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Patient Registration from Public Home Page

[ ] ®

IPLEDGE - e
Have Questions? Call our toll-free number 1-866-495.0654

Committed to P y Preventi

ey

—Hﬂm

HOME Patient Registration

PATIENT INFORMATION

Patients cannot register directly in the iPLEDGE Program. All Patients are registered in iPLEDGE by a Prescriber. A
ABOUT ISOTRETINOIN Prescriber is a medical professional such as a doctor. If you believe you should be registered in the iPLEDGE
Program, please contact your Prescriber.

ABOUT iPLEDGE
PRESCRIBER INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

iPLEDGE Terms of Use | Safety Motice | Non-Compliance Action Policy | © 2016 iPLEDGE
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Patient Home Page for Patient in Program Status “Required to Demonstrate
Comprehension”

@ i PLE DGE s Welcome [Unig Iije :)[;}l

Committed fo Pregnancy Brevention Have Questions? Call our toll-free number 1 8664950654

MONLY WAY

HOME

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

SAFETY NOTICE

Isotretincin must not be used by female patients who are or may become pregnant. There is an extremely high risk that severe birth
defects will rezult if pregnancy cccurs while taking isotretinein in any amount, even for a short peried of time. Potentially any fetus
expesed during pregnancy can be affected. There are no accurate means of determining whether an exposed fetus has been
affected. Because of this toxicity, isotretinoin can only be marketed under a special restricted distribution program. This program is
called iPLEDGE®. Under this pregram, prescribers must be registered and activated with the iPLEDGE Program and can prescribe
isofretincin only to registered patients whe meet all the requirements of iPLEDGE. Isctretinoin can be dispensed only by a pharmacy
registered and activated with iPLEDGE. Registered and activated pharmacies can enly receive isotretinoin from wholesalers
registered with iPLEDGE.

Patients on isetretinein have been known to become depressed or to develop other serious mental health preblems. Scme pecple
have had thoughts of hurting themselves or putting an end to their own lives. Some pecple tried to end their own lives and some have
ended their own lives. There have been reports that people on isctretinoin were aggressive or violent. Mo one knows i isctretincin
caused these problems or behaviors or if they would have happened even if the person did not take isctretincin.

|sotretincin use has been asscciated with pseudotumer cerebri, a condition caused by increased pressure on the brain. This
condition may occur more often in patients also taking tetracycline. Patients should be aware of other serious side effects, including
preblems with the skin, pancreas, liver, stomach, benes, muscles, hearing, vision, lipids, allergic reactions, blood sugar, or red and

white bloed cells. The most commen, less serious adverse events include dry skin, chapped lips, dry eyes, and dry nose that may

lead to nosebleeds. Patients should be advised about these adverse events and routinely menitored by a dector during treatment with
FIND A PARTICIPATING isotretinoin.

PHARMACY

Please refer to the isofretinoin package inserts for full prescribing and dispensing instructions.

UPDATE MY INFORMATION

MY PROGRAM STATUS Answer the Comprehension

Questions Section:

How to Report?

FAQS
The iPLEDGE Program requires you to answer Call our toll free number 1-866-495-0654 to report any of the
comprehension questions before every prescription. following:
These questions will demonstrate your
understanding of the iPLEDGE Program
requirements, the birth centrol that you have chosen
and the risks associated with isotretinein. You may
not cbtain your prescription until you have correctly
answered the questions. You may use your
iPLED'GE educational kit as a resource as you
answer the guestions.

swer the Questions

An Adverse Event: If you or someone you know has experienced an
adverse event, please call 1-866-495-0654.

A Pregnancy: To report a pregnancy, please call 1-866-495-0654.

iPLEDGE Terms of Use | Safety Motice | Non-Compliance Action Policy | @2016 iPLEDGE
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Patient Home Page for Patient Not in Program Status “Required to
Demonstrate Comprehension”

O

iPLEDGE

Committed to Pregnancy Prevention

Welcome [Unique 1D]
Logout
Hawve Questions? Call our toll-free number 1-866-495.0654

—Im

HOME

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

SAFETY NOTICE

Isotretinein must not be used by female patients who are or may become pregnant. There is an extremely high risk that severe birth
defects wil result if pregnancy occurs while taking isotretinoin in any amount, even for a short period of time. Potentially any fetus exposed
during pregnancy can be affected. There are no accurate means of determining whether an exposed fetus has been affected. Because of
this toxicity, isctretinein can only be marketed under a special restricted distribution program. This pregram is called PLEDGE®. Under
this pregram, prescribers must be registered and activated with the iPLEDGE Program and can prescribe isotretinoin enly to registered
patients whe meet all the requirements of iPLEDGE. Isotretinoin can be dispensed only by a pharmacy registered and activated with
iPLED'GE. Registered and activated pharmacies can only receive isotretinoin from wholesalers registered with iPLEDGE.

Patients on isofretincin have been known to become depressed or to develop other sericus mental health problems. Some people have
had thoughts of hurting themselves or putting an end to their own lives. Seme pecple tried to end their own lives and some have ended
their own lives. There have been reperts that people on isctretinoin were aggressive or viclent. No one knows if isctretinoin caused these
problems or behaviors or if they would have happened even if the person did not take isotretinoin.

Isotretinein use has been asscciated with pseudotumer cerebri, a condition caused by increased pressure on the brain. This condition
may cccur moere often in patients also taking tetracycline. Patients should be aware of other sericus side effects, including problems with
the skin, pancreas, liver, stomach, benes, muscles, hearing, vision, lipids, allergic reactions, bloed sugar, or red and white bloed cells. The
most common, less sericus adverse events include dry skin, chapped lips, dry eyes, and dry nose that may lead to nosebleeds. Patients
should be advised about these adverse events and routinely monitored by a doctor during treatment with isotretincin.

Please refer to the isotretincin package inserts for full prescribing and dispensing instructions.

My Program Status

How to Report
Call our toll free number 1-8686-495-0654 to report any of the following:

An Adverse Event: If you or someene you know has experienced an adverse event, please
call 1-866-495-0654.

A Pregnancy: To report a pregnancy, please call 1-866-495-0654.

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | ®2016 iPLEDGE
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Patient — Comprehension Questions- Did not fill Rx in previous window

() iPLEDGE ——

Commiticd to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—Dﬂm

HOME

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Answer Your Questions

Before You Get Started

IPLEDGE Program has no record of you filling a prescription in your prescription window from [month day, year]
through [month day, year]. Did you fill your prescription during this prescription window?

Yes
MNo

Mote: Your answer will not restrict you from getting your prescription.

Reminder: Please be sure that your prescriptions are authorized in the iPLEDGE Program system by the Pharmacy.
lfthe Pharmacy does not authorize the prescription in the iPLEDGE Program system, it could resultin an
unnecessary interruption in your treatment. Ask the Pharmacy ifthey have authorized this prescription and look for
the iPLEDGE Program sticker on your prescription bag. You may find a participating Pharmacy by using the Find a
Pharmacy feature on the iPLEDGE Program website.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Patient — Comprehension Questions

O

iPLEDGE

Committed to Pregnoncy Prevention

Welcome [Unique 10]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—Dm

HOME

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Answer Your Questions

Please follow these two steps to demonstrate iPLEDGE Program comprehension.

Step 1: Birth Control Verification

Flease enter the two methods of birth control that you are using. These must be the same two methods that you have told
your Doctor that you are using. The answers you provide are used to determine what questions should be asked in step 2
below.

Additionally, the first month that you answer your questions, you will be asked a series of questions ahout information and
counseling provided to you. There are no wrong answers to these questions. The answers are used to determine how often
the iPLEDGE Program materials are shared with patients.

Step 2: Comprehension Questions

In order to get a prescription of isotretinoin, you must demonstrate your understanding of the iPLEDGE Program
requirements, the birth control that you have chosen and the risks associated with isotretinoin. You will be shown a series of
questions and a list of multiple choice answers for each question. Only one ofthe answers will be the right answer for each
question. If you choose the right answer, you will move on to the next question. If you choose the wrong answer, you will be
shown the right answer for that question, and then you will move on to the next question.

When you have answered all the questions, you will be notified right away if you have passed or not. If you did not pass,
vou will be shown a list of the questions you got wrong and the right answers for those questions. You will also be shown
where to find more information on these questions. You may attempt to answer the questions again after reviewing this
information.

You will be allowed to obtain your prescription once you have correctly answered these questions.

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | 2016 iPLEDGE
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Patient — Comprehension Questions — Abstinence Confirmation

O

iPLEDGE

Cammitied to Pregnancy Prevention

Welcome [Unique (D]
Logout

Have Questions? Call our toll-free number 1-866-495-0654

—Iﬂm

HOME

COMPREHENSION
QUESTIONS

CONTRACEFPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Birth Control Verification

All fields listed below are required unless otherwise indicated.
Flease select your hirth control methods click the Submit button.

Primary:

Abstinence v

Important Information X

» You have chosen abstinence and agree that you will not have sex or sexual contact with any male, 24
hours a day, 7 days a week. If you cannot commit completely to not having sex (abstinence) while
taking isotretinoin you MUST contact your prescriber before engaging in sexual activity.

» One of the most commeon reasons that women get pregnant is that they engage in sexual activity when
they have planned to be abstinent.

I commit to abstinence | cannot commit, | will contact my Prescriber

iPLEDGE Terms of Use | Safety Motice | Non-Compliance Action Policy | ® 2016 iPLEDGE

If the patient selects abstinence, they will not be allowed to select a second
method of birth control.
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Patient — Comprehension Questions - Patient Contraception and First Month

Questions

() iPLEDGE

Lammitied to Pregnandy Proventen

Welcome [Unigue 10]
Logout
Have Questions? Call our tolk-free number 1-B66-485-0654

—!Iﬂm

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIEBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAGS

IPLEDGE Tarme of Uss | Salsty Notics |

Birth Control Verification

Al fields listed below are reguired unless otheneise indicated.
Please s=lect your birth control methods click the Submit button.

Primary

Birth Controd Pills v
Secondary

Male Latex Condom v

Did your doctor or amyone in your doctor’s office tell you that it is important not to become pregnant while taking
isotretinoin?

i Yes

Mo

Did you receive the |sotretinoin Educational Kit for Female Patients Who Can Get Pregnant?
o Yes
Mo
If yes, did you read
1. The Guide to Isotretingin for Female Patients Who Can Get Pregnant?
5 Wes
No
2. The Birth Contrel Workbook?

. ¥es

Mo

Did you watch the viden, "Be Prepared, Be Profecfed” shout birth control?
Yes
No

Did you watch the video, "Be Aware: The Risk of Pregnancy While on {sofrefinoin” about the effects of isotretingin?
= Yes

Mo

Did your doctor or anyone in your doctor’s office offer to refer you to ancther health care provider for birth control
counseling?

= Y=g
o

From whom did you receive birth control counseling?
My doctor
Another health care provider

| did not receive birth control counseling

Nen-Compilancs Action Policy | @ 2015 IPLEDGE
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Patient — Comprehension Questions — Primary (First Time):

O

iPLEDGE'

Cammirted to Pregnancy Prewentian

‘Welcome [Unigue 0]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

S TONITWAY

HOME

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Primary
Birth Contrel Pills ¥

Hormonal Implant

Hormonal IUD

Mon-hormonal IUD (Copper)

Tubal Sterilization

Male Vasectomy

MNatural Family Planning

Hormonal Shot

Hormonal Vaginal Ring

Hormonal Skin Patch

Birth Control Pills (Combination Type)
Progesterone-only Mini-pills

Abstinence
TES

No

Birth Control Verification

All fields listed below are reguired unless otherwise indicated.
Please select your birth control methods click the Submit button.

u that it is important not to become pregnant while taking

cational Kit For Female Patients Who Can Get Pregnant?

Did you watch the video, "Be Frepared, Be Frotected” about birth control?

fes

No

Did you watch the video, "Be Aware: The Risk of Pregnancy Whi'e on isotretinoin” about the effects of isotretinoin?

es

No

Did your doctor or anyene in your docter's office offer to refer you to ancther health care provider for birth control

counseling?
Yes

No

From whom did you receive birth control counseling?
My doctor
Another health care provider

| did not receive birth centrol counseling

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Palicy | © 2016 iPLEDGE
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Patient — Comprehension Questions — Barrier/Primary (First Time):

() iPLEDGE s

Have Questions? Call our foll-ree number 1-866-435-0654

—ﬂm

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Birth Control Verification

All fisids Bsied bebow are required uniess ginenaise indicaied.
Piagsa select your birin comdral metnods olick the: Submilt pution.

