation ]  Discontinuation | [ Report AESI ]

o PatientPat Smith 6/27/1954 [ Continuation ] " Discontinuation [ Report AESI ]

ars PatientAli Smith 4/4/1962 [ Continuation ‘ Discontingation [ Report AESI ‘

= Edit

Showing 1 to 5 of 5 entries Previous Next

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pily TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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H TIRF REMS Home Prescriber ¥ Contact Us PRJane PRDoe ~

& Patient Discontinuation Form

Patient Discontinuation Form

E This form must be completed and submitted to the TIRF REMS by the prescriber when a patient discontinues treatment with TIRF REMS for any reason.
e PatientTerry Smith Enrolled as of 6/26/2019
Date of Birth: 9/22/1989 Mobile Phone: 920-727-3214
Address: 273 New Saddle Lane Hickory, NC 28601 Home Phone:

g Discontinuation of a TIRF Medicine

Date TIRF medicine was discontinued:

MM/DD/YYYY

Reason for discontinuation (check all that apply):

| Nolonger required to manage pain

No longer on around-the-clock Opioid
Death

Date of Death: Cause of Death:

| | Adverse event (if AESI, list below)
[ | Other (financial reasons, patient preference, etc.)

A Adverse Events of Special Interest (AESI)

Adverse events that MUST be reported to the TIRF medicines REMS:

e Accidental exposure e Addiction e Misuse
e Overdose e Abuse e Other serious adverse event

To your knowledge, has the patient experienced an adverse event of special interest while they have been using their TIRF
medicine?*

P e

() Yes (U No

If adverse events of special interest are reported, you will be contacted on behalf of the TIRF REMS for follow-up.

2" Sign B3 Type Signature

) Clear
PRJane PRDoe: Please use your mouse or stylus to sign below -

| authorize the above signature to be the legally binding equivalent of my handwritten signature.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
By TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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H TIRF REMS Home Prescriber ¥ Contact Us PRJane PRDoe ~

& Patient Discontinuation Form

Patient Discontinuation Form

E This form must be completed and submitted to the TIRF REMS by the prescriber when a patient discontinues treatment with TIRF REMS for any reason.
e PatientTerry Smith Enrolled as of 6/26/2019
Date of Birth: 9/22/1989 Mobile Phone: 920-727-3214
Address: 273 New Saddle Lane Hickory, NC 28601 Home Phone:

g Discontinuation of a TIRF Medicine

Date TIRF medicine was discontinued:

MM/DD/YYYY

Reason for discontinuation (check all that apply):

| Nolonger required to manage pain

No longer on around-the-clock Opioid
Death

Date of Death: Cause of Death:

| | Adverse event (if AESI, list below)
[ | Other (financial reasons, patient preference, etc.)

A Adverse Events of Special Interest (AESI)

Adverse events that MUST be reported to the TIRF medicines REMS:

e Accidental exposure e Addiction e Misuse

e QOverdose e Abuse e Other serious adverse event
To your knowledge, has the patient experienced an adverse event of special interest while they have been using their TIRF
medicine?*

@® Yes () No

Check all that apply

|| Experienced an overdose of their TIRF medicines medicine (Overdose - ingestion of an excessive amount of drug that is considered lethal or toxic,
either intentionally or accidentally)

|| Shown signs or symptoms of addiction to their TIRF medicines medicine (Addiction - a cluster of behavioral, cognitive, and physiological
phenomena that develop after repeated substance. Signs and symptoms include: a strong desire to take the drug, difficulties in controlling its use,
persisting in its use despite harmful consequences, a higher priority given to drug use than to other activities and obligations, increased tolerance,
and sometimes a physical withdrawal)

|_] Misused or been suspected of misusing their TIRF medicines medicine (Misuse - the use of a medicinal product without a prescription or in a
manner other than as directed by a physician, including use without a prescription of one’s own; use in greater amounts to feel euphoria (i.e. to get
high), more often, or for a period longer than prescribed; or use in any other way not directed by the prescribing physician)

| ] Abused or been suspected of abusing their TIRF medicines medicine (Abuse - intentional non-therapeutic use of a medicinal product, even once,
for its rewarding psychological or physiological or euphoric effect, and often associated with physical dependence)

|| Someone else has been accidentally exposed to the patient’s TIRF medicines medicine (Accidental exposure - unintended exposure of a
medicinal product to someone other than to whom it was prescribed)

|| Another serious adverse event (Other serious adverse event - any adverse event at any dose that results in death, is lifethreatening, requires
inpatient hospitalization, or causes prolongation of existing hospitalization)

If adverse events of special interest are reported, you will be contacted on behalf of the TIRF REMS for follow-up.

2’ Sign B3 Type Signature

PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature. BRI F=Tile BTl 1yl

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pily TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Wholesaler

Prescribing Information v

Bugl TIRF REMS

Home Prescriber Contact Us

& Adverse Events of Special Interest Reporting Form

Adverse Events of Special Interest Reporting Form

| ey
e rSe e e
LN L TR e R L

Medication Guide v

PRJane PRDoe ~

s related to accidental exposure, misuse, apuse, addiction, overdose or other serious adverse events must be reported to the TIRF REMS.

| This form must be completed to report an adverse event of special interest to the TIRF REMS for any patient taking a TIRF medicine.
e PatientTerry Smith Enrolled as of 6/26/2019
Date of Birth: 9/22/1989

Mobile Phone:

Home Phone:

Address: 273 New Saddle Lane Hickory, NC 28601

Product Name

Product Strength Dose*

Frequency®
-- Select Product -- v

A Adverse Events of Special Interest (AESI)

920-727-3214

Adverse events that MUST be reported to the TIRF medicines REMS:

¢ Accidental exposure ¢ Addiction e Misuse

e QOverdose e Abuse

e Other serious adverse event

To your knowledge, has the patient experienced an adverse event of special interest while they have been using their TIRF

medicine?*

() Yes () No

If adverse events of special interest are reported, you will be contacted on behalf of the TIRF REMS for follow-up.

2’ Sign  BERType Signature

PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature.

gy TIRF REMS

Non-Compliance Policy | Privacy Policy |

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Terms of Use |

Contact Us

Localization Version
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H TIRF REMS Home Prescriber ¥ Contact Us PRJane PRDoe ~

S, Patient Status and Opioid Tolerance Form

Patient Status and Opioid Tolerance Form
E You must compiete and submit this foarm to the TIRF REMS prior to each subsequent prescription for cutpatient use.
Prescriptions will not be authorized for dispensing until this continuation form is on file at the TIRF REMS.

e PatientTerry Smith Enrolled as of 6/26/2019
Date of Birth: 9/22/1989 Mobile Phone: 920-727-3214
Address: 273 New Saddle Lane Hickory, NC 28601 Home Phone:
Product Name* Product Strength* Dose* Frequency*

-- Select Product -- v

Concomitant Medications (check all that apply):*

] Benzodiazepines ] Barbiturates ] Prescription Insomnia Medications
a Gabapentinoids L Antipsychotics _| Other CNS depressant

_ ] Sedative Hypnotics | Sodium Oxybate _| None

] Tranquilizers ] Alcohol

] Muscle Relaxants i Prescription Cannabinoids

Medical Information

Type of Pain:*

() Cancer Pain () Non-Cancer Pain

A Adverse Events of Special Interest (AESI)

Adverse events that MUST be reported to the TIRF medicines REMS:

¢ Accidental exposure e Addiction e Misuse
e Overdose e Abuse e Other serious adverse event

To your knowledge, has the patient experienced an adverse event of special interest while they have been using their TIRF
medicine?*

(L) Yes (U No

If adverse events of special interest are reported, you will be contacted on behalf of the TIRF REMS for follow-up.

i Verify Opioid Tolerance

Opioid Moiety*

--Moiety-- v

Moiety/Strength/Route/Formulation*

Quantity* Units* Frequency*

Formulation Strength Frequency

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following
opioid regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

] 260 mg oral morphine/day ] =25 micrograms transdermal fentanyl/hour
1 =30 mg oral oxycodone/day Y- mg oral hydromorphone/day
| 225 mg oral oxymorphone/day ] 260 mg oral hydrocodone/day

] An equianalgesic dose of another opioid

[_] 1understand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and
about safe storage and disposal, and to monitor my patients appropriately.

#" Sign B3 Type Signature

cl
PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Localization Version




Wholesaler Prescribing Information v  Medication Guide v

H TIRF REMS Home Prescriber ¥ Contact Us PRJane PRDoe ~

S, Patient Status and Opioid Tolerance Form

Patient Status and Opioid Tolerance Form
E You must compiete and submit this form to the TIRF REMS prior to each subsequent prescription for cutpatient use.
Prescriptions will not be authorized for dispensing until this continuation form is on file at the TIRF REMS.

e PatientTerry Smith Enrolled as of 6/26/2019
Date of Birth: 9/22/1989 Mobile Phone: 920-727-3214
Address: 273 New Saddle Lane Hickory, NC 28601 Home Phone:
Product Name* Product Strength* Dose* Frequency*

-- Select Product -- v F

Concomitant Medications (check all that apply):*

] Benzodiazepines ] Barbiturates ] Prescription Insomnia Medications
a Gabapentinoids L Antipsychotics _| Other CNS depressant

_ ] Sedative Hypnotics | Sodium Oxybate _| None

] Tranquilizers ] Alcohol

] Muscle Relaxants i Prescription Cannabinoids

Medical Information

Type of Pain:*

() Cancer Pain () Non-Cancer Pain

A Adverse Events of Special Interest (AESI)

Adverse events that MUST be reported to the TIRF medicines REMS:

¢ Accidental exposure e Addiction e Misuse
e Overdose e Abuse e Other serious adverse event

To your knowledge, has the patient experienced an adverse event of special interest while they have been using their TIRF
medicine?*

@® Yes () No

Check all that apply

|| Experienced an overdose of their TIRF medicines medicine (Overdose - ingestion of an excessive amount of drug that is considered lethal or toxic,
either intentionally or accidentally)

| ] Shown signs or symptoms of addiction to their TIRF medicines medicine (Addiction - a cluster of behavioral, cognitive, and physiological
phenomena that develop after repeated substance. Signs and symptoms include: a strong desire to take the drug, difficulties in controlling its use,
persisting in its use despite harmful consequences, a higher priority given to drug use than to other activities and obligations, increased tolerance,
and sometimes a physical withdrawal)

| Misused or been suspected of misusing their TIRF medicines medicine (Misuse - the use of a medicinal product without a prescription or in a
manner other than as directed by a physician, including use without a prescription of one’s own; use in greater amounts to feel euphoria (i.e. to get
high), more often, or for a period longer than prescribed; or use in any other way not directed by the prescribing physician)

|| Abused or been suspected of abusing their TIRF medicines medicine (Abuse - intentional non-therapeutic use of a medicinal product, even once,
for its rewarding psychological or physiological or euphoric effect, and often associated with physical dependence)

|| Someone else has been accidentally exposed to the patient’s TIRF medicines medicine (Accidental exposure - unintended exposure of a
medicinal product to someone other than to whom it was prescribed)

| ] Another serious adverse event (Other serious adverse event - any adverse event at any dose that results in death, is lifethreatening, requires
inpatient hospitalization, or causes prolongation of existing hospitalization)

If adverse events of special interest are reported, you will be contacted on behalf of the TIRF REMS for follow-up.

8 Verify Opioid Tolerance

Opioid Moiety*

--Moiety-- v

Moiety/Strength/Route/Formulation?®

Quantity* Units* Frequency*

Formulation Strength Frequency

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following
opioid regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

LSS ey

_J 260 mg oral morphine/day _ | 225 micrograms transdermal fentanyl/hour
] 30 mg oral oxycodone/day ] >8 mg oral hydromorphone/day
L] >25 mg oral oxymorphone/day L] 60 mg oral hydrocodone/day

L] An equianalgesic dose of another opioid

| ] lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and
about safe storage and disposal, and to monitor my patients appropriately.

2" Sign B3 Type Signature

cl
PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature. JEEEIFE=Tele B37] e 1o 1

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
plly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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S, Patient Status and Opioid Tolerance Form

Patient Status and Opioid Tolerance Form
E You must compiete and submit this form to the TIRF REMS prior to each subsequent prescription for cutpatient use.
Prescriptions will not be authorized for dispensing until this continuation form is on file at the TIRF REMS.

e PatientTerry Smith Enrolled as of 6/26/2019
Date of Birth: 9/22/1989 Mobile Phone: 920-727-3214
Address: 273 New Saddle Lane Hickory, NC 28601 Home Phone:
Product Name* Product Strength* Dose* Frequency*

-- Select Product -- v F

Concomitant Medications (check all that apply):*

Benzodiazepines ] Barbiturates ] Prescription Insomnia Medications
a Gabapentinoids Antipsychotics _| Other CNS depressant
_ ] Sedative Hypnotics ] Sodium Oxybate _| None
] Tranquilizers ] Alcohol
] Muscle Relaxants i Prescription Cannabinoids
Medical Information
Type of Pain:*
(0 Cancer Pain () Non-Cancer Pain
A Adverse Events of Special Interest (AESI)
Adverse events that MUST be reported to the TIRF medicines REMS:
¢ Accidental exposure e Addiction e Misuse
e Overdose e Abuse e Other serious adverse event

To your knowledge, has the patient experienced an adverse event of special interest while they have been using their TIRF
medicine?*

@® Yes () No

Check all that apply

|| Experienced an overdose of their TIRF medicines medicine (Overdose - ingestion of an excessive amount of drug that is considered lethal or toxic,
either intentionally or accidentally)

| ] Shown signs or symptoms of addiction to their TIRF medicines medicine (Addiction - a cluster of behavioral, cognitive, and physiological
phenomena that develop after repeated substance. Signs and symptoms include: a strong desire to take the drug, difficulties in controlling its use,
persisting in its use despite harmful consequences, a higher priority given to drug use than to other activities and obligations, increased tolerance,
and sometimes a physical withdrawal)

| Misused or been suspected of misusing their TIRF medicines medicine (Misuse - the use of a medicinal product without a prescription or in a
manner other than as directed by a physician, including use without a prescription of one’s own; use in greater amounts to feel euphoria (i.e. to get
high), more often, or for a period longer than prescribed; or use in any other way not directed by the prescribing physician)

|| Abused or been suspected of abusing their TIRF medicines medicine (Abuse - intentional non-therapeutic use of a medicinal product, even once,
for its rewarding psychological or physiological or euphoric effect, and often associated with physical dependence)

|| Someone else has been accidentally exposed to the patient’s TIRF medicines medicine (Accidental exposure - unintended exposure of a
medicinal product to someone other than to whom it was prescribed)

| ] Another serious adverse event (Other serious adverse event - any adverse event at any dose that results in death, is lifethreatening, requires
inpatient hospitalization, or causes prolongation of existing hospitalization)

If adverse events of special interest are reported, you will be contacted on behalf of the TIRF REMS for follow-up.

8 Verify Opioid Tolerance

Opioid Moiety*

--Moiety-- v

Moiety/Strength/Route/Formulation?®

Quantity* Units* Frequency*

Formulation Strength Frequency

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following
opioid regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

LSS ey

_J 260 mg oral morphine/day _ | 225 micrograms transdermal fentanyl/hour
] 30 mg oral oxycodone/day ] >8 mg oral hydromorphone/day
L] >25 mg oral oxymorphone/day L] 60 mg oral hydrocodone/day

L] An equianalgesic dose of another opioid

| ] lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and
about safe storage and disposal, and to monitor my patients appropriately.

2" Sign B3 Type Signature

cl
PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature. JEEEIFE=Tele B37] e 1o 1

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
plly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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H TIRF REMS Home Prescriber ~ ContactUs PRJane PRDoe ~

&, Patient Status and Opioid Tolerance Form

Patient Status and Opioid Tolerance Form
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Prescriptions will not be authorized for dispensing until this continuation form is on file at the TIRF REMS.

& PatientTerry Smith Enrolled as of 6/26/2019
Date of Birth: 9/22/1989 Mobile Phone: 920-727-3214
Address: 273 New Saddle Lane Hickory, NC 28601 Home Phone:
Product Name* Product Strength* Dose” Frequency”

—Select Product -- v

Concomitant Medications (check all that apply):*

Benzodiazepines [ ] Barbiturates [ ] Prescription Insomnia Medications
|| Gabapentinoids Antipsychotics [] Other CNS depressant

|| Sedative Hypnotics [ ] Sodium Oxybate [ ] None

|| Tranquilizers [ ] Alcohol

[] Muscle Relaxants _] Prescription Cannabinoids

B Medical Information

Type of Pain:*

() Cancer Pain () Non-Cancer Pain

A Adverse Events of Special Interest (AESI)

Adverse events that MUST be reported to the TIRF medicines REMS:

¢ Accidental exposure ¢ Addiction ¢ Misuse

e Overdose o Abuse e (Other serious adverse event

To your knowledge, has the patient experienced an adverse event of special interest while they have been using their TIRF
medicine?*

@ Yes (U No

Check all that apply

|| Experienced an overdose of their TIRF medicines medicine (Overdose - ingestion of an excessive amount of drug that is considered lethal or toxic,
either intentionally or accidentally)

| Shown signs or symptoms of addiction to their TIRF medicines medicine (Addiction - a cluster of behavioral, cognitive, and physiological

phenomena that develop after repeated substance. Signs and symptoms include: a strong desire to take the drug, difficulties in controlling its use,

persisting in its use despite harmful consequences, a higher priority given to drug use than to other activities and obligations, increased tolerance,

and sometimes a physical withdrawal)

] Misused or been suspected of misusing their TIRF medicines medicine (Misuse - the use of a medicinal product without a prescription orin a
manner other than as directed by a physician, including use without a prescription of one's own; use in greater amounts to feel euphoria (i.e. to get
high), more often, or for a period longer than prescribed; or use in any other way not directed by the prescribing physician)

Abused or been suspected of abusing their TIRF medicines medicine (Abuse - intentional non-therapeutic use of a medicinal product, even once,
for its rewarding psychological or physiological or euphoric effect, and often associated with physical dependence)

—F

|| Someone else has been accidentally exposed to the patient’s TIRF medicines medicine (Accidental exposure - unintended exposure of a medicinal
product to someone other than to whom it was prescribed)

| Another serious adverse event (Other serious adverse event - any adverse event at any dose that results in death, is lifethreatening, requires
inpatient hospitalization, or causes prolongation of existing hospitalization)

If adverse events of special interest are reported, you will be contacted on behalf of the TIRF REMS for follow-up.

il Verify Opioid Tolerance

Opioid Moiety*

-Moiety-- v

Moiety/Strength/Route/Formulation®

Quantity* Units*® Frequency”®

Formulation

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following
opioid regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

[J =60 mg oral morphine/day [ ] 225 micrograms transdermal fentanyl/hour
[] =30 mgoral oxycodone/day | =8mgoral hydromorphone/day
L] =25 mg oral oxymorphone/day [ ] =60 mgoral hydrocodone/day

| Anequianalgesic dose of another opioid

[_] lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and
about safe storage and disposal, and to monitor my patients appropriately.

# Sign  EBType Signature

: |
PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pily TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http:/fwww.fda.gov/medwaich.
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S, Patient Status and Opioid Tolerance Form

Patient Status and Opioid Tolerance Form
E You must complete and submit this form to the TIRF REMS prior to each subseguent prescription for outpatient use.

Prescriptions will not be authorized for dispensing until this continuation form is on file at the TIRF REMS.

a» PatientTerry Smith Enrolled as of 6/26/2019
Date of Birth: 9/22/1989 Mobile Phone: 920-727-3214
Address: 273 New Saddle Lane Hickory, NC 28601 Home Phone:
Product Name* Product Strength* Dose* Frequency*

-- Select Product -- v

Concomitant Medications (check all that apply):*

Benzodiazepines ] Barbiturates i Prescription Insomnia Medications
: Gabapentinoids Antipsychotics _| OtherCNS depressant

_| Sedative Hypnotics [ ] Sodium Oxybate _| None

] Tranquilizers [ ] Alcohol

] Muscle Relaxants ] Prescription Cannabinoids

Ed Medical Information

Type of Pain:*

PO

f;:J Cancer Pain () Non-Cancer Pain

£\ Adverse Events of Special Interest (AESI)

Adverse events that MUST be reported to the TIRF medicines REMS:

e Accidental exposure ¢ Addiction e Misuse
e Overdose e Abuse e Other serious adverse event

To your knowledge, has the patient experienced an adverse event of special interest while they have been using their TIRF
medicine?*

@ Yes () No

Check all that apply

|| Experienced an overdose of their TIRF medicines medicine (Overdose - ingestion of an excessive amount of drug that is considered lethal or toxic,

either intentionally or accidentally)

] Shown signs or symptoms of addiction to their TIRF medicines medicine (Addiction - a cluster of behavioral, cognitive, and physiological
phenomena that develop after repeated substance. Signs and symptoms include: a strong desire to take the drug, difficulties in controlling its use,
persisting in its use despite harmful consequences, a higher priority given to drug use than to other activities and obligations, increased tolerance,

and sometimes a physical withdrawal)

__| Misused or been suspected of misusing their TIRF medicines medicine (Misuse - the use of a medicinal product without a prescriptionorina
manner other than as directed by a physician, including use without a prescription of one’s own; use in greater amounts to feel euphoria (i.e. to get
high), more often, or for a period longer than prescribed; or use in any other way not directed by the prescribing physician)

|| Abused or been suspected of abusing their TIRF medicines medicine (Abuse - intentional non-therapeutic use of a medicinal product, even once,
for its rewarding psychological or physiological or euphoric effect, and often associated with physical dependence)

] Someone else has been accidentally exposed to the patient’s TIRF medicines medicine (Accidental exposure - unintended exposure of a

medicinal product to someone other than to whom it was prescribed)

] Another serious adverse event (Other serious adverse event - any adverse event at any dose that results in death, is lifethreatening, requires
inpatient hospitalization, or causes prolongation of existing hospitalization)

If adverse events of special interest are reported, you will be contacted on behalf of the TIRF REMS for follow-up.

8 Verify Opioid Tolerance

Opioid Moiety*

Codeine v

Moiety/Strength/Route/Formulation®*

--Select-- v

Quantity* Units* Frequency*

Formulation Strength Frequency

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following
opioid regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

] 260 mg oral morphine/day ] >25 micrograms transdermal fentanyl/hour
(] >30 mg oral oxycodone/day (] >8 mg oral hydromorphone/day
(] 25 mg oral oxymorphone/day L] >60 mg oral hydrocodone/day

L] An equianalgesic dose of another opioid

] lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and
about safe storage and disposal, and to monitor my patients appropriately.

2 Sign B3 Type Signature

cl
PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature. 4Rl B1T] 1T

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
plly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Wholesaler Prescribing Information v  Medication Guide v

H TIRF REMS Home Prescriber ¥ Contact Us PRJane PRDoe ~

S, Patient Status and Opioid Tolerance Form

Patient Status and Opioid Tolerance Form
E You must complete and submit this form to the TIKF REMS prior to each subsequent prescription for outpatient use.
Prescriptions will not be authorized for dispensing until this continuation form is on file at the TIRF REMS.

& PatientTerry Smith Enrolled as of 6/26/2019
Date of Birth: 9/22/1989 Mobile Phone: 920-727-3214
Address: 273 New Saddle Lane Hickory, NC 28601 Home Phone:
Product Name* Product Strength* Dose* Frequency*

-- Select Product -- v - Dose Frequency

Concomitant Medications (check all that apply):*

Benzodiazepines ] Barbiturates ) Prescription Insomnia Medications
i Gabapentinoids Antipsychotics _ | Other CNS depressant

_| Sedative Hypnotics ] Sodium Oxybate _| None

) Tra nquilizers ] Alcohol

] Muscle Relaxants ] Prescription Cannabinoids

Medical Information

Type of Pain:*

() Cancer Pain () Non-Cancer Pain

A Adverse Events of Special Interest (AESI)

Adverse events that MUST be reported to the TIRF medicines REMS:

e Accidental exposure ¢ Addiction e Misuse
e Overdose e Abuse e Other serious adverse event

To your knowledge, has the patient experienced an adverse event of special interest while they have been using their TIRF
medicine?*

5

@® Yes () No

Check all that apply

|| Experienced an overdose of their TIRF medicines medicine (Overdose - ingestion of an excessive amount of drug that is considered lethal or toxic,
either intentionally or accidentally)

| Shown signs or symptoms of addiction to their TIRF medicines medicine (Addiction - a cluster of behavioral, cognitive, and physiological
phenomena that develop after repeated substance. Signs and symptoms include: a strong desire to take the drug, difficulties in controlling its use,
persisting in its use despite harmful consequences, a higher priority given to drug use than to other activities and obligations, increased tolerance,
and sometimes a physical withdrawal)

] Misused or been suspected of misusing their TIRF medicines medicine (Misuse - the use of a medicinal product without a prescriptionorin a
manner other than as directed by a physician, including use without a prescription of one’s own; use in greater amounts to feel euphoria (i.e. to get
high), more often, or for a period longer than prescribed; or use in any other way not directed by the prescribing physician)

|| Abused or been suspected of abusing their TIRF medicines medicine (Abuse - intentional non-therapeutic use of a medicinal product, even once,
for its rewarding psychological or physiological or euphoric effect, and often associated with physical dependence)

] Someone else has been accidentally exposed to the patient’s TIRF medicines medicine (Accidental exposure - unintended exposure of a
medicinal product to someone other than to whom it was prescribed)

| Another serious adverse event (Other serious adverse event - any adverse event at any dose that results in death, is lifethreatening, requires
inpatient hospitalization, or causes prolongation of existing hospitalization)

If adverse events of special interest are reported, you will be contacted on behalf of the TIRF REMS for follow-up.

8 Verify Opioid Tolerance

Opioid Moiety*

Codeine v

Moiety/Strength/Route/Formulation*

ACETAMINOPHEN/CODEINE ANHYDROUS (300 mg/60 mg) ORAL TABLET v
Quantity* Units* Frequency*
‘ j --Select-- W

Formulation Strength Frequency

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following
opioid regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

L] >60 mg oral morphine/day ] 225 micrograms transdermal fentanyl/hour
] >30 mg oral oxycodone/day [ ] =8 mg oral hydromorphone/day
] >25 mg oral oxymorphone/day ] 260 mg oral hydrocodone/day

L] An equianalgesic dose of another opioid

[ ] lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and
about safe storage and disposal, and to monitor my patients appropriately.

# Sign B3 Type Signature

. Clear
PRJane PRDoe: Please use your mouse or stylus to sign below -

| authorize the above signature to be the legally binding equivalent of my handwritten signature. EEIF=( BTl 8101 11 1) s

Non-Compliance Policy | Privacy Policy | TermsofUse| ContactUs
pily TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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H TIRF REMS Home Prescriber ¥ Contact Us PRJane PRDoe ~

S, Patient Status and Opioid Tolerance Form

Patient Status and Opioid Tolerance Form
E You must complete and submit this form to the TIRF REMS prior to each subseguent prescription for outpatient use.