Primary
Birin Comirol Plks ¥

Sacondary
Hanmeanal IUD ¥

Hormonal Implant
o at it is Impariant not 10 become pregnant whils tEking Isair=tngin?

rmanal ILD
Non-hermonal ILD {Copper)
Tubal Sterilization
Male Wassciomy
Matural Family Planning
Hormaonal Shat |aBonal Ki For Femaie Paiiants Who Can Gal Pragnan?
Hormonal Vaginal Ring
Female Condom
Hormonal Skin Patch
Birth Contrel Pills {Combination Type)
Progesterone-only Mini-pills ol i coniral?
Male Latex Condom
Cenvical Cap with a Spermicide
Diaphragm with a Spermicide
‘\laginal Sponge
Wirthdirawal hcy While an isarresingin” aboul e effects of Isor=ingin?

-]
]

Déd your doclar or anyane In your dockar's afioe offer 1 rafar you 10 anather aalin care provider fr birin coniral counsaiing?
Yes
Mg

FIOm WHGm o you recaive Brin comnol counsaing?
My docior
Anofher haalin cars provider
I i not recaive birin antral counsaling

IFLEDGE Torme of Uce | Sadsty Motiee | MonCompllence Sofion Polley | 2 2018 IPLEDGE
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Patient — Comprehension Questions — Primary (Subsequent):

() iPLEDGE i

Commirted te Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

—ﬂm

HOME

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOQIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Birth Control Verification

All fields listed below are required unless otherwise indicated.

Flease select your birth control methods click the Submit button.

Primary
Birth Control Pills v

Hormmonal Implant

Hormenal IUD
Mon-hermonal IUD (Copper)
Tubal Sterilization

Male Vasectomy

Natural Family Planning
Hormonal Shot
Hormenal Vaginal Ring

Hormonal Skin Patch

Birth Control Pills (Combination Type)
Progesterone-only Mini-pills
Abstinence

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | & 2016 iPLEDGE
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Patient — Comprehension Questions — Barrier/Primary (Subsequent):

() iPLEDGE

Wizleome [Unigue I0]
Logout

Have Questions? Call our toll-ree number 1-866-435-0654

—Elm

COMPREHENSION
QUESTIONS

CONTRACEFTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iFLEDGE

CHAMGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Birth Control Verification

All Bieids Bsted Dalow ares requirsd uniess ofherwiss Indicaled,
Piaase sabect your birih coniral methods oo the Submitt bution.

Primary
Birin Coaniral Pilks ¥

Sacondary

Haonmeanal 1D ¥

Hormaonal Implant
Her a1 F ks impartant nol do bacams pragnant wihila (3ing ksotratnain?

rmonal LD
Mon-hormanal ILUD {Copper)
Tubal Sterilization
Mals Vassciony
Maitural Family Planning
Hermanal Sheot
Hormonal Maginal Ring
Female Condom
Hormaonal Skin Patch
Birth Contral Pills {Combination Type)
Progesterone-anly Mini-pills
Male Latex Condom
Cenvical Cap with a Spermicide
Diaphragm with a Spermicide
‘laginal Sponge
Withdrawsl

|Ftonal K For Famale Palkents Wiho Can G2 Pragnan?

pu birin conirol?

oy Wihile on Iscirafingin® aboul The eflecis of lsotrelinain?

Yas
L]

Db our dockar ar anyans in your dociars ofoa affer fa rafer you fo anaihar haafih cans provider for birlh canindl counsaing?
Yas
L]

Fram wham i you racaive Birn caninal counsaing?
My docir
Anather hadiin cars provider
| cid N recaive birin contral counseing

IPLEDGE Torme of Uce | Zafedy Noties | Mon-Compllancs fofion Polley | 23018 IPLEDGE
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Comprehension Questions — Sample Question

* ®
PLEDGE Welcome [Unique [D]

Commined fo Pragnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

—m

HOME

COMPREHENSION
QUESTIONS

CONTRACEFPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Comprehension Questions

Program Steps

You are in your third month of treatment, in order to get your isotretinoin prescription, you must
Have a urine test for infection.

Have a negative pregnancy test done in a laboratory, discuss hirth control with your doctor and answer questions in
the iPLEDGE Program system.

Flease do not use browser's Refresh, Back or Forward buttons when answering the questions, or you may have to start
again.

Please select you answer to the question and click Submit.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Patient — Comprehension Question - Correct Answer - SAMPLE:

() iPLEDGE -

Committed o Pregnancy Brevention Have Questions? Call our toll-free number 1 866495 0654

—ﬂm

HOME Comprehension Questions

COMPREHENSION
QUESTIONS
Correct: You have selected the right answer.

CONTRACEPTION
INFORMATION

Condoms
PATIENT INFORMATION

ITyou use a lubricantwith a male latex condom, it should be a water-based lubricant.
ABOUT ISOTRETINOIN

« True
ABOUT iPLEDGE False
CHANGE PRIMARY
PRESCRIBER
FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION
MY PROGRAM STATUS

FAQS

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | © 2016 iPLEDGE
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Patient — Comprehension Question - Incorrect Answer - SAMPLE:

Welcome [Unique (D]

(" iPLEDGE =

Commitied fo Prognancy Prevention

Have Questions? Call our toll-free number 1-866-495.0654

—ﬂm

HOME

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Comprehension Questions

Incorrect Answer. The correct answer is
"Continue to use 2 effective methods of birth
control together all the time.”

General Contraception Requirements

You have finished your last dose of isotretinoin. Your doctor has ordered a pregnancy test. For the next month, you:
Continue to use 2 effective methods of birth control together all the time.
Stop using your secondary method because you are not taking isotretinoin.

+ Goforthe pregnancy test at any time during the month.

Next

Please do notuse browsers Refresh, Back or Forward buttons when answering the questions, or you may have to start
again.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ®2016 iPLEDGE
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Patient — Comprehension Test Results- SAMPLE: Results: Failed

L] ®
PLE DGE Welcome [Unique (D]

Committed fo Pregnancy Prevention Have Questions? Call our toll-free number 18664950654

—m

HOME

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOQIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Comprehension Questions Results

« Results: Failed to Demonstrate Comprehension

« You have answered the following questions incorrectly.

Important Note:

If this is your last month of freatment:

» Remember to continue using the two methods of acceptable birth control for 30 days after the last dosage.

» Geta pregnancy test after the last dosage and 20 days after the last dosage.

Click here to return to the home page

Question: One goal of iPLEDGE is making sure pregnant women do not take isotretinoin

Answers:

Qf True
x False

Explanation:The correct answer is 1. True. The goal of the IPLEDGE Program is to prevent pregnancies in females taking
isotretinoin and to prevent pregnant females from taking isotretinoin.

Reference:The Guide to Isotretinoin For Female Patients Who Can Get Pregnant, What is the iPLEDGE Program (see
page 4).

Elease review the Educational Materials before you answer the questions again.

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | & 2016 iPLEDGE

Page 17 of 32



Patient — Comprehension Test Results- SAMPLE: Results: Passed

() iPLEDGE N

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

—ﬂm

HOME H =
Comprehension Questions Results
COMPREHENSION
QUESTIONS
» The guestions are complete.
CONTRACEPTION . ; ; o : z ; / :
INFORMATION You may obtain your prescription any fime before 11:59FPM. Eastern Time on m/dfyyyy
PATIENT INFORMATION Important Note:
ABOUT ISOTRETINOIN It this is your last month of freatment:
ABOUT iPLEDGE » Rememberto continue using the two methods of acceptable birth control for 30 days after the last dosage.
» Geta pregnancy test after the last dosage and 30 days after the |ast dosage.
s:EA:gREI::;MARY Click here to return to the home page
FIND A PARTICIPATING
PHARMACY
UPDATE MY INFORMATION
MY PROGRAM STATUS
FAQS

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | @ 2016 iPLEDGE
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e ®

LEDGE Welcome [Unique ID]
1 P Logout
Caommitted 1o Pregnancy Provention Have Questions? Call our toll-free number 1-866-495-0654

I eoNvway
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CONTRACEPTION » Birth Control Workbook
INFORMATION

« The Guide to Isofretinoin For Female Patients Who Can Get Preanant
« IPLEDGE Program Birth Control Information SheetiPLEDGE Program Checklist

PATIENT INFORMATION

ABOUT ISOTRETINOIN
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Patient — Patient Information
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QUESTIONS
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INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Patient Information

About Patient Information

Are you thinking about starting treatment with isotretinoin? You can learn more about isotretinoin and about the IPLEDGE
Program by reading the introductory information brochure and the medication guide available below.

View Information Online
You can click on each link to view the material online. Upon clicking on a link, each file will be launched in a new browser
window. To view these PDF files, you will need Acrobat®Reader®.

Patient Information:

« Guide to Isotretinoin for Female Patients Who Can Get Pregnant

Birth Control Workbook

iPLEDGE Program Birth Control Information SheetiPLEDGE Program Checklist
Contraception Counseling Guide and Contraception Referral Form

Isotretinoin Contraception Referral Form

Guide to Isotretinoin for Male Patients and Female Patients Who Cannot Get Pregnant
Safety Information About Isofretinoin

Dr. Reddy's Zenatane Medication Guide

Mylan Amnesteem Medication Guide

Ranbaxy Absorica Medication Guide

Ranbaxy Sotret Medication Guide

Teva Claravis Medication Guide

VersaPharm Myorisan Medication Guide

-

-

-

-

-

Manufacturers' Toll-free Numbers

For more information about the specific brands of isotretinoin, call the individual manufacturers at these numbers.

Product Name Company Phone Number
Amnesteem® Mylan Pharmaceuticals Inc. 1-800-796-9526
Claravis™ Teva Pharmaceuticals USA. 1-800-227-7522
Sotret® Ranhaxy Laboratories, Inc. 1-800-406-7934
Myorisan@ VersaPharm Incorporated 1-877-254 4381
Absorica® Ranhaxy Labaratories, Inc 1-800-406-7984
Zenatane™ Dr. Reddy's Laboratories, Ltd. 1-888-375-3784

iPLEDGE Terms of Use | Safety Metice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Patient - About Isotretinoin
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iPLEDGE

Committed to Pregnoncy Prevention

Welcome [Unigue [D]

Logout

Have Questions? Call our toll-free number 1-866-495-0654

HOME

T ONLY WAY

About Isotretinoin

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

iPLEDGE Terms of Use |

CONTRAINDICATIONS AND WARNINGS

Isotretinoin must not be used by female patients who are or may become pregnant. There is an extremely high
risk that severe birth defects will result if pregnancy occurs while taking isofretinoin in any amount, even for
short periods of time. Potentially any fetus exposed during pregnancy can be affected. There are no accurate
means of determining whether an exposed fetus has been affected.

Birth defects which have been documented following isofretinoin exposure include abnormalities of the face,
eyes, ears, skull, central nervous system, cardiovascular system, and thymus and parathyroid glands. Cases
of I} scores less than 85 with or without other abnormalities have been reported. There is an increased risk of
spontaneous abortion, and premature hirths have been reported.

Documented external abnormalities include: skull abnormality; ear abnormalities (including anofia,
micropinna, small or absent external auditory canals); eye abnormalities {including microphthalmia); facial
dysmorphia; cleft palate. Documented internal abnormalities include: CNS abnormalities (including cerebral
abnormalities, cerebellar malformation, hydrocephalus, microcephaly, cranial nerve deficit); cardiovascular
abnormalities; thymus gland abnormality; parathyroid hormone deficiency. In some cases death has occurred
with certain of the abnormalities previously noted.

If pregnancy does occur during treatment of a female patient wha is taking isotretinoin, isotretinoin must be
discontinued immediately and she should be referred to an Obstetfrician-Gynecologist experienced in
reproductive toxicity for further evaluation and counseling.

Special Prescribing Requirements

Because of isofretinoin’s teratogenicity and to minimize fetal exposure, isofretinoin is approved for marketing
only under a special restricted distribution program approved by the Food and Drug Administration. This

program is called iPLEDGE®. Isotretinoin must only be prescribed by prescribers who are registered and
activated with the iPLEDGE Program. Isotretinoin must only be dispensed by a pharmacy registered and
activated with iPLEDGE, and must only be dispensed to patients who are registered and meet all the
requirements of IPLEDGE.

Safety Notice | Mon-Compliance Action Policy | & 2016 iPLEDGE
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Patient - About iPLEDGE
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UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

iPLEDGE Terms of Use |

IPLEDGE

Commitied fo Pregnancy Prevention

TEONLY WAY

About iPLEDGE

The iPLEDGE Program is a computer-based risk management program designed to further the public health goal
to eliminate fetal exposure to isofretinoin through a special restricted distribution program approved by the FDA.
The program strives to ensure that:

« Nofemale patient starts isotretinoin therapy if pregnant

« No female patient on isotretinoin therapy becomes pregnant

This enhanced program is a SINGLE pregnancy risk management program for prescribing and dispensing all
isofretinoin products (brand and generic products). The iPLEDGE Program requires registration of all wholesalers

distributing isofretinoin, all healthcare professionals prescribing isotretinoin, all pharmacies dispensing isotretinoin,

and all male and female patients prescribed isotretinoin. This program is designed to create a verifiable link
between the negative pregnancy test and the dispensing of the isotretinoin prescription to the female patient of
reproductive potential. The iPLEDGE Program requires that all patients meet qualification criteria and monthly
program requirements. Before the patient receives his/her isotretinoin prescription each month, the prescriber must
counsel the patient and document in the iIPLEDGE Program system that the patient has been counseled about the
risks of isofretinoin.

There are also additional qualification criteria and monthly requirements for female patients of reproductive
potential.

As part of the ongoing risk management of isotretinoin products, it is crucial that a female of reproductive potential
selects and commits to use two methods of effective contraception simultaneously for one month before, during,
and for one month after isotretinoin therapy. She must have 2 negative urine or blood (serum) pregnancy tests with
a sensitivity of at least 25 mlU/ml before receiving the initial isotretinoin prescription. The first pregnancy testis a
screening test and can be conducted in the prescriber's office. The second pregnancy test must be done in a CLIA-
certified laboratory according to the package insert. Each month of therapy, the patient must have a negative result
from a urine or blood (serum) pregnancy test conducted by a CLIA-ceriified laboratory prior to receiving each
prescription.

Each month, the prescriber must enter the female patient's pregnancy results and the 2 methods of contraception
she has been using in the iPLEDGE Program system. The iPLEDGE Program system verifies that all criteria have
been met by the prescriber, patient, and pharmacy prior to granting the pharmacy authorization to fill and dispense
isotretinoin. The pharmacist must obiain authorization from the iPLEDGE Program system via the internet
(wwwipledgeprogram.comy), telephone (1-866-495-0654) or through electronic telecommunication verification (via
submission of an isotretinoin prescription claim) prior to dispensing each isotretinoin prescription for both male and
female patients.

Safety Notice | Mon-Compliance Action Policy | ®2016 iPLEDGE
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Patient — Change Primary Prescriber
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HOME
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PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Change Primary Prescriber

If you change your Primary Prescriber, you will not be able to receive prescriptions from your current prescriber. Instead you
will be receiving your future prescriptions from your new prescriber.

Please enter any or all search criteria and click the Search button

First Hame MI | Opticnal)

Jane

Last Mame
Smith

Phone
City

State Zip Code
P& v

Found

Jane Smith
Blue Bell, PA
215-234-2345

To transfer to this prescriber please click the Commit To Transfer button.

Please note: Your transfer will not be complete until your selected prescriber has accepted you as a patient.

Commit To Transfer

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Palicy | & 2016 iPLEDGE
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Patient — Find a Participating Pharmacy

(% iPLEDGE

Committed to Pregnoncy Prevention

Welcome [Unique (D]
Logout

Have Questions? Call our toll-free number 1-866-495.0654

B QLY WAY

HOME

COMPREHENSION

QUESTIONS Please enter any or all search criteria and click the Search button.

CONTRACEPTION Zip
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | & 2016 iPLEDGE
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Patient — Update My Information
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HOME Update My Information
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QUESTIONS Change Password
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INFORMATION
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Patient — Update My Information — Change Password

() iPLEDGE

Committed fo Pregnancy Prevention

Welcome [Unique [D]
Logout
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HOME

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

iPLEDGE Terms of Use | Safety Nofice |

Change Password

All fields below are required unless otherwise indicated.

Old Password
New Password

Confirm New Password

Save Changes

Non-Compliance Action Policy | ©2016 iPLEDGE
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Patient — Update My Information — Change DOPS
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PI-EDGE Welcome [Unique ID]

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

I QN WA

HOME = =g
Change Date of Personal Significance
COMPREHENSION
QUESTIONS Your Date of Personal Significance is a date that you will be able to remember (such as an anniversary) and will be used to
verify your identity if you need to contact the Call Center.
CONTRACEPTION
INFORMATION All fields below are required unless otherwise indicated.
Password
PATIENT INFORMATION
ABOUT ISOTRETINOIN o
Date of Personal Signifance: (MM/DD/YYYY)
ABOUT iPLEDGE / /
CHANGE PRIMARY Confirm Date of Personal Signifance: (MM/DD/YYYY)
PRESCRIBER { /
FIND A PARTICIPATING
PHARMACY
Save Changes
UPDATE MY INFORMATION
MY PROGRAM STATUS
FAQS
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Patient — Update My Information — Update Contact Information

O

iPLEDGE

Committed fo Pregnancy Prevention

Welcome [Unigue (D]
Logout
Have Questions? Call our toll-free number 1-866-495.0654
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Use this form to edit your contact information. To edit information not displayed on this form, please contact the Call Center.

HOME =
Update Contact Information

COMPREHENSION
QUESTIONS
CONTRACEPTION All fields below are required unless otherwise indicated.
INFORMATION y )

First Name MI (Optional)
PATIENT INFORMATION Girija
ABOUT ISOTRETINOIN Last Name

Doddapaneni

ABOUT iPLEDGE

Address
CHANGE PRIMARY ;
PRESCRIBER 920 Harvest Drive

FIND A PARTICIPATING

PHARMACY
City
UPDATE MY INFORMATION Blue Bell
MY PROGRAM STATUS State Zip
PA v
FAQS

Phone Number

555-555-6655

Fax (Optional)

Email (Optional}

Preferred Method of Communication

girija.doddapaneni@ubc.com

Select

19422

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | @©2016 iPLEDGE
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Patient — My Program Status
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HOME

COMPREHENSION
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CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Patient Program Status

Name: Jane Smith

Program Status:  Qualified to Receive Drug

Action: No patient action is required at this time.
Infarmation: You may obtain your prescription atthe pharmacy. You must obtain the prescription before 11:59
PM Eastern Time on the last day of your prescription window.
June 2015
I T N N T I
1 2 3 4 s 6

Ifyou haven't Ifyou havent Ifyou haven't I you haven't
already, obtain ~ already, obtain ~ already, obtain  already, obtain
your prescription  your prescription  your prescription  your prescription
More.. More.. X L

i 8 9 10 1 12 13

If you havent If you haven't Ify'm.l havent First day you may

already, obtain already, obtain already, obtain have your next

your prescripion  your prescription  your prescription  pregnancy test
More.. Maore.. More.. More..

Key

i_i Today or future day for an active 7 day window E Apast day fora 7 day window
(AT day window that has expired without | | Action may occur on this date or any date after
| prescription fil |

You may click on underlined text to perform the required action.

iPLEDGE Terms of Use | Safety Nofice | Non-Compliance Action Policy | ®2016 iPLEDGE
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Patient — FAQs
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Frequently Asked Questions (FAQ)

HOME
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ABOUT iPLEDGE
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IPLEDGE PROGRAM (click topics below for more information)

A. TECHNICAL ASSISTANCE
B. PATIENT
C.ALL USERS
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Logout
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mEONLY WAY
iPLEDGE Terms of Use

iPLEDGE TERMS OF USE
Version 2.0. Last Revised: 08/17/2015

These Terms of Use apply to all visitors of the prescription drug risk management site located at
hitp:fwwwipledgeprogram.com (the “Site™). The “iPLEDGE Website® is a Registered User-only account portal
available through the Site which enables Registered Users to paricipate with a computer-based risk management
program designed to further the public health goal to eliminate fetal exposure to isotretinoin through a special
restricted distribution program approved by the FDA

THIS SITE IS INTENDED FOR U.S. AUDIENCES ONLY. USERS WHO ACCESS THE SITE FROM QUTSIDE THE
U.5. DO SO AT THEIR OWN INITIATIVE AND RISK AND ARE RESPONSIBLE FOR COMPLIAMCE WITH ALL
APPLICABLE LAWS.

"Registered Users” include Patients, Prescribers, Designated Agents, and Pharmacists who have signed up to
participate in the iPLEDGE FProgram. "Patients” are patients that have been prescribed restricted distribution drugs
pursuant to the iPLEDGE Program. "Prescribers” are prescribers that prescribe restricted distribution drugs
pursuant to the iIPLEDGE Program. "Designated Agents” are persons designated by Prescribers to act on their
behalf with the iPLEDGE Website. Pharmacists are pharmacists that utilize the iPLEDGE Website to verify a
patient's enrollment in iPLEDGE and status before filling a prescription at a retail pharmacy.

These Terms of Use are between a user of any portion of the Site ("you” or “your’) and the sponsors of the Site
(“IPLEDGE" “we”, “us” and “our™).

REGISTRATION AND ASSENT

Access to and use of the Site is conditioned upon your assent to these Terms of Use. You are deemed to have
assented to these Terms of Use when you use any available page ofthe Site. You are deemed to have assented to
these Terms of Use as applicable to the iPLEDGE Wehbsite, when you complete the online registration processes
required for Registered Users and indicate during the registration process that you accept these Terms of Use
along with the Privacy Policy incorporated therein. You are deemed to have accepted these Terms of Use each
time you access the Site and each time you use your login credentials to access the iPLEDGE Website portion of
the Site. By registering for or otherwise accessing or using the Site, you acknowledge that you have read,
understand, and agree to be legally bound by these Terms of Use. These Terms of Use and the Frivacy Policy are
available during registration for the iPLEDGE Website and on various pages of the Site.

UPDATES

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | © 2016 iPLEDGE
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p— TEONLY WAY
SAFETY NOTICE

Isotretinoin must not be used by female patients who are or may become pregnant. There is an extremely high risk that
severe birth defects will result if pregnancy occurs while taking isotretinoin in any amount, even for a short period of time.
Paotentially any fetus exposed during pregnancy can be affected. There are no accurate means of determining whether an
exposed fetus has been affected. Because of this toxicity, isofretinoin can only be marketed under a special restricted
distribution program. This program is called iPLEDGE®. Under this program, prescribers must be registered and activated
with the iPLEDGE Program and can prescribe isofretinoin only to registered patients who meet all the requirements of
iPLEDGE. Isotretinoin can be dispensed only by a pharmacy registered and activated with iPLEDGE. Reqgistered and
activated pharmacies can only receive isotretinoin from wholesalers registered with iPLEDGE.

Patients on isofretinoin have been known to become depressed or to develop other serious mental health problems. Some
people have had thoughts of hurting themselves or putting an end to their own lives. Some people tried to end their own
lives and some have ended their own lives. There have been reports that people on isofretinoin were aggressive or violent.
No one knows ifisotretinoin caused these problems or behaviors or if they would have happened even if the person did not
take isotretinoin.

Isofretinoin use has been associated with pseudotumor cerebri, a condition caused by increased pressure on the brain.
This condition may occur more often in patients also taking tetracycline. Patients should be aware of other serious side
effects, including problems with the skin, pancreas, liver, stomach, bones, muscles, hearing, vision, lipids, allergic
reactions, blood sugar, or red and white blood cells. The most common, less serious adverse events include dry skin,
chapped lips, dry eyes, and dry nose that may lead to nosebleeds. Patients should be advised about these adverse events
and routinely monitored by a doctor during treatment with isotretinoin.

Please referto the isofretinoin package inserts for full prescribing and dispensing instructions.

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | ©2016 iPLEDGE
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Pharmacy — Pharmacy Registration — For Responsible Site Pharmacists
(Button) from Public Home Page

° ®
IPLEDGE s
Have Questions? Call our toll-free number 1-866-495-0654

Cammitied 1o Pregnancy Provention

—H{m

HOME i =

Pharmacy Registration
PATIENT INFORMATION

Please provide your pharmacy's NCPDP number and click the Lookup Info button. This will be used as your Username to
ABOUT ISOTRETINOIN identify you in the program and for you to login to the iPLEDGE Program system using the phone or internet site.