Prescriptions will not be authorized for dispensing until this continuation form is on file at the TIRF REMS.

a» PatientTerry Smith Enrolled as of 6/26/2019
Date of Birth: 9/22/1989 Mobile Phone: 920-727-3214
Address: 273 New Saddle Lane Hickory, NC 28601 Home Phone:
Product Name* Product Strength* Dose* Frequency*

-- Select Product -- v

Concomitant Medications (check all that apply):*

Benzodiazepines ] Barbiturates i Prescription Insomnia Medications
: Gabapentinoids Antipsychotics _| OtherCNS depressant

_| Sedative Hypnotics [ ] Sodium Oxybate _| None

] Tranquilizers [ ] Alcohol

] Muscle Relaxants ] Prescription Cannabinoids

Ed Medical Information

Type of Pain:*

PO

f;:J Cancer Pain () Non-Cancer Pain

£\ Adverse Events of Special Interest (AESI)

Adverse events that MUST be reported to the TIRF medicines REMS:

e Accidental exposure ¢ Addiction e Misuse
e Overdose e Abuse e Other serious adverse event

To your knowledge, has the patient experienced an adverse event of special interest while they have been using their TIRF
medicine?*

@ Yes () No

Check all that apply

|| Experienced an overdose of their TIRF medicines medicine (Overdose - ingestion of an excessive amount of drug that is considered lethal or toxic,

either intentionally or accidentally)

] Shown signs or symptoms of addiction to their TIRF medicines medicine (Addiction - a cluster of behavioral, cognitive, and physiological
phenomena that develop after repeated substance. Signs and symptoms include: a strong desire to take the drug, difficulties in controlling its use,
persisting in its use despite harmful consequences, a higher priority given to drug use than to other activities and obligations, increased tolerance,
and sometimes a physical withdrawal)

__| Misused or been suspected of misusing their TIRF medicines medicine (Misuse - the use of a medicinal product without a prescriptionorina
manner other than as directed by a physician, including use without a prescription of one’s own; use in greater amounts to feel euphoria (i.e. to get
high), more often, or for a period longer than prescribed; or use in any other way not directed by the prescribing physician)

|| Abused or been suspected of abusing their TIRF medicines medicine (Abuse - intentional non-therapeutic use of a medicinal product, even once,
for its rewarding psychological or physiological or euphoric effect, and often associated with physical dependence)

] Someone else has been accidentally exposed to the patient’s TIRF medicines medicine (Accidental exposure - unintended exposure of a
medicinal product to someone other than to whom it was prescribed)

] Another serious adverse event (Other serious adverse event - any adverse event at any dose that results in death, is lifethreatening, requires
inpatient hospitalization, or causes prolongation of existing hospitalization)

If adverse events of special interest are reported, you will be contacted on behalf of the TIRF REMS for follow-up.

8 Verify Opioid Tolerance

Opioid Moiety*

Codeine v

Moiety/Strength/Route/Formulation®*

ACETAMINOPHEN/CODEINE ANHYDROUS (300 mg/60 mg) ORAL TABLET v
Quantity* Units* Frequency*
2 tablet(s) v --Select-- v

Formulation Strength Frequency

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following
opioid regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

] 260 mg oral morphine/day ] >25 micrograms transdermal fentanyl/hour
(] >30 mg oral oxycodone/day (] >8 mg oral hydromorphone/day
(] 25 mg oral oxymorphone/day L] >60 mg oral hydrocodone/day

L] An equianalgesic dose of another opioid

] lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and
about safe storage and disposal, and to monitor my patients appropriately.

2 Sign B3 Type Signature

cl
PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature. 4Rl B1T] 1T

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
plly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Fat

Localization Version




Wholesaler Prescribing Information v  Medication Guide v

H TIRF REMS Home Prescriber ¥ ContactUs PRJane PRDoe ~

S, Patient Status and Opioid Tolerance Form

Patient Status and Opioid Tolerance Form
E You must complete and submit this form to the TIRF REMS prior to each subseguent prescription for outpatient use.

Prescriptions will not be authorized for dispensing until this continuation form is on file at the TIRF REMS.

a» PatientTerry Smith Enrolled as of 6/26/2019
Date of Birth: 9/22/1989 Mobile Phone: 920-727-3214
Address: 273 New Saddle Lane Hickory, NC 28601 Home Phone:
Product Name* Product Strength* Dose* Frequency*

-- Select Product -- v

Concomitant Medications (check all that apply):*

Benzodiazepines ] Barbiturates i Prescription Insomnia Medications
: Gabapentinoids Antipsychotics _| OtherCNS depressant

_| Sedative Hypnotics [ ] Sodium Oxybate _| None

] Tranquilizers [ ] Alcohol

] Muscle Relaxants ] Prescription Cannabinoids

Ed Medical Information

Type of Pain:*

PO

f;:J Cancer Pain () Non-Cancer Pain

£\ Adverse Events of Special Interest (AESI)

Adverse events that MUST be reported to the TIRF medicines REMS:

e Accidental exposure ¢ Addiction e Misuse

e Overdose e Abuse e (Other serious adverse event

To your knowledge, has the patient experienced an adverse event of special interest while they have been using their TIRF
medicine?*

@ Yes () No

Check all that apply

|| Experienced an overdose of their TIRF medicines medicine (Overdose - ingestion of an excessive amount of drug that is considered lethal or toxic,

either intentionally or accidentally)

] Shown signs or symptoms of addiction to their TIRF medicines medicine (Addiction - a cluster of behavioral, cognitive, and physiological
phenomena that develop after repeated substance. Signs and symptoms include: a strong desire to take the drug, difficulties in controlling its use,
persisting in its use despite harmful consequences, a higher priority given to drug use than to other activities and obligations, increased tolerance,

and sometimes a physical withdrawal)

__| Misused or been suspected of misusing their TIRF medicines medicine (Misuse - the use of a medicinal product without a prescriptionorina
manner other than as directed by a physician, including use without a prescription of one’s own; use in greater amounts to feel euphoria (i.e. to get
high), more often, or for a period longer than prescribed; or use in any other way not directed by the prescribing physician)

|| Abused or been suspected of abusing their TIRF medicines medicine (Abuse - intentional non-therapeutic use of a medicinal product, even once,

for its rewarding psychological or physiological or euphoric effect, and often associated with physical dependence)

] Someone else has been accidentally exposed to the patient’s TIRF medicines medicine (Accidental exposure - unintended exposure of a
medicinal product to someone other than to whom it was prescribed)

] Another serious adverse event (Other serious adverse event - any adverse event at any dose that results in death, is lifethreatening, requires
inpatient hospitalization, or causes prolongation of existing hospitalization)

If adverse events of special interest are reported, you will be contacted on behalf of the TIRF REMS for follow-up.

8 Verify Opioid Tolerance

Opioid Moiety*

--Moiety-- v

Moiety/Strength/Route/Formulation®*

Quantity* Units* Frequency*

Formulation Strength Route Dose Frequency

ACETAMINOPHEN/CODEINE ANHYDROUS TABLET 300 mg/60 mg ORAL  2tablet(s) Three Times a Day m

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following
opioid regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

L] >60 mg oral morphine/day ] 225 micrograms transdermal fentanyl/hour
L] =30 mg oral oxycodone/day [ ] >8 mg oral hydromorphone/day
] 25 mg oral oxymorphone/day ] >60 mg oral hydrocodone/day

L] An equianalgesic dose of another opioid

|| lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and
about safe storage and disposal, and to monitor my patients appropriately.

2 Sign E3 Type Signature
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| authorize the above signature to be the legally binding equivalent of my handwritten signature. B4Rl B 1131

Non-Compliance Policy | Privacy Policy | TermsofUse| ContactUs
plly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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If sdverse events of special interest are reported, you will be contacted on behalf of the TIRF REMS for follow-un.

§ Verify Opicid Tolerance

Dpioid Moiety*

Oneycodone A

Moiety/Strength/Route/Farmulation®

CCODOME |
T ODONE
ODOMET,
CROCODOME
COCRCOTONE
OO ODOME
CODO!

KTEMNDED RELEASE
EXTENDED RELEASE
XTENDED RELEASE

{10 mg; DRAL TABLET
15 g} DRAL TABLET

f the falion

CROTODON
COORCDDOME ¢

#S5En @ Tee Signature

a— =

PRIzne PROce: Piase Lz

| sutharize the 3 bove signature to be the e, inding eg it of vy hanc

iy TIRF REMS

Toreport sy SUSPECTELADV]




Contact Us  PRYane PRDoe

Bag TIRF REMS

& PatientTarry Smith
e of Birth 92319¢e0
Addrasz: 272 New Szddle Lan= Hickary, MC 22601
Product Name* Product Strength* Cose*

ot Product — W Tz

Cencomitant Medicstions (check a1l that zpply):”

O Eareodizrepines (] O Prascripticn Insarmniz My
O antipsychotics [ Other CNS depressam
O sadiumChevate O %ars
O Aicoha
O Prescriptian Caa

& Medical Information

Type of Pain:*

O Can

Psin (O Mon-Cancer Fain

dk Adversa Events of Special Interest [AESH)

Adverse events that MUST be reported ta the TIRF medicines REMS

= Addiction -

use

- s = Ao = Other serous o

Ta your knowledge, has the patient experisnced an adverse event of special interest while thay have been using their TIRF
medicine?’

If sdvarse events of special interest are renarted, you will be contacted on beh the TIRF REMS fzr faliow-ua.

¥ Verify Opioid Tolerance

Opioid Moiety*

Cocpendone W

A
F S
fthe following
DO COOMEACETAN M f /325 mz) ORAL TABLET
T ODOMEACETAMINGPHEN Z25mg ORALSOLUTION
RAL SOLUTICN
b
me/ 400 mz) ORAL TABLET, FILM COATED 0
" - s v seansrins muns s paF AEN

T MY patients soprapr

#5gn @ Tpe Signamre

PRJane PRDpe: Pl=ase L3

siznais

I zathas

Sign and Sabmit

My TIRF REMS

oreport any SUSPECTECHADV] REACTIONS, contact the TIRF REMES Cal




Bag TIRF REMS Homie:  Prasaiibes

PRlane PRDoe

/262019

o/22/19¢0 910-727-2214

272 New Saddle Lare Hickory, NC 22601 Home Phone:

Product Name® Product Strength’ Dose* Frequency”

--Sedact Prodi b Jase Fregoen

Cencamitant Medicztions (chack zil that zpply):”

O Frascription Inzam

Oe

Ooooao

B Medical Information

Type of Pain-"

[oR=

rPain ) Mon-Cancer Fain

dk Adversa Events of Special Intarest [AESI)

Adverse events that MUST be reported to the TIRF medicines REMS:

s Misuse

exposure .

= Oth

rozze . rserious

interast while they have been usin

Ta your knowledge, has the patient experienced an adverse svent of speci
madicine?”

O ¥e O No

If adverse events of special interest are reparted, you will be contacted on behslf of the TIRF REMS for foliow-un.

W\erify Opioid Telerance

Opioid Moiety*

Creymorphians b

f the fallowing

RPHONE HY
ORPHONE HYDROCHLORII ELET, EXTENDED RELEASE

regimens daily and has been prescribed this regimen(s) for one week or longer (check all th,

5 transdermal fertamydhour

marghireday

= coycodaneiday raremerphere day

ther oicid

cines and my obiiz:

= starage and disposal, and ta monitor my pat

#3gn & Tyoe Sgnature

sstosmmbesy ==

iy TIRF REMS

To report amy SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Cender




Bag TIRF REMS

st the TIRF REMS.

9/22/192%
272 New Saddle Lane Hickory, RC 22601

Product Name"® Product Strength® Dose” Frequency”
--Ealect Product — W e EOENE:
Concomitant Medications [check all that apply):®

O Beroodisrepines O Barhitusrates

Antipsychotics

Sodium Cxy;

(]
]
o
(]

O #usce Smlzuanes

B Medical Information

Type of Pain:*

O Cancer Psin O Noa-Cance:

dk Adverse Events of Special Interest [AESI)

Adverse events that MUST be reported to the TIRF madicines REMS;

Ta yaur knowledge, has the patient experienced an adverse event of special interest while they have been using their TIRF
medicine?”

Q¥ O Ne

erse events of special interest are reported, you will be contacted on behalf of the TIRF REMS fo

i Werify Opicid Tolerance

Opiaid Maiety*
Penitzzocine e

Moiety/Strength/Route/F

Pztiznts must ramain on sround -the-clock opizids while taking 2 TIRF med

ne:

} ene ar more of the followi

This patient is opicid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine]

opicid regimens daily and has been prescribed this regimenis) for one week ar lonzer (check all that apaly}:*

aral marghine ay

micrograms iransdermal fentamyd,

O = 20mg orsl ocpeodoneday O 22 mgors hydromerphane/day

O 2 25me orst coymarshane

i dase of anather ogioid

and the rizks of TIRF e
starage and disposal

ires and mmy obfigats nts about the TIRF AEMS and

i Ty Signature

PRJane PRDos: Pizass use vow

o= signature to be the leg=y binding ecuivalent of my han

‘ TIRF REMS

report any SUSPECTECH AW REACTIONS, contact the TIRF REMS Coll Center ot 1-RE6A-S




H TIRF REMS Home Prescrizer - Contssils  PRJzne PRDoe

& PatientTarry Smith

Date of Dirth: 92319¢e0
272 New Szddle Lan= Hickary, MC 22601

Product Name* Product Strength* Cose* Frequency”

ot Product — W

Cencomitant Medicstions (check a1l that zpply):”

O Bsrhiturstes O Prescriptizn Insarniz Medications

Antipsythotics

Sadium Oy

Alohal

Ooooao

O #izoealz Prascripsion Czanzainsits

& Medical Information

Type of Pain:*

oo

r Pain (0 hon-Cance:

dk Adversa Events of Special Interest [AESH)

Adverse events that MUST be reported ta the TIRF medicines REMS

= Other serous o

Ta your knowledze, has the patient experisnced an adverse event of special inverest while they have besn us

medicine?

M5 For follow-un.

B Verify Opicid Tolerance

Opioid Moiety*

Tapantadal b

Moiety!Strength/Routa/Farmu

S ORALTABLET
{100MGI DRAL TABLET
{SOMG] ORAL TABLE'

Thiz patient is onioid talerant because he/she is currently prescribed (exclusive of a TIRF medicine] one ar more af the fallowing

opicid regimens daily and has been prescribed this regiments) for one week or longer (check all that apalyl:*
O 2 80 mgors! morghineday O 225 microgrsms sransdermal fentamyihaur

socpendane/day O 28 mgorat hydromorphane day

O zs0

O z30me

O 2 25me orsl ooymonphans/e: £ aral hydrocodoneday

O Anequi

esic dose of another ogi

O | understsng the risks of TIRF F medicines prescriber to educatemy patients about the TIRF REMS snd

#5gn @ Tpe Signamre

PRJane PRDoe: P

re t2 be the lezaly b

Izath

My TIRF REMS

SUSPECTED ADVERSE REACTIONS, contoct the TIRF REMS Call Center o2 1-866-4




" TIRF REMS Hame FBrescrier - Contsctls  PRJane PRDce

& PatientTerry Smith

Date of Birth: $/22/192%

Address: 272 New Saddle Lane Hickary, WC 22601

Product Name* Product Strength’ Dose* Freguency”
= Bedact Product - b = =te

O Barkit

O Antipsvchotics

O Sadium Onbate O %one
O Tranquilizers O &scohal
O m. O Preseription Can

8 Medical Information

Type of Pain:*

O Cancer Pain O Mon-Cancer

dk Adverse Events of Special Interest [AESH)

Adverse events that MUST be reported to the TIRF medicines REMS:

derts exposare - = Misuse

= Otherserous 3d:

rozse .

=

Ta yaur knowladze, haz the patient sxperisncad an zévarss evant of spacial intarast while they have besn uzi
medicine?’

thair TIRF

QO ¥ O Mo

If sdverse events of special &

est are resorted. you will b= contacted on beh:

lfow-uo.

B Verify Opioid Tolerance

Opioid Moiety*

A

ELEASE

TABLET, FILM COATED -

TRAMADOL (200 mg;
TRAMADOL {100 m

RAL TABLET, EXTENDED

TRAMADCL
TRAMADOL {100 mg
TRAMADOL HYDRO
TRAl
TRAMADOL HYDROCH
TRAMADOUACETAMINOPHEN [
& S0E el Dot odone ey I = e oral vdromon phane day.

O =4

fthe following

O = 25mg orst oorrmarahan aral hydrocodaneiday

O anequ

aizesic dose of another opioid

O | ungerstnd the ricks of TIRF medicines and my obiizations 2= 3 TIRFm,
sbaut

my patients about the Tl

' patients sapro
#Fgn @ Tyee Spnewre

PRJane PRDps: Flagce uge vour mouse or 5

| zutharize the sbave signature to be the lega!

& ecuivalent of my han:

en siznature. SRS LERLETLL

‘ TIRF REMS pliance Policy, | PrivacyPolicy | JermsofUse| Contactls

Tareport ary SUSPECTED ADVERSE REACTIONS, comtoct the TIRF REMS Call Center o2 1-866-4 -FObé- 2083 or buttriwswnw Sda powimedwatch.




Baf TIRF REMS

& Patient Status and Opioid Tolerance Form

Hame Prescriser

PRJane PRDce

2211929

Praduct Name*®

W

= Selact Produc

Product Strength®

272 New Saddle Lane Hickary, BT 22601

Cencomitant Medications (check all that applyl:"

O Eercedizzepines

pantingics

Ooooao

B Medical Information

(]

(5 o )

920-727-2214

Frequency®

Type of Pain:"

0 Cance

2in (O Nom-Cancer

Ak Adversa Events of Special Interest [AESH)

Adverse events

13 mpasare

Toyour knowledze, has the patiant exoeriznced an adverse event of specizl interast while they have been ugir

meadicine?*

s O Mo

T MUST be reported to the TIRF medicines REMS:

= Misoss

= Otherserouss

£ their TIRF

IF adverse events of special interest are renorted. you wiil be contacted on behalf of the TIRF REMS for foliow-ua.

i Verify Opioid Tolerance

Opiaid Moiety®

Codeine b

Moisty:

trength/Routa/Farmul
ACETAM |NCH

Qua

ents must remai

This patient is opioi|

opicid regimens da
O zé0me
O 2 30mgorsi ocreodeneday
O zz5mz=

O anequi

[ | unersiang the risks of

i Type Signature.

# Sizn

PRIzne PROG:

lse haishe iz cu,

prescribed th

regimenis] far one week ar iong

O =23

check afl that apoly]

icrograms wansderma il haur

O 2 8 meg orsi hydromorphane day

vaur mouse or stylus o s beiow

Bl TIRF REMS

nature to b the lezaly

t of mmy han

Tareport amy SUSPECTE D ADVERSE REACTIOMS, contact the TIRF REMS Call Cenfer 2t 1-B66-222-1483 or FDA 2t 200-F D 2088 or btm/fwww fda powimedwatch.




Bugl TIRF REMS

& Patient Enrollment

Medication Guide v

Wholesaler

Prescribing Information v

Home Prescriber ~ Contact Us PRJane PRDoe *

Patient Information

Date of Birth*

First Name* M.I. Last Name*
First Name Middl Last Name

Sex

(O Male () Female ) Other

Race (check all that apply)

[ | White
[ | Asian

| Black or African American

Address Line 1*
Address Line 1
City*

City

Email Address”® Number?

Email Address

Preferred Time of Contact*

() Morning () Afternoon () Evening

Is there a child in the home or are you a caregiver of small children?”*

() Yes () No

Patient Representative (if required)

nnN-nnn-nnnn

mm/dd/yyyy

Are you Hispanic or Latino?

_ Yes \_/No

(] American Indian or Alaska Native

|| Native Hawaiian or Other Pacific Islander
] Other (please specify)

Address Line 2

Address Line 2

State* Zip Code*

State Zip Code

()Home Phone () Mobile Phone

Preferred Method of Contact*

() Email () TexttoMobile# () PhoneCall () Postal Mail

Do you have a safe and secure place to store your medicine?*

Q Yes '/

First Name Last Name
First Name Last Name
Number Email Address

nNN-nNn-nnnn Email Address

Relationship

Mother, Father...

Patient / Guardian Agreement

You have four options to obtain the patient’s signature. Sharing your device or providing the patient a QR Code will allow for them to sign
the agreement in your office. It may take more time for a patient to receive an email. To use a printed form, you will need to print,
complete, sign and either upload or fax the form to the cal
to two (2) business days from receipt.

. P e g e o
y - = 1E=da B als . ].r-!_';__[._
= RSN SV YO VIt

The following sections to be completed by the prescriber

Prior TIRF Use within the last 6 months:*

Product Name* Product Strength* Dose*

W

-- Select Product --

Type of Pain:*

Concomitant Medications (check all that apply):*

U Verify Opioid Tolerance
Opioid Moiety*

--Moiety--

Moiety/Strength/Route/Formulation®*

Quantity* Units* Frequency*

| center. The call center will then process the form. The processing may take up

oy
:rJ' I'i-_l'- A
-: r:r.'—Al-_-!..E.

I, ey
&= Fring
—' = Al

Frequency®

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently pr

regimens daily and has been prescribed this regimen(s) for o

# Sign B Type Signature

escribed (exclusive of a TIRF medicine) one or more of the following opioid
ne week or longer (check all that apply):*

pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call

1 “t'E'_‘E . -y ;"-’;_ 1 e ."'r"'t'"-'"f -
. Tl AN by | ‘1T E
-..-l‘-_'f '\-_.ldl'-url.'nu."-d'--r--' ..-.-*.-f—rn-u-!-- .-1-.»1-'

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs

Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Localization Version



Wholesaler Prescribing Information v  Medication Guide v

H TIRF REMS Home Prescriber ¥ ContactUs PRJane PRDoe ~

®, Patient Enrollment

Patient Information

First Name* M.I. Last Name* Date of Birth*
Megan Middl Brown 07/14/2000

Sex Are you Hispanic or Latino?

(OMale  OFemale O Other OYes  ONo

Race (check all that apply)

] White [_| American Indian or Alaska Native
| Asian [_| Native Hawaiian or Other Pacific Islander
] Black or African American [] Other (please specify)
Address Line 1* Address Line 2
Address Line 1 Address Line 2
City* State* Zip Code*
City State v Zip Code
Email Address” Number*
Megan.Brown@examoto.net nNN-NNN-NNnn ( )Home Phone () Mobile Phone
Preferred Time of Contact* Preferred Method of Contact*
() Morning () Afternoon () Evening () Email () TexttoMobile# () PhoneCall () Postal Mail
Is there a child in the home or are you a caregiver of small children?* Do you have a safe and secure place to store your medicine?”
(O Yes (O No O Yes O No
First Name Last Name Relationship
First Name Last Name Mother, Father...
Number Email Address
nnn-nnn-nnnn Email Address

Patient / Guardian Agreement

You have four options to obtain the patient’s signature. Sharing your device or providing the patient a QR Code will allow for them to sign
the agreement in your office. It may take more time for a patient to receive an email. To use a printed form, you will need to print,
complete, sign and either upload or fax the form to the call center. The call center will then process the form. The processing may take up
to two (2) business days from receipt.

q 1 = 1 = r |
“ l I|=—|:=~-,. W ( - N
I, i | [ ':4_?_ 4-.- L = A
Ol oo Rfes T mes® Demisirde MD Ceade . Drmdt DONE
Share My Device Provide QR Code Send Email Print PDF
Use this option to send your
atient an email to sign the
o
agreement at a later time.
M Sign on My Device M- Sign on Patient's Phone # Send Email & Print PDF

The following sections to be completed by the prescriber

Medical Information

Prior TIRF Use within the last 6 months:*

() Yes () No

Product Name* Product Strength* Dose* Frequency*

-- Select Product-- v - Dos

Frequency

g

Type of Pain:*

() Cancer Pain () Non-Cancer Pain

Concomitant Medications (check all that apply):*

[] Benzodiazepines ] Barbiturates [] Prescription Insomnia Medications
[] Gabapentinoids [] Antipsychotics (] Other CNS depressant

[ | Sedative Hypnotics [ | Sodium Oxybate [ ] None

[] Tranquilizers | Alcohol

] Muscle Relaxants ] Prescription Cannabinoids

Il Verify Opioid Tolerance

Opioid Moiety*

--Moiety-- v

Moiety/Strength/Route/Formulation*

Quantity* Units* Frequency*

Formulation Strength Frequency

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following opioid
regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

] >60 mg oral morphine/day ) 225 micrograms transdermal fentanyl/hour
] =30 mg oral oxycodone/day ] =8 mg oral hydromorphone/day
(] =25 mg oral oxymorphone/day L] =60 mg oral hydrocodone/day

|| An equianalgesic dose of another opioid

[ ] lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and about safe storage
and disposal, and to monitor my patients appropriately.

2" Sign B3 Type Signature

cl
PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature. Sign and Submit

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.




Wholesaler Prescribing Information v  Medication Guide v

H TIRF REMS Home Prescriber ¥ Contact Us PRJane PRDoe v

&, Patient Enroliment

Patient Information

First Name* M.I. Last Name* Date of Birth*
Megan Middl Brown 07/14/2000

Sex Are you Hispanic or Latino?

() Male (O Female O Other OYes ONo

Race (check all that apply)

] White (] American Indian or Alaska Native
] Asian ] Native Hawaiian or Other Pacific Islander
[_] Black or African American ] Other (please specify)
Address Line 1* Address Line 2
Address Line 1 Address Line 2
City* State* Zip Code*
City State bed Zip Code
Email Address” Number®
Megan.Brown@examoto.net nnn-nnn-nnnn ()Home Phone () Mobile Phone
Preferred Time of Contact* Preferred Method of Contact*
() Morning () Afternoon () Evening () Email () TexttoMobile# () PhoneCall () Postal Mail
Is there a child in the home or are you a caregiver of small children?* Do you have a safe and secure place to store your medicine?*
O Yes O No O Yes O No

Patient Representative (if required)

First Name Last Name Relationship

Ry T 1 z Pl Y, (e W R AR e 1] Mg
FIFST INahe a5t IName IV1!,-L_|1.':!, rather...

Number Email Address

wll el

Patient / Guardian Agreement

You have four options to obtain the patient’s signature. Sharing your device or providing the patient a QR Code will allow for them to sign
the agreement in your office. It may take more time for a patient to receive an email. To use a printed form, you will need to print,
complete, sign and either upload or fax the form to the call center. The call center will then process the form. The processing may take up
to two (2) business days from receipt.

QR Code Send Email Print PD

Use this option to send your
patient an email to sign the

agreement at a later time.

||a-.-;_‘ I};‘-:E :‘.:-_"E:'T: I:_-,_.'_-'-_-'\_. R I"'i'h._..:: "‘-Q—Tj?:_jl_i:_:._—_,;,,‘_-__ :F!. : _,--i-__ EI:,-:,-_::‘ =- - a :a-.::..;-:-_:,.:-r'_,."'-_.;;__—_h- -}E_;-_: = ‘1:':':!.“_—:‘&?-"—.‘:-__. - ; "= s . -.: .—'—:A—.-\:".--:r::--.:
A~ Sign on My Device #- Sign on Patient’s Phone # Send Email & Print PDF
\ ] § =L by

The following sections to be completed by the prescriber

Medical Information

Prior TIRF Use within the last 6 months:*
O Yes O No

Product Name* Product Strength* Dose* Frequency*

-- Select Product-- v Dos Freqguency

D

Type of Pain:*

() Cancer Pain () Non-Cancer Pain

Concomitant Medications (check all that apply):*

[] Benzodiazepines | Barbiturates [] Prescription Insomnia Medications
[] Gabapentinoids Antipsychotics [] Other CNS depressant

] Sedative Hypnotics ] Sodium Oxybate ] None

[ Tranquilizers | Alcohol

] Muscle Relaxants [ Prescription Cannabinoids

il Verify Opioid Tolerance

Opioid Moiety*

--Moiety-- v

Moiety/Strength/Route/Formulation®*

Quantity* Units* Frequency*

Formulation Strength Frequency

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following opioid
regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

|| 260 mg oral morphine/day (] =25 micrograms transdermal fentanyl/hour
] 230 mg oral oxycodone/day ] >8 mg oral hydromorphone/day

] =225 mg oral oxymorphone/day ] =60 mg oral hydrocodone/day

(] An equianalgesic dose of another opioid

] lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and about safe storage
and disposal, and to monitor my patients appropriately.

?" Sign B3 Type Signature

cl
PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature. T4 T BT o]0 «

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
ply TIRF REMS

Toreport any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.




Wholesaler Prescribing Information v  Medication Guide v

H TIRF REMS Home Prescriber ~ Contact Us PRJane PRDoe *

& Patient Enrollment

Patient Information

First Name* M.I. Last Name* Date of Birth*
Megan Middl Brown 07/14/2000

Sex Are you Hispanic or Latino?

O Male () Female () Other OYes ONo

Race (check all that apply)

] White (| American Indian or Alaska Native
| Asian || Native Hawaiian or Other Pacific Islander
[_] Black or African American ] Other (please specify)
Address Line 1* Address Line 2
Address Line 1 Address Line 2
City* State* Zip Code*
City State v Zip Code
Email Address” Number”*
Megan.Brown@examoto.net nNN-NNN-nnNnn (JHome Phone () Mobile Phone
Preferred Time of Contact* Preferred Method of Contact*
() Morning () Afternoon () Evening () Email () TexttoMobile# () PhoneCall () Postal Mail
Is there a child in the home or are you a caregiver of small children?”* Do you have a safe and secure place to store your medicine?*
() Yes (U No O Yes O No

Patient Representative (if required)

First Name Last Name Relationship
First Name Last Name Mother, Father...
Number Email Address
nnN-nNN-nnnn Email Address

Patient / Guardian Agreement

You have four options to obtain the patient’s signature. Sharing your device or providing the patient a QR Code will allow for them to sign
the agreement in your office. It may take more time for a patient to receive an email. To use a printed form, you will need to print,
complete, signh and either upload or fax the form to the call center. The call center will then process the form. The processing may take up
to two (2) business days from receipt.

I . 1 = Y' _ B o ‘I_.._._.Ir
o [l » N rfL
T —r > -
— Paad (== |
L = | |} L= 3
e m— == — T
- = ”:".;J-‘:H—ﬁ - n-;?'.'i'--;- =;,"~:-- ey :-"'.-i-- ] :4:"-:_ 4";:‘.;-: -.-—:':-.uﬂ - ]_’1_"1..-_.:',"_:..- E X :"-é"-:_._'-- .I_T"::
1are My Device Provide QR Code Send Email ’rint PDF

Use this option to send your
patient an email to sign the
agreement at a later time.

e g T
=t [y

L Conbn MyDesien.
M- Sign on My Device

Yhone 5 1 Deiné DRC
'none J A Send Email & Print PDF

The following sections to be completed by the prescriber

Medical Information

Prior TIRF Use within the last 6 months:*

() Yes () No

Product Name* Product Strength* Dose* Frequency?*

-- Select Product-- v 4 Dose Frequency

Type of Pain:*

() Cancer Pain () Non-Cancer Pain

Concomitant Medications (check all that apply):*

[ ] Benzodiazepines || Barbiturates [] Prescription Insomnia Medications
[ Gabapentinoids Antipsychotics ] Other CNS depressant

[ ] Sedative Hypnotics ] Sodium Oxybate ] None

|| Tranquilizers [ | Alcohol

[ | Muscle Relaxants [ Prescription Cannabinoids

i Verify Opioid Tolerance

Opioid Moiety*

--Moiety-- v

Moiety/Strength/Route/Formulation*

Quantity* Units* Frequency*

Formulation Strength Frequency

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following opioid
regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

(] =60 mg oral morphine/day ] =25 micrograms transdermal fentanyl/hour
(] >30 mg oral oxycodone/day (] >8 mg oral hydromorphone/day
] >25 mg oral oxymorphone/day ] =60 mg oral hydrocodone/day

[ | An equianalgesic dose of another opioid

[ ] lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and about safe storage
and disposal, and to monitor my patients appropriately.

?’ Sign B3 Type Signature

cl
PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature. ST BTl B1V] 1101

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Localization Version



Wholesaler Prescribing Information v  Medication Guide v

H TIRF REMS Home Prescriber ~ Contact Us PRJane PRDoe *

& Patient Enrollment

Patient Information

First Name* M.I. Last Name* Date of Birth*
Megan Middl Brown 07/14/2000

Sex Are you Hispanic or Latino?

O Male () Female () Other OYes ONo

Race (check all that apply)

] White (| American Indian or Alaska Native
| Asian || Native Hawaiian or Other Pacific Islander
[_] Black or African American ] Other (please specify)
Address Line 1* Address Line 2
Address Line 1 Address Line 2
City* State* Zip Code*
City State v Zip Code
Email Address” Number”*
Megan.Brown@examoto.net nNN-NNN-nnNnn (JHome Phone () Mobile Phone
Preferred Time of Contact* Preferred Method of Contact*
() Morning () Afternoon () Evening () Email () TexttoMobile# () PhoneCall () Postal Mail
Is there a child in the home or are you a caregiver of small children?”* Do you have a safe and secure place to store your medicine?*
() Yes (U No O Yes O No

Patient Representative (if required)

First Name Last Name Relationship
First Name Last Name Mother, Father...
Number Email Address
nnN-nNN-nnnn Email Address

Patient / Guardian Agreement

You have four options to obtain the patient’s signature. Sharing your device or providing the patient a QR Code will allow for them to sign
the agreement in your office. It may take more time for a patient to receive an email. To use a printed form, you will need to print,
complete, signh and either upload or fax the form to the call center. The call center will then process the form. The processing may take up
to two (2) business days from receipt.
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Use this option to send your
patient an email to sign the
agreement at a later time.

e g T
=t [y

L Conbn MyDesien.
M- Sign on My Device

Yhone 5 1 Deiné DRC
'none J A Send Email & Print PDF

The following sections to be completed by the prescriber

Medical Information

Prior TIRF Use within the last 6 months:*

() Yes () No

Product Name* Product Strength* Dose* Frequency?*

-- Select Product-- v 4 Dose Frequency

Type of Pain:*

() Cancer Pain () Non-Cancer Pain

Concomitant Medications (check all that apply):*

[ ] Benzodiazepines || Barbiturates [] Prescription Insomnia Medications
[ Gabapentinoids Antipsychotics ] Other CNS depressant

[ ] Sedative Hypnotics ] Sodium Oxybate ] None

|| Tranquilizers [ | Alcohol

[ | Muscle Relaxants [ Prescription Cannabinoids

i Verify Opioid Tolerance

Opioid Moiety*

Codeine v

Moiety/Strength/Route/Formulation*

--Select-- !

Quantity* Units* Frequency*

Formulation Strength Frequency

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following opioid
regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

(] =60 mg oral morphine/day ] =25 micrograms transdermal fentanyl/hour
(] >30 mg oral oxycodone/day (] >8 mg oral hydromorphone/day
] >25 mg oral oxymorphone/day ] =60 mg oral hydrocodone/day

[ | An equianalgesic dose of another opioid

[ ] lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and about safe storage
and disposal, and to monitor my patients appropriately.

?’ Sign B3 Type Signature

cl
PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature. ST BTl B1V] 1101

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Localization Version



Wholesaler Medication Guide v

Prescribing Information v

Iﬂ TIRF REMS

&, Patient Enrollment

Home Prescriber v Contact Us PRJane PRDoe ~

Patient Information

First Name* M.I. Last Name* Date of Birth*
Megan Middl Brown 07/14/2000
Sex Are you Hispanic or Latino?
(O Male () Female (O Other O Yes (O No
Race (check all that apply)
[ ] White [ | American Indian or Alaska Native
[ ] Asian [ Native Hawaiian or Other Pacific Islander
] Black or African American ] Other (please specify)
Address Line 1* Address Line 2
Address Line 1 Address Line 2
City* State* Zip Code*
City State v Zip Code
Email Address” Number®

Megan.Brown@examoto.net nNN-NnNN-nnnn

Preferred Time of Contact*
() Morning () Afternoon () Evening

Is there a child in the home or are you a caregiver of small children?*

O Yes (O No

() Home Phone (U Mobile Phone

Preferred Method of Contact*

() Email () Textto Mobile# () Phone Call () Postal Mail

Do you have a safe and secure place to store your medicine?”

Fame ) P
" Yes ‘_ No

Patient Representative (if required)

First Name Last Name
First Name Last Name

Number Email Address
nNN-nnNnN-nnnn Email Address

Relationship

A ~ B riageliu
Mother, Father...

Patient / Guardian Agreement

You have four options to obtain the patient’s signature. Sharing your device or providing the patient a QR Code will allow for them to sign
the agreement in your office. It may take more time for a patient to receive an email. To use a printed form, you will need to print,
complete, sign and either upload or fax the form to the call center. The call center will then process the form. The processing may take up

to two (2) business days from receipt.

- Sign on My Device M Sign on Patient's Phone

=

The following sections to be completed by the prescriber

Send Email

Use this option to send your
patient an email to sign the
agreement at a later time.

A Send Email & Print PDF

Medical Information

Prior TIRF Use within the last 6 months:*

() Yes () No

Frequency*

Frequency

Product Name* Product Strength* Dose*
-- Select Product-- Vv - Dose
Type of Pain:*
() Cancer Pain () Non-Cancer Pain
Concomitant Medications (check all that apply):*
[ Benzodiazepines ] Barbiturates

[] Gabapentinoids

&

Antipsychotics

[ | Sedative Hypnotics [ | Sodium Oxybate
[] Tranquilizers | Alcohol
] Muscle Relaxants [] Prescription Cannabinoids

i Verify Opioid Tolerance

[ ] Prescri ption Insomnia Medications
[ ] OtherCNS depressant

[ | None

Opioid Moiety*

Codeine

Moiety/Strength/Route/Formulation*

ACETAMINOPHEN/CODEINE ANHYDROUS (300 mg/60 mg) ORAL TABLET

Quantity* Units*

‘ 2\ --Select--

Formulation

Frequency*

Strength

Frequency

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following opioid
regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

] >60 mg oral morphine/day
] =30 mg oral oxycodone/day

L] =25 mg oral oxymorphone/day

] 225 micrograms transdermal fentanyl/hour
] =8 mg oral hydromorphone/day

L] =60 mg oral hydrocodone/day

|| An equianalgesic dose of another opioid

|| lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and about safe storage
and disposal, and to monitor my patients appropriately.

# Sign BB Type Signature

PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature. Sign and Submit

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs

‘ TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.




Wholesaler Prescribing Information v  Medication Guide v

H TIRF REMS Home Prescriber ¥ Contact Us PRJane PRDoe v

&, Patient Enroliment

Patient Information

First Name* M.I. Last Name* Date of Birth*
Megan Middl Brown 07/14/2000

Sex Are you Hispanic or Latino?

() Male (O Female O Other OYes ONo

Race (check all that apply)

] White (] American Indian or Alaska Native
] Asian ] Native Hawaiian or Other Pacific Islander
[_] Black or African American ] Other (please specify)
Address Line 1* Address Line 2
Address Line 1 Address Line 2
City* State* Zip Code*
City State bed Zip Code
Email Address” Number®
Megan.Brown@examoto.net nnn-nnn-nnnn ()Home Phone () Mobile Phone
Preferred Time of Contact* Preferred Method of Contact*
() Morning () Afternoon () Evening () Email () TexttoMobile# () PhoneCall () Postal Mail
Is there a child in the home or are you a caregiver of small children?* Do you have a safe and secure place to store your medicine?*
O Yes O No O Yes O No

Patient Representative (if required)

First Name Last Name Relationship

B . | = _ '
othe

Ll ———
ier, rather...

Number Email Address

--------

Patient / Guardian Agreement

You have four options to obtain the patient’s signature. Sharing your device or providing the patient a QR Code will allow for them to sign
the agreement in your office. It may take more time for a patient to receive an email. To use a printed form, you will need to print,
complete, sign and either upload or fax the form to the call center. The call center will then process the form. The processing may take up
to two (2) business days from receipt.
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= = = == = 2= e e o o e
e Kl FX 3 Vo sy e P o O gt | . . - DIMYE
Share I'.{_"I'Efj Device Provide QR Code Send Email Print PDF
- e

Use this option to send your
patient an email to sign the

agreement at a later time.

B R = R e aT e RN =il ol e S s ol | el - £l Drint DOIC
- Signon My Device #- Sign.on Patient's Phone: W Send Email & Print PDF
| ] | A kX

The following sections to be completed by the prescriber

Medical Information

Prior TIRF Use within the last 6 months:*
O Yes O No

Product Name* Product Strength* Dose* Frequency*

-- Select Product-- v Dos Freqguency

D

Type of Pain:*

() Cancer Pain () Non-Cancer Pain

Concomitant Medications (check all that apply):*

[] Benzodiazepines | Barbiturates [] Prescription Insomnia Medications
[] Gabapentinoids Antipsychotics [] Other CNS depressant

] Sedative Hypnotics ] Sodium Oxybate ] None

[ Tranquilizers | Alcohol

] Muscle Relaxants [ Prescription Cannabinoids

il Verify Opioid Tolerance

Opioid Moiety*

Codeine v

Moiety/Strength/Route/Formulation®*

ACETAMINOPHEN/CODEINE ANHYDROUS (300 mg/60 mg) ORAL TABLET v
Quantity* Units* Frequency*
2 tablet(s) v --Select-- v

Formulation Strength Frequency

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following opioid
regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

|| 260 mg oral morphine/day (] =25 micrograms transdermal fentanyl/hour
] 230 mg oral oxycodone/day ] >8 mg oral hydromorphone/day
] =225 mg oral oxymorphone/day ] =60 mg oral hydrocodone/day

(] An equianalgesic dose of another opioid

] lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and about safe storage
and disposal, and to monitor my patients appropriately.

?" Sign B3 Type Signature

cl
PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature. TR T BT o]0 «

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
ply TIRF REMS

Toreport any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.




Wholesaler Prescribing Information v  Medication Guide v

H TIRF REMS Home Prescriber ~ Contact Us PRJane PRDoe *

& Patient Enrollment

Patient Information

First Name* M.I. Last Name* Date of Birth*
Megan Middl Brown 07/14/2000

Sex Are you Hispanic or Latino?

O Male () Female () Other OYes ONo

Race (check all that apply)

] White (| American Indian or Alaska Native
| Asian || Native Hawaiian or Other Pacific Islander
[_] Black or African American ] Other (please specify)
Address Line 1* Address Line 2
Address Line 1 Address Line 2
City* State* Zip Code*
City State v Zip Code
Email Address” Number”*
Megan.Brown@examoto.net nNN-NNN-nnNnn (JHome Phone () Mobile Phone
Preferred Time of Contact* Preferred Method of Contact*
() Morning () Afternoon () Evening () Email () TexttoMobile# () PhoneCall () Postal Mail
Is there a child in the home or are you a caregiver of small children?”* Do you have a safe and secure place to store your medicine?*
() Yes (U No O Yes O No

Patient Representative (if required)

First Name Last Name Relationship
First Name Last Name Mother, Father...
Number Email Address
nnN-nNN-nnnn Email Address

Patient / Guardian Agreement

You have four options to obtain the patient’s signature. Sharing your device or providing the patient a QR Code will allow for them to sign
the agreement in your office. It may take more time for a patient to receive an email. To use a printed form, you will need to print,
complete, signh and either upload or fax the form to the call center. The call center will then process the form. The processing may take up
to two (2) business days from receipt.
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Use this option to send your
patient an email to sign the
agreement at a later time.

e g T
=t [y

L Conbn MyDesien.
M- Sign on My Device

Yhone 5 1 Deiné DRC
'none J A Send Email & Print PDF

The following sections to be completed by the prescriber

Medical Information

Prior TIRF Use within the last 6 months:*

() Yes () No

Product Name* Product Strength* Dose* Frequency?*

-- Select Product-- v 4 Dose Frequency

Type of Pain:*

() Cancer Pain () Non-Cancer Pain

Concomitant Medications (check all that apply):*

[ ] Benzodiazepines || Barbiturates [] Prescription Insomnia Medications
[ Gabapentinoids Antipsychotics ] Other CNS depressant

[ ] Sedative Hypnotics ] Sodium Oxybate ] None

|| Tranquilizers [ | Alcohol

[ | Muscle Relaxants [ Prescription Cannabinoids

i Verify Opioid Tolerance

Opioid Moiety*

Codeine v

Moiety/Strength/Route/Formulation*

ACETAMINOPHEN/CODEINE ANHYDROUS (300 mg/60 mg) ORAL TABLET v
Quantity* Units* Frequency*
2 tablet(s) v Three Times a Day v

Formulation Strength Frequency

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following opioid
regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

(] =60 mg oral morphine/day ] =25 micrograms transdermal fentanyl/hour
(] >30 mg oral oxycodone/day (] >8 mg oral hydromorphone/day
] >25 mg oral oxymorphone/day ] =60 mg oral hydrocodone/day

[ | An equianalgesic dose of another opioid

[ ] lunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and about safe storage
and disposal, and to monitor my patients appropriately.

?’ Sign B3 Type Signature

cl
PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature. ST BTl B1V] 1101

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Localization Version



Wholesaler Prescribing Information v  Medication Guide v

H TIRF REMS Home Prescriber ~ Contact Us PRJane PRDoe *

& Patient Enrollment

Patient Information

First Name* M.I. Last Name* Date of Birth*
Megan Middl Brown 07/14/2000

Sex Are you Hispanic or Latino?

O Male () Female () Other OYes ONo

Race (check all that apply)

] White (| American Indian or Alaska Native
| Asian || Native Hawaiian or Other Pacific Islander
[_] Black or African American ] Other (please specify)
Address Line 1* Address Line 2
Address Line 1 Address Line 2
City* State* Zip Code*
City State v Zip Code
Email Address” Number”*
Megan.Brown@examoto.net nNnN-nnnN-nnnn ( )Home Phone ( )Mobile Phone
Preferred Time of Contact* Preferred Method of Contact*
() Morning () Afternoon () Evening () Email () TexttoMobile# () PhoneCall () Postal Mail
Is there a child in the home or are you a caregiver of small children?”* Do you have a safe and secure place to store your medicine?*
O Yes O No O Yes O No

Patient Representative (if required)

First Name Last Name Relationship
First Name Last Name Mother. Father...
Number Email Address
nnnN-nNN-nnnn Email Address

Patient / Guardian Agreement

You have four options to obtain the patient’s signature. Sharing your device or providing the patient a QR Code will allow for them to sign
the agreement in your office. It may take more time for a patient to receive an email. To use a printed form, you will need to print,
complete, signh and either upload or fax the form to the call center. The call center will then process the form. The processing may take up
to two (2) business days from receipt.
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Use this option to send your
patient an email to sign the
agreement at a later time.

e g T
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L Conbn MyDesien.
M- Sign on My Device

Yhane . 1 Deind DRE
*hone J A Send Email & Print PDF

The following sections to be completed by the prescriber

Medical Information

Prior TIRF Use within the last 6 months:*

() Yes () No

Product Name* Product Strength* Dose* Frequency?*

-- Select Product-- v 4 Dose Frequency

Type of Pain:*

() Cancer Pain () Non-Cancer Pain

Concomitant Medications (check all that apply):*

[ ] Benzodiazepines || Barbiturates [] Prescription Insomnia Medications
[ Gabapentinoids Antipsychotics ] Other CNS depressant

[ ] Sedative Hypnotics ] Sodium Oxybate ] None

|| Tranquilizers | Alcohol

[ | Muscle Relaxants [ Prescription Cannabinoids

i Verify Opioid Tolerance

Opioid Moiety*

--Moiety-- v

Moiety/Strength/Route/Formulation*

Quantity* Units* Frequency*

Formulation Strength Route Dose Frequency

ACETAMINOPHEN/CODEINE ANHYDROUS TABLET 300 mg/60 mg ORAL 2 tablet(s) Three Times a Day m

Patients must remain on around-the-clock opioids while taking a TIRF medicine.

This patient is opioid tolerant because he/she is currently prescribed (exclusive of a TIRF medicine) one or more of the following opioid
regimens daily and has been prescribed this regimen(s) for one week or longer (check all that apply):*

] >60 mg oral morphine/day ] 225 micrograms transdermal fentanyl/hour
] =30 mg oral oxycodone/day (] =8 mg oral hydromorphone/day
[ ] =25 mg oral oxymorphone/day L =60 mg oral hydrocodone/day

| Anequianalgesic dose of another opioid

|| Iunderstand the risks of TIRF medicines and my obligations as a TIRF medicines prescriber to educate my patients about the TIRF REMS and about safe storage
and disposal, and to monitor my patients appropriately.

2’ Sign B8 Type Signature

cl
PRJane PRDoe: Please use your mouse or stylus to sign below

| authorize the above signature to be the legally binding equivalent of my handwritten signature. Sign and Submit

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
Bl TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Localization_Version
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H TIRF REMS Home Prescriber ¥ Contact Us PRJane PRDoe ~

®, Patient Enrollment

Patient Information

First Name* M.I. Last Name* Date of Birth*
Megan Middl Brown 07/14/2000

Sex Are you Hispanic or Latino?

(O Male () Female ) Other () Yes (O No

Race (check all that apply)

] White [_| American Indian or Alaska Native
| Asian | Native Hawaiian or Other Pacific Islander
] Black or African American [] Other (please specify)
Address Line 1* Address Line 2
Address Line 1 Address Line 2
City* State* Zip Code*
City State v Zip Code
Email Address” Number*
Megan.Brown@examoto.net nNN-nNN-nnnn ()Home Phone () Mobile Phone
Preferred Time of Contact* Preferred Method of Contact*
() Morning () Afternoon () Evening () Email () TexttoMobile# () Phone Call () Postal Mail
Is there a child in the home or are you a caregiver of small children?* Do you have a safe and secure place to store your medicine?”
(O Yes (O No O Yes O No
First Name Last Name Relationship
First Name Last Name Mother, Father...
Number Email Address
nnn-nnn-nnnn Email Address

Patient / Guardian Agreement

You have four options to obtain the patient’s signature. Sharing your device or providing the patient a QR Code will allow for them to sign
the agreement in your office. It may take more time for a patient to receive an email. To use a printed form, you will need to print,
complete, sign and either upload or fax the form to the call center. The call center will then process the form. The processing may take up
to two (2) business days from receipt.
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Use this option to print a paper
copy of the agreement for

signature.

i ' :T = l'.:\-_-_
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M vice M- Sig | Patient's Phone A Send Email & Print PDF

A Sioen on My D S
s~ Sign on My Device - SIgn or

Cancel

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.




Patient / Guardian Agreement

TIRF Medicines can cause your breathing to stop - which can lead to death.
Safety Rules for TIRF Medicines
You have agreed to take a TIRF Medicine and follow all the safety rules to make it less likely you or others will experience
serious harm.
e My healthcare provider has talked to me about the safe use of TIRF medicines using the Medication Guide and Patient
Counseling Guide.
| will only use this medicine if | am regularly using another opioid, around-the-clock, for constant pain.
If | stop taking my around-the-clock-opioid pain medicine, | MUST stop taking my TIRF medicine.
| will never share or give my TIRF medicine to anyone else, even if they have the same symptoms.
o My TIRF medicine could cause harm to others or even death. A dose that is okay for me could cause an overdose and
death for someone else.

| will store my TIRF medicine in a safe and secure place away from children. | understand that accidental use by a child,
or anyone for whom the medicine was not prescribed, can cause death.

| have been told how to properly dispose of my partially used or unneeded TIRF medicine remaining from my
prescription. | will dispose of my TIRF medicine properly as soon as | no longer need it.

| will contact my healthcare provider if my TIRF medicine does not relieve my pain. | will not change the dose of my TIRF
medicine myself or take it more often than my healthcare provider has directed.

| must enroll in the TIRF REMS and Patient Registry by completing the Patient Enroliment Form with my healthcare
provider.

| understand that the TIRF REMS and its agents may use and share my personal information to manage the program, and
information all about patients who get TIRF medicines will be stored in a private and secure database. My health
information may be shared with the U.S. Food and Drug Administration (FDA) to evaluate the TIRF REMS. However, my
name will not be shared.

| give permission for the TIRF REMS and its agents or vendors to contact me by phone, mail, or email to support the
administration of the TIRF REMS Program.

| will tell my healthcare provider if I, or anyone else, experience any adverse event of accidental exposure, abuse, misuse,
addiction, and overdose.

| will re-enroll in the TIRF REMS by completing the Patient Enrollment Form with my healthcare provider every two
years during treatment.

#'Sign B3 Type Signature

Clear
Megan Brown: Please use your mouse or stylus to sign below -

| authorize the above signature to be the legally binding equivalent of my handwritten signature. Sign and Submit




Provide QR Code

Use this option to present a QR Code to your patient. Your patient can scan
the QR Code with their phone and sign the patient agreement.

Directions

Have your patient point their modern phone camera
at the personalized QR Code. Older phones may require
an App.

| | Have your patient click on the provided link and sign.

Click the button below to generate a QR code for this patient. This will
create a custom invite link that the patient can scan to complete the
enrollment.

A Send Email




Send Email
Use this option to send your patient an email to sign the agreement at a later time.
Confirm Email

Megan.Brown@examoto.net

HIPAA Acknowledgement

__J1 understand this email may contain Personally Identifiable

Information and confirm that | have the appropriate HIPAA
agreements in place with this patient.

<A Send Email




Print PDF

Use this option to print a paper copy of the agreement for signature
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Counsel Patient

Remember to counsel the patient on the safe use




Viholessler  Presoribing informaion « Medicotion Guides «

“ TIRF REMS Hame Prescriber CaontactUs PRlane PROoe

& Patient Enroliment

First Hame® ML Last Name*® Cateof Birth”
Mezan Mliddl Eroem 071473000

S BArevow Hispanic or Lating?