ABOUT iPLEDGE NCEDE Number

PRESCRIBER INFORMATION Lookup Info

FIND A PARTICIPATING
PHARMACY Enter ar confirm your information. All fields listed below are required unless otherwise indicated.
FAQS Responsible Site Pharmacist First Name

Responsible Site Pharmacist Last Name
Responsible Site Fharmacist License
Preferred Method of Communication

Email v
Phone Number Ext (Cptional)
Email (Optional}

Fax (Optional)

|| This pharmacy orders isotretinoin directly from one or more of the manufacturers of isotretinoin.
Can your pharmacy management system adjudicate claims?
Yes v O

Click the Save and Print button below. This will present a print friendly registration form for your signature. After printing

and signing, return the form to the address or fax number found on the form.
Save and Print

iPLEDGE Terms of Use | Safety Motice | Non-Compliance Action Policy | ©2018 iPLEDGE
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Pharmacy Home Page — Suspended Pharmacy log in Page

° ®
IPLEDGE e
Have Questions? Call our toll-free number 1-866-495-0654

Cammitted 1o Py y Proventi

—Dﬂm

HOME
'd -
PATIENT INFORMATION Notice!
This pharmacy is currently SUSPENDED from the iPLEDGE Program due to a
ABOUT ISOTRETINOIN confirmed act of non-compliance with iPLEDGE Program requirements.

= This pharmacy is NOT permitted to paricipate in the iPLEDGE Program, and is
ABOUT iPLEDGE prohibited from ordering isofretinoin and filling isotretinoin prescriptions.
PRESCRIBER INFORMATION Ifitis determined that the pharmacy orders any isotretinoin product, dispenses isotretinoin
prescriptions or commits any further acts of Non-Compliance with iPLEDGE Program requirements,
this pharmacy may be deactivated from the iFLEDGE Program.

FIND A PARTICIPATING

PHARMACY

FAQS

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | ® 2016 iPLEDGE
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Pharmacy Home Page - Pharmacy in Program Status “Registered” or
activated Pharmacy whose activation expires within 30 days.

Welcome [NCPDP#]

IPLEDGE Lo

Committed to Pregnancy Prevention

L

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Have Questions? Call our toll-free number 1-866-495.0654

™ ONLY WAY

SAFETY NOTICE

|sotretincin must not be used by female patients whe are or may become pregnant. There is an extremely high risk that severe birth
defects wil result if pregnancy cccurs while taking isctretingin in any amount, even for a shoert peried of time. Potentially any fetus
exposed during pregnancy can be affected. There are no accurate means of determining whether an exposed fetus has been
affected. Because of this toxicity, isctretincin can only be marketed under a special restricted distribution pregram. This pregram is
called iPLEDGE®. Under this program, prescribers must be registered and activated with the iPLEDGE Program and can prescribe
isotretinoin only to registered patients who meet all the requirements of iPLEDGE. Isotretinein can be dispensed only by a pharmacy
registered and activated with iPLEDGE. Registered and activated pharmacies can only receive isotretinoin from wholesalers
registered with iPLEDGE.

Patients on isctretinoin have been known to become depressed or to develop other sericus mental health problems. Some people
have had thoughts of hurting themselves or putting an end to their own lives. Some people tried to end their cwn lives and seme have
ended their own lives. There have been reports that people on isotretincin were aggressive or viclent. Mo one knows if isetretingin
caused these problems or behaviers or if they would have happened even if the person did not take isotretinoin.

Isotrefinoin use has been associated with pseudotumer cerebri, a condition caused by increased pressure on the brain. This
condition may occur more often in patients also taking tetracycline. Patients should be aware of other serious side effects, including
preblems with the skin, pancreas, liver, stomach, benes, muscles, hearing, vision, lipids, allergic reactiens, blecd sugar, or red and
white blocd cells. The most commeon, less serious adverse events include dry skin, chapped lips, dry eyes, and dry nese that may
lead to nosebleeds. Patients should be advised about these adverse events and routinety menitored by a dector during treatment with
isotretinoin.

Please refer to the isotretincin package inserts for full prescribing and dispensing instructions.

Activate My Registration How to Report?

Call our toll free number 1-866-495-0654 to report any of the
following:

Follow the program steps to activate your
pharmacy’s registration.

An Adverse Event: If you or someone you know has experienced an
adverse event, please call 1-866-495-0654.

Remember, you must activate your pharmacy's
registration in the iPLEDGE Pregram annually.
Please click the Activate button below to begin.

A Pregnancy: Te report a pregnancy, please call 1-866-495-0654.

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | ® 2016 iPLEDGE

Page 5 of 32



Pharmacy — Pharmacy Home Page — Activated Pharmacy not within 30 days

of expiration.

(% iPLEDGE’ -

Have Questions? Call our toll-free number 18664950654

- - TEONLY WAY

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOQIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

SAFETY NOTICE

Izotretingin must not be used by female patients whe are or may become pregnant. There is an extremely high risk that severe birth
defects wil result if pregnancy cccurs while taking isotretinein in any amount, even for a short peried of time. Potentially any fetus expesed
during pregnancy can be affected. There are no accurate means of determining whether an expesed fetus has been affected. Because of
this toxicity, isotretinein can only be marketed under a special restricted distributien program. This program is called PLEDGE®. Under
this program, prescribers must be registered and activated with the iPLEDGE Program and can prescribe isotretincin only to registered
patients who meet all the requirements of IPLEDGE. |sofretinoin can be dispensed only by a pharmacy registered and activated with
iPLEDGE. Registered and activated pharmacies can only receive isotretinein from wholesalers registered with iPLEDGE.

Patients on isotretinoin have been known to become depressed or to develop other serious mental health problems. Some people have
had thoughts of hurting themselves or putting an end to their own lives. Some people tried to end their own lives and some have ended
their own lives. There have been reperts that people on isotretinoin were aggressive or viclent. Mo ene knows if isotretinein caused these
problems or behaviors or if they would have happened even if the perzon did not take is otretinsin.

Isotretinoin use has been associated with pseudotumer cerebri, a condition caused by increased pressure on the brain. This conditicn
may eccur mere often in patients also taking tetracycline. Patients should be aware of other sericus side effects, including problems with
the skin, pancreas, iver, stemach, bones, muscles, hearing, vision, lipids, allergic reactions, blood sugar, or red and white blood cells. The
maost commen, less serious adverse events include dry skin, chapped lips, dry eyes, and dry nose that may lead to nosebleeds. Patients
should be advised about these adverse events and routinely monitored by a dector during treatment with isotretinain.

Please refer to the isctretincin package inserts for full prescribing and dispensing instructicns.

Fill Prescript

How to Report
Call our toll free number 1-866-495-0654 to report any of the following:

An Adverse Event: If you or someone you know has experienced an adverse event, please call
1-866-495-0654.

A Pregnancy: To report a pregnancy, please call 1-866-495-0654.

For information on connecting to the Pharmacy Network click here.

iPLEDGE Terms of Use | Safety Motice | Non-Compliance Action Policy | & 2016 iPLEDGE
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Pharmacy — Activate Pharmacy Registration (1 of 2)

(7 iPLEDGE i

Committed o Pregnancy Provention Have Questions? Call our toll-free number 1-866-495-0654

ﬂ

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

iPLEDGE Terms of Use | Safety Notice

Activate Pharmacy Registration
Activation requires attesting to the following statements in the iFLEDGE Program system:

« | know the risk and severity of fetal injury/birth defects from isotretinoin.

« |will frain all pharmacists who paricipate in the filling and dispensing of isotretinoin prescriptions on the iPFLEDGE
Program requirements.

« |will comply and seek to ensure all pharmacists who participate in the filling and dispensing of isotretinoin
prescriptions comply with the iPLEDGE Program requirements described in the booklet entitied Pharmacist
Guide, specifically the “Key Information for Pharmacists™ section including the following dispensing information:

» Prescriptions must be obtained no later than the "Do Mot Dispense To Patient After” date, and if not

obtained, then the RMA must be reversed in the iPLEDGE Program system and the product returned to
inventory.

« | will only obtain isotretinoin from only iPLEDGE registered wholesalers.
« | will not sell, buy, borrow, loan or otherwise transfer isotretinoin in any manner to or from anather pharmacy.

# | will return to the manufacturer (or delegate) any unused product if the pharmacy is deactivated by the iPLEDGE
Program or ifthe pharmacy chooses to not reactivate annually.

« | will not fill isotretinoin for any party other than a qualified patient.

| attest to the statements above.

| do not attest to the statements above.

| Mon-Compliance Action Policy | ©2016 iPLEDGE
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Pharmacy — Activate Pharmacy Registration (2 of 2)

(% iPLEDGE i

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—m

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Pharmacy Activation Complete

You are now activated in the system.
You may now select any of the menu options to the left to hegin using the system.

Current Program Status: Activated

Status Expires: MM/IDD/YYYY

iPLEDGE Terms of Use | Safety Motice | MNon-Compliance Action Policy | ©2016 iPLEDGE
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Pharmacy — Pharmacy Information

() iPLEDGE

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Pharmacy Information

About reference materials

Welcome [NCPDP#]

Logout

Have Questions? Call our toll-free number 1-866-495-0654

The goals of the IPLEDGE Program are to prevent fetal exposure to isotretinoin and to inform prescribers, pharmacists, and
patients about isofretinoin’s serious risks and safe-use conditions. The IPLEDGE Program education materials present the

program requirements for pharmacists and for patients. There are also patient and program guides available about

contraception.

View Information Online

You can click on each link to view the material online. Upon clicking on a link, each file will be launched in a new browser
window. To view these PDF files, you will need Acrobat®Reader®.

Patient Information:

= Medication Guides:

» Dr. Reddy's Zenatane Medication Guide

.

L

.

Mylan Amnesteem Medication Guide
Ranbaxy Absorica Medication Guide
Ranbaxy Sotret Medication Guide
Teva Claravis Medication Guide

VersaPharm Myorisan Medication Guide

Pharmacy Information:

» About Post-Treatment Pregnancy Testing

Eharmacist Guide

Patient Introductory Brochure
Isotretinoin Educational Kit for Female Patients Who Can Get Pregnant

Isotretinoin Educational Kit for Male Patients and Female Patients Who Cannot Get Pregnant
Eirth Control Workbook
Pharmacy Activation Instructions
FPharmacy Flowchart

Lessons Learned:

About Leftover Medication
About Birth Control

Prescriber Information:

» Package Inserts:

.

.

.

Dr. Reddy's Zenatane Package Insert
Mylan Amnesteem Package Insert
Ranbaxy Absorica Package Insert
Ranbaxy Sotret Package Insert

Teva Claravis Packaae Insert
VersaPharm Myorisan Package Insert

Manufacturers' Toll-free Numbers

For more information about the specific brands of isofretinoin, call the individual manufacturers at these numbers.

Product Name Company

Amnesteem® Mylan Pharmaceuticals Inc.
Claravis ™ Teva Pharmaceuticals USA.
Sotret® Ranbaxy Laboratories, Inc.
l‘."lg«orisa\n'E ‘ersaPharm Incorporated
Absorica® Ranbaxy Laboratories, Inc
Zenatane™ Dr. Reddy's Laboratories, Ltd.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ©2016 iPLEDGE

Phone Number
1-800-796-9526
1-800-227-7522
1-800-406-7984
1-877-2544381
1-800-406-7984
1-888-375-3784
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Pharmacy — About Isotretinoin

@ iPLE DGEE Welcome [N[ig)gl;ir]l

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

I o - ™ ONLY WAY

HOME About Isotretinoin

ACTIVATE PHARMACY

REGISTRATION
PHARMACY INFORMATION CONTRAINDICATIONS AND WARNINGS

Isotretinoin must not be used by female patients who are or may become pregnant. There is an extremely high
ABOUT ISOTRETINOIN risk that severe birth defects will result if pregnancy occurs while taking isotretinoin in any amount, even for

short periods of time. Potentially any fetus exposed during pregnancy can be affected. There are no accurate

ABOUT iPLEDGE means of determining whether an exposed fetus has been affected.