OMate OFemale O Gther O¥es  Oho

Race [check all that apply)

O White [ fmnerizsn Indizn or Alzsks Mathe
O ssizn [ Mative Haweiizn or Other Facific Iskancar
O Black or African Amerizan O rther [pleas= soecify]
Addrazz Line 1° Address Lina 2
Acdress Line 1 Address Line 2
Crey* State’ Zig Code’
Ciby Siote S Zin Code
Email Address® Mumber®
Mepzn Brovn@ecmotoned NP -nnn D Home Phone ) Mobile Phane
Preferrad Time of Contsct’ Praferred Method of Contact’
) Maminz (O Aftermaon ) Evmning ) Ema® (O Tewttos Mohila® (O PhaoneCs3 (0 Postsl Msil
Iz there a child in the home or are vou a caregiver of small children? Do vou have a safe and secure place oy store your medicins?
0 Yes O Na O ¥es O Mo

Patient Reprecentativee {iFreqgered]

First Mame Last Mame Relzticnship

Number Email Address

Patient S Guardian Apresment

You have four options to obitain the patient's signature, Sharing vour device or providing the patient 2 QR Code will allow for them to sipn
the azresment in vour office. It may take more time for 3 patient to receive an email. To use a printed form, yvou will ne=d to print,
complete, sizn and either upload or fax the form to the call center. The call center will then process the farm. The processing may take up
to two (2] business davs from receipt

The fallpwing sections to be compl=ted by the prescriber

Medec=d Information

Frior TIRF Use within the last 6§ months:®

{3 Yes 3 Na
Product Name" Product Strength® Cipse” Frequency®
—-SalactProduc W Thoee Sresuenc

Type of Painz®

{3 CancerPain (O Mon-Canosr Pain

Concomitant Medications {check all that apalvi:®

O Benzadizegine O Barbiturstes [0 erescrigtion Insomenia Medicztions
O Gabsgentingids a Antiasychotics a Dither TS degressant

O sedative Hypnotics [ - sodium aoybite O tane

O Tranzuilizars O Aleched

O mtuscle Retacats [0 Prescrigtion Carnabincids

B Verify Opioid Tolarance

Opioid Moisty”
Crdeine= b
Moistv/Strenzth Route/Formul ation®
ACETAMINOPHENCODEINE ANHYDROWS (300 me 30 mgh CRAL TABLET b

Quantity” Wnits" Frequency’

Z mE A

Orce datty
Ewery Criver Day
Tiice = Dy
Patients must remain on arcund-the-clock d Thres Times s Day redicine.
Four Tienes- a3 Dary

This patient is cpioid tolerant because hedfs AL Badtime

eclusive of 2 TIRF medicine)] on= or more of the follawing opiaid

regpimans daily and has been prescribed thig lonper (chack zll that apply):*

Evwary 4 Howrs
Every & Hours
Ewarv 2 Hours

O 2 50 mz aral morphinedary O 2 25 miorograms transdermad fentamd hour

a 2 30 mx orsl axyoodone ey Ewery 12 Hours (| 28 meorsf lyoromombone'day
Every 42 Heours
O 235 mz orsl @omarphoaeiday Evwery 72 Hours O =250 mz aral bydracadaneiday

Ewary 7 Diaws

O An aguianaizeasic dose of snother opeoic

O lunderstand the risks of TIAF medicnes sng my cioligations a5 3 TIRF medicines prescriber to aducste my patients shout the TIRF REMS and sbout ssfe storaze

=nd ospasst, and to monitor my petients s poraprizisty
F T B8 Type Signabure

PR are= PRD0e: Plesse uss your mouse or styfus to sizgn below m

| suthorize the sbove sipnature to be the lezathy Ginding ecuivalent of mo hanceritten snature, JEEETLET ECLE TS

Ml TIRF REMS

15E REACTIONS, contact the TIRF REMS Call C




Wholeler  Presoibing Infonmation « Medicatson Guide ~

u TIRF REMS Home  Prescriber ContactUs  PRJane PRDo=

& Patient Enrollment

Patient Information

First Mame*® ML Last Mame® Cate of Birth®
Megan Midgl Erown OF/ 1472000

Sex BAreyvou Hispanic or Latina?

CMaie O Female O rther Oves Oine

Race (check all that apply)

O whits O Americanindian or Alzsks Nathe
O Asian [ Mative Havsiian ar Other Pacific lsiander
O Bisck or African Amarizan O Crther [pfease specife]
Bddress Line 17 Address Line 2
Acdreszs Line= 1 Adcreccine 2
City" State* Zipg Code*
Ciby State L. ZpCode
Email Address” Mumber®
Mezzn Erown@scmotanes AN nn-nonn O Ham= Phane O Mobile Phane
Preferred Time of Contact® Preferred Method of Contact®
{2 Momine ) Aftermoon () Ewening {0 Erait () Tewzto Mobile# ) Phone Cali ) Postsl M3
Iz there a child in the home ar are vou a caregiver of small children? Do vouw have a safe and secuere place to store your medicins?"
0 Yes O Na O Yes O Mo
Patient Represantatne {if necured]
First Hame Last Mame Relationship
Number Email Address
R LR EmstAddress

Patient / Guerdian dsresment

You have four options to obtain the patient’s sipnatere. Sharing your device or providing the patient o QR Code will allow for them tosign
the srreement in vour office. It may take more time for = patient to receive an email, To use 3 printed form, you will nesd to print,
compliete, sign and either uplaad or fax the form to the call center, The call canter will then process the form. The processing may take up
to two (2] business davs from recsipt

Send Email

= T TS = Jeathisooron o sarcyous aTTEC t H
ElsmiEteTEmEFITE

= r e < ERRETETIATE &

o Send Email

The foliowing sections to be completed by the prescriber
Medical Information

Frior TIRF Use within the last & months:"

O Yes (D Na

Product Hame* Product Strangth® Dose® Frequency”
—Salect Produc W 8 T =

Tyoe of Pain:®

() CancerPsin () Mon-Canoer S3in

Concomitant Medications {check all that appivi:*

O Benzodzzegines O Baraitursz=s O Prescription lnsomniz Medscstans
O Gabsgertinoids O Ardipsychofics O Cither THE depressant

O Sedative Hypnotics O Scdium Cworbate O rane

O - Frenguiliz=rs O Alcohai

O Muscle Retznts [0’ Prescription Camnabingids

i Werify Opioid Tolarance

Oigioid Moi=ty*®

= Pifigimpye- g |

Burprenarphine
Codein=
Fantanyl
Hvdrooodone
Hvdromarphons Frequency®
L=varphanal
Wlmparicine
Methadone
‘orohine Strength Rowte
Choroocane
Choymarohone
Pantazocine bck opiaids while taking a TIRF medicine:
Tapentsdol
Tramadad

Freguemncy

he'she is currently prescribed [=xclusive of 2 TIRF medicinel one or more of the following opiaid
this regimenis) for one week ar longer icheck all that apphyl:®

O 2 &0 m aral morphineddsy a z 25 mocrograms trarscarmsd Frntsmelhour
O & 30 mz orsl oocodonetay O 2 @mgaral bydromorphona/tay

a 2 25 i oral oxymarphoneday O 200 iz aral ndrocodane'da

O An egisianzip=ic dose of another opiaid

O lurdarstand the risies af TIZF medicnes anz my ooligations a5 3 TIRF madicines prascriber 1o sdecsse e petisnss soout the TIRF REMS and sbout safe stargms
and ospassd, and 1o monitor my petients 2poropristehy

# 5 B8 Type Szraoare

PRUan= PADoe- Flesse use your mouse ar stylus tosizn oelow E

I'zuthorize the sbove sipnature to be the lexsiy binding ecaivalent of my henceeritten sipnatore. SRS TH

cy Policy | Termsof

2 pramedwatch




Wholezler  Presoribig Information «» Medication Guide »

“ TIRF HEMS Home Prescriber CantactlUs PRIane FRDoe

& Patient Enrollment

Patient Information

First Mame® ML Last Name® Date of Birth®
Meran Midal Erowan GFALA 000

Sax Are you Hispanic or Latina?

CiMale OFemale O Other CYes  Oho

Race= [cheack all that apply)

O White [ tmericsn ndian or Alssks Mative
O Asian [ Mative Hawsiizn or Other Facific lsiancar
[0 Black or African Amarican O Orther {plears specify]
Addrazsz Line1"® Address Line 2
AddressLine1 Adiress Line 2
City’ State” Zip Code”
City Ctzte L Fop Code
Email Address" Number-
Megzn Brovm Becsmotanet AN RA-AARG O Hame Phone O Mobile Phaone
Prefesred Time of Cantact® Preferred Method of Contact®
0 Mopmine (O Aftermaon ) Ewening Q) Emzit D) Tectto Mobile® ) PhonaCzll O Pastsi il
Is there o child in the home or are vou a caregiver of small childran? Da vou have 2 safe and secure place to store your medicine?
2 Yes O Na O ves O Mo
Patient Representatne (i requred]
First Mame Last Mame Ralztionship
Humber Emazil Address

You have four options to obtain the patient’s sipnaters. Sharing vyour device or providing the patient 2 OF Code will allow for them to sign
the azreement in vour office. [t mav take more time for 2 patient to receive an email. To use a printed form, you will nead te print,
complete, sign and either vpload or fax the form to the call center, The call center will then process the form. The processing may take up

to two (2) business davs from receipi

Send Email

Ussthisogtonta sancy

# Send Email

The followineg sections ta be complated by the prescribar

Prior TIRF Use within the |ast & manths:*

0 Yes ) Nao
Product Name" Product Strenzth® Cose” Frequency®
--SmlectProduc W - Cose Srazuens

Tvpe of Pain:®

() Cancer Pain ) Mon-Canoer F3in

Concomitant Medications {check all that apphy):*

O Banzocizmenines O earbituraz=s O #rescription lnsamniz Mecicstians
O Gabasgentingids ] Amtmsychodics a Crcher CHE depressant

O Sadative Hypnotics ] Sodium Dhopbate O Man=

O Tranguilizars O Alechzd

O muscle Raizxgnts O Prescrigtion Carnabinoids

i Verify Opioid Tolarance

Opioid Moisty"®
Evprenorphine o

Maojesy/Strenzth/Route/Formul ation®

--Seect- '

BUPREMORPHIRE 175 ug) BUCCAL FILM, SOLUBLE
EUPRENORPHINE {150 ug) BUCCAL FILM, S0UUBEE
BLUPRENCQRPHIMNE {200 ugl BUCCAL FILM, 308UBLE
EUPRENCORPHIME {450 uzl BUDCAL FILM, S00LBLE
EUPRENORPHINE {£20 ug] BUCCAL FILM, S0UUBLE -
BLUPRENORPHINE {750 ugl BUCCAL FILM, S00UBLE

ELPRENORPHIME {220 uz} BUCCAL FILM, S04UBLE

ELPRENORPHIME 5wz TRAMEDERMAL PATCH

BUPREMORPHIME (S g TRANSDERMAL PATCH, EXTENDED RELEASE
EUPRENORPHINE (7.5 ug TRANSDERMAL PATCH, EXTEMDED RELEASE
BUPRENCQRPHIMNE {10 vz} TRANSDERMAL PATCH, EXTENDED RELEASE
EUPRENORPHIME {15 v) TRANSDERMAL PATCH, EMNTEMDED RELEASE
ELUPRENORPHINE {20 ux! TRANSDERMAL PATCH, EXTENDED RELEASE
BLUPRENORPHINE {75 ugl TRANSDERMAL PATCH
ELPRENORPHIME {10 ug) TRANSDERMAL PATCH

ELIPRENORPHIME {15 gl TRANSDERMAL PATCH

BUPREMORPHINE (20 o) TRANSDERMAL PATCH

RE opiaid

O lurderstand the risks of TI3F medicines snd my chligstions 35 3 TIRF medicipes prescriber to sdiscste mry petisnts shout the TIRF REMS and shout safe staraze
and cipass, and ta monitor my petients aporopriztety.

# Sign B Type Sigrabure:

PRJare= PRDae: Plesse uss your mause or styfus to sizn below m

| sutharize the sbove signature to be the ez binding epuivalent of o hancwritten sipnatore, [T LERT LT

To report any SUSPECTED ADVERSE REACTIO! izt the TIRF REMS Coll Canter ot 1-286- B21-14287 0r FIW, ot BOO-FDW:



Wholessler  Presoibeng Information = IMedication Guide «

" TIRF REMS

& Patient Enrollment

Home Prescriber Contact Us  PRlane PRDo=

Patient | nformstion

First Mame® ML Last Name* Date of Birth®
Slepan Midal Erown Q7143000
Smx Are ypw Hispanic or Lating?
Oimate O Female O Crther Orves Onp
Race (check al that apply]
O white [ semericzn indian or Adzzks Mative
[ asizn [ Masive Hawsiizn or Cther Facific islancer
O Black or &frican Amerizan O Crter (pieass soecify|
Address Line 17 Address Lin= 2
Apdress Lin=1 dddreszLin= 2
City™ State* Zipg Code*
City Eigte LY Zig Code
Emaif Address” Humber:
Mepzn BrosnBesmotanet LS B e B T ] O Home Phone () Mobile Phone

Preferred Time of Contact®
() Moming O Afternoon O Evenine

|5 there 2 chiid in the home or sre vou = caregiver of small children®

0 Yas O3 Na

Preferred Meathod of Contact®
) Email () TaztoMotiles () Phone Call (O Posssi i

Dia you have 2 safe and secure place 1o store your medicine?”

O e O Nz

First Mame Last Name
Number Email Addre=ss

Refztionship

Pstisnt M Guardian Agresment

You have four agtions to chtain the patient's signature. Sharing your device or providing the patient a QR Code will aflow for them te sign

the agreement in vour office. It may take more time for 2 patient to receive an email. To us= a3 printed form, yvou will need to print,

complete, sign and sither vpload or fax the form to the call center. The call center will then process the form. The processing may take up

to two (2] business davs from receipi

Send Email

Uesithis DOUT ORI Sand DU

The follpwing sections to be completed by the prescriber

Prior TIRF Use within the |ast & months:®

O Yes O Ra

Frequenoy®

a Prescriptian Insomniz Medicztians
O Other CNS depresant

O sane

Praduct Mame® Product Streanzch® Cose”
—-SelectProduc W v Ciase
Type of Pain:®
O Cancer Pein ) Mon-Canoer B3in
Concomitant Medications {check ail that applvi:”
] Benzoczzepines O Barbiturstes
O Cabepentnoids O Ardipsechotics
O sedative Hyprictics O Sodivm Choybate
O Franguilizers O Aok
O Muscie Retzeats O Prescrintion Carnabincids

& Verify Opioid Tolerance

DOpicid Moiaty®
Cradmine L4

Floisty'Strenzth/Routes Formulation”

| —Sefect—

ACETAMMNOPHENACODEINE ANHYDRCUS (300 mz/ 15 me: ORAL TABLET
ACETAMINOPHENCCODEINE ANHYDRCUS (300 me/ 30 me; CRAL TASLET
ACETAMINOPHEN/CODEINS ANHYDROUS (300 mz S0 mg) ORAL TABLET
ACETAMNOPHENCODEINE AMHYDROLUS (120 me/ 1 2mg CRAL LICLAD

CODENE ANHYDROUS {30 me) ORAL TABLET
CODERNE ANHYDROUS (80 mz) ORAL TABLET
CODENE ANHYDAROUSGUAIFENESIN {10 mp 100 m ORAL LIQUID
PROMETHAZINE/CODEINE ANHYDROUS [6 25 mg/10

O 230 ez aral mooodone’das
O =225 mex oral mormarphonedey

O Anequ snalmesic dose of another apeaid

AEHRINS CARISOPRODOL CODEINE PHOSPHATE (225mg 200my/ 1 éme) CRAL TABLET
BLTALEITALACETAMINCFHEMN TAFFEINE CODEINE ANHYDROUS (30me 525 me/d0 me/ 30 meh CRAL CAPSLUILE
BEUTALBITALACETAM INOPHEM CAFFEINE T CDEINE ANHYDACUS (50 mez200 me/dl me/ 30 mg) ORAL CAPSLUILE
EUTALBITALASPIRINCAFFEIME CODEIME AMHYDRCAUS (50 mpE25 mp/dd my/ 30 mg ORAL CARSULE

ezl OFLAL SOLLITION

ng cpiaid

O =2 mEara rdromorohonetay

O =zs0 mx orsl Frrdrocodionedane

O lurderstand she risis of TIRF medicines snd my oolizstions 35 3 TIRF madicines prascriber to sdwcate my petiends soout the TIRF REMS and soout safe starsze

and dspassl, and fa monitor m patisnts aporopristet

F5izm B TypeSignatore

PRlan= FRDoe: Plasse use your maoess orstylus to sizn Do

} sutharize the sbowe sipnsture to be the leesby Dinding ssunaient of mre henderitten sEnatore, IS ELLETT

By TIRF REMS

CTAVATERSER

ontact the TIRF REMS Call Cemterat 1

-E22-1483 or FIW& ot BO0HADA-




Wholealer Medication Guide ~

Prescribing Information ~

Home Prescriber Contact s  PRIane PRDo=

n TIRF REMS

& Patient Enrollment

Patient Information

First Hame* ML Last Mame® Date of Birth®
*egan Petidol Erowm 07 1472000
Saw Areyou Hispanic or Latinag?
OiMate O Female O Crther Oves OMo
Race [chack all that apply]
O white [ Americsn indisnior Alasics Mative
O asizn O Mative Havesiizn ar Other Facific Iskand=r
O Bizck or African American a Crther [pfease soecifyl
Address Line 1° Address Line
Acdress Line T Sidrinecs Eine 2
City® State’ Zip Cade’
City Siame g FpiCode
Email Address® Humbe=r®

Meran Srowni@ecmotane: TN =T {JHame PRan= (O Mekile Phons

Preferred Time of Contact! Preferred Method of Contact!

() Moeming ) Afternoon (O Evening ) Email ) TexttoMogile# () Phone Cal () Postal Mail

Iz there o child in the hame or are you a caregiver of small children?” Da you hawe a safe and secore place to store your medicine?"

O Yes O Ma O ves O Ho

Potient Represertative {if requared)
First Mame Last Mama R=lztioriship
HNumber Emzil Address

Patient / Cumrdizn Azresment

You have four agtions o obtain the patient's signature. Sharing vour device= or providing the patient 3 QR Code will allow for them to sign
the arreement in vour office. It may take more time for 2 patient to receive an email. To use 2 printed form, you will ne=d te print,

complete, sizn and either uplaad ar fax the form to the call center. The call canter will then process the form. The processing may take up
o two (2] business davs from receipr

Send Email

#  Send Emasl

The fallpowing sectians to be completed by the prescriber

Priar TIRF Use within the last 6 months:”

O Wes O Mo

Product Mame* Praduct Stranzth® Drose® Frequency®
- SelectProduc W b Dhoce Freqrienc
Type= of Pain:”
O CancerPsin ) Mon-Cancer Pain
Cancomitant Medications {check all that spplv):’
O Berrocismenines O Barbiturstes O Prascription Insammniz Mediczrons
] Gabspentinoids O Amtipswchotics O Other o5 depressant
O sedative Hyprictics O sodivm Choybete O mane
O Tranguiliz=rs O akccho
O Muscle Retovants [0 Prescriotion Carnabincids
B erify Opioid Tolerance
Opioid Moiety®
Fentamyl g
Maoiety/StrengthRoute/Formulation®
—Emmct- b

FEMTANYL (12 ug] TRAMSDERMAL PATCH, EXTEMNDED RELEASE
FEMTANYL (25 ugl TRAMSDERMAL PATCH, EXTENDED RELEASE
FEMTANYL100 vz TRAMEDERMAL PATCH EXTEMDED RELEASE

FENTANYL (75 ug} TRAMSDERMAL PATCH, EXTENTED RELEASE
FEMTAMNY vzl TRANSDERMAL PATCH, EXTEMDED RELEASE
FEMTANYL{S25 v TRANSDERMAL PATCH, EXTENDED RELEASE
FEMTANYL(E7.5 ug) TRANSDERMAL PATCH, EXTENDED RELEASE
atimnts must remain on srocnd-the-clock opioids whila isking s TIRF medicine.

This patient is cpioid tolerant bacause hedshe is currently prescribed [=xclusive of 3 TIRF medicine) on= or more of the following epiaid
regimens daily and has been prescribed this regimenis) for one week ar longer (check all that appivk®

O z &0 g aral morphine/dsy
O 2 30 mg arsl ooycodanetey
a z 25 mz arzl acymarphone/dsy

O &n miansimesic dose of snother opiaid

O z225m CroErams ranscerms: rencamylhaur
O z2 mg arsl hycromomphone/day

O zs0 ez oral fvdrocodioreday

O lurderstand the risks of TIAF medicnes and mye chlipstions 35 3 TIRF medicines prascribar to sducsis mry petents shoot the TIRF PEMS and shout ssfe starazs

MO Gapasad, and 1o moniter My patiants aparapristehy
P55z B Type Sonsture

PR are PDoe Pless= use your mouse ar stylus tosizn below

| srtharize the above siznature to be the lexaPye Dinding eocuivalent of mre henceritten sionaore, TS B 5T

By TIRF REMS

B ECTD ACYEASE REACTION

wvkact the TIRF REMS(

| Terms of Like |

Fefa e medhwratrh.




Wholesdler  Presoribeng Information »  Medicstion Guide «

“ TIRF HEHS Home Frescriber Cantact Us PRlane PRDoe

& Patient Enrollment

Patient Informstion

First Namz* ML Last Mame® Drate of Birth®
Wimzzn tetiddi Erowem 0714000

S Are you Hispanic or Latina?

DOMate OFemale O Other Oves OhNo

Race [check ali that apply)

O white [ Americzn indizn oc Alzsks Matihe
[ Asian [ Mative Hawaiizn or Other Pacific isiancar
O Black or AFccan Amerizan a Crther [pleams specify)
Address Line 1* Address Lin= 2
Acdress Line 1 Address Line 2
City* State® Zip Cade*®
Cibr Sigte LT T Cinde
Email Address” Humber-
¥Mezan Brovn@eamotanet FirE-nRT-nr OHame Phone 0 Mobile Phane
Preferred Time of Contact® Preferred Mathod of Contact®
2 Moming O Aftermasa () Evening () Email () TewttoMosiles O Phane Tzl () Posss! Mad
Iz thare o child in the home or are vou a caregiver of small children?" Do wou have & safe and secure place to store vour medicina?”
O ez (O Ma O ¥es O No

Patient Represemtative {if reguired]

First Mamea Last Mamea Ralationship
Number Email Address
Patimnt / Gusrdizn Arresmeant

You hawve four opticns to obtain the patiant's sipnatere. Sharing vour device or providing the patient 2 QR Code will allow for them to sign
the azresment in vour office. It mav take more tme for 2 patient to receive an email. To use a3 printed form, vou will need to print,
complete, sign and sither vpload or fax the form to the call center. The call center will then process the form The processing may take up

to two (2] business days from receipt.

Send Email

W Send Email

Thea following sections to be compleated by the prescribar

M edicd nformation

Prior TIRF Use within the |ast & months:®

i3 Yes () Mo
Product Mame" Product Strenzih® Cose” Frequency”
--SmlectProduc W' e Ciose Trmmuenc

Twp= of Pain:"

(0 Cancer Pain ) Mon-Canoer F3in

Concomitant Medications {check all that applvi:*

O Benzagizzenines O Esrniturstes O Prazcription Insomniz Medicstions
O Gabsoartincids a Antasychotics a Oithesr THE depressant

O ative Hypootics O Epadivrm Ohovbate O mMane

O Tranzulizars O Aleched

O muscie Refzants O Prescistion Carnabingids

§ Verify Opioid Tolerance

Opicid Moisty”
Hydrocooone ¥

Maojetv/StrensthiRoute/Formulation®

—Sedact—

HYDROCODOMNE {10 mzi ORAL CAPSLUILE, EXTEMDED RELEASE A

HYDROCODONE {15 mzd ORAL CAPSULE EXTENDED RELEZASE

O ) DRAL CAPSULE EXTEMDED RELEASE

HYDROCODONE {20 mz ORAL CAPSULE, EXTENDED RELEASE

HYDROCODOME (40 mzy DRAL CAPEUILE, EXTEMDED RELEZASE -
HYDROCODONE (20ma ORAL CAPSUILE, EXTENDED RELEASE

HYDROCODONE BITARTRATE (20 mzt ORAL TABLET, EXTEMDED RELEASE
HYDROCODONE BITARTRATE (30 mz! ORAL TAELET, EXTEMDED RELEASE
HYDROCODOMNE BITARTRATE (40 m=) ORAL TABLET, EXTEMDED RELEASE
HYDROCODONE BITARTRATE (£0mzy ORAL TAELET, EXTEMDED RELEASE
HYDROCODOME BITARTRATE (80mzi ORAL TAELET, EXTEMDED RELEASE
HYDROCODONE BITARTRATE (100 mgl ORAL TABLET, EXTEMDED RELEASE
HYDROCODOMNE BITARTRATE (120 mg} ORAL TABLET, EXTENDED RELEASE
HYDROCODONEACETAMINOPHEN [3me225 mzi GRAL TAZLET
HYDROCODONEACETAMINOPHEN (7.5 mz/ 325 mg! ORALTAELET
HYDROCODONEACETAMINOPHEN (10 mz/325 mgl ORAL TABLET
HYDROCODONEACETAMINOPHEM (S mz/200 mg) DRAL TAZLET
HYDROCODONEACETAMINOPHEN (7.5 mz/ 300 mgz) ORALTABLET -
HYDROCODONEACETAMIMNOPHEN [10 me 200 mgl ORAL TABLET

L 1 BT Ll B AF I F e o LT B P L P TP R e G e T P R ] B St TLAS D L AL e 1 AL M e L A IS PR AL diea DA SRR sara e

and fiepassd, snd o monitor my petents aporopristeh.

ng opioid

# Sign = Type Sigrabore

PRUane= PROoe: Plesse uss your movse ar stylus to sign Selow m

| sutharize the sbove signadure to be the lezaf binding ecuivalent of my handeertien simnature. m

LARLACAT




“ TIRF REMS

& Patient Enrollment

Wholesaler

Prescribing Information ~

Medication Guide ~

Home Prescriber Contact s  PRIane PRDo=

Date of Birth®

First Hame* ML Last Mame®
*egan Petidol Erowm

Sex

OiMate O Female O Crther Oes

Race [chack all that apply]

O white
O asizn

[ Bizck or Adriczn American
Address Line 1°
Acdress Line 1
City®
Ciky
Email Address® Mumber®

Meran Srowni@ecmotane: TN =T

Preferred Time of Contact!
() Moeming ) Afternoon (O Evening

Iz there o child in the hame or are you a caregiver of small children?”

) Yes O Mo

0771472000

Areyou Hispanic or Latinag?

OMo

[ Americsn indisnior Alasics Mative
O Mative Havesiizn ar Other Facific Iskand=r

O other |p'ease soecifyl
Address Line
Sidrinecs Eine 2
Zip Cade’

ZipCode

h s

O Hame Phane O Mobile Phane

Preferred Method of Contact!

) Email (O TexttoMobile (O Phone Call (O Postal Mail

Da you hawe a safe and secore place to store your medicine?"

O Yes © ho

Potient Represertative {if requared)

FirstMame Last Nama

R=lztioriship

Patient / Cumrdizn Azresment

You have four agtions o obtain the patient's signature. Sharing vour device= or providing the patient 3 QR Code will allow for them to sign

the arresment in vour office. It may take more time for 2 patient to receive an email. To use 2 printed form, you will ne=d te print,

complete, sizn and sither uplaad ar fax the form to the call center. The call canter will then process the form. The processing may take up
o two (2] business davs from receipr

#  Send Emasl

The fallpowing sectians to be completed by the prescriber

Priar TIRF Use within the last 6 months:”

O Wes O Mo

Product Mame* Praduct Stranzth® Drose® Frequency®
- SelectProduc W . Dhoce Freqrienc
Type= of Pain:”
) CancerPsin ) Mon-Cancer Pain
Cancomitant Medications {check all that spplv):’
O Berrocismenines O Barbiturstes O Prascription Insammniz Mediczrons
] Gabspentinoids O Amtpswchotics O Other o5 depressant
O sedative Hyprictics O sodivm Choybte O mane
O Tranguiliz=rs O akccho
O Muscle Retovants [0 Prescriotion Carnabincids

B erify Opioid Tolerance

Opioid Moiety®
b

Hvdrocodane

Maoiety/StrengthRoute/Formulation®

B

HYDROCODOMNE BITARTRATE (B0 mz) ORAL TABLET, EXTEMDED RELEASE
HYDROCODONE BITARTRATE (100 mg} OHAL TABLET, EXTEMDED RELEASE
HYDROCODCNE BITARTRATE (120 mgt GRAL TABLET, EXTEMDED RELEASE
HYDROCODONEACETAMINOPHEN [Smp 325 me) ORAL TASLET
HYDROCODONEACETAMINOPHEN (7.5 mz/ 323 mg) ORAL TAELET
HYDROCODONEACETAMIMNOPHEN (10 me/ 225 mel CRAL TABLET
HYDROCODO! CETAMINOPREN [5mp 300 mg) CRAL TABLET
HYDROCODONEACETAMINOPHEN (7.5 mz/ 300 mz) ORAL TAELET
HYDROCODONEACETAMINOPHEN (10 mz 200 me} CRAL TABLET
HYDROCODOMNEMCETAMINCOPHEN (2.5 mg/ 323 ma ORALTAELET
HYDROCODCNEACETAMINOPHEN (10 mz/ 200 mzl CRAL SYRUP
HYDROCODONEACETAMINOPHEN (7.5 mz/ 325 mg) ORAL SYRUP
HYDROCODONEACETAMINOPHEN (7.5 mz/ 323 mg) ORAL SOLUITHON
HYDROCODONEACETAMINOPHEN (2.5 mz/ 102 mz) ORAL SOLUTICN
HYDROCODO! CETAMINOPREN [Smp 217 mg) CRAL S0LUTION

HYDROCODONENBUPROFEN {3 me/200 mg] ORALTABLET
HYDROCODONENEUPROFEN (2.5 mzp 200 me) ORAL TABLET
HYDROCODONE TBUPROFEN {10 mz/200 mz) ORAL TAELET

Mo Gapasad, and to moniter my patiants aparapristehy
P55z B Type Sonsture

PR are PDoe Pless= use your mouse ar stylus tosizn below

nE opiaid

HYDROCODONE THLOR PHEMIRAMIME {10 mz/2 mel ORAL SUSPENSION, EXTEMDED RELEASE
HYDROCODOMNEABUFROFEN {75 mp 200 mg) OCRAL TABLET, FILM COATED

R
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| srtharize the above siznature to be the lexaPye Dinding eocuivalent of mre henceritten sionaore, TS BT

iy | Termsoflke | Contactlls

e mrafmedhwath,




Wholestler Presoribeng Information « IMedication Guids

H TI RF REMS Hzme Frascriber Contact Us  PRJane PROo=

2 Patient Enrollment

Pstient | nformation

First Mame* ML Last Mame® Diate of Birth®
Megzn Middi Eroan OF 173000

Se Areyou Hispanic or Lating?

COMale OFemale O Other OYes  ONe

Race (check zll that apply)

O white [ Amaricsn indian or Alasks MNatie
0O asizn [ Mative Haviizn or Cther Pacific isiancer
O Biack or African Amesican (] Crier |pleass specify]
Addraszs Line 1° Address Line 2
Acdress Lin= 1 Sgdiress Line 2
City* State* Zig Code*
City Cistm g I Code
Email Address™ Number-
Megzn Brown@eamotaner FINST-NNe- T O Hame Phane (D Mokile Phana
Preferred Time of Contact® Prefarred Method of Contact®
() Mering (D) Aftermoon ) Evening () Emzil () Tewzto Mobile® O PhonaCall (O Passsl Mai
s there 5 child in the home or are you = caregiver of small children?s Dig you have 2 safe and secure place o store vour medicin=?"
0 ez O Ma O ¥es @ No
Pate=nt Representative {iFrequred)
First Mame Last Hame Rafaticnship
Number Email Addrass
- -= Eorrif Aridiress

You have four options o0 cbtain the patient's signaters. Sharing vour device or providing the patient & OF Code will allow for them to sipgn
the agreement in vour office. It mav take more time for 2 patient to receive an email. To use 2 printed farm, you will need to print,
complete, sizn and sither upload or fax the form to the call center. The 2l center will then process the form. The processine may take up

to two (2] business davs from receips.

— : -1 B == B s e EREATRTIATE SlETT TR

+ Send Email

The following sections to be complated by the prescribar

Medical Information

Frior TIRF Use within the |ast 6 months:*

3 e i3 Mo
Product Mame" Product Strenzth” Dose’ Frequency"

--SelmctProduc W Thoge Srmoumns

Tvoe of Painz"

) Cancer Paim (O Moo-Cancer Fain

Cancomitant Medications {check all that apoly):*

O Banzodizzenine=s O  Esrbiturates a Praccription Insamnia Medications
O Gabasentnoids a Artmeychotics a Oither THS depressant

O Sedative Hypnictics a Sodivm Choybarts O o=

(] Tranguiliz=rs O Aécgha!

O Muscle Reizxmats a Prascoription Cannabincids

¥ Verify Opioid Tolerance

Opioid Moisty®
Hedromarphone o

Moisty/Strenzth/Route/Formulation®

—Salect- W

HYDROMORPHONE (2 mz] ORAL TABLET

HYDROMORPHOMNE {4 mzl ORAL TABLET

HYDROMORPHONE (B mz] ORAL TABLET, EXTEMDED RELEASE

HYDROMORPHOMNE {12 mz) ORAL TABLET, EXTEMDED RELEASE

HYDROMORPHONE (15 mg) ORAL TABLET, EXTENDED RELEASE _
HYDROMORPHONE {22 mzt ORAL TABLET, EXTENDED RELEASE

HYDROMORPHOMNE (& mz} ORAL TABLET

HYDROMORPHONE HYDROCHLORIDE (SMG 30U ORAL SOLUTION

This pati=nt is opioid tolerant becauss helche is corrently prescribed [=aclusive of 3 TIRF medicine] one= or more of the following opioid
regimens daily and has been prescribed this regimenis) for one week or longer (chack all that appiyvlc®

O 250 mg aral morphmeiday (] 2 23 micrograms trarscer el Ferteamyl haur
a 2 30 ez oral aoroodons'day O 2 2meors! lydromorphoneday
O 2 25 mz oral moymorphoneday a 2 50 rmez oral Frydrocodionedane

O &a apuiznaimasic dose af snother apiaid

O lunderstand the risks of TIAF medicines snd my coligstions 35 3 TIRF medicines prascriber to aducste my patients sbout the TIRF REMES and shout safe staraze
and cEpassd, snd ta monitor my patents aporopristehy

F Sz BB Type Sigratuns

PRUzre FRDoe: Flesse uss your mouse ar styfus toosign below m

| suthorize the sbowe signature to be the lezzfy Dinding epunalent of m handeritten siznathor=. IR FELESTE T

* TIRF REMS

YACWERSE REACT t ~E32-1483 or FIW ot BO0-F




Wholeler  Presoibing Infonmation « Medicatson Guide ~

u TIRF REMS Home  Prescriber ContactUs  PRJane PRDo=

& Patient Enrollment

Patient Information

First Mame*® ML Last Mame® Cate of Birth®
Megzn Midgl Erown OF/ 1472000

Sex BAreyvou Hispanic or Latina?

CiMale OFemale O rther Oves Oine

Race (check all that apply)

O whits O Americanindian or Alzsks Nathe
O Asian [ Mative Havsiian ar Other Pacific lsiander
O Bisck or African Amarizan O Crther [pfease specife]
Bddress Line 17 Address Line 2
Acdreszs Line= 1 Adcrecsine 2
City" Stare* Zipg Code*
Ciby Stats L. ZpCode
Email Address” Mumber®
Mezzn Erown@scmotanes AN nn-nonn O Ham= Phane O Mobile Phane
Preferred Time of Contact® Preferred Method of Contact®
{2 Momine ) Aftermoon () Ewening ) Emrait () Tewzto Mobile# () Phone Cali 3 Postsi M3
Iz there a child in the home ar are vou a caregiver of small children? Do vow have a safe and secere place to store your medicins®
0 Yes O Na O Yes O Mo
Patient Representatne {if necured]
First Hame Last Mame Relationship
Number Email Address
R LR EmstAddress

Patient / Guerdian deresment

You have four options to obtain the patient’s sipnatere. Sharing your device or providing the patient 2 QR Code will allow for them tosign
the srreament in vour office. It may take more time for = patient to receive an email, To use 3 printed form, you will nesd to print,
compiete, sign and either uplaad or fax the form to the call center, The call center will then process the form. The processing may take up
to two (2] business davs from recsipt

Send Email

o Send Email

The foliowing sections to be compl=ted by the prescriber

Mediral Information

Frior TIRF Use within the last & months:”

O Yes (D Na
Product Name* Product Strangth® Dose® Frequency®
—Salect Produc W 8 T Fracos=nc
Tyoe of Pain:®

) CancerPsin () Mon-Cancer S3in

Concomitant Medications {check all that applvi:*

O Benzodzzegines O Baraitursz=s O Prescription lnsomniz Meccstians
O Gabsgertinoids O Ardipsvychofics O Cither THE depressant

O Sedative Hypnotics O Scdium Cworbate O rane

O - Frenguiliz=rs O Alcohai

O Muscle Retznts [0’ Prescription Camnabingids

i Verify Opioid Tolarance

Ogioid Moi=ty*®
Levarphanal gt

Moiery/StrensthRoute/Formuol aticn®

LEVORPHANOLZ mgl ORALTABLET
LEVORPHANOL {2 mel ORAL TABLET

-y -

Moiety Formalation Strength Roate= Fregquemncy

Pati=nis must remain on arcund-the-clock opioids while taking 3 TIRF medicine.

This pati=nz is ocpioid tolerant because helshe is currently prescribed [=xclusive of 3 TIRF medicinel one or more of the following cpioid
repimens daily and has been prescribed this regimenis) for one week ar lonper icheck all that apphyls®

O 2 &0 mx aral morphineddsy a z 25 mocrograms trarscarmsd Frntsmelhour
O & 30 mz arsl oocodonetay O 2 @mpgaral bydromorphona’tay
a 2 25 i oral oxymarphoneday O 200 mig aral inrocodane'da

O an eguiznaizesic dose of another opiaid

O lurdarstand the risies af TIZF medicnes anz my ooligations a5 3 TIRF madicines prascriber 1o sdecsse e petisnss soout the TIRF REMS and sbout safe starams
and ospassd, and 1o monitor my petients 2poropristehy

# 5 B Type Szrapare

PRUan= PADoe- Flesse use your mouse ar stylus tosizn oelow ﬂ

I'zutharize the sbove sipnature to be the lexsiy binding ecaivalent of my henceeritten sipnatore. SRS TH

* TIRF REMS

ADYERSE REACTIONE, contact the TIRF REMS Call Center ot




Wholemler  Presoribing information » Medicstion Guide «

m TIRF R EMS Home Frescriber Caontact Us PRlane PROoe

& Patient Enrollment

Patient Information

First Hame* ML Last Mame® Date of Birth®
bmEzn etidel Brown Q71470000

Sy Areyvpu Hispanic or Latina?

O Mate OFemale O Other CYes  Oho

Race (check all that apply)

O white [ Americsn indizn or Alasks Matie
O 2sian [ Mative Hawiizn ar Other Pacificlstancer
O Biack or African Amasizan a Dther Ipleass soecify]
Address Line 1° Address Line 2
AcdressLine 1 Adoress Line Z
City" Stane’ Zip Code*
ity Sigte L Zoplode
Email Address” Humber*
Mepzn Brosn Bacemotanet Ar-NrE-AnnN O Home Phane ) Mobile Phane
Preferred Timeof Contsce’ Praferred Method of Contact’
) Momineg O Aftermoon () Evening () Emzil () TecttoMobile# () PhoneCell (D) Postsl M2
Iz there a child in the home or are voo a caregiver of small childran? D you have 2 safe and secore place to store your medicins?"
0 ez D) Na O ¥es O Mo
Patpent Representative {if reguired)
First Mame Last Mame Ralaticrnship
Number Email Address
P=fent / Gusrdian Azresment

Wou have four options to obtain the patient's sipnature. Sharing vour device or providing the patient & QF Code will allow for them to sign
the agreement in vour office. [t may take more time for s patient to receive an email. To use a printed form, yau will need to print,
complete, sizn and either upload or fax the form to the cal | center. The cal! center will then process the form. The processing may take up
to two (2] business davs from receipt

Send Email

The following sections to be complated by the prescriber

Wledhcad Information

Prior TIRF Use within the last & months:®

() Yes 3 No
Product Mame" Product Strenzth® Dose” Freguency”®
- SelmctProduc W v g Trezumns

Typ= of Pain=*

{3 CancerPain ) Mon-Canoer F3in

Concoemitant Medications {check all thas apalv):*

O eenzac e e O earbiturstss O Prascription Insomniz Medications
O Gsbaoertnoids a Artosechotics a Crther CNE depressant

O sadative Hypnotics O Soditm Daoybats O Hane

a Tranguilizers O Alcghel

O muscle Retcnts O Prescriation Canaabincids

i Werify Opioid Tolerance

Dpioid Moisty®
Mepearig;me W

Maoispy/StrenzthRovtesFormulstion®

—ESaiect-- b

MEPERIDINE (S0mz) ORALTABLET

MEPERIDIN
MEPERIDINE

00 ez ORAL TABLET
(SOMG/SML] ORAL SYRUP

Formalation Strength Rparte

Patients must remain on arcend-the-clock opioids while taking & TIRF madicine.

This pati=nt is opioid tolarant because hefshe is corrently prescribed {=xclusive of 2 TIRF medicine] on= or more of the follawing opiaid
rapimans daily and has been prescribed this regimenis) for ane weesk or lonper (chack sl that appiy]s®

a & &0 g aral morphine O z2= micrograms transcermal fentamd haur
a 2 20 mx oral ooyroodione’day a 2 2 mearsl ydromompbone'tay

a 2 25 miz ozl oeymorphoneday O 2 50 mz oral hydrocodone'day

O An=gu anziz=sic dose of snother apeaid

O lurderstand the risks of TIAF medicines snd my oiligations a5 3 TIRF medicines prescriber to adiscste my patiends sbout the TIRF REMS and shout safe staraze
=nd fapassd, and 1o monitor my patisnts aporopristety

F 2T B Type Signabure

PRUane FRiDoe: Plasse use your masse ar styius toosipn below m

| sutharize the 3 bove sipneture to be the |exadly binding egunalent of mry handeer itten sEnamre. m

montact the TIRF REMS Call O




Wholemler  Presoribing Information ~  Medication Guide

Home Prescriber Contact Us  PRIane PRDo=

ﬂ TIRF REMS

& Patient Enroliment

Patient |nformeation
First Hame® ML Lzst Mame® Date of Birth®
Smpan Middl Erown 07/ 1472300
Sew Areyou Hispanic or Latina?
O Mate O Female O Crther Oves O
Race (check all that applyi
O white [ Americsn indism or Alzsks Mative
O 2sizn [ Mative Havsiizn or Other Pacific lsiandar
O Black or African American O Cther (pleas= soecify]
Address Line 17 Address Line 2
ArdressLin=1 Ldcress Line 2
Ciey* State’ Zip Code?
City Sige g fip Code
Email Address® Numbe=r®

Mepan EroenEecmotanes g gl s] CiHame PRan= i Mebile Phane

Preferred Time of Contact Preferred Method of Contact®

(3 Moming O Aftermoon (3 Evening (3 Emmil ) TexttcMobile2 ) Phone Call ) Pasisl Ma

Iz thare o child in the hame or are you a caregiver of smail childran?- Dra you have = safe and secure place to store your medicine?"

(0 Yes ) Na 3 ves O Mo

Pstient Represent stive {if requared]
First Mame Last Mame Raiztionship
MNumber Emazil Addrass

Patient / Guardian Agreement

You have fowr options to obtain the patiant's signatera. Sharing vour device or providing the patient 2 QR Code will allaw for them to sign
the srresment in vour office. [t may take more time for 3 patient to receive an email. To usa 3 printed form, you will neesd 1o print,
complete, sizn and either upload or fax the form to the call centar. The call center will then process the form. The processing may take up
o two (2] business gavs from receipr.

C = Ta DERLTEE DOTOR T San Yol =i K Pa—n =

o EE the

& Send Emzil

The fallowing sections to be completed by the prescribear

Prior TIRF Use within the last & months:®

O ez ) Ma

Praduct Mame* Product Strenzeh® Cipse* Frequency®
--SelmctProduc W o Dose o a
Typ= of Pain:”
3 CancerPain ) Mon-Cancer Pxin
Concomitant Medications {check 3ll that applvi:®
O Barzodizzenines O Barbiturases a Frascription Insomniz Medicstions
O Gabsoenrtinods O &t psvchotics a Cither CHE depressant
O Sadstive Hyprictics O Sodiurm Oheybeats O mone
O Tranguiliz=rs O alcoha
@ O

Musr]e Refznts

i Verify Opioid Tolerance

Presoription Cannabinoids

Opioid Moi=ty®
Methadone b

Mai=ty/Strength/Route/Formulation®

—Seiect--

METHADCNE

{10mg ORAL TABLET

METHADONE
WETHADONE (5 ey QRLAL SOLUTICH

METHADDME { 10 mz) ORALSCLUTION

METHADONE HYDROCHLORIDE (A0MEG) ORAL TAELET, FOR SUSPEMSION
METHADONE HYDROCHLORIDE { J0MGPAL ORAL CONCENTRATE

(Zmzl ORAL TABLET

Patimats must remain on arcend-the-clock opioids whils taking a TIRF medicine.

This pati=nt is opioid tolerant because= helshe is currently prescribed [e=xclusive of 3 TIRF medicinel one or more of the following cpioid
regimans daily and has been presoribed this regimenis) for one week ar fonger (check all that applyk”

O zs&0 mi aral morphinesosy
O 220 g aral cecyoodane’tery

O z2= miz aral mymorphoneiday

a z 25 micrograms transoermad fenmamylhour
O = 2'mg arsd ydiromorphonedary

O za0 = aral fredrocodionsidary

O &a mquianzizesic dose of snother opiaid

O |urderstand the risks of TIRF medicnes sng my ohlizations 25 3 TIRF madicines prascribar to sducsts mry petiands shout the TIRF REMS and shout safe storazs
and Epassd, and to menitor mry patients aporopriatehs

F5m B Type Siznature

PRUane FRDoe: Plesse use yvour mouse or stytus toosizn below

I suthorize the sbove sipnature to be the lezsfty Dinding epuivalent of mry henderitten simnator=. ISR 114

* TIRF REMS

©0- ATRERSE REACTE

ontact the TIRF R




Vholemler  Presoibng information » Medicstion Guide «

“ TIRF REMS Home  Prescriber ContactUs  PRIane PRDoe

& Patient Enrollment

First Mame*® ML Last Hame® Date of Birth®
Meran Mlida! Eroam 071450300

Sex BAreyou Hispanic or Latina?

DiMate O Female O Crther Orves Ona

Race (check all that applyl

[ white [ americzn indizn or Alzskes Nathe
O 4sian O Mative Hawiizn ar Other Facifc Istancar
O Bizck or African Amesizan O ther [pieass specify]
Addrass Line 1° Address Lin= 2
BcdressLine1 Adgresz Line 2
Ciey* Stare’ Zip Code’
Ciky Sizte o Zip Code
Email Address® Number~
Merzn Brown@ecmotanet NrE-Ann-nnnn D Home Phone O Mobile Phaone
Preferred Time of Contact’ Preferred Method of Contact’
) Woming (O Aftermaon ) Ewsning ) Email ) TewttoMosile® O Phone Czl O Pasts M
Is there a child inthe home or are vou a caregiver of small children? Do vou have a safe and secure place to store your medicine?"
O Yex O Ka O Yes O Mo
Patfient Repreceritatie {iF reguaned]
First Hame Last Hame Re=lationship
Number Email Address

You have four options to obtain the patient's signaturs. Sharing your devics or providing the patient a2 OR Code witl allaw for them to sign
the azreement in vour office. It mav take more time for 2 patient to receive an email. To use 3 printed farm, you will ne=d to print,
compiete, sign and either uplaad or fax the form ta the call center. The call center will then process the farm. The processing may take up
to two (2] business davs from receipt.

Send Email

The fallowing sections to be complated by the prescriber

Prior TIRF Use within the [ast & months:®

0 Yes ) Nao
Product Mame" Praduct Stranzch® Dipse® Frequency’
--SelactProduc W - Dase Freipuen:
Tyoe= of Pain:"

O CancerPsin (O Mon-Canoer Pain

Concomitant Medications (check all that sppiv):’

O Benzadizenie= O Barsiturstes [0 Frescrigtion insamniz Mediczfions
O Gabepentinoids O Artipsychotics O Dither THE depressant

a Sedathe Hypniotcs a Sodium Ohoybat= O pare

O Trenguiliz=rs O seerhe

O Muscie Retzants [0 Prescriotion Cannabincids

i erify Opioid Tolerance

Opioid Moiaty”
Womhine W

Moietv/Strenzth/Route/Formulation®

[— "

MORPHINE (30 mg! ORAL CAPSULE, EXTENDED RELEASE -,

MORPHIME {45 mgl ORAL CAPSULE EXTEMNDED RELEASE

MORPHIME (50 mg} ORAL CAPSULE EXTENDED RELEASE

MORPHIME (75 mgl ORAL CAPSULE, EXTENDED RELEASE .
MCRPHIME (70 mgi ORAL CAPSULE, EXTENDED RELEASE '_
MCRPHINE (120 mz) ORAL CAPSULE, EXTEMDED RELEASE c

WORPHIME {15 mg} ORAL TABLET, FILM COATED, EXTENDED RELEASE
MOAFHIME [30 mgh ORAL TARLET, FILM COATED, EXTENDED RELEASE
MORPHINE [50 mgl ORAL TABLET, FILM COATED, EXTENDED RELEASE
MMORPHIME (100 mz) OFAL TABLET, FILM COATED, EXTENDED RELEASE
MORPHIME [200 mz) ORAL FTABLET, FILM COATED, EXTEMDED RELEASE
MORPHIME {10 mgl ORAL CAPSULE, EXTENDED RELEASE

MCRPHIME 20 mgl CRAL CAPSULE, EXTENDED RELEASE

MCRPHIME [50 mgl ORAL CAPSULE EXTENDED RELEASE

WAORPHIME (20 mgi ORAL CAPSUALE, EXTENDED RELEASE

MOAFHIME {100 mzi ORAL CAPSULE, EXTEMDED RELEASE

MORPHINE (200 mz) ORAL CAPSULE EXTEMNDED RELEASE

MORPHME (1S mgl ORAL TABLET -
MORPHIME {40 mg} ORAL CAPSULE EXTENDED RELEASE

Ll TR PITT B L EL F HE TR T I RSV I ST T G LT T e | 8L 17 P 1 T A el LS L R L T T (e S R L A B IR R e w O Safe starsze

=ndl dspassd, and fo menitor oy patients s poraprizbeiy

Sne cpiaid

#F5i;m B Type Sionsture

PRJare= PFRDoe: Plasse use your mouse ar stylus to sizn below m

| sutharize the sbove sipnsture to be the larsthe hinding eouivaient of me hendaritten s tore. RGBT

ntactthe TIRF REMS Call Center at 14 or FD& gt BOO-ADA- 1088 or hitp:




“ TIRF REMS

& Patient Enrollment

Wholemler  Presoibng Information = IMedication Guids

Home Prescriber Contact Us PRlane PRDo=

Ptient | mformetion

First Mame® ML Lzst Name® Date of Birth®
Mepan Midel Eroven OF 1853000
Sew Arevyouw Hispanic or Lating?
DMzle OFemale O Crther Ove ONe
Race (chack !l that zpplv]
O white O Americsn indian or Alssks Mathe
O asizn [ Mative Hawsiizn or Other Facific Isfandar
[ Biack or African Americzn O Cter [nlesse soecify]
Address Line 1° Address Line 2
Adrezs Line 1 Bddrecs Line 2
Cigy* State* Ziog Cade*
City Same g Tig Code
Email Address® Number-
*legan Erown@eamotane: Al ] CiHame Phane ) Mobile Phans

Preferred Time of Contact®
) Moming ) Afternoon ) Evening
Is thare o child in the home or are you a caregiver of small children?s

) Yes (3 Na

Patient Representathe (i reguared)

Preferred Method of Contact®

{3 Em=il () TexttoMotile® O Phane Call ) Passl Mail

Oia you have 2 safe and secore place to store yaur medicine?"

O Yes O Mo

First Hame Last Mama Ralztionship
MNumbear Email Address
Patemnt [ Guardian Agresment

YWou have fosr aotions o chisin the patient's sipnatera. Sharing vour device or providing the patient 3 QR Code will allow for them tosign
the arresment in vour office it may take more time for 3 patient to receive an email. To us= 3 printed form, you will nead to print,
complete, sizn and either uplaad or fax the form to the call center. The ozl canter will then process the form. The processing may take up

to two (2] business davs from receips

# Send Email

The following sections to be campleted by the prescribar
Wedical nformation

Priar TIRF Use within the last € manths:®

O Wes O Ma

Product Mame* Produce Strenzeh”

--SelectProduc W - D=

Type of Pain:®

{3 Cancer Pen D) Mon-Csnosr Pain

Caoncomitant Medications (check all that apolvl®

O Banzoizzenines O Ezrbiturames

Gabzpentnoids a Artmpswchotics
O Sodivm Orybate

Sedztive Hypniotics

Tranouilizers O akcoho

O
O
O
O Muscle Reizants

B Werify Opioid Tolerance

Frequency’

a Prescription Insamniz Medicstons
O Other s depraszant

O mane

O Preser pticn Carmabincids

Oaioid Meoiety®
“orohine L

Maoi=tv/Strength'Route/Formulation®

—Samimct--

MORPHINE (15 gt DRAL TABLET, FILM COATED, EXTENDED RELEASE
MOREPHINE (30 mz) ORAL TABLET, FILM COATED, EXTENDED RELEASE
SMIDRPHINE (20 mz! ORAL TABLET, FILM COATED, EXTENDED RELEASE
MORPHINE (100 mz) DRAL TABLET, FILM COATED. EXTEMDED RELEASE
MOEPHINE {200 mz) ORAL TABLET, FILM COATED. EXTEMDED RELEASE
MORFHNE (10 mgh ORAL CAPSULE, EXTEMNDED RELEASE

MOSPHINE (20 mgl ORAL CAPSULE, EXTENDED RELEASE

MORFHIME [50 mg) ORAL TAFSULE, EXTENDED RELEASE

MOSRHINE (B0 mg: ORAL CAPSULE EXTENDED RELEASE

MOREPHINE {100 mg) ORAL CAPZULE, EXTEMDED RELEASE

SMIDRPHINE (200 mz) ORAL CAPSULE, EXTEMDED RELEASE
MORPHINE (15 mgi ORAL TABLET

MOEPHINE (40 mzh ORAL CAPSULE, EXTEMNDED RELEASE

MOAFHNE (30 mgh DRAL TABLET

MOSPHINE (70 mgl ORAL CAPSULE, EXTENDED RELEASE

MORFHIME (130 mz) ORAL CAPSULE EXTEMDED RELEASE

MOSRHINE (150 mz) ORAL CAPSULE, EXTEMDED RELEASE

MOAEPHINE SULRATE {10MG/SML) ORAL SOLUTHON

MDA PHINE SULRATE (20MGSML) ORAL S0 UTION

MORPHINE SULRATE (100845/58AL ORAL SOLUTICN

g Sapassd, and o monitor e patients aporapristehs
F55m B Type Spneir=

PRUzane= PRDoe: Plesse useyour mouse or sbylus to sizn below

En: opioid

-
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1 zutharize the aboee sipnature to be the lezslly binding sourcient of me hkencearitten snahore, m




Wholessler  Presoibing Information ~  Medication Guids ~

" TIRF REMS Home Frescriber Contact s PRlane PRDo=

& Patient Enroliment

First Hame® ML Last Mame* Cate of Birth®
Mapan Middl Ermwn OFrid/ 2000

Hay Areyou Hispanic or Lagina?