Birth defects which have been documented following isotretinoin exposure include abnormalities of the face,

FILL PRESCRIPTION eyes, ears, skull, central nervous system, cardiovascular system, and thymus and parathyroid glands. Cases

of IQ scores less than 85 with or without other abnormalities have been reported. There is an increased risk of

spontaneous abortion, and premature births have been reported.

REVERSE PRESCRIPTION

Documented external abnormalities include: skull abnormality; ear abnormalities (including anotia,

FIND A PATIENT micropinna, small or absent external auditory canals); eye abnormalities ({including microphthalmia); facial
dysmorphia; cleft palate. Documented internal abnormalities include: CNS abnormalities (including cerebral

abnormalities, cerebellar malformation, hydrocephalus, microcephaly, cranial nerve deficit); cardiovascular

FIND WHOLESALER abnormalities; thymus gland abnormality; parathyroid hormone deficiency. In some cases death has occurred

with certain of the abnormalities previously noted.

MY PROGRAM STATUS

ORDER MATERIALS
If pregnancy does occur during treatment of a female patient who is taking isotretinoin, isotretinoin must be
discontinued immediately and she should be referred to an Obstetrician-Gynecologist experienced in

UPDATE MY INFORMATION reproductive toxicity for further evaluation and counseling.

FIND A PARTICIPATING Special Prescribing Requirements

PHARMACY Because of isofretinoin's teratogenicity and to minimize fetal exposure, isotretinoin is approved for marketing
only under a special restricted distribution program approved by the Food and Drug Administration. This

FAQS program is called iPLEDGE®. Isotretinoin must only be prescribed by prescribers who are registered and

activated with the iPLEDGE Program. Isotretinoin must only be dispensed by a pharmacy registered and
activated with the iPLEDGE Program, and must only be dispensed to patients who are registered and meet all
the requirements of the iIPLEDGE Program.

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | © 2016 iPLEDGE
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Pharmacy — About iPLEDGE

O

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION
ABOUT ISOTRETINOIN
ABOUT iPLEDGE

FILL PRESCRIPTION
REVERSE PRESCRIPTION
FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS
ORDER MATERIALS
UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

IPLEDGE

Commitied fo Pregnancy Prevention

™ONLY WAY

About iPLEDGE

The iPLEDGE Program is a computer-based risk management program designed to further the public health goal
to eliminate fetal exposure to isotretinoin through a special restricted distribution program approved by the FDA.
The program strives to ensure that

« Mo female patient starts isotretinoin therapy if pregnant

« No female patient on isotretinoin therapy becomes pregnant

This enhanced program is a SINGLE pregnancy risk management program for prescribing and dispensing all
isotretinoin products (brand and generic products). The iPLEDGE Program requires registration of all wholesalers

distributing isotretinoin, all healthcare professionals prescribing isotretinoin, all pharmacies dispensing isotretinoin,

and all male and female patients prescribed isotretinoin. This program is designed to create a verifiable link
hetween the negative pregnancy test and the dispensing of the isotretinoin prescription to the female patient of
reproductive potential. The iPLEDGE Program requires that all patients meet qualification criteria and monthly
program reguirements. Before the patient receives his/her isofretinoin prescription each month, the prescriber must
counsel the patient and document in the iPLEDGE Program system that the patient has been counseled about the
risks of isotretinain.

There are also additional gqualification criteria and monthly requirements for female patients of reproductive
potential.

As part of the ongoing risk management of isotretinoin products, itis crucial that a female of reproductive potential
selects and commits to use two methods of effective confraception simultaneously for one month before, during,
and for one month after isotretinoin therapy. She must have 2 negative urine or blood (serum) pregnancy tests with
a sensitivity of at least 25 mIU/ml before receiving the initial isofretinoin prescription. The first pregnancy testis a
screening test and can be conducted in the prescriber’s office. The second pregnancy test must be done in a CLIA-
ceriified laboratory according to the package insert. Each month of therapy, the patient must have a negative result
from a urine or blood (serum} pregnancy test conducted by a CLIA-certified laboratory prior to receiving each
prescription.

Each month, the prescriber must enter the female patient's pregnancy resulis and the 2 methods of contraception
she has been using in the iPLEDGE Program system. The iPLEDGE Program system verifies that all criteria have
been met by the prescriber, patient, and pharmacy prior to granting the pharmacy authorization to fill and dispense
isotretinoin. The pharmacist must obtain authorization from the iPLEDGE Program system via the internet
(www.ipledgeprogram.com), telephone (1-866-495-0654) or through electronic telecommunication verification (via
submission of an isotretinoin prescription claim) prior to dispensing each isotretinoin prescription for both male and
female patients.

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ®2016 iPLEDGE

Welcome [NCPDP#]

Logout

Have Questions? Call our toll-free number 1-866-495.0654
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Pharmacy — Fill Prescription — Prescription fill denial

(7 iPLEDGE =

Goithsittnd fa Prtgiuiy. Periefii Have Questions? Call our toll-free number 1-866-495-0654
HOME - s &
Fill Prescription
ACTIVATE PHARMACY
PRESCRIPTION
REGISTRATION LOOK UP PATIENT CONFIRM PATIENT ~ REQUEST AUTHORIZATION  AUTHORIZATION
|
PHARMACY INFORMATION
f ™
ABOUT ISOTRETINOIN Notice!
ABOUT iPLEDGE DO NOT FILL THIS PRESCRIPTION
You are NOT authorized to fill this prescription. The iPLEDGE Program safety requirements are not
FILL PRESCRIPTION currently met. Failure to adhere to this denial may resultin this pharmacy being deactivated from the
iPLEDGE Program.

REVERSE ERESCRIETION You must re-access the iPLEDGE Program System and acquire an RMA for this patient prior to

dispensing.
FIND A PATIENT
Additional Information:

FIND WHOLESALER
« Please askthe patientto contact their doctor.

MY PROGRAM STATUS

L8 r

ORDER MATERIALS Look Up Patient

UPDATE MY INFORMATION All fields below are required unless otherwise indicated.

FIND A PARTICIPATING To obtain authorization to fill and dispense a prescription (including additional strengths for the same patient), enter the
PHARMACY required patient information and then click an the Look Up Patient button.
FAQS Obtain Prescription Authorization
Patient [D:
1001031706

Data Of Birth (MM/DD/YYYY):
03/29/1988

Cancel ‘ ‘ Clear Info ‘ Look up Patient

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ® 2016 iPLEDGE
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Pharmacy — Fill Prescription — Lookup Patient

(% iPLEDGE oz

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

—Hm

HOME Fill Prescription

ACTIVATE PHARMACY

PRESCRIPTION
REGISTRATION LOOK UP PATIENT CONFIRM PATIENT ~ REQUEST AUTHORIZATION  AUTHORIZATION
]
PHARMACY INFORMATION
Look Up Patient
ABOUT ISOTRETINOIN
ABOUT iPLEDGE All fields below are required unless otherwise indicated.

To obtain authorization to fill and dispense a prescription (including additional strengths for the same patient), enter the

FILL PRESCRIPTION required patient information and then click on the Look Up Patient button.

REVERSE PRESCRIPTION Obtain Prescription Authorization
FIND A PATIENT Patient ID:
1001031706

FIND WHOLESALER

Data Of Birth (MM/DD/YYYY):
MY PROGRAM STATUS 037291088
ORDER MATERIALS
UFTHARE SOV INEORMARIIN Cancel ‘ ‘ Clear Info ‘ Look up Patient
FIND A PARTICIPATING
PHARMACY
FAQS

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Pharmacy — Fill Prescription — Confirm Patient

(% iPLEDGE w23

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1 866495 0654

—Dm

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOQIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Fill Prescription

PRESCRIPTION
LOOK UP PATIENT CONFIRM PATIENT REGUE ST AUTHORIZATION AUTHORIZATION

Confirm Patient

PatientID:  TO06031998
Date of Birth:  06/03/1998

PatientMame: IPLEDGE Patient

e ][ e

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | © 2016 iPLEDGE
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Pharmacy — Fill Prescription — Request Authorization

(% iPLEDGE

Committed to Pregnancy Prevention

Welcome [NCPDP#]
Logout

Have Questions? Call our toll-free number 1-866-495-0654

—Dm

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Fill Prescription

LOOK UP PATIENT

PRESCRIPTICN

CONFIRM PATIENT REGUEST AUTHORIZATION AUTHORIZATION

Request Authorization

PatientlD: 7006031998

Date of Birth:  06/03/1998

Patient Name: iPLEDGE Patient

All fields below are required unless otherwise indicated.

Flease select product dispensed:

Absorica

Absorica® is not substitutable with Generic Insotretinoin Capsules USP

(Amnesteem® Claravis ", Myorisan®, Sotret®, Zenatane™)

Generic [sofretinoin Capsules USP

Amnesteem
Claravis
Myorisan

Zenatane

Days Supply (Maximum 30):

CQuantity Dispensed:
Select Oty v

Cancel

|

=

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | © 2018 iPLEDGE
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Pharmacy — Fill Prescription — Request Authorization

(% iPLEDGE’ e

Committed fo Pregnoncy Prevention Have Questions? Call our toll-free number 1 866495 0654

—Dﬂm

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Fill Prescription

PRESCRIPTICN
LOOK UP PATIENT CONFIRM FATIENT REGUEST AUTHORIZATION AUTHORIZATION

Request Authorization

PatientID: 7006031998
Date of Birth:  06/03/1998

Patient Mame: iPLEDGE Patient

All fields below are required unless otherwise indicated.

Please select product dispensed:

Absorica

Absorica® is not substitutable with Generic Insotretinoin Capsules USP

iAmnesteem®, Claravis ™, Myorisan®, Sotret®, Zenatane ™)
Generic [sofretinoin Capsules USP

Amnesteem

Claravis

Myorisan

Zenatane

To proceed, please click on the radio button above that conforms to your product selection

T SR T TSI T E

Quantity Dispensed:
Select Oty v

e ][ oo |

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | @ 2016 iPFLEDGE
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Pharmacy — Fill Prescription — Authorized
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Committed 1o Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

—Hﬂm

HOME - - -

Fill Prescription

ACTIVATE PHARMACY s

REGISTRATION LOOK UP PATIENT CONFIRM PATIENT REGUE ST AUTHORIZATION AUTHORIZATION
—_— e e

PHARMACY INFORMATION

Prescription Authorization
ABOUT ISOTRETINOIN

ABOUT iPLEDGE Patient|D: 7006031998
Date of Birth:  06/03/1998

FILL PRESCRIPTION

Patient Mame:  iPLEDGE Patient

REVERSE PRESCRIPTION
Pharmacy Instructions
FIND A PATIENT It is recommended that the pharmacist write the date on the sticker and put the sticker on the prescription bag. Please write
the RMA numberis) on the prescription or document it in your pharmacy management system for each patient's fill.
FIND WHOLESALER
AUTHORIZED to be dispensed to the patient until 11:59 PM Eastern Time on 11/10/2016.
WY FROGRAM STAIES Ifthe prescription is not dispensed by this date:
ORDER MATERIALS » Reverse the authorization in the iPLEDGE Program system using the Reverse Prescription process
UPDATE MY INFORMATION » Return the product to stock
FIND A PARTICIPATING i al el ‘
RMA Brand/Strength Quant] Days Su NDC
PHARMACY | = e y i
| 609545705561 Absorica 20 mg capsules Ranbaxy 30 30 10631-0116-31 ‘
FAQS |
‘ 609545705562 Absorica 40 mg capsules Ranbaxy 30 30 10631-0118-31 |
Showing 1 to 2 of 2 entries 1 = |10 ~ ‘

Note: If more than one strength is required to achieve the desired dosage, an RMA must be obtained for each

strength.
Obtain another RMA for additional strength ‘

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | @ 2016 iPLEDGE
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Pharmacy — Reverse Prescription
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Commitied fo Pragnancy Preveniion Have Questions? Call our toll-free number 1-866-495-0654

—Hm

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Pharmacy Reverse Prescription

VERIFY Rl 5K MANAGEMENT

REVERSE PRESCRIPTION AUTHORIZATION [RMA) AND
AUTHORIZATION PATIENT REVERSAL AUTHORIZATION
—_—

Reverse Prescription Authorization

All fields below are required unless otherwise indicated.

To reverse an authorized prescription, enter the Risk Management Authorization (RMA) number, and click on the
Continue button_ If multiple RMAs were obtained for this prescription, all RMAs must be reversed.

Risk Management Authorization (RMA) Number :

Eorgotthe RMA number? Look it up here.

iFLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Pharmacy — Reverse Prescription (Forgot the RMA number? link selected)

(% iPLEDGE

Commitied 1o Pregnancy Prevention

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Welcome [NCPDP#]
Logout

Have Questions? Call our toll-free number 1-866-495-0654

S eoNywar g

Pharmacy Reverse Prescription

REVERSE PRE SCRIFTION
AUTHCORIZATION

Reverse Prescription Authorization

VERIFY RISK MANAGEMENT
AUTHORIZATION [RMA) AND
PATIENT

All fields below are required unless otherwise indicated.

To reverse an authorized prescription, enter the Risk Management Authorization (RMA) number, and click on the

Continue button.

Risk Management Authorization (RMA) Number :

REVERSAL AUTHORIZATION

Selectthe radio button next to the RMA, and click the Continue button below.

RMA Patient Name

500638502564 iPLEDGE Patient

809035600164 iPLEDGE Patient

201613902460 iPledge Test2

504513000267

129211710303

324902310806

629294702289

610063310703

220916610801

326807917204

Giga Patient1
Post Test
FEMALE FRP
John Smith
Jane Smith
Post Test

FRP Patient

Patient ID

7006031908

7006031997

7006021994

7006011996

1110211951

3010201970

3008281968

3010161991

1110211961

3310161986

Date of Birth

06/03/1998

06/03/1997

06/02/1994

06/01/1996

10/21/1961

10/20/1970

08/28/1968

10/16/1991

10/21/1961

10/16/1986

May 27 2015 11:00AM
May 27 2015 10:456AM
May 25 2015 1:53PM
Apr 22015 11:02AM
Sep 15 2014 1:50PM
Sep 10 2014 12:42PM
Aug 29 2014 B:31AM
Aug 26 2014 11:36AM
Aug 16 2014 1:31PM

Aug 152014 1:33PM

Showing 1 fo 10 of 10 entries

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | @ 2016 iPLEDGE
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Pharmacy — Reverse Prescription — Verify RMA
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Committed to Pregnancy Prevention

Welcome [NCPDP#]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—m

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Pharmacy Reverse Prescription

VERIFY RI5K MANAGEMENT

REVERSE PRESCRIPTION AUTHORIZATICN [RMA) AND
PATIENT

AUTHORIZATION REVERSAL AUTHORIZATION
| R —
Verify RMA and Patient Information
Risk Management Authorization (RMA)} Number: 610063310703
Associated Product(s): —— aty supply
00378-6611-93 30 30

Patient ID:

Date of Birth:

Patient Name:

3010161991

10/16/1991

Female Patient

e ][ e

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ® 2016 iPLEDGE
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Pharmacy — Reverse Prescription

(" iPLEDGE

Committed to Prognancy Prevention

Welcome [NCPDP#]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—Dm

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | @ 2016 iPLEDGE

Pharmacy Reverse Prescription

REVERSE PRESCRIFTION
AUTHORIZATION

VERIFY RISK MANAGEMENT
AUTHORIZATION [RMA)} AND
FATIENT

REVERSAL AUTHORIZATION

+ Prescription Reversed

Reverse Prescription Authorization

Risk Management Authorization RMA number 510063310703 has heen REVERSED. The product can be returned to stock.

Page 21 of 32



Pharmacy — Find a Patient

O

iPLEDGE'

Cammarted o Pregnancy Pravenben

Welcome [NCPDP#]
Logout

Have Questions? Call our toll-free number 1-866-485-0654

S oWy

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Find a Patient

Notice

The Patient information search results displayed below are for the patient for whom you have requested to cbtain a Risk

Management Authorization (RMA) Number.
Please enter Patient ID and a Date Range
Al fields below are required unless otherwise indicated.

Patient |dentification Mumber:

3306131913
Date Range:
From: | Jan ¥ /D1 1 2002 To: | Jun 124 12013
Patient ID: 3306131913
Patient Name: Mary iPLEDGE FRP Date of Birth:  04/25/1989

EMA 4 Result Date Authorized or Denied Date Reversed
127695802132 Reversed Mar 28 2013 1:06 PM Mar 29 2013 2:03 PM
127790205037 Reversed Mar 29 2013 10:29 AM Mar 29 2013 11:15 AM
511331901365 Authorized Jun 13 2013 10:00 AM nia
611196300737 Authorized Mar 19 2013 12:03 PM na
814262413707 Authorized Oct 16 2012 02:46 PM n/a
815765615108 Reversed Oct 17 2012 10:03 AM Oct 17 2012 12:03 PM
819675611100 Authorized Oct 17 2012 10:08 AM n/a
Requested Denied May 05 2013 11:00 AM nfa
Requested Denied MNow 21 2013 11:15 AM n'a
Requested Denied Oct 17 2012 10:05 AM nia
Showing 1 to 10 of 10 entries 1 2|10 -~

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | © 2016 iPLEDGE

Page 22 of 32



Pharmacy — Find Wholesaler

(% iPLEDGE

Committed to Pregnancy Prevention

Welcome [NCPDP#]
Logout
Have Questions? Call our toll-free number 1-866-495.0654

—m

HOME

ACTIVATE PHARMACY
REGISTRATION

Find Wholesaler

Please enter any or all search criteria and click the Search button.

PHARMACY INFORMATION Wholesaler Name

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Zip City State
Select A

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ®2016 iPLEDGE
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Pharmacy — My Program Status

(% iPLEDGE —r

Comamirted to Pragnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—ﬂm

i Pharmacy Program Status

ACTIVATE PHARMACY
REGISTRATION

Your Program Status: Activated
PHARMACY INFORMATION Program Status Expiration Date: MM/DD/YYYY
ABOUT ISOTRETINOIN
ABOUT iPLEDGE
FILL PRESCRIPTION
REVERSE PRESCRIPTION
FIND A PATIENT
FIND WHOLESALER
MY PROGRAM STATUS
ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | &2016 iPLEDGE
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Pharmacy — Order Materials

("% iPLEDGE

Committed to Pregnancy Prevention

Welcome [NCPDP#]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—Eﬂm

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Order Materials

Enter quantities you would like to order

Pharmacist Guide
(1 guide)

Patient Introductory Brochure
(1to 3 packages of &)

Prescription Bag Stickers
(1to 3 units of 100 stickers each)

iPLEDGE Program Birth Control Information SheetiPLEDGE Program Checklist
(11to 3 sheets)

Place Order

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Pharmacy — Update My Information

(7 iPLEDGE -

Committed fo Pregnancy Arevention Have Questions? Call our toll-free number 1-866-495.0654
HOME "
Update My Information
ACTIVATE PHARMACY

REGISTRATION Chanae Password

PHARMACY INFORMATION Chanqge Date of Personal Significance

ABOUT ISOTRETINOIN
ABOUT iPLEDGE

FILL PRESCRIPTION
REVERSE PRESCRIPTION
FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS
ORDER MATERIALS
UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | @&2016 iPLEDGE
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Pharmacy — Update My Information — Change Password

(" iPLEDGE ooz

Committed to Prigroncy Prévention Have Questions? Call our toll-free number 1-866-495.0654

—m

HOME Change Password

ACTIVATE PHARMACY
REGISTRATION

All fields below are required unless otherwise indicated.
PHARMACY INFORMATION Old Password
ABOUT ISOTRETINOIN

New Password
ABOUT iPLEDGE
FILL PRESCRIFTION Confirm New Password
REVERSE PRESCRIPTION
FIND A PATIENT

Save Changes

FIND WHOLESALER
MY PROGRAM STATUS
ORDER MATERIALS
UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

iPLEDGE Terms of Use | Safety Motice | MNon-Compliance Action Policy | @ 2018 iPLEDGE
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Pharmacy — Update My Information — Change DOPS

o ®
PLEDGE =

Committed 1o Pregnancy Preveation Have Questions? Call our tollfree number 1-866-495.0654

—ﬂm

HOME Change Date of Personal Signifance

ACTIVATE PHARMACY

REGISTRATION Your Date of Personal Significance is a date that you will be able to remember (such as an anniversary) and will be

used to verify your identity if you need to contact the Call Center.
PHARMACY INFORMATION
All fields below are required unless otherwise indicated.

ABOUT ISOTRETINOIN
Password
ABOUT iPLEDGE

Date of Personal Signifance: (MM/DDMYYYY)
! /

FILL PRESCRIPTION

REVERSE PRESCRIPTION
Confirm Date of Personal Signifance: (MM/DD/YYYY)

FIND A PATIENT / /
FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

iPLEDGE Terms of Use | Safety Nofice | Non-Compliance Action Policy | ®20168 iPLEDGE
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Pharmacy — Find a Participating Pharmacy

("% iPLEDGE

Committed to Pregnancy Prevention

Welcome [NCPDP#]
Logout

Have Questions? Call our toll-free number 1-866-495.0654

—m

HOME

ACTIVATE PHARMACY
REGISTRATION

Flease enter any or all search criteria and click the Search button.

PHARMACY INFORMATION Zip

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | © 2016 iPLEDGE

Find a Participating Pharmacy

State
Select v

Page 29 of 32



Pharmacy — FAQs/How To’s

(" iPLEDGE’ ——

Commined to Pregnoncy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—m

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Frequently Asked Questions (FAQ)

IPLEDGE PROGRAM (click topics below for more information)

A TECHNICAL ASSISTANCE
B. PHARMACY
C.ALL USERS

iPLEDGE Terms of Use | Safety Motice | Non-Compliance Action Policy | © 2016 iPLEDGE
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Pharmacy — iPLEDGE Terms of Use

Welcome [NCPDP#]

(% iPLEDGE’ o

Committed fo Pregnancy Prevention

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

FILL PRESCRIPTION

REVERSE PRESCRIPTION

FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS

ORDER MATERIALS

UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Have Questions? Call our toll-free number 1-866-495.0654

S —— MONLY WAY

iPLEDGE Terms of Use

iPLEDGE TERMS OF USE
Version 2.0. Last Revised: D8/17/2015

These Terms of Use apply to all visitors of the prescription drug risk management site located at
hitpiwwnwipledgeprogram.com (the “Site”™). The “IPLEDGE Website™ is a Registered User-only account portal
available through the Site which enables Registered Users to paricipate with a computer-based risk management
program designed to further the public health goal to eliminate fetal exposure to isotretinoin through a special
restricted distribution program approved by the FDA.

THIS SITE IS INTENDED FOR U.S. AUDIENCES ONLY. USERS WHO ACCESS THE SITE FROM QUTSIDE THE
U.5. DO S0 AT THEIR OWN INITIATIVE AND RISK AND ARE RESPONSIBLE FOR COMPLIANCE WITH ALL
APPLICABLE LAWS.

"Registered Users” include Patients, Prescribers, Designated Agents, and Pharmacists who have signed up to
participate in the iPLED GE Program. "Patients” are patients that have been prescribed restricted distribution drugs
pursuant to the iPLEDGE Program. "Prescribers™ are prescribers that prescribe restricted distribution drugs
pursuant to the iPLEDGE Program. "Designated Agents” are persons designated by Prescribers to act on their
behalf with the iPLEDGE Website. Pharmacists are pharmacists that utilize the iPLED GE Website to verify a
patient's enrollment in IPLEDGE and status befare filling a prescription at a retail pharmacy.

These Terms of Use are between a user of any portion of the Site ("you™ or “your™) and the sponsors of the Site
(FIPLEDGE" “we”, “us” and “our™).

REGISTRATION AND ASSENT

Access to and use ofthe Site is conditioned upon your assent to these Terms of Use. You are deemed to have
assented to these Terms of Use when you use any available page ofthe Site. You are deemed to have assented to
these Terms of Use as applicable to the iPLEDGE Website, when you complete the online registration processes
required for Registered Users and indicate during the registration process that you accept these Terms of Use
along with the Privacy Policy incorporated therein. You are deemed to have accepted these Terms of Use each
time you access the Site and each time you use your login credentials to access the iPLEDGE Website portion of
the Site. By registering for or otherwise accessing or using the Site, you acknowledge that you have read,
understand, and agree to be legally bound by these Terms of Use. These Terms of Use and the Privacy Policy are
available during registration for the iPLEDGE Website and on various pages of the Site.