O Make O Female O Crther Oves CiMe

Rac= [check all that apply]

[ write . Amnerican Indianor Alzsks Mative
O &sian O Mative Hawiian ar Other Facific lsiandar
O Biack or African American a Crther {plasse soecifyl
Address Line 1° Address Lin= 2
Acdress Line= 1 Addracs Line 2
City™ State* Zip Code*
ity Szt g T ode
Email Address” Mumbar™
Megzn Brown@ecmotonet NN=Arn=nnnn O Hame Phone ) Mobile Phans
Preferrad Time of Contace® Preferred Method of Contace®
() Moming (O Aftermoon ) Evening () Email 3 TettoMonile® (O Phone Call 0 Passad Mail
Iz there a chifld in the hame or are vou a caregiver of small childrea? Do you have a safe and secure place to store your medicine?"
O Yes O %o O vee O No
Patimnt Representative {if reguired)]
First Hame Lasg Mame Ralationship
HNumber Email Address

Pafent / Guardian dgresment

You have four options ©o obtain the patient's signature. Sharing yvour device or providing the patient 2 QR Code will silow for them to sign
the spresment in vour office. it may take maore time for s patient to receive an email. To use 5 print=d form, yvou will nead to print,
complete, sign and sither upload or fax the formto the call center. The call center will then process the form. The processing may take up
o two (2] business davs from receipt.

Send Emzil

¥ SendEm

The following sections to be campleted by the prescriber

FPriar TIRF Use within the last & months:*

(0 Yas () Mo
Product Name* Product Streanzth® Dipoe® Frequency®
- GelectProduc we Diose TreqoEn:
Type of Pain=®
) CancerPsin ) Mon-Canoer Fzin
LConcomitant Medications {check all that apalv):*
O Benzacizzegines O Barbitersoes O Prescription nsamaiz Medications
O Gabsosrtngids [} Amtosvchotics O Cither TNE depressant
O Sedative Hypnatics O sodivm Owybate O sane
O Tranguilizars O asccho
O Muscle Retzaats [0 Prescrigtion Carnabincids

§ Werify Opioid Tolerance

Dpicid Moi=ty®
Choyoodans gt

Moiety/Strensth/Route/Formulation®

—Selact— b

ACETAMINOPHEN, DXYCODONE {325 mey's mz) DRAL TABLET
OXNYCODONE (5 me) ORAL SOLUTION

CYCODONE {10 mg: DAL TASLET, FILM COATED, EXTENDED RELEASE

CYCODONE (20mz: DRAL TABLET, FILM COATED, EXTENDED RELEASE

OXYCODONE (40 mg! DRAL TABLET, FILM COATED, DXTENDED RELEASE -
CXYCODONE (80mz) DRAL TABLET, FILM CO&T ED, EXTENDED RELEASE g

CNYCODONE (5 mz) ORAL TABLET

COCYCODONE (10 mz; DRAL TARLET

COYCODONE {15 mg: DRAL TABLET

ONYCODONE (20me) DRAL TAZLET

CYCODONE (30mg: ORAL TASLET

CYCODONE (100 mzl ORAL SOLLITION
COCYCODONE (7.5 mz} ORAL TABLET
CXYCODONE (9%4G] ORAL CAPSLILE, EXTENDED RELEASE
CXNYCODONE {12 5MG) DRAL TAPSULE, EXTENDED RELEASE
COCODONE (13MG; GAAL CAPSULE, EXTENDED RELEASS
CYCODONE (27MiG: GRAL CAPSUILE, EXTENDED RELEASE
ONYCODONE (36MG) DRAL CAPSLUILE, EXTENDED RELEASE -
CYCODONE HYDROCHLORIDE (13MG) ORAL TABLET, EXTENDED RELEASE

L 1 LI L YT S T T E L ' LR 1T LT T L it (LT e e wr & DCUE 530 STOrEEe

=g gspassl and o monitor mry petients aporopristely

“ngopioid

#F Sz B Type Sznapure

PRUzane PRDoe: Plasse usevour mouse or soylus tosizn oelow m

| sutharize the 3 bove signature to be the jeesiy binding souivalent of mre bencwritten stenatores. [T ESLETLE T
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Wholemler  Presoribng Information ~  Medicstion Guide ~

n TIRF REHS Home Prescriber Contact s  PRIane PRDo=

& Patient Enrollment

Patient Information

Firzt Hame* ML Last Mame® Date of Birth®
Meg=n Middl Erowm 0771472000

Saw Breyou Hispanic or Latinag?

OiMate O Female O Crther Oes OMo

Race [chack all that apply]

O white O Americsn indisnior Alaskcs Mative

O asizn O Mative Havesiizn ar Other Facific Iskand=r

O Bizck or African American a Crther [pfease soecifyl
Address Line 1° Address Line

Arcdress Line T Sidrinecs Eine 2
City* State’ Zip Cade’

City Stame St ZipCode
Email Address® Humb=r®

Megsn Brovn@ecmotone: TN -Nnn {DHame PRan= (O Mekile Phons
Preferred Time of Contact’ Preferred Method of Contact!

O Moming O Afternoon O Evening O Email (O TexttoMobile# (O Phone C58 O Postal Mail
Iz there o child in the hame or are youo a caregiver of small children?” Da you hawe a safe and secore place to store your medicine?"
O Yes O Ma O ves O Mo

Potient Representatie {if requared)]

First Mame Last Mama R=lztioriship

Patient / Cumrdizn Azresment

You have four apgtions o obtain the patient's signature. Sharing vour device or providing the patient 3 QR Code will allow for them to sign
the arresment in vour office. It may take more time for 2 patient to receive an email. To use 2 printed form, you will ne=d te print,
complete, sizn and sither uplaad ar fax the form to the call center. The call canter will then process the form. The processing may take up

oo two (2) business davs from receipe

Send Email

#  Send Emasl

The fallpowing sectians to be completed by the prescriber

Priar TIRF Use within the last 6 months:"

D Yes (O Mo
Product Mame* Praduct Stranzth® Drpse® Frequency®
- SalectProduc W b Dhoce Freqrienc
Type= of Painz”

O CancerPsin ) Mon-Cancer Pain

Cancomitant Medications {check all that spplv):’

O Berrocismenines O Barbiturstes O Prascription Insammniz Medicsrons
] Gabapentinoids O Amtpswchotics O Cither CHS depressant

O sedative Hypriotics O Sodiven Thoybete O mane

O Tranguiliz=rs O azkcho

O Muscle Retzwsnts [0 Prescription Carnabincids

B erify Opioid Tolerance

Opioid Moiety®
Choycodans g

Maoiety/StrengthRoute/Formulation®

B b
QT OOME (384G ORAL CAPSULE, EXTEMDED RELEASE
QT ODOME {13.5MG) ORAL CAPSUILE, EXTENDED RELEASE e

QOO ODOME (18MG ORAL CAPSULE EXTEMDED RELEASE
QOO ODOME E37MG) CRAL CAPSULE, EXTEMDED RELEASE
OO DDOME (38M G CRAL CAPSULE, EXTEMDED RELEASE

COCYCODONE HYDACCHLORIDE (45MC: DRAL TABLET, EXTENDED RELEASE -
ORAL TASLET EXTENDED RELEASE

OO ODOME HYDAOCHLCRIDE (30MG
O ODOME HYDROCHLCRIDE (SO0 G CRAL TARLET, EXTENDED RELEASE
T ODOMEACETAMINOPHEN {2 5 me/ 200 me) ORAL TAZLET

QO DOMEACETAMIMCPHEM 110 mg 300 mg] DRAL TABLET

QOO ODOMEACETAMINGPHEN (5 me 200 mel CRAL TABLET

QOO ODOMEACETAMINOPHEN {2 5 me/ 225 mg) ORAL TAZLET

OO ODOMEACETAMINCPHEN {3 mp 325 me] CRAL TABLET

O COOMEACETAMINOPHEN (7.5 mp/ 225 mz) CRAL TABLET

OO ODOMEACETAMINCPHEN (10 mz/ 325 mz) DRALTABLET

O ODOMEACETAMINCPHEN 13 me 225 met CRAL SOLUTION

T ODOMEACETAMINCPHEN {10 mz/ 200 mz) ORAL SOLUTICN

QO DOMEACETAMIMCPHENM (7.5 mp 200 mg) CRAL TAZLET

OO DDOMEASPIRIM (48355 mp/225 mzl ORAL TARLET -
QOO DDOMEIBUPROFEN (5-me/200 mal ORAL TAELET, FILM COATED

L1 B I LI AT G T P LT LT 1 AR T 1T S LI K i ] T PR M L e IR L TR 1T LT S # L U 1 e s w0 T E 53fe starsze

nE opiaid

MO Gspasad, and to moniter my patiants aparapristehy
P55z B Type Soneture

PRUare PDoe Pless= use your mouse arstylus tosizn below m

| srtharize the above siznature to be the lexaPye Dinding ecuivalent of mre henceritten sionaore, TS B BTl

By TIRF REMS
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Vholessler Presoribng informaion « Medication Guides «

“ TIRF REMS Hame Prescriber ContactUs PRlane PROoe

& Patient Enroliment

First Hame® ML Last Name*® Cateof Birth”
Mezan Mliddl Eroem 071473000

S BAre yvou Hispanic or Lating?

OMate OFemale O Gther OYes  Oho

Race [check all that apply)

O white O Americzn indizn o Alzsks Nathe
O ssizn [ Mative Haweiizn or Other Facific Iskancar
O Black or African Amerizan O rther [pleas= soecify]
Address Line 1° Address Line 2
Acdress Line 1 Address Line 2
Crey* State’ Zig Code’
Ciby Siote S Zin Code
Email Address® Mumber®
Megzn Brovm@ecmotanet NN -Anen D Home Phone ) Mobile Phane
Preferred Time of Contact’ Preferred Method of Contzct’
) Maminz (O Aftermaon ) Evmning ) Ema® (O Tewtts Mohila® (O PhaoneCs3 (0 Postsl Msil
Is there 2 child in the home ar are vou 2 caregiver of small children?: Do yvou have 3 safe and secere place to store your medicine?"
0 Yes O Na O ez O Mo

Patient Representative {iFreqeired]

First Mame Last Mame Relzticnship
Number Email Address
Emadi Addres

Patient S Guardian Apresment

YWou have four options to obiain the patient's signature, Sharing vour device or providing the patient 3 QR Code will allow for them to sign
the azresment in yvour office. It may take more time for 3 patient to receive an email. To use a printed form, yvou will ne=d to print,

complete, sizn and either upload or fax the form to the call center. The call center will then process the farm. The processing may take up
to two (2] business davs from receipt

The fallpwing sections to be compl=ted by the prescriber

Medec=d Information

Frior TIRF Use within the last 6§ months:®

{3 Yes 3 Na
Product Name" Product Strength® Diose” Frequency®
—-SalactProduc W Thoee Sresuenc

Type of Painz®

{3 CancerPain (O Mon-Canosr Pain

Concomitant Medications {check all that apalvi:®

O Benzadizegine O Barbiturstes [0 erescrigtion Insamenia Medicztions
O Gabsgentingids a Antiasychotics a Dither TS degressant

O sedative Hypnotics [ - Sodium Dhorbite O tane

O Tranzuilizars O Aleched

O mtuscle Retacats [0 Prescrigtion Cannabincids

B Verify Opioid Tolarance

Opioid Moisty”
Choymarphone A

Moistv/Strenzth Route/Formul ation®

—Smlect- b

COCMORPHONE =l ORAL TABLET

QOMORPHONE (10 mz) ORALTABLET

COOMADRPHONE HYDROCHLORICE (SMGHORAL TABLET, EXTENDED RELEASE

CYMORPHONE HYDROCHLORIDE [75MG CAAL TABLET EXTENDED RELEASE

OOMORPHONE HYDROCHLORIDE (100G ORAL TAELET, EXTEMDED RELEASE -
CCMWMDRPHONE BYDROCHLORIDE {15ME) ORAL TABLET, EXTENDED RELEASE

COMORPHOMNE HYDROCHLORIDE {20MG ORAL TAELET, EXTENDED RELEASE

QOMMDRPHONE HYDROCHLORIDE {320MG) ORAL TABLET, EXTENDED RELEASE

COCMORPHONE RYDROCHLORIDE (400E) ORAL TABLET, EXTEMDED RELEASE

o e e B Ll N S e KNSty (11 111 ]

regimans daily and has been prescribed this regimanis) for one week or longer (chack sl that spply):®

O 2 50 mz aral morphinedary O 2 25 micrograms transdermad fentamdl hour
a 2 30 mx orsl axyoodone ey O 228 meorsf lyoromombone'day
O z 25 mz oral @omomphoneday O 250 mz oral hydrocodane'day

O An aguianaizeasic dose of snother opeoio

O lunderstand the risks of TIAF medicnes sng my cioligstions a5 3 TIRF medicines prescriber to aducste my patients shout the TIRF REMS and sbout ssfhe storaze
=nd ospasst, and to monitor my petients s poraprizisty

F T B8 Type Signabure

PR are= PRD0e: Plesse uss your mouse or styfus to sizgn below m

| suthorize the sbove sipnature to be the lezathy Ginding ecuivalent of m hanceritten snature, T LE LT

| PrimoyPolicy | Termsoflke| Con

cia mramedwatch,




Wholemler  Presoribing Information ~  Medication Guide

“ TIRF HEMS Home Prescriber Contact Us  PRIane PRDoe=

& Patient Enroliment

Patient |nformeation

First Hame® ML Lzst Mame® Date of Birth®
Smpan Middl Erown 07/ 1472300

Sew Areyou Hispanic or Latina?

O Mate O Female O Crther Oves O

Race (check all that apply]

O white [ Americsn indism or Alzsks Mative
O 2sizn [ Mative Havsiizn or Other Pacific lsiandar
O Black or African American a Crther (please soecify)
Address Line 17 Address Line 2
ArdressLin=1 Ldcress Line 2
Ciey* State’ Zip Code?
City Sige g fip Code
Email Address® Numbe=r®
WersnErown@omemotanes MINT-NE-nann CiHame PRan= i Mebile Phane
Preferred Time of Contact Preferred Method of Contact®
(3 Moming O Aftermoon (3 Evening (3 Emmil ) TexttocMobilez ) PhoneCall ) Pasiel Mai
Iz thare o child in the hame or are you a caregiver of smail children?" Do you have = safe and secure place to store your medicine?"
(0 Yes ) Na 3 ves O Mo
Pstient Represent stive {if requared]
First Mame Last Mame Raiztionship
MNumber Emazil Addrass

Patient / Guardian Agreement

You have fowr options to obtain the patiant's signatera. Sharing vour device or providing the patient 2 QR Code will allow for them to sign
the srresment in vour office. [t may take more time for 3 patient to receive an email. To usa 3 printed form, you will nesd 1o print,
complete, sizn and either upload or fax the form to the call centar. The call center will then process the form. The processing may take up
o two (2] business gavs from receipr.

& Send Emzil

The fallowing sections to be completed by the prescribear

Prior TIRF Use within the last & months:®

O ez ) Ma

Praduct Mame* Product Strenzeh® Cipse* Frequency®

--SelectProduc W Lt Timsm Eraciisn

Typ= of Pain:”

3 CancerPen ) Mon-Canoer Bzin

Concomitant Medications {check 3ll that applvi:®

a Banrodizzenines Esroiturates a Frascription Insomniz Medicstions

Gabspentmceds Artpsechotics a Cither CHE depressant
Sedztive Hypniotics Sodiurm Choybeats O mone

Tranguiliz=rs Alcohod

Oooao
Ooo0Oooano

Pzl Heisesnts Presoription Cannabinoids

i Verify Opioid Tolerance

Opioid Moi=ty®
Pentazocine b

Mai=ty/Strength/Route/Formulation®

—Seiect-- bl

PEMTAZOCIMNEMNALDRONE (30 mg/0.S mz] ORAL TABLET

Formulation Strength Rioarte Diase Fregqusncy

Patimats must remain on arcend-the-clock opioids whils taking a TIRF medicine.

This pati=nt is opioid tolerant because= helshe is currently prescribed [=xclusive of 3 TIRF medicinel one or more of the following cpioid
regimans daily and has been presoribed this regimenis) for ons week ar fonger (check all that applyk”

O zs&0 mi aral morphinesosy O =22 miorograms ransoerma! fermamylhour
O 2 30 myg aral ocyoodane’tey O = 2'mg arsd ydiromorphonedary
O z2= miz aral mymorphoneiday a & &0 e aral fredrocodionsdary

O &a mquianzizesic dose of snother opiaid

O | urderstand the risks of TIRF medicnes sng my ohlizations 25 3 TIRF madicines prascribear to sducsts mry petiands shout the TIRF REMS and shout safe storaze
and Epassd, and to menitor mry patients aporopriatehs

F5m B Type Siznature

PRUane FRDoe: Plesse use yvour mouse or stytus toosizn below m

I suthorize the sbove sipnature to be the lezsfty Dinding epuivalent of my henderitten simnator=. SR 14

| Termsoflise | Conkact

wcfri poofmedhvraich,




Wholestler Presoribeng Information « IMedication Guids

H TI RF REMS Hzme Frascriber Contact Us  PRJane PROo=

2 Patient Enrollment

Pstient | nformation

First Mame* ML Last Mame® Diate of Birth®
Megzn Middi Eroan OF 173000

Se Areyou Hispanic or Lating?

COMale OFemale O Other OYes  ONe

Race (check zll that apply)

O white [ Amaricsn indian or Alasks MNatie
0O asizn [ Mative Haviizn or Cther Pacific isiancer
O Biack or African Amesican (] Crier |pleass specify]
Addraszs Line 1° Address Line 2
Acdress Lin= 1 Sgdiress Line 2
City* State* Zig Code*
City Cistm g I Code
Email Address™ Number-
Megzn Brown@eamotaner FINST-NNe- T O Hame Phane (D Mokile Phana
Preferred Time of Contact® Prefarred Method of Contact®
() Mering (D) Aftermoon ) Evening () Emzil () Tewzto Mobile® O PhonaCall (O Passsl Mai
s there 5 child in the home or are you = caregiver of small children?s Dig you have 2 safe and secure place o store vour medicin=?"
0 ez O Ma O ¥es @ No
Pate=nt Representative {iFrequred)
First Mame Last Hame Rafaticnship
Number Email Addrass
-TITi=1 Erriil Arldiress

You have four options o0 cbtain the patient's signaters. Sharing vour device or providing the patient & OF Code will allow for them to sipgn
the agreement in vour office. It mav take more time for 2 patient to receive an email. To use 2 printed farm, you will need to print,
complete, sizn and sither upload or fax the form to the call center. The 2l center will then process the form. The processine may take up
to two (2] business davs from receips.

Send Email

The following sections to be complated by the prescribar

Medical Information

Frior TIRF Use within the |ast 6 months:*

3 e i3 Mo
Product Mame" Product Strenzth” Dose’ Frequency"

--SelmctProduc W Thoge Srmoumns

Tvoe of Painz"

) Cancer Paim (O Moo-Cancer Fain

Cancomitant Medications {check all that apoly):*

O Banzodizzenine=s O  Esrbiturates a Praccription Insamnia Medications
O Gabasentnoids a Artmeychotics a Oither THS depressant

O Sedative Hypnictics a Sodivm Choybarts O o=

(] Tranguiliz=rs O Aécgha!

O Muscle Reizxmats a Prascoription Cannabincids

¥ Verify Opioid Tolerance

Opioid Moisty®
Tapersdod o

Moisty/Strenzth/Route/Formulation®

—Salect- W

Tapenzdo! [S0mzi ORAL TABLET
Teoentsdol (75MGHORAL TABLET

Tepertsdol {100M8G] ORAL TABLET

Teperizdo! (S0MGHCRAL TABLET, EXTENDED RELEASE

Taperizdo! (10084Z) DRAL TABLET, EXTENMDED RELEASE _

Tapentzdol {15004G) ORAL TABLET EXTENDED RELEASE

Tepenisdod (200845) ORAL TABLET, EXTENDED RELEASE

Taperadol (2300MG]1 DRAL TABLET, EXTEMDED RELEASE
This patient is cpioid tolerant because hesshe iz currently prescribed [=xclusive of 2 TIRF medicine] one or more of the following opioid
regimens daily and has been prescribed this regimenis) for one week or longer (chack all that appiyvlc®

O 250 mg aral morphmeiday (] 2 23 micrograms trarscer el Ferteamyl haur
a 2 30 ez oral aoroodons'day O 2 2meors! lydromorphoneday
O 2 25 mz oral moymorphoneday a 2 50 rmez oral Frydrocodionedane

O &a apuiznaimasic dose af snother apiaid

O lunderstand the risks of TIAF medicines snd my coligstions 35 3 TIRF medicines prascriber to aducste my patients sbout the TIRF REMES and shout safe staraze
and cEpassd, snd ta monitor my patents aporopristehy

F Sz BB Type Sigratuns

PRUzre FRDoe: Flesse uss your mouse ar styfus toosign below m

| suthorize the sbowe signature to be the lezzfy Dinding epurnalent of my henderitten siznathore.

CHERSE REAC




Wholemler  Presoribng Information ~  Medicstion Guide ~

n TIRF REHS Home Prescriber Contact s  PRIane PRDo=

& Patient Enrollment

Patient Information

Firzt Hame* ML Last Hame® Date of Birth®
*egan Petidol Erowm 07 1472000

Saw Breyou Hispanic or Latinag?

OiMate O Female O Crther Oes OMo

Race [chack all that apply]

O white O Americsn indisnior Alaskcs Mative
O asizn O Mative Havesiizn ar Other Facific Iskand=r
O Bizck or African American a Crther [pfease soecifyl
Address Line 1° Address Line
Arcdress Line T Sidrinecs Eine 2
City® State’ Zip Cade’
City Stz g FpiCode
Email Address® Humb=r®
Megsn Brovn@ecmotone: TN -NOnn {DHame PRan= (O Mekile Phons
Preferred Time of Contact’ Preferred Method of Contact!
O Moming O Afternoon O Evening O Email (O TexttoMobile# (O Phone C58 O Postal Mail
Iz there o child in the hame ar are you a caregiver of small children?” Da you hawe a safe and secore place to store your medicine?"
O Yes O Ma O ves O Mo
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Patient / Cumrdizn Azresment

You have four apgtions o obtain the patient's signature. Sharing vour device= or providing the patient 3 QR Code will allow for them to sign
the arreement in vour office. It may take more time for 2 patient to receive an email. To use 2 printed form, you will ne=d te print,
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Send Email
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B erify Opioid Tolerance

Opioid Moiety®
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ACETAMINOPHEN, TRAMADOL {325 mg/37.5 mg) DAL TALET, FILM QOATED
TRAMADOL |50 mg) ORAL TABLET
TRAMADOL (200 mg) ORAL TABLET, EXTENDED RELEASE
TRAMADOL (50 mz] ORAL TABLET, FILM COSTED
TEAMADOL 1300 mz) ORAL TABLET, EXTENDED RELEAZE -
TRAMADOL (100 mg) ORAL TABLET, EXTENDED RELEASE
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TRAMADOL 5 g} ORAL SOLUTION
TRAMADOL [100 mg) ORAL TABLET
TRAMADOL HYDROCHLORIDE [100MG) ORAL CAPSULE, EXTENDED RELEASE
TRAMADOL HYDROCHLORIDE (200MG) ORAL CAPSULE, EXTENDED RELEASE
TRAMADOL HYDROCHLORIDE [300MG) ORAL CAPSULE, EXTENDED RELEASE
THAMADOLACETAMIMOPHEN (37,5 mz/225 ) ORAL TABLET, FILM COATED
O :30mg arsl acyoadanaesy, T S — O 22 mzars! hydromorbane day

ne opiaid

a z 25 mz arzl aoymarphone/dsy a 280 mz oral rvdrocodoreday

O &n moiansimesic dose of snother opiaid

O lurderstand the risks of TIAF medicnes and me chlizstions 35 3 TIRF meadicines prascribar to sducsis mry petents shoot the TIRF PEMS and shout ssfe starazs
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Patesnt Information
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Ylmpan Flidal Erowm 07/ 1453000
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Preferred Time of Contact® Preferred Method of Contact®
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Is there & child in the home or are you = caregrver of small children? Cig vau have 2 safe and secore place= 1o store your medicine?"
O Yes O Mo O ves O Nz
Patient Reprecentatiee {iF reguared]
First MName Last Name Refationship
Number Email Address

Patint ) Guardian Agresment

Youw have four options to chtain the patient’s signaturs. Sharing your device or providing the patient a QR Code will aflow for them to sign
the agreament in vour office. It mav take more time for a patient to receive an email. To use 3 printed farm, vou will need to print,
comalete, sign and -either vpload or fax the form to the call ceater. The calf center will then process the form. The processing may take up
fo two (2] business days from receipt

Send Email

The fallowing sections to be completed by the prescriber

Medicsl Information

Prior TIRF Use within the last & months:®

3 Yas ) Na
Product Name® Product Stranzth® Dese’ Frequency®
--Select Produc w* o Cise Ermzuenc
Type= of Pain:®

) CancerPein () Mon-Canoer Psin

Concomitant Medications {check ail that appivi:”

O Benzodizzegine O Barbiturstes [0 Prescription insamnia Medications
O Gabapentingids O ant peychotics O Other ZM5 deprassant

O Sedative Hypnotics O Sodium Ouyhiate O sans

O Tranzuilizers O atech

O Muscle Refzacats O Prescrintion Carnabincids

# Verify Opioid Tolerance

Opicid Moiaty®
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Maoiety/Strength/Route/Formolation®

ACETAMINOPHEN/CODEINE ANHYDROUS (300 mg/30 mg; CRAL TABLET b

Cuantity”® Wnits" Frequency®

tahimtis
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This pati=nt is opioid BE hefshe is currently prascribed [moclusive of 3 TIRF medicine] one or more of the followine opiaid

repimeans daily and h | this reFimenis) for one week or longer (chack ail that apolvl”

mE
e
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Pharmacy

Inpatient Pharmacy Group

To certify your pharmacy:
Your pharmacy is currently certified.

Pharmacy Materials

Pharmacy Personnel
A pharmacy can have multiple personnel with online accounts. You may invite personnel, Pharmacy Education

' reset their passwords, or remove them. Pharmacy Knowledge Assessment

% Manage Personnel Inpatient Pharmacy Enrollment Form

QOutpatient Pharmacy Enrollment Form

Pharmacy FAQ

Pharmacies

A pharmacy can have multiple pharmacies grouped together under the responsibility of a

—> Manage Pharmacies

' Pharmacy Authorized Representative.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
Bl TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http:/www.fda.gov/medwatch.
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Pharmacy

Outpatient Pharmacy Group

To certify your pharmacy:
Your pharmacy is currently certified.

Pharmacy Materials

Obtain a Patient's REMS Dispense Authorization (RDA)
An RDA is areceipt from the TIRF REMS signifying that the REMS requirements to dispense Pharmacy Education
for this patient are currently met.

Pharmacy Knowledge Assessment

Inpatient Pharmacy Enrollment Form

— Obtain Patient RDA

Qutpatient Pharmacy Enrollment Form

Pharmacy FAQ

[« fe fe [« le

Pharmacy Personnel
A pharmacy can have multiple personnel with online accounts. You may invite personnel,

' reset their passwords, or remove them.

—> Manage Personnel

Pharmacies

A pharmacy can have multiple pharmacies grouped together under the responsibility of a

' Pharmacy Authorized Representative.

- Manage Pharmacies

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
Bl TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

L ocalization Version
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Pharmacy

Outpatient Pharmacy Group

To certify your pharmacy:
Your pharmacy is currently certified.

Pharmacy Materials

Obtain a Patient's REMS Dispense Authorization (RDA)
An RDA is areceipt from the TIRF REMS signifying that the REMS requirements to dispense Pharmacy Education
for this patient are currently met.