UPDATES

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | ©2016 iPLEDGE
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Pharmacy — Safety notice

O

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY INFORMATION
ABOUT ISOTRETINOIN
ABOUT iPLEDGE

FILL PRESCRIPTION
REVERSE PRESCRIPTION
FIND A PATIENT

FIND WHOLESALER

MY PROGRAM STATUS
ORDER MATERIALS
UPDATE MY INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

iPLEDGE Terms of Use | Safety Notice

IPLEDGE

Commitied fo Pregnancy Prevention

Welcome [NCPDP#]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

™ONLY WAY
SAFETY NOTICE

Isotretinoin must not be used by female patients who are or may become pregnant. There is an extremely high risk that severe birth
defects will result if pregnancy cccurs while taking iscotretinein in any amount, even for a short period of time. Potentially any fetus
exposed during pregnancy can be affected. There are no accurate means of determining whether an exposed fetus has been affected.
Because of this toxicity, isotretinein can only be marketed under a special restricted distribution pregram. This program is called
IPLEDGE®. Under this program, prescribers must be registered and activated with the iPLEDGE Program and can prescribe isotretinoin
only to registered patients who meet all the requirements of iPLEDGE. Isotretinein can be dispensed only by a pharmacy registered and
activated with iPLEDGE. Registered and activated pharmacies can only receive isotretincin from wholes alers registered with iPLEDGE.

Patients on isotretinoin have been known to become depressed or to develop other serious mental health problems. Some people have
had thoughts of hurting themselves or putting an end to their own lives. Some people tried to end their own lives and some have ended
their own lives. There have been reports that people on isotretinoin were aggressive or violent. Mo one knows if isofretinein caused these
problems or behaviors or if they would have happened even if the person did not take isotretinoin.

Isotretinein use has been associated with pseudotumor cerebri, a condition caused by increased pressure on the brain. This condition
may occur more often in patients also taking tetracycline. Patients should be aware of other serious side effects, including problems with
the skin, pancreas, liver, stamach, bones, muscles, hearing, vision, lipids, allergic reactions, blood sugar, or red and white blood cells.
The most common, less serious adverse events include dry skin, chapped lips, dry eyes, and dry nose that may lead to nosebleeds.
Patients should be advised about these adverse events and routinely monitored by a doctor during treatment with isotretinoin.

Please refer to the isotretincin package inserts for full prescribing and dispensing instructions.

| Men-Compliance Action Pelicy | © 2018 iPLEDGE
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Designee Screens Inventory:

The following are Designee specific screens and shared Designee and Prescriber screens. Only
the initial screen display of the shared Designee and Prescriber screens are included here;
complete screen sequences are listed under the Prescriber Screen Inventory document.

Table of Contents

Designee SEreens INVEMEOTY: ... ....cc.oooiiiiiiiiii ettt sttt ettt ettt e et e bt ebe et eenaeseeenae 2
Designee — Designee HOme Page: ..ot 3
Designee Activation - Compliance NOTICE .............oooiiiiiiiiiiiie e 4
Designee Activation COMPIELe ..............c.oooiiiiiiiiiiiiieiie ettt et e et e e s te e et e e saeesabeessbeessseessseensseesnseennsas 5
Designee Acting on Behalf of Prescriber - Selected Prescriber Verification .....................c.ccooi 6
Designee Acting on Behalf of Prescriber — Register New Patient...............c.c.cooooiiiiiniiiiee, 7
Designee — About ISOTretinOin. ... ........oocuoiiiiiiiiiiiii ettt sttt e st et e st e e st e e sabeenanes 8
Designee — AbOUt IPLEDGE ..o ettt ettt st et enaees 9
Designee Acting on Behalf of Prescriber — Manage Patients .................coooiiiiiiiniiiiiiinicceee e 10
Designee — Prescriber INfOrmation .............coccoooiiiiiiiiiiiiii e 11
Designee — Order IMATEITaLS .............c.ooiiiiiiiiiiiiiee ettt ettt et e ettt e et e e nbe e e naee e baeenaee e 12
Designee — Update My INFOrmMAation ............cccooiiiiiiiiiiiiiiiie ettt et e e 13
Designee — Update My Information — Change Password..................coooiiiiiiiiiiniiiiiieccceeee e 14
Designee — Update My Information — Change DOPS ... 15

Designee Acting on Behalf of Prescriber — Update Contact Information - Edit Prescriber Demographics..16

Designee Acting on Behalf of Prescriber — Accept Patient.................coccoooiiiiiiiiiiiieeen 17
Designee Acting on Behalf of Prescriber — Manage Delegates/Designees ................coccooceviiniinieninienenenen. 18
Designee - MY Program STATUS .............ccooviiiiiiiiiiiiiiiie ettt ettt et e e s e estaeestaeetaeessaeessseesssessaeensnennns 19
Designee — Find a Participating Pharmacy ... 20
Designee — FAQS/HOW TO’S......c.ooiiiiiiiiieiieie ettt ettt ettt ettt saeesae e et e bt es e e esteebeesbeenneas 21
Designee — Action Required LISt ............ccocoiiiiiiiiiiiii e et ettt et et 22
Designee — iIPLEDGE Terms Of USE ........c.c.ooiiiiiiiiiiiiiiiiiit ettt ettt ettt ettt e siee e b e e natesbaeenaeeenns 23
Designee — SAfety INOTICE. ..........ooiiiiiiieiie ettt ettt ettt e stte e b bt e ate e bt e ebtesbaeeneeenns 24
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Designee — Designee Home Page:

() iPLEDGE —

Committed 1o Pregnancy Prevention Have Questions? Call our toll-free number 18664950654

NLY WAY

HOME a
Select Prescriber
DESIGMNEE ACTIVATION
REGISTER NEW PATIENT SAFETY NOTICE
Izctretinein must net be used by female patients whe are or may become pregnant. There is an extremely high risk that severe birth
ABOUT ISOTRETINOIN defects will result if pregnancy occurs while taking isotretingin in any amount, even for a short period of time. Potentially any fetus

expesed during pregnancy can be affected. There are ne accurate means of determining whether an expesed fetus has been
affected. Because of this toxicity, isotretincin can only be marketed under a special restricted distribution pregram. This program

ABOUT iPLEDGE , ; : , 3 clitte ,
called iPLEDGE®. Under this pregram, prescribers must be registered and activated with the iPLEDGE Program and can prescribe

isotretinoin only to registered patients who meet all the requirements of iPLEDGE. Isctretincin can be dispensed only by a pharmacy
MANAGE PATIENTS registered and activated with iPLEDGE. Registered and activated pharmacies can only receive isotretinoin from wholesalers
registered with iPLEDGE.

PRESCRIBER INFORMATION Patients on isotretinoin have been known to become depressed or to develop other sericus mental health problems. Some people
have had thoughts of hurting themselves or putting an end to their own lives. Some pecple tried to end their own lives and some have
ended their own lives. There have been reports that people on isotretincin were aggressive or violent. Ne one knows if isofretinoin

ORDER MATERIALS caused these preblems or behaviers or if they would have happened even if the person did not take isotretincin.

MY MA |sotretinein use has been associated with pseudotumor cerebri, a condition caused by increased pressure on the brain. This
UPDATE INFOR TION condition may occur moere often in patients also taking tetracycline. Patients should be aware of other serious side effects, including
problems with the skin, pancreas, liver, stomach, bones, muscles, hearing, vision, lipids, allergic reactions, blood sugar, or red and

ACCEPT PATIENT white blood cells. The most commeon, less serious adverse events include dry skin, chapped lips, dry eyes, and dry nose that may
lead to nosebleeds. Patients should be advised about these adverse events and routinely monitored by a doctor during treatment with
isotretinoin.

MANAGE

DELEGATES/DESIGNEES Please refer to the isofretinoin package inserts for full prescribing and dispensing instructions.

MY PROGRAM STATUS

FIND A PARTICIPATING « You mustselecta Prescriber
PHARMACY
FAQS Select the radio button next to the Prescriber, then select Continue to work on the Prescriber's behalf.
ACTION REQUIRED LIST [ First Name Last Name Suffix
| iPLEDGE Prescriber MD
Showing 1 1o 1 of 1 entries {1 » 10

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Designee Activation - Compliance Notice

O

iPLEDGE

Commitied to Pregnancy Prevention

Welcome [Unique 1D]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—ﬂm

HOME

DESIGNEE ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Designee Activation

Compliance Notice

Isotretinoin is teratogenic and must not be used by pregnant women. The goals ofthe iPLEDGE Program are to prevent
fetal exposure to isofretinoin and to inform prescribers, pharmacists, and patients about isotretinoin’s serious risks and safe-
use conditions. With these program goals in mind, iPLEDGE data are routinely analyzed to identify actions of
MNon-Compliance.

Information entered into the iPLEDGE Program system is considered part of the patient’s medical record, and can be
used to investigate suspected Non-Compliance. Verified Mon-Compliance with regard to the iPLEDGE Program
requirements can result in Permanent Deactivation from the iPLED/GE Program. Click here to view the Non-Compliance
Action Policy.
Prescribers are responsible for all IPLEDGE Program activities performed by their office staff designees.
Ifan office staff designees is found to be non-compliant in the iIPLEDGE Frogram, resulting actions, including possible
Permanent Deactivation from the iIFLEDGE Program, can include both the designee and the prescriber.
Verified Non-Compliance may be reported to the FDA.

| acknowledge the statements above.

I do not acknowledge the statements above.

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | @ 2016 iPLEDGE
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Designee Activation Complete

™ONLY WAY

Designee Activation Complete
DESIGHEE ACTIVATION
You are now achvabed in the systam
You may ngw aclon behall of a prescriber
ABOUT ISOTRETINOIN Current Program Status: Attested
Staws Expargs: 08032017

REGISTER NEW PATIENT

ABOUT iPLEDGE
MANAGE PATIENTS —
PRESCRIBER INFORMATION

ORDER MATERIALS

UFDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

IPLEDGE Terms of Use | Sulety Motice | Mon-Comphamcs Acson Palicy | 2016 IPLEDGE
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Designee Acting on Behalf of Prescriber - Selected Prescriber Verification

(7 iPLEDGE i

Committed Io Pregnoncy Prevention Have Questions? Call our toll-free number 1-866-495.0654

—ﬂm

HOME

DESIGNEE ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Selected Prescriber Verification

You are currently acting on behalf of [Prescriber Name].
If you wish to continue select the Manage Patients button below.
You may also select a button from the menu at the left to perform another task.

To select a diferent prescriber, click on the Select A Different Prescriber button below.

Manage Patients Action Required List Select A Different Prescriber

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Designee Acting on Behalf of Prescriber — Register New Patient

L] ®
PLEDGE Welcome [Unique D]
Oi -

Commitied to Pregnancy Rrevention Have Questions? Call our toll-free number 1-866-495.0654

M

HOME = ,
Register New Patient

DESIGNEE ACTIVATION

CATEGORY REVIEW  PREGNANCY RESULT  PATIENT INFO UNIQUENESS  IDENTIFICATION # FINISH
REGISTER NEW PATIENT =]

ABOUT ISOTRETINOIN

Determine Patient Category
ABOUT iPLEDGE

Select Patient Category

MANRASE PATIENTS Patientis a Female of Reproductive Potential (FRF)

PRESCRIBER INFORMATION Patientis a Female NOT of Reproductive Potential (FNRP)

ORDER MATERIALS Patientis a Male

UPDATE MY INFORMATION
=
ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | 2018 iPLEDGE
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Designee — About Isotretinoin

HOME

DESIGNEE ACTIVATION
REGISTER NEW PATIENT
ABOUT ISOTRETINDIN
ABOUT iPLEDGE

MAMAGE PATIENTS
PRESCRIBER INFORMATION
ORDER MATERIALS
UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGHEES
MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

™ONLY WAY

About Isotretinoin

CONTRAINDICATION S AND WARNINGS

Isotretingin musl nol be used by female patients who are of may become pregnant. Thera is an exiremaly high
risk Mat severe bimh defects will result If pregnancy occurs while taking isolretinoin In any ameunt, even sr
shor periods of ime. Polentially any fetus exposed during pregnancy can be affected There are no acourate
means of datermining whether an exposed Situs has baen affecied.

Birth dafects which have been documanted following isciratinoin expesure include abnormalities of the face,
eyes, aars, skull, ceniral nenvous system, cardiovascular system, and thymus and parathyrold glands, Cases
of I3 scoves less Man 85 with o without other abnormalites have been repored. There i an increaged risk of
sponianeous aboron, and premature bitths have been reporied.