Pharmacy Knowledge Assessment

Inpatient Pharmacy Enrollment Form

— Obtain Patient RDA

Qutpatient Pharmacy Enrollment Form

Pharmacy FAQ

[« fe fe [« le

Pharmacy Personnel
A pharmacy can have multiple personnel with online accounts. You may invite personnel,

' reset their passwords, or remove them.

—> Manage Personnel

Pharmacies

A pharmacy can have multiple pharmacies grouped together under the responsibility of a

' Pharmacy Authorized Representative.

- Manage Pharmacies

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
Bl TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

L ocalization Version




Wholesaler Prescribing Information v  Medication Guide v

H TIRF REMS Home Pharmacy ¥ Contact Us RxOutPatJane AuthRepDoe ~

Pharmacy

Outpatient Pharmacy Group

Site Biennial Confirmation Notice a
m Your pharmacy's TIRF REMS biennial confirmation is expiring soon. To dispense Transmucosa
mmediate-Release Fentanyl medicines you must: Pharmacy Materials
Authorized Representative Biennial Confirmation
For your Pharmacy or Pharmacies to remain certified, you must confirm that you are the Pharmacy Education
Authorized Representative every two years.
& ¥ ¥ Pharmacy Knowledge Assessment
|1, RxOutPatJane AuthRepDoe, am the REMS Authorized Representative for Inpatient Pharmacy Enrollment Form

Outpatient Pharmacy Group Outpatient Pharmacy Enrollment Form

Pharmacy FAQ

e fe fe [« [e

Obtain a Patient's REMS Dispense Authorization (RDA)
An RDA is areceipt from the TIRF REMS signifying that the REMS requirements to dispense
for this patient are currently met.

-> Obtain Patient RDA

Pharmacy Personnel
A pharmacy can have multiple personnel with online accounts. You may invite personnel,

reset their passwords, or remove them.

- Manage Personnel

Pharmacies
A pharmacy can have multiple pharmacies grouped together under the responsibility of a

Pharmacy Authorized Representative.

- Manage Pharmacies

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http:/www.fda.gov/medwatch.

Localization Version
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Pharmacy

Examoto Pharmacy Group

Site Biennial Confirmation Notice i
m Your pharmacy's TIRF REMS biennial confirmation has expired. To dispense Transmucosal
mmediate-Release Fentanyl medicines you must: Pharmacy Materials
Authorized Representative Biennial Confirmation
For your Pharmacy or Pharmacies to remain certified, you must confirm that you are the Pharmacy Education
Authorized Representative every two years.
& ¥ ¥ Pharmacy Knowledge Assessment
|1, RxScreenPatJane AuthRepDoe, am the REMS Authorized Representative Inpatient Pharmacy Enrollment Form

for Examoto Pharmacy Group Outpatient Pharmacy Enrollment Form

Pharmacy FAQ

e fe fe [« [e

Obtain a Patient's REMS Dispense Authorization (RDA)

Pharmacy Personnel

- Manage Personnel

Pharmacies

= Manage Pharmacies

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http:/www.fda.gov/medwatch.

Localization Version
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Pharmacy - Knowledge Assessment

TIRF Pharmacy KA

You may leave and return to the Knowledge Assessment at any time, your progress will be saved.

0 of 11 questions in progress

1. The patients described are all experiencing breakthrough cancer pain, but ONE is not an appropriate patient for a TIRF medicine.
Which patient should not receive a TIRF medicine? Select one option

() 12-year-old sarcoma patient, using 25 mcg/hour transdermal fentanyl patches for her underlying persistent cancer pain.
() Adult female with advanced breast cancer; on 60 mg of oral morphine daily for the past 4 weeks.

() Adult male with advanced lung cancer, his underlying persistent pain is managed with transdermal fentanyl patches for the past 3
months.

() Adult male with multiple myeloma who has bone pain currently managed with 50 mg oral oxymorphone daily for the last 2 weeks.

() Adult female with advanced sarcoma who has been taking a daily dose of 12 mg oral hydromorphone for the last 3 weeks.

2 . Pharmacists can assist in prevention of diversion or accidental exposure of TIRF medicines by people for whom they are not prescribed.
Which of the following statements is TRUE?

() Pharmacists should counsel TIRF medicine users to keep their TIRF medicine out of reach of children and pets.
() Pharmacists should counsel TIRF medicine users to refer to safe disposal guidelines in the TIRF product-specific Medication Guide.

() Pharmacists should counsel patients not to share their TIRF medicine with anyone else even if their symptoms are the same as it
could result in serious life threatening and/or fatal respiratory depression.

() Remind patients to call their prescriber if they have questions about usage of their TIRF medicine.

(O All of the above.

3. A patient’s prescriber has ordered a new TIRF medicine for the patient. What dose must they start with?

() An appropriate dose based on the dose of the opioid medicine used for underlying persistent cancer pain.

() The dose the prescriber believes is appropriate based on the previous clinical history of TIRF medicine use.

() The lowest available dose, unless individual product Prescribing Information provides product-specific guidance.
() The median available dose.

() The dose the prescriber believes is appropriate based on their clinical experience.

4 . Select the following statement which is FALSE.

() Before dispensing, the pharmacy must check the patient’s medication use for a change in opioid tolerance. This could include
reviewing data from various sources (e.g. -available state Prescription Drug Monitoring Programs (PDMPs), the patient’s records in
the pharmacy’s management system, and information provided by the TIRF REMS.)

() When a patient’s breakthrough cancer pain is not relieved by their TIRF medicine, he/she may repeat their dose of TIRF medicine
every 20 minutes until they achieve pain relief.

() TIRF medicines are not interchangeable on a microgram-per-microgram basis.

() The prescriber must not convert from the first TIRF medicine dose to another TIRF medicine at the equivalent dose. The different
TIRF medicines have different absorption and bioavailability profiles, and conversion to an equivalent dose of a second TIRF product
could result in a fentanyl overdose.

5. Which of the following is not a pharmacy requirement in the TIRF REMS?

() The authorized representative must train all relevant staff involved in dispensing of TIRF medicines on the risks associated with TIRF
medicines and the requirements of the TIRF REMS using the Pharmacy Education.

() The authorized representative must re-enroll in the TIRF REMS by completing the Outpatient Pharmacy Enrollment Form.

() Before dispensing, the pharmacy must check the patient’s medication use for a change in opioid tolerance. This could include
reviewing data from various sources (e.g. - available state Prescription Drug Monitoring Programs (PDMPs), the patient’s records in
the pharmacy’s management system, and information provided by the TIRF REMS.)

() The pharmacy may dispense the first prescription to the patient before the patient is enrolled in the TIRF REMS as long as the
patient is enrolled before the next dispensing.

6. A patient is taking a TIRF medicine and the doctor would like to prescribe erythromycin, a CYP3A4 inhibitor. Which of the following
statements is TRUE?

() The patient cannot be prescribed erythromycin, because using it at the same time as a TIRF medicine could be fatal.

() Use of a TIRF medicine with a CYP3A4 inhibitor may require dosage adjustment of the TIRF medicine; carefully monitor the patient
for opioid toxicity, otherwise such use may cause potentially fatal respiratory depression.

() There is no possible drug interaction between CYP3A4 inhibitors and TIRF medicines.

() The dose of the TIRF medicine must be reduced by one half if a CYP3A4 inhibitor is prescribed in the same patient.

7 . Before dispensing a TIRF medicine, pharmacists must provide a patient with the Medication Guide. Which of the following counseling
statements is FALSE?

() TIRF medicines contain fentanyl in an amount that could be fatal to children of all ages, in individuals for whom they were not
prescribed, and in those who are not opioid tolerant.

() Inform patients that TIRF medicines must not be used to treat acute or postoperative pain, including headache/migraine, dental pain
or acute pain in the emergency department.

() Instruct patients that, if they stop taking their around-the-clock opioid medicine, they can continue to take their TIRF medicine.

() Instruct patients to never share their TIRF medicine with anyone else, even if that person has the same symptoms.

8. There is arisk of fatal overdose with inappropriate use of TIRF medicines. Which one of the following answers is most accurate?

() TIRF medicines can be fatal if taken by children.
() TIRF medicines can be fatal if taken by anyone for whom it is not prescribed.

() TIRF medicines can be fatal if taken by anyone who is not opioid-tolerant.

() All of the above.

9 . Which of the following statements is FALSE?

() A REMS Dispense Authorization is required before dispensing TIRF medicines at all outpatient pharmacies.

() A REMS Dispense Authorization is not required when the patient is paying by cash rather than submitting a traditional pharmacy
benefit claim.

() A REMS Dispense Authorization is not required prior to dispensing TIRF medicines to hospital inpatients.

() A REMS Dispense Authorization at an outpatient pharmacy confirms that the required opioid tolerance verification is on file with
the TIRF REMS prior to dispensing.

10. Which one of the following statements is most accurate regarding the safe storage and disposal of TIRF medicines?

() TIRF medicines should be stored in a safe and secure place, out of sight and out of reach of all others, especially children.

() TIRF medicines should be protected from theft.

() Dispose of partially used or unneeded TIRF medicine by following the TIRF medicine-specific procedure specified in the Medication
Guide.

() All of the above.

11. As an authorized representative for my pharmacy, which of the following is not my responsibility?

() Make sure that my staff and | confirm pharmacy, patient and prescriber enrollment in the TIRF REMS and patient opioid tolerance by
obtaining a REMS Dispense Authorization prior to every outpatient dispensing of a TIRF medicine.

() Enroll and train all sub-stores if my pharmacy acts as a chain headquarters pharmacy in the TIRF REMS.
() Provide a Patient Status and Opioid Tolerance Form to the TIRF REMS for every prescription prior to dispensing.

() My pharmacy must not sell, loan or transfer TIRF medicine inventory to any other pharmacy, institution, distributor, or prescriber.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
By TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Pharmacy - Knowledge Assessment

TIRF Pharmacy KA

You may leave and return to the Knowledge Assessment at any time, your progress will be saved.

Knowledge Assessment Incomplete

9 correct answers out of 11 (Failed)

1. The patients described are all experiencing breakthrough cancer pain, but ONE is not an appropriate patient for a TIRF medicine.
Which patient should not receive a TIRF medicine? Select one option v

@ 12-year-old sarcoma patient, using 25 mcg/hour transdermal fentanyl patches for her underlying persistent cancer pain.
Adult female with advanced breast cancer; on 60 mg of oral morphine daily for the past 4 weeks.

) Adult male with advanced lung cancer, his underlying persistent pain is managed with transdermal fentanyl patches for the past 3
months.

Adult male with multiple myeloma who has bone pain currently managed with 50 mg oral oxymorphone daily for the last 2 weeks.

() Adult female with advanced sarcoma who has been taking a daily dose of 12 mg oral hydromorphone for the last 3 weeks.

2 . Pharmacists can assist in prevention of diversion or accidental exposure of TIRF medicines by people for whom they are not prescribed.
Which of the following statements is TRUE? v/

() Pharmacists should counsel TIRF medicine users to keep their TIRF medicine out of reach of children and pets.
Pharmacists should counsel TIRF medicine users to refer to safe disposal guidelines in the TIRF product-specific Medication Guide.

( ) Pharmacists should counsel patients not to share their TIRF medicine with anyone else even if their symptoms are the same as it
could result in serious life threatening and/or fatal respiratory depression.

' Remind patients to call their prescriber if they have questions about usage of their TIRF medicine.

@ All of the above.

3. A patient’s prescriber has ordered a new TIRF medicine for the patient. What dose must they start with? v/

An appropriate dose based on the dose of the opioid medicine used for underlying persistent cancer pain.
( ) The dose the prescriber believes is appropriate based on the previous clinical history of TIRF medicine use.
@® The lowest available dose, unless individual product Prescribing Information provides product-specific guidance.
() The median available dose.

() The dose the prescriber believes is appropriate based on their clinical experience.

4 . Select the following statement which is FALSE. v/

Before dispensing, the pharmacy must check the patient’s medication use for a change in opioid tolerance. This could include
reviewing data from various sources (e.g. -available state Prescription Drug Monitoring Programs (PDMPs), the patient’s records in
the pharmacy’s management system, and information provided by the TIRF REMS.)

@® When a patient’s breakthrough cancer pain is not relieved by their TIRF medicine, he/she may repeat their dose of TIRF medicine
every 20 minutes until they achieve pain relief.

TIRF medicines are not interchangeable on a microgram-per-microgram basis.

) The prescriber must not convert from the first TIRF medicine dose to another TIRF medicine at the equivalent dose. The different
TIRF medicines have different absorption and bioavailability profiles, and conversion to an equivalent dose of a second TIRF product
could result in a fentanyl overdose.

5. Which of the following is not a pharmacy requirement in the TIRF REMS? v

' The authorized representative must train all relevant staff involved in dispensing of TIRF medicines on the risks associated with TIRF
medicines and the requirements of the TIRF REMS using the Pharmacy Education.

) The authorized representative must re-enroll in the TIRF REMS by completing the Outpatient Pharmacy Enrollment Form.

Before dispensing, the pharmacy must check the patient’s medication use for a change in opioid tolerance. This could include
reviewing data from various sources (e.g. - available state Prescription Drug Monitoring Programs (PDMPs), the patient’s records in
the pharmacy’s management system, and information provided by the TIRF REMS.)

@® The pharmacy may dispense the first prescription to the patient before the patient is enrolled in the TIRF REMS as long as the
patient is enrolled before the next dispensing.

6 . A patient is taking a TIRF medicine and the doctor would like to prescribe erythromycin, a CYP3A4 inhibitor. Which of the following
statementsis TRUE? v/

() The patient cannot be prescribed erythromycin, because using it at the same time as a TIRF medicine could be fatal.

@ Use of a TIRF medicine with a CYP3A4 inhibitor may require dosage adjustment of the TIRF medicine; carefully monitor the patient
for opioid toxicity, otherwise such use may cause potentially fatal respiratory depression.

() There is no possible drug interaction between CYP3A4 inhibitors and TIRF medicines.

() The dose of the TIRF medicine must be reduced by one half if a CYP3A4 inhibitor is prescribed in the same patient.

7 . Before dispensing a TIRF medicine, pharmacists must provide a patient with the Medication Guide. Which of the following counseling
statements is FALSE? X

() TIRF medicines contain fentanyl in an amount that could be fatal to children of all ages, in individuals for whom they were not
prescribed, and in those who are not opioid tolerant.

' Inform patients that TIRF medicines must not be used to treat acute or postoperative pain, including headache/migraine, dental pain
or acute pain in the emergency department.

) Instruct patients that, if they stop taking their around-the-clock opioid medicine, they can continue to take their TIRF medicine.

@ Instruct patients to never share their TIRF medicine with anyone else, even if that person has the same symptoms.

8 . There is arisk of fatal overdose with inappropriate use of TIRF medicines. Which one of the following answers is most accurate? v/

TIRF medicines can be fatal if taken by children.
) TIRF medicines can be fatal if taken by anyone for whom it is not prescribed.
TIRF medicines can be fatal if taken by anyone who is not opioid-tolerant.

@ All of the above.

9 . Which of the following statements is FALSE? v/

A REMS Dispense Authorization is required before dispensing TIRF medicines at all outpatient pharmacies.

@ A REMS Dispense Authorization is not required when the patient is paying by cash rather than submitting a traditional pharmacy
benefit claim.

() A REMS Dispense Authorization is not required prior to dispensing TIRF medicines to hospital inpatients.

() A REMS Dispense Authorization at an outpatient pharmacy confirms that the required opioid tolerance verification is on file with
the TIRF REMS prior to dispensing.

10 . Which one of the following statements is most accurate regarding the safe storage and disposal of TIRF medicines? v/

() TIRF medicines should be stored in a safe and secure place, out of sight and out of reach of all others, especially children.
TIRF medicines should be protected from theft.

_) Dispose of partially used or unneeded TIRF medicine by following the TIRF medicine-specific procedure specified in the Medication
Guide.

@ All of the above.

11. As an authorized representative for my pharmacy, which of the following is not my responsibility? X

@® Make sure that my staff and | confirm pharmacy, patient and prescriber enrollment in the TIRF REMS and patient opioid tolerance by
obtaining a REMS Dispense Authorization prior to every outpatient dispensing of a TIRF medicine.

Enroll and train all sub-stores if my pharmacy acts as a chain headquarters pharmacy in the TIRF REMS.
() Provide a Patient Status and Opioid Tolerance Form to the TIRF REMS for every prescription prior to dispensing.

My pharmacy must not sell, loan or transfer TIRF medicine inventory to any other pharmacy, institution, distributor, or prescriber.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
By TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Pharmacy - Knowledge Assessment

A There are errors, please correct the items below:

You have exceeded the maximum number of allowed attempts to pass the knowledge assessment
To reattempt the knowledge assessment you must first review the Pharmacy Education and then call the TIRF REMS Call Center at 1-866-822-1483 to reset
your account

You will be denied enrollment into the TIRF REMS after six failed attempts to complete the knowledge assessment

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Pharmacy - Knowledge Assessment

& There are errors, please correct the items below:

¢ You have exceeded the maximum number of allowed attempts to pass the knowledge assessment and have been denied enrollment into the TIRF REMS
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To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Pharmacy - Knowledge Assessment

TIRF Pharmacy KA

You may leave and return to the Knowledge Assessment at any time, your progress will be saved.

Knowledge Assessment Complete

11 correct answers out of 11 (Passed)

1. The patients described are all experiencing breakthrough cancer pain, but ONE is not an appropriate patient for a TIRF medicine.
Which patient should not receive a TIRF medicine? Select one option v/

@® 12-year-old sarcoma patient, using 25 mcg/hour transdermal fentanyl patches for her underlying persistent cancer pain.
 Adult female with advanced breast cancer; on 60 mg of oral morphine daily for the past 4 weeks.

() Adult male with advanced lung cancer, his underlying persistent pain is managed with transdermal fentanyl patches for the past 3
months.

Adult male with multiple myeloma who has bone pain currently managed with 50 mg oral oxymorphone daily for the last 2 weeks.

() Adult female with advanced sarcoma who has been taking a daily dose of 12 mg oral hydromorphone for the last 3 weeks.

2 . Pharmacists can assist in prevention of diversion or accidental exposure of TIRF medicines by people for whom they are not prescribed.
Which of the following statements is TRUE? v/

Pharmacists should counsel TIRF medicine users to keep their TIRF medicine out of reach of children and pets.

() Pharmacists should counsel TIRF medicine users to refer to safe disposal guidelines in the TIRF product-specific Medication Guide.

Pharmacists should counsel patients not to share their TIRF medicine with anyone else even if their symptoms are the same as it
could result in serious life threatening and/or fatal respiratory depression.

() Remind patients to call their prescriber if they have questions about usage of their TIRF medicine.

@ All of the above.

3. A patient’s prescriber has ordered a new TIRF medicine for the patient. What dose must they start with? v/

() An appropriate dose based on the dose of the opioid medicine used for underlying persistent cancer pain.

() The dose the prescriber believes is appropriate based on the previous clinical history of TIRF medicine use.

@ The lowest available dose, unless individual product Prescribing Information provides product-specific guidance.
() The median available dose.

The dose the prescriber believes is appropriate based on their clinical experience.

4 . Select the following statement which is FALSE. v/

() Before dispensing, the pharmacy must check the patient’s medication use for a change in opioid tolerance. This could include
reviewing data from various sources (e.g. -available state Prescription Drug Monitoring Programs (PDMPs), the patient’s records in
the pharmacy’s management system, and information provided by the TIRF REMS.)

@® When a patient’s breakthrough cancer pain is not relieved by their TIRF medicine, he/she may repeat their dose of TIRF medicine
every 20 minutes until they achieve pain relief.

() TIRF medicines are not interchangeable on a microgram-per-microgram basis.

) The prescriber must not convert from the first TIRF medicine dose to another TIRF medicine at the equivalent dose. The different
TIRF medicines have different absorption and bioavailability profiles, and conversion to an equivalent dose of a second TIRF product
could result in a fentanyl overdose.

5. Which of the following is not a pharmacy requirement in the TIRF REMS? v/

The authorized representative must train all relevant staff involved in dispensing of TIRF medicines on the risks associated with TIRF
medicines and the requirements of the TIRF REMS using the Pharmacy Education.

() The authorized representative must re-enroll in the TIRF REMS by completing the Outpatient Pharmacy Enrollment Form.

Before dispensing, the pharmacy must check the patient’s medication use for a change in opioid tolerance. This could include
reviewing data from various sources (e.g. - available state Prescription Drug Monitoring Programs (PDMPs), the patient’s records in
the pharmacy’s management system, and information provided by the TIRF REMS.)

@® The pharmacy may dispense the first prescription to the patient before the patient is enrolled in the TIRF REMS as long as the
patient is enrolled before the next dispensing,.

6. A patient is taking a TIRF medicine and the doctor would like to prescribe erythromycin, a CYP3A4 inhibitor. Which of the following
statements is TRUE? v/

_) The patient cannot be prescribed erythromycin, because using it at the same time as a TIRF medicine could be fatal.

@ Use of a TIRF medicine with a CYP3A4 inhibitor may require dosage adjustment of the TIRF medicine; carefully monitor the patient
for opioid toxicity, otherwise such use may cause potentially fatal respiratory depression.

' There is no possible drug interaction between CYP3A4 inhibitors and TIRF medicines.

() The dose of the TIRF medicine must be reduced by one half if a CYP3A4 inhibitor is prescribed in the same patient.

7 . Before dispensing a TIRF medicine, pharmacists must provide a patient with the Medication Guide. Which of the following counseling
statements is FALSE? v/

() TIRF medicines contain fentanyl in an amount that could be fatal to children of all ages, in individuals for whom they were not
prescribed, and in those who are not opioid tolerant.

Inform patients that TIRF medicines must not be used to treat acute or postoperative pain, including headache/migraine, dental pain
or acute pain in the emergency department.

@ Instruct patients that, if they stop taking their around-the-clock opioid medicine, they can continue to take their TIRF medicine.

) Instruct patients to never share their TIRF medicine with anyone else, even if that person has the same symptoms.

8. There is arisk of fatal overdose with inappropriate use of TIRF medicines. Which one of the following answers is most accurate? v/

() TIRF medicines can be fatal if taken by children.
TIRF medicines can be fatal if taken by anyone for whom it is not prescribed.
() TIRF medicines can be fatal if taken by anyone who is not opioid-tolerant.

@ All of the above.

9 . Which of the following statements is FALSE? v

A REMS Dispense Authorization is required before dispensing TIRF medicines at all outpatient pharmacies.

@ A REMS Dispense Authorization is not required when the patient is paying by cash rather than submitting a traditional pharmacy
benefit claim.

A REMS Dispense Authorization is not required prior to dispensing TIRF medicines to hospital inpatients.

( ) AREMS Dispense Authorization at an outpatient pharmacy confirms that the required opioid tolerance verification is on file with
the TIRF REMS prior to dispensing.

10 . Which one of the following statements is most accurate regarding the safe storage and disposal of TIRF medicines? v/

TIRF medicines should be stored in a safe and secure place, out of sight and out of reach of all others, especially children.
() TIRF medicines should be protected from theft.

) Dispose of partially used or unneeded TIRF medicine by following the TIRF medicine-specific procedure specified in the Medication
Guide.

@ All of the above.

11. As an authorized representative for my pharmacy, which of the following is not my responsibility? v/

() Make sure that my staff and | confirm pharmacy, patient and prescriber enrollment in the TIRF REMS and patient opioid tolerance by
obtaining a REMS Dispense Authorization prior to every outpatient dispensing of a TIRF medicine.

) Enroll and train all sub-stores if my pharmacy acts as a chain headquarters pharmacy in the TIRF REMS.
@ Provide a Patient Status and Opioid Tolerance Form to the TIRF REMS for every prescription prior to dispensing.

() My pharmacy must not sell, loan or transfer TIRF medicine inventory to any other pharmacy, institution, distributor, or prescriber.
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Pharmacy

Outpatient Pharmacy Group

Additional Pharmacy

Organizational NPl Number*

(Select address type to populate form)

Use organizational NPl to populate form:  Organizational NPl Number () Office Address () Mailing Address

Pharmacy Name*

Pharmacy Name

Address Line 1* Address Line 2
Address Line 1 Address Line 2
City* State* Zip Code*
City State v Zip Code
Phone* Extension Fax* Chain ID
nnN-nnn-nnnn nnn... nnN-nnn-nnnn Chain ID

You may assign this pharmacy to one or more staff members
below:

Show 10 =2~ entries Search:

Name

a0 RxOutPatJane AuthRepDoe
L &+ RxOutPatJohn StaffSmith
[ ] &, RxOutPatMike StaffGreen

L as RxOutPatSally StaffJones

ao Authorized Representative ars Staff

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
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To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Pharmacy

Outpatient Pharmacy Group

Pharmacies

;i; A pharmacy can have multiple pharmacies grouped together under the responsibility of a Pharmacy Authorized Representative.

You may add, remove, or edit the pharmacies in this pharmacy group.
© Add Pharmacy

Show 10 =2 entries Search:

'l Pharmacy Type Tl Consumer Type | Status
m 2110000000 OutPat Test Pharmacy Outpatient Pharmacy Mail Order Certified as of 4/20/2020
m 2110000002 OutPat Test Sub02 Pharmacy Inpatient Pharmacy Walk-in Certified as of 4/20/2020
m 2110000001 OutPat Test SubO1 Pharmacy Inpatient Pharmacy Mail Order Certified as of 4/20/2020

Ed Delete Edit

Showing 1 to 3 of 3 entries

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Pharmacy

Outpatient Pharmacy Group

RxOutPatJane AuthRepDoe
Authorized Representative

Certified as of 4/20/2020

Edit View Enrollment PDF

Pharmacy Personnel
am® | A pharmacy can have multiple personnel with online accounts. You may invite personnel, reset their passwords, or remove them. You may add an

© Add Authorized Representative or Staff

Show 10 2 entries Search:

authorized representative or staff to your pharmacy.

Role 1. Name 1. Email Address 1L Status Ti 1l Dayslnactive 7.
m K0 RxOutPatJane AuthRepDoe RxAuthRepOutPat@examoto.net Certified as of 4/20/2020 4/20/2020 O
X & RxOutPatJohn StaffSmith  RxStaffOutPat@examoto.net Authorized 4/20/2020 191
m as RxOutPatMike StaffGreen RxStaffOutPatO2@examoto.net Authorized 4/20/2020 191
m o/ RxOutPatSally StaffJones RxStaffOutPatOl1@examoto.net Authorized 4/20/2020 191

Ed Delete Edit o Authorized Representative & Staff

Showing 1 to 4 of 4 entries

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
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Pharmacy

Outpatient Pharmacy Group

Additional Staff

Personnel Type:

.@

Authorized Representative Information

First Name Last Name Title
First Name Last Name Title
Credentials Phone Fax
O RPh O PharmD O BCPS (O Other Blotia Cax
Email Address Preferred Method of Contact
Email Address (O Email (O TexttoMobile# () Phone Call

You are the Authorized Representative for the following:

Show 10 =2 enftries Search:

1]l ZipCode 7|

OutPat Test Pharmacy: 2110000000 10726-7773
OutPat Test Sub02 Pharmacy: 2110000002 19002
OutPat Test Sub01 Pharmacy: 2110000001 40254-1274
Showing 1 to 3 of 3 entries Previous Next
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Pharmacy

Outpatient Pharmacy Group

Additional Staff

Personnel Type:

Pharmacy Staff Information

First Name Last Name Title
First Name Last Name Title
Credentials Phone Fax
O RPh O PharmD O BCPS (O Other Blotia Cax
Email Address Preferred Method of Contact
Email Address (O Email (O TexttoMobile# () Phone Call

You may assign this staff member to one or more pharmacies
below:

Show 10 =2 enftries Search:

| | OutPat Test Pharmacy: 2110000000 10726-7773

| | OutPat Test Sub02 Pharmacy: 2110000002 19002

| | OutPat Test Sub01 Pharmacy: 2110000001 40254-1274
Showing 1 to 3 of 3 entries Previous Next

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
gy TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Pharmacy Enrollment

To become certified in the TIRF REMS and dispense TIRF medicines, a pharmacy must designate an Authorized Representative to:
1. Review the Pharmacy Education
2. Complete and submit the Pharmacy Knowledge Assessment to the TIRF REMS
3. Complete and submit this Pharmacy Enrollment Form to the TIRF REMS

Pharmacy Type (Please pick a Pharmacy Type. Different pharmacies have different REMS requirements.)

() Inpatient Pharmacy () Outpatient Pharmacy

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
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To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Pharmacy Enrollment

To become certified in the TIRF REMS and dispense TIRF medicines, a pharmacy must designate an Authorized Representative to:

1. Review the Pharmacy Education
2. Complete and submit the Pharmacy Knowledge Assessment to the TIRF REMS
3. Complete and submit this Pharmacy Enrollment Form to the TIRF REMS

Pharmacy Type (Please pick a Pharmacy Type. Different pharmacies have different REMS requirements.)

(O Inpatient Pharmacy @ Outpatient Pharmacy

Pharmacy Information

Organizational NPl Number*

(Select address type to populate form)

r“_‘ml

Use organizational NPI to populate form: Organizational NPl Number () Office Address () Mailing Address

Pharmacy Name*

Pharmacy Name

Address Line 1* Address Line 2
Address Line 1 Address Line 2
City* State* Zip Code*
City State v Zip Code
Phone* Extension Fax* Chain ID
nNN-nNnN-nnnn nnn... nnN-nnn-nnnn Chain ID

The name, location, and phone number of your pharmacy will be publicly available on TIRFREMSaccess.com. If you do not want your information available, please call

the TIRF REMS Call Center at 1-866-822-1483.

Authorized Representative Information

First Name* Last Name*
RxOutPatlJane AuthRepDoe
Credentials® Title or Position®
(O RPh (O PharmD (O BCPS () Other Title or Position
Phone* Fax* Email Address
nnN-nNn-nnnn nNN-nNN-nnnn RxAuthRepOutPat@examoto.net

Preferred Method of Contact*

() Email () Textto Mobile# () Phone Call

2

Pharmacy Authorized Representative Responsibilities

As the Authorized Representative, | must:
o Review the Pharmacy Education.
e Successfully complete the Pharmacy Knowledge Assessment and submit it to the REMS.
e Establish processes and procedures to check the patient's medication use for a change in opioid tolerance.
e T[rain all relevant staff involved in dispensing of TIRF medicines on the risks associated with TIRF medicines and the requirements of the REMS using the

Pharmacy Education.

Before dispensing, all pharmacy staff must:
e Provide the patient with the product-specific Medication Guide.
¢ Assess the patient's medication use for a change in opioid tolerant status. Document and submit the results to the REMS.
e Obtain authorization to dispense each prescription by contacting the REMS to verify that the prescriber and the patient are enrolled, and the patient is

opioid tolerant.

All pharmacy staff must:
¢ Not distribute, transfer, loan, or sell TIRF medicines.
¢ Maintain records of staff training.
e Comply with audits carried out by the manufacturers or a third party acting on behalf of the manufacturers to ensure that all processes and procedures are in
place and are being followed.
e Report serious adverse events of accidental exposure, misuse, abuse, addiction, and overdose associated with the TIRF medicine to the REMS using the

Adverse Events of Special Interest Reporting Form.

To maintain certification to dispense, any new authorized representative must:
 Review the Pharmacy Education.
e Successfully complete the Pharmacy Knowledge Assessment and submit it to the REMS.
e Enrollin the REMS by completing the Outpatient Pharmacy Enrollment Form.

2 Sign B3 Type Signature

RxOutPatJane AuthRepDoe: Please use your mouse or stylus to sigh below

| authorize the above sighature to be the legally binding equivalent of my handwritten sighature. Sign and Submit

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
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To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Pharmacy Enrollment

To become certified in the TIRF REMS and dispense TIRF medicines, a pharmacy must designate an Authorized Representative to:
1. Review the Pharmacy Education
2. Complete and submit the Pharmacy Knowledge Assessment to the TIRF REMS
3. Complete and submit this Pharmacy Enrollment Form to the TIRF REMS

Pharmacy Type (Please pick a Pharmacy Type. Different pharmacies have different REMS requirements.)

.'--_

@ Inpatient Pharmacy () Outpatient Pharmacy

Pharmacy Information

Organizational NPl Number*

(Select address type to populate form)

Use organizational NPl to populate form:  Organizational NPl Number () Office Address () Mailing Address

Pharmacy Name*

Pharmacy Name

Address Line 1* Address Line 2
Address Line 1 Address Line 2
City* State* Zip Code*
City State v Zip Code
Phone* Extension Fax*
nnn-nnn-nnnn nnn... nnn-nnN-nnnn

The name, location, and phone number of your pharmacy will be publicly available on TIRFREMSaccess.com. If you do not want your information available, please call

the TIRF REMS Call Center at 1-866-822-1483.

Authorized Representative Information

First Name* Last Name*
RxInPatJane AuthRepDoe
Credentials® Title or Position®
(O RPh (O PharmD (O BCPS () Other Title or Position
Phone* Fax* Email Address
nnN-nNn-nnnn nNN-nNN-nnnn RxAuthReplnPat@examoto.net

Preferred Method of Contact*

() Email () Textto Mobile# () Phone Call

Pharmacy Authorized Representative Responsibilities

As the Authorized Representative, | must:
o Review the Pharmacy Education.
e Successfully complete the Pharmacy Knowledge Assessment and submit it to the REMS.
¢ [rain all relevant staff involved in dispensing of TIRF medicines on the risks associated with TIRF medicines and the requirements of the REMS using the
Pharmacy Education.
e Establish processes and procedures to verify that the patient is opioid tolerant.

All pharmacy staff must:
e \erify the patient is opioid tolerant through the processes and procedures established as a requirement of the REMS.

All pharmacy staff must:
e Not distribute, transfer, loan, or sell TIRF medicines.
e Maintain records of staff training.
e Comply with audits carried out by the manufacturers or a third party acting on behalf of the manufacturers to ensure that all processes and procedures are in
place and are being followed.
e Not dispense TIRF medicines for outpatient use.

To maintain certification to dispense, any new authorized representative must:
 Review the Pharmacy Education.
e Successfully complete the Pharmacy Knowledge Assessment and submit it to the REMS.
e Enrollinthe REMS by completing the Inpatient Pharmacy Enrollment Form.

2 Sign B3 Type Signature

ol
RxInPatJane AuthRepDoe: Please use your mouse or stylus to sign below

| authorize the above sighature to be the legally binding equivalent of my handwritten sighature. Sign and Submit

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
By TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Pharmacy

Outpatient Pharmacy Group

Obtain a Patient's REMS Dispense Authorization (RDA)
Q An RDA is areceipt from the TIRF REMS signifying that the REMS requirements to dispense for this patient are currently met.
Find an enrolled patient below:

[L Find a patient by entering the patient's information below:

First Name Last Name Date of Birth

First Name wil mm/dd/yyyy

Phone Or Email

Phone Or Email

Match Found

@ PatientJulie Williams (DOB:6/13/1970)

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Localization_Version




Wholesaler Prescribing Information v  Medication Guide v

H TIRF REMS Home Pharmacy ¥ Contact Us RxOutPatJane AuthRepDoe ~

Pharmacy

Outpatient Pharmacy Group

Obtain a Patient's REMS Dispense Authorization (RDA)
E An RDA is areceipt from the TIRF REMS signifying that the REMS requirements to dispense for this patient are currently met.

2 Patient Enrolled as of 4/20/2020 @
Name: PatientJulie Williams Zip Code: 30180

Date of 6/13/1970 Phone: 204-896-4439

Birth: Email Address: Patient@examoto.net

&, Prescriber Certified as of 4/20/2020 @
Prescriber: PRJane PRDoe NPI: 1310000000

Address: 12 Parker Avenue

Chambersburg, PA 17201

Pharmacy Verification e

| provided the patient with the product-specific Medication Guide and I:

() Checked the patient's opioid tolerance by reviewing data from available state Prescription Drug Monitoring Programs (PDMPs),
the patient's records in the pharmacy's management system, and information provided by the TIRF REMS.

Or

() Do not have access to Prescription Drug Monitoring Program data for this patient. | have reviewed the opioid tolerance data

provided by the prescriber for this patient, the patient's records in the pharmacy's management system, and information provided
by the TIRF REMS.

| | Reviewed the following REMS data:

Prescriber Reported:

> 8 mg oral hydromorphone/day

Adverse Events of Special Interest Reported

Abused or been suspected of abusing their TIRF medicine 9/11/2020

| ] Followed my pharmacy's procedures for TIRF medicines.

Based on the information provided, is the medication appropriate for the patient?

() Yes, the medication is appropriate for the patient

() No

= REMS Dispense Authorization (RDA) 2,

A REMS Dispense Authorization is a receipt from the TIRF REMS indicating that the safe use conditions managed by the REMS are currently in place. Store this
receipt with your records. This verifies that all requirements have been satisfied and that a REMS Dispense Authorization (RDA) has been issued.

Obtain RDA

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
plly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Pharmacy

Outpatient Pharmacy Group

Obtain a Patient's REMS Dispense Authorization (RDA)
E An RDA is areceipt from the TIRF REMS signifying that the REMS requirements to dispense for this patient are currently met.

2 Patient Enrolled as of 4/20/2020 @
Name: PatientJulie Williams Zip Code: 30180

Date of 6/13/1970 Phone: 204-896-4439

Birth: Email Address: Patient@examoto.net

&, Prescriber Certified as of 4/20/2020 @
Prescriber: PRJane PRDoe NPI: 1310000000

Address: 12 Parker Avenue

Chambersburg, PA 17201

Pharmacy Verification e

| provided the patient with the product-specific Medication Guide and I:

@® Checked the patient's opioid tolerance by reviewing data from available state Prescription Drug Monitoring Programs (PDMPs),
the patient's records in the pharmacy's management system, and information provided by the TIRF REMS.

Or

() Do not have access to Prescription Drug Monitoring Program data for this patient. | have reviewed the opioid tolerance data

provided by the prescriber for this patient, the patient's records in the pharmacy's management system, and information provided
by the TIRF REMS.

Reviewed the following REMS data:

Prescriber Reported:

> 8 mg oral hydromorphone/day

Adverse Events of Special Interest Reported

Abused or been suspected of abusing their TIRF medicine 9/11/2020

Followed my pharmacy's procedures for TIRF medicines.

Based on the information provided, is the medication appropriate for the patient?

@ Yes, the medication is appropriate for the patient

() No

= REMS Dispense Authorization (RDA) 2,

A REMS Dispense Authorization is a receipt from the TIRF REMS indicating that the safe use conditions managed by the REMS are currently in place. Store this
receipt with your records. This verifies that all requirements have been satisfied and that a REMS Dispense Authorization (RDA) has been issued.

Obtain RDA

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
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Pharmacy

Outpatient Pharmacy Group

Obtain a Patient's REMS Dispense Authorization (RDA)
E An RDA is areceipt from the TIRF REMS signifying that the REMS requirements to dispense for this patient are currently met.

2 Patient Enrolled as of 4/20/2020 @
Name: PatientJulie Williams Zip Code: 30180

Date of 6/13/1970 Phone: 204-896-4439

Birth: Email Address: Patient@examoto.net

&, Prescriber Certified as of 4/20/2020 @
Prescriber: PRJane PRDoe NPI: 1310000000

Address: 12 Parker Avenue

Chambersburg, PA 17201

Pharmacy Verification e

| provided the patient with the product-specific Medication Guide and I:

() Checked the patient's opioid tolerance by reviewing data from available state Prescription Drug Monitoring Programs (PDMPs),
the patient's records in the pharmacy's management system, and information provided by the TIRF REMS.

Or

@® Do not have access to Prescription Drug Monitoring Program data for this patient. | have reviewed the opioid tolerance data

provided by the prescriber for this patient, the patient's records in the pharmacy's management system, and information provided
by the TIRF REMS.

Reviewed the following REMS data:

Prescriber Reported:

> 8 mg oral hydromorphone/day

Adverse Events of Special Interest Reported

Abused or been suspected of abusing their TIRF medicine 9/11/2020

Followed my pharmacy's procedures for TIRF medicines.

Based on the information provided, is the medication appropriate for the patient?

@ Yes, the medication is appropriate for the patient

() No

= REMS Dispense Authorization (RDA) 2,

A REMS Dispense Authorization is a receipt from the TIRF REMS indicating that the safe use conditions managed by the REMS are currently in place. Store this
receipt with your records. This verifies that all requirements have been satisfied and that a REMS Dispense Authorization (RDA) has been issued.

Obtain RDA

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
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To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Localization Version



=

Patients must remain on around-the-clock opioids while taking a TIRF
medicine.

To be opioid tolerant, a patient must be currently prescribed (exclusive
of a TIRF medicine) one or more of the following opioid regimens daily
and have been prescribed this regimen(s) for one week or longer:

> 60 mg oral morphine/day > 25 micrograms transdermal

> 30 mg oral oxycodone/day fentanyl/hour

> 25 mg oral oxymorphone/day > 8 mg oral hydromorphone/day
An equianalgesic dose of another opioid = 60 mg oral hydrocodone/day
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@ succEess

H TIRF REMS Home Pharmacy ¥ Contact L

Rx Verification Recorded

Pharmacy

Outpatient Pharmacy Group

Obtain a Patient's REMS Dispense Authorization (RDA)
E An RDA is areceipt from the TIRF REMS signifying that the REMS requirements to dispense for this patient are currently met.

2 Patient Enrolled as of 4/20/2020 @
Name: PatientJulie Williams Zip Code: 30180

Date of 6/13/1970 Phone: 204-896-4439

Birth: Email Address: Patient@examoto.net

& Prescriber Certified as of 4/20/2020 @
Prescriber: PRJane PRDoe NPI: 1310000000

Address: 12 Parker Avenue

Chambersburg, PA 17201

iK1 Pharmacy Verification &

@® Checked the patient's opioid tolerance by reviewing data from available state Prescription Drug Monitoring Programs (PDMPs),
the patient's records in the pharmacy's management system, and information provided by the TIRF REMS.

' Do not have access to Prescription Drug Monitoring Program data for this patient. | have reviewed the opioid tolerance data

provided by the prescriber for this patient, the patient’s records in the pharmacy's management system, and information provided
by the TIRF REMS.

Reviewed the following REMS data:
Prescriber Reported:

> 8 mg oral hydromorphone/day

Abused or been suspected of abusing their TIRF medicine 9/11/2020

Followed my pharmacy's procedures for TIRF medicines.

Based on the information provided, is the medication appropriate for the patient? 1 Opioid Tolerance Criteria

erance v.ri
-':-;:!.!.:f-:-.-"-:".n"-u-:l}:-rfﬁﬁ‘-ﬁ!:-“:r' = g

@® Yes, the medication is appropriate for the patient

No

& REMS Dispense Authorization (RDA) V]

A REMS Dispense Authorization is a receipt from the TIRF REMS indicating that the safe use conditions managed by the REMS are currently in place. Store this
receipt with your records. This verifies that all requirements have been satisfied and that a REMS Dispense Authorization (RDA) has been issued.

Obtained by RxOutPatJane AuthRepDoe on 10/28/2020 at 6:12 PM Coordinated Universal Time
© Detail

® Safe Use Conditions:

Patient is Enrolled: PatientJulie Williams

To PRJane PRDoe's knowledge, Patient, PatientJulie Williams, is Opioid Tolerant
Pharmacy Personnel is Certified: RxOutPatJane AuthRepDoe

Pharmacy is Certified

Pharmacy Personnel, RxOutPatJane AuthRepDoe, verified Opioid Tolerance for Patient, PatientJulie Williams
Prescriber is Certified: PRJane PRDoe

<

S 5 NSNS

Dispensation Information

Date Manufacturer NDC Code Days Supply Quantity

mm/dd/yyyy Manufacturers W

Non-Compliance Policy | Privacy Policy | TermsofUse| ContactUs
gy TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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@ succEess

Rx Verification Recorded

H TIRF REMS Home Pharmacy ¥ Contact L

Pharmacy

Outpatient Pharmacy Group

Obtain a Patient's REMS Dispense Authorization (RDA)
E An RDA is areceipt from the TIRF REMS signifying that the REMS requirements to dispense for this patient are currently met.

2 Patient Enrolled as of 4/20/2020 &
Name: PatientJulie Williams Zip Code: 30180

Date of 6/13/1970 Phone: 204-896-4439

Birth: Email Address: Patient@examoto.net

& Prescriber Certified as of 4/20/2020 &
Prescriber: PRJane PRDoe NPI: 1310000000

Address: 12 Parker Avenue

Chambersburg, PA 17201

Ikl Pharmacy Verification &

@ Checked the patient's opioid tolerance by reviewing data from available state Prescription Drug Monitoring Programs (PDMPs),
the patient's records in the pharmacy's management system, and information provided by the TIRF REMS.

Or

) Do not have access to Prescription Drug Monitoring Program data for this patient. | have reviewed the opioid tolerance data

provided by the prescriber for this patient, the patient's records in the pharmacy's management system, and information provided
by the TIRF REMS.

Reviewed the following REMS data:

> 8 mg oral hydromorphone/day

Adverse Events of Special Interest Reported

Abused or been suspected of abusing their TIRF medicine 9/11/2020

Followed my pharmacy's procedures for TIRF medicines.

-

Based on the information provided, is the medication appropriate for the patient? J La_}h_*i,_..uﬂ ce Criter

@ Yes, the medication is appropriate for the patient

No

B REMS Dispense Authorization (RDA) &

A REMS Dispense Authorization is a receipt from the TIRF REMS indicating that the safe use conditions managed by the REMS are currently in place. Store this
receipt with your records. This verifies that all requirements have been satisfied and that a REMS Dispense Authorization (RDA) has been issued.

RDA: d5fbbel4 Copy Print

Obtained by RxOutPatJane AuthRepDoe on 10/28/2020 at 6:12 PM Coordinated Universal Time
© Detail

@ Safe Use Conditions:

Patient is Enrolled: PatientJulie Williams

To PRJane PRDoe's knowledge, Patient, PatientJulie Williams, is Opioid Tolerant
Pharmacy Personnel is Certified: RxOutPatJane AuthRepDoe

S

Pharmacy is Certified

Pharmacy Personnel, RxOutPatJane AuthRepDoe, verified Opioid Tolerance for Patient, PatientJulie Williams
Prescriber is Certified: PRJane PRDoe

A NANS

Dispensation Information

Date Manufacturer NDC Code Days Supply Quantity

10/28/2020 Company4 b 05640-0407-45 v 30 ‘ Sd

1)

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
pilly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.
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Wiy C

H TIRF REMS Home Pharmacy ¥ Contact Us RxDutPatJangAutlhREpDDE“

(1.

Pharmacy

Outpatient Pharmacy Group

Obtain a Patient's REMS Dispense Authorization (RDA)
E An RDA is areceipt from the TIRF REMS signifying that the REMS requirements to dispense for this patient are currently met.

2 Patient Enrolled as of 4/20/2020 @
Name: PatientJulie Williams Zip Code: 30180
Date of 6/13/1970 Phone: 204-896-4439
Birth: Email Address: Patient@examoto.net
&, Prescriber Certified as of 4/20/2020 @
Prescriber: PRJane PRDoe NPI: 1310000000
Address: 12 Parker Avenue
Chambersburg, PA 17201
iRl Pharmacy Verification v,

@ Checked the patient's opioid tolerance by reviewing data from available state Prescription Drug Monitoring Programs (PDMPs),
the patient's records in the pharmacy's management system, and information provided by the TIRF REMS.

) Do not have access to Prescription Drug Monitoring Program data for this patient. | have reviewed the opioid tolerance data

provided by the prescriber for this patient, the patient's records in the pharmacy's management system, and information provided
by the TIRF REMS,

Reviewed the following REMS data:

> 8 mg oral hydromorphone/day

Adverse Events of Special Interest Reported

Abused or been suspected of abusing their TIRF medicine 9/11/2020

Followed my pharmacy's procedures for TIRF medicines.

Based on the information provided, is the medication appropriate for the patient? i Opioid Tolerance Criteri

SToa i ..,l =1 allLT LIILCTiia

@ Yes, the medication is appropriate for the patient

) No
B REMS Dispense Authorization (RDA) &
RDA: d5fbbel4d Copy Print
© Detail

® Safe Use Conditions:

S

"L R%5

B Prescription dispense recorded for this RDA.

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
By TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Localization Version
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H TIRF REMS Home Pharmacy ~ Contact Us RxOutPatJane AuthRepDoe ~

Pharmacy

Outpatient Pharmacy Group

Obtain a Patient's REMS Dispense Authorization (RDA)
E An RDA is areceipt from the TIRF REMS signifying that the REMS requirements to dispense for this patient are currently met.

2 Patient Enrolled as of 4/20/2020 &
Name: PatientJulie Williams Zip Code: 30180

Date of 6/13/1970 Phone: 204-896-4439

Birth: Email Address: Patient@examoto.net

2. Prescriber Certified as of 4/20/2020 &
Prescriber: PRJane PRDoe NPI: 1310000000

Address: 12 Parker Avenue

Chambersburg, PA 17201

181 Pharmacy Verification ')

| provided the patient with the product-specific Medication Guide and |I:

() Checked the patient's opioid tolerance by reviewing data from available state Prescription Drug Monitoring Programs (PDMPs),
the patient's records in the pharmacy's management system, and information provided by the TIRF REMS.

Or

@ Do not have access to Prescription Drug Monitoring Program data for this patient. | have reviewed the opioid tolerance data

provided by the prescriber for this patient, the patient's records in the pharmacy's management system, and information provided
by the TIRF REMS.

Reviewed the following REMS data:

Prescriber Reported:

> 8 mg oral hydromorphone/day

Adverse Events of Special Interest Reported

Abused or been suspected of abusing their TIRF medicine 9/11/2020

Followed my pharmacy's procedures for TIRF medicines.

Based on the information provided, is the medication appropriate for the patient?

() Yes, the medication is appropriate for the patient

@® No

Please describe the reason for discrepancy below

reason for discrepancy gets added here\

REMS Dispense Authorization (RDA) ©

A REMS Dispense Authorization is a receipt from the TIRF REMS indicating that the safe use conditions managed by the REMS are currently in place. Store this
receipt with your records. This verifies that all requirements have been satisfied and that a REMS Dispense Authorization (RDA) has been issued.

Obtain RDA

Non-Compliance Policy | Privacy Policy | TermsofUse| ContactUs
gy TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Localization Version
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H TIRF REMS Home Pharmacy ¥ Contact Us RxOutPatJane AuthRepDoe ~

Pharmacy

Outpatient Pharmacy Group

Obtain a Patient's REMS Dispense Authorization (RDA)
E An RDA is areceipt from the TIRF REMS signifying that the REMS requirements to dispense for this patient are currently met.

2 Patient Enrolled as of 4/20/2020 @
Name: PatientJulie Williams Zip Code: 30180

Date of 6/13/1970 Phone: 204-896-4439

Birth: Email Address: Patient@examoto.net

ﬁ Prescriber Certified as of 4/20/2020 &
Prescriber: PRJane PRDoe NPI: 1310000000

Address: 12 Parker Avenue

Chambersburg, PA 17201

Pharmacy Verification e

| provided the patient with the product-specific Medication Guide and I:

@® Checked the patient's opioid tolerance by reviewing data from available state Prescription Drug Monitoring Programs (PDMPs),
the patient's records in the pharmacy's management system, and information provided by the TIRF REMS.

Or

() Do not have access to Prescription Drug Monitoring Program data for this patient. | have reviewed the opioid tolerance data

provided by the prescriber for this patient, the patient's records in the pharmacy's management system, and information provided
by the TIRF REMS.

Reviewed the following REMS data:

Prescriber Reported:

> 8 mg oral hydromorphone/day

Adverse Events of Special Interest Reported

Abused or been suspected of abusing their TIRF medicine 9/11/2020

Followed my pharmacy's procedures for TIRF medicines.

Based on the information provided, is the medication appropriate for the patient?

() Yes, the medication is appropriate for the patient
@® No

Please describe the reason for discrepancy below

reason for discrepancy gets added here

= REMS Dispense Authorization (RDA) €

A REMS Dispense Authorization is a receipt from the TIRF REMS indicating that the safe use conditions managed by the REMS are currently in place. Store this
receipt with your records. This verifies that all requirements have been satisfied and that a REMS Dispense Authorization (RDA) has been issued.

Obtain RDA

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
plly TIRF REMS

To report any SUSPECTED ADVERSE REACTIONS, contact the TIRF REMS Call Center at 1-866-822-1483 or FDA at 800-FDA-1088 or http://www.fda.gov/medwatch.

Localization Version
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@ succEss
H TIRF REMS Home Pharmacy ¥  Contact UsSREREISAL NS T Reptice &

Pharmacy

Outpatient Pharmacy Group

Obtain a Patient's REMS Dispense Authorization (RDA)
E An RDA is areceipt from the TIRF REMS signifying that the REMS requirements to dispense for this patient are currently met.

2 Patient Enrolled as of 4/20/2020 &
Name: PatientJulie Williams Zip Code: 30180
Date of 6/13/1970 Phone: 204-896-4439
Birth: Email Address: Patient@examoto.net
2. Prescriber Certified as of 4/20/2020 &
Prescriber: PRJane PRDoe NPI: 1310000000
Address: 12 Parker Avenue
Chambersburg, PA 17201
181 Pharmacy Verification 3]

@ Checked the patient's opioid tolerance by reviewing data from available state Prescription Drug Monitoring Programs (PDMPs),
the patient's records in the pharmacy's management system, and information provided by the TIRF REMS.

Or

' Do not have access to Prescription Drug Monitoring Program data for this patient. | have reviewed the opioid tolerance data

provided by the prescriber for this patient, the patient's records in the pharmacy's management system, and information provided
by the TIRF REMS.

Reviewed the following REMS data:

> 8 mg oral hydromorphone/day

Adverse Events of Special Interest Reported

Abused or been suspected of abusing their TIRF medicine 9/11/2020

Followed my pharmacy's procedures for TIRF medicines.

oy

Based on the information provided, is the medication appropriate for the patient? ?‘j ﬁ%ﬁfjﬁfﬂiﬁﬂﬁﬁﬁﬂﬁf

() Yes, the medication is appropriate for the patient
® No

Please describe the reason for discrepancy below

reason for discrepancy gets added here

A\ STOP! Do Not Dispense

Please contact the patient's prescriber to discuss the discrepancy in the opioid tolerance information. After the discussion with
the prescriber, if you agree that the medication is appropriate for the patient, please attempt to obtain the RDA again. Based on

this discussion, the prescriber may need to submit a new Patient Status and Opioid Tolerance Form to update the opioid tolerance
information for this patient.

= REMS Dispense Authorization (RDA) 2

A REMS Dispense Authorization is a receipt from the TIRF REMS indicating that the safe use conditions managed by the REMS are currently in place. Store this
receipt with your records. This verifies that all requirements have been satisfied and that a REMS Dispense Authorization (RDA) has been issued.

Obtain RDA

C' Cancel

Non-Compliance Policy | PrivacyPolicy | TermsofUse| ContactUs
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This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

MARK A LIBERATORE
12/23/2020 04:12:25 PM

Reference ID: 4721752