Dacumentad exemal abnormalities include: skull abrormality, ear abnomaliies (including anotia,
micropinna, small or absent exlemal auditory canals) eye abnmalities (including mécrophhalmia); facial
dysmorphia; ¢lofl patate. Documented intemal abnormalities include: CHNES abnormalities (including carebral
abnorealities, cerabelflar matfiormation, hydrocephalus. mécrocephaly, cranial nerve defici); cardiovascular
abnormalites; ymus gland abnormadity; parathyrold hommone deficlency. In some cases death has ocoumred
with cortain of the abnormalities praviously nobed.

It pregnancy does occur dunng reatment of a famale patient who ks taking isolresnoin, isotretingin must be
discontinued mmmadialaly and she should be refarred to an Chstetician-Gynacalogist expatencad in
reproductive baxicily for irther evabuaton and counsaling,

Special Prescribing Requiremeants

Because of inotnelinein's ralogenicity and to minimize fetal exposun. iotrelinoin is approved for markesng
only under a special resmcted distibuion program approved by the Food and Dreg Administraton. This
program |5 called IPLEDGES, Isotratinetn must only be presciibed by prescribers who are registered and
activated with the IFLEDGE Program. lsetretinain must only be dispensad by a pharmacy registered and
achvated with IPLEDGE. and must ondy be dispensed o patents who ar registerad and meet all the
requisements of IPLEDGE.

IPLEDGE Terms cf Uae | Sakety Wotice | MonLompliance Action Policy | @ 2008 iPLECOE
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Designee — About iPLEDGE

®
] PLE DGE Welcome [Unigue D]
I Logout
Co 1o Preg y P on

Have Questions? Call our toll-free number 1-866-495-0654

TEONLY WAY
HOME o
About iPLEDGE
DESIGMEE ACTIVATION
REGISTER NEW PATIENT The iPLEDGE Program is a computer-based risk management program designed to further the public health goal

to eliminate fetal exposure to isotretinoin through a special restricted distribution program approved by the FDA.

ABOUT ISOTRETINOIN The program strives to ensure that

» Nofemale patient starts isotretinoin therapy if pregnant

ABOUT iPLEDGE « Mo female patient on isotretinoin therapy becomes pregnant

EANAGE PATIENTE This enhanced program is a SINGLE pregnancy risk management program for prescribing and dispensing all

isotretinoin products (brand and generic products). The iPLEDGE Program requires registration of all wholesalers
PRESCRIBER INFORMATION distributing isotretinoin, all healthcare professionals prescribing isotretinoin, all pharmacies dispensing isotretinoin,

and all male and female patients prescribed isotretinoin. This program is designed to create a verifiable link

between the negative pregnancy test and the dispensing of the isotretinoin prescription to the female patient of

ORDER MATERIALS reproductive potential. The iPLEDGE Program requires that all patients meet qualification criteria and monthly
program requirements. Before the patient receives his/her isofretinoin prescription each month, the prescriber must

UPDATE MY INFORMATION counsel the patient and document in the iPLEDGE Program system that the patient has been counseled about the
risks of isotretinoin.

ACCEPT PATIENT There are also additional qualification criteria and monthly requirements for female patients of reproductive
potential.

MANAGE As part of the ongoing risk management of isotretinoin praducts, itis crucial that a female of reproductive potential

DELEGATES/DESIGNEES selects and commits to use two methods of effective contraception simultaneously for one month before, during,
and for one month after isotretinoin therapy. She must have 2 negative urine or blood (serum) pregnancy tests with

MY PROGRAM STATUS a sensitivity of at least 25 miU/ml before receiving the initial isofretinoin prescription. The first pregnancy testis a

screening test and can be conducted in the prescriber's office. The second pregnancy test must be done in a CLIA-
certified laboratory according to the package insert. Each month of therapy, the patient must have a negative result

FIND A PARTICIPATING from a urine or blood (serum) pregnancy test conducted by a CLIA-certified laboratory prior to receiving each
PHARMACY prescription.
Each month, the prescriber must enter the female patient's pregnancy results and the 2 methods of contraception
FAQS she has been using in the IPLEDGE Program system. The iPLEDGE Program system verifies that all criteria have
been met by the prescriber, patient, and pharmacy prior to granting the pharmacy authorization to fill and dispense
ACTION REQUIRED LIST isotretinoin. The pharmacist must obtain authorization from the iPLEDGE Program system via the internet

(www ipledaeprogram.com), telephone (1-866-495-0654) or through electronic telecommunication verification (via
submission of an isotretinoin prescription claim) prior to dispensing each isotretinoin prescription for both male and
female patients.

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Acfion Policy | & 2016 iPLEDGE
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Designee Acting on Behalf of Prescriber — Manage Patients

O

HOME

DESIGNEE ACTIVATION
REGISTER NEW PATIENT
ABOUT ISOTRETINOIN
ABOUT iPLEDGE

MANAGE PATIENTS
PRESCRIBER INFORMATION
ORDER MATERIALS
UPDATE MY INFORMATION
ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE

Committed to Pregnancy Prevention

Manage Patients

Current Patients ” Former Patients ‘

Welcome [Unigue |D]
Logout

Have Questions? Call our toll-free number 18664950654

—Dﬂm

‘Within the applicable patient row, select from the Actions drop down list and
click Go. The patient address can be viewed by clicking on the (@ button.

Name =
(+] Alexandria

| keshimeotoziquanichovinch

©) Jane Smith

&3 Janet shikojomenirionsishswa

Q Joe Green

& Lisa Eitzevilonngnemme

D

1234567830

8765432190

1287654321

7654321980

5876543210

DOB

11/10/1893

111111992

04/04/1914

D4/18/1887

04/18/1987

Type

FRP

FRP

FRP

Male

FNRP

Status ©

Qualified to
Receive Drug

Required to
Demonstrate
Comprehension

Confirmed
Positive

Registered

Registered

Actions

—Select— « @

Confirm Patient Counseling
Check Patient Status
Post-therapy Pregnancy Test
Re-register Patient
Discontinue patient

Edit Patient demographics
Edit Patient Contraception
Report Pregnancy

Showing 1105 of 5 entries

Change Patient Type
Report Tanner Stage Change

iPLEDGE Terms of Use | Safety Motice | MNon-Compliance Action Policy | 2016 iPLEDGE
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Designee — Prescriber Information

() iPLEDGE

Welcome [Unigue 1D
Logout

Have GQuestions? Call our toll-free number 1-B56-455-0654

. SOAYwa

DESIGNEE ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINDOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER
INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES DESIGHNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Prescriber Information

About Prescriber Information

The goals of the iPLEDGE Program are 1o prevent fetal exposure to isotretinoin and to inform prescribers, pharmacists,
and patients about isotretinoin’s serious risks and safe-use conditions. The resources below present the program
reguiremenis and help you prepare and plan treatments with patients during the course of isotretinoin therapy.

View Information Online

You can click on each link to view the materisl online. Upen clicking on a link, each file will be lsunched in @ new browssr
window. To view these PDF files, you will need Acrobat®Reader®

Prescriber Information:

Patient Introductory Brochure

Guide to Best Practices For The iPLEDGE Program

Prescriber Contraception Counseling Guide

Recognizing Psychistric Disorders in Adolescents and Young Adults: A Guide for Prescribers of Isotretinoin
Patient Information/Informed Consent About Birth Defects (for female patients who can get pregnant)
Patient Information/Informed Consent (for all patients)

Preseriber Checklist for Female Patients of Childbearing Potential

Preseriber Checklist for Male Patients and Female Patients Who Cannot Get Pregnant

Preseriber Flowchart

Presg Activation Instrsctions

Instructions for Registering and Managing Office Staff Designess

Lessons Learned:
« About Leftower Medication
= About Birth Control
About Post-Treatment Pregnancy Testing

= Packape Inserts:
= Mylan Amnesteem Package Insert
= Teva Claravis Package |nsen
= Ranbawy Sotret Package Insent
» \erssPharm Myorisan Package Inssnt
» Ranbaxy Absorica Package Insert
« Dr Reddy's Fenatane Package nsert

Patient Information:

Guide to |setretinpin for Female Patients Who Can Get Pregnant

Birth Control Work book

iPLEDGE Frogram Birth Control |nformation Sheet/iFLEDGE Program Checklist
Contraception Counseling Guide and Contraception Referral Form

Isotretinoin Contraception Referral Form

Guide to |sotretingin for Male Patients and Female Patients Who Cannot Get Pregnant
Safety Infarmation About |sotretingin

Medication Guides:
= Mylsn Amnesteem Medication Guide
« Tevs Clarswis Medication Guide
Ranbaxy Sotret Medication Guide
= \ersaPharm Myorisan Medication Guide
= Ranbaxy Absorica Medication Guide
Dr. Reddy's Zenatane Medication Guide

Manufacturers’ Toll-free Numbers

For more information about the specific brands of isotretinoin, call the individual manufacturers at these numbers

Product Name Company Phone Mumber
Amnesteen™ Whylan Pharmaceuticals Inc. 1-B00-796-8526
Claranis™ Teva Pharmacewticals USA. 1-800-227-7522
Sort® Ranbaxy Laboratories, Inc. 1-800-472-446T
Myorisan® WersaPharm Incorporated 1-877-254-4381
Absorica® Ranbaxy Laborstories, Inc 1-800-472-4487
Zenatane™ Dr. Reddy's Laboratones, Lid. 1-BB8-373-3784

IPLEDGE Tarme ofUss | Safsty Notics | Mon-Compllance action Policy | @ 2018 IPLEDGE
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Designee — Order Materials

(% iPLEDGE

Committed fo Pregnancy Prevention

Welcome [Unigue [D]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—m

HOME

DESIGNEE ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Order Materials

Enter quantities you would like to order

iPLEDGE Program Birth Control Information SheetiPLEDGE Program Checklist
(1 to 10 sheets)

Prescribing checklist for Female Patients of Reproductive Potential
(1 to 3 pads of 30 tear sheets)

Prescribing checklist for Male Patients and Female Patients of Mon-Reproductive Potential
(1 to 3 pads of 50 tear sheets)

Educational DVDs: Be Prepared, Be Protected and Be Aware: The Risk of Pregnancy while on
Isotretinoin
(1 DVD)

Patient Introductory Brochure
(1 to 3 packages of 3)

Isotretinoin Educational Kit for Female Patients Who Can Get Pregnant
(1 to 10 kits)

Isotretinoin Educational Kit for Male Patients and Female Patients Who Cannot Get Pregnant
(1 to 10 kits)

Prescriber |sotretinoin Educational Kit
(1 Kit)

Spanish Patient Introductory Brochure
(1 to 3 packages of 3)

Spanish Isotretinoin Educational Kit for Female Patients Who Can Get Pregnant
(1 to 10 kits)

Spanish Isotretinoin Educational Kit for Male Patients and Female Patients Who Cannot Get Pregnant

(1 to 10 kits)
Place Order

iPLEDGE Terms of Use | Safety Mofice | Non-Compliance Action Policy | © 2016 iPLEDGE
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Designee — Update My Information

. ®
PLEDGE Welcome [Unigue 1D]
Oi -

Comemirted to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

m

HOME

DESIGNEE ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Update My Information

Change Password
Change Date of Personal Sianificance

Edit Prescriber Demoaraphics for : [Please Select Prescriber]

iPLEDGE Terms of Use | Safety Motice | Non-Compliance Action Policy | ©2016 iPLEDGE
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Designee — Update My Information — Change Password

() iPLEDGE

Committed fo Pregnancy Prevention

Welcome [Unigue [D]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—Dm

HOME

DESIGNEE ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Motice |

Change Password

All fields below are required unless otherwise indicated.

Old Password
New Password

Confirm New Password

Save Changes

Mon-Compliance Action Policy | © 2016 iPLEDGE

Page 14 of 24



Designee — Update My Information — Change DOPS

L4 ®
PLEDGE Welcome [Unigue 1D]
Oi =

Commilted fo Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—m

HOME Change Date of Personal Signifance

DESIGNEE ACTIVATION

Your Date of Personal Significance is a date that you will be able to remember (such as an anniversary} and will be used to
REGISTER NEW PATIENT verify your identity if you need to contact the Call Center.

All fields below are required unless otherwise indicated.
ABOUT ISOTRETINOIN
Password

ABOUT iPLEDGE
MANAGE PATIENTS Date of Personal Signifance. (MM/DD/YYYY)

/ /
PRESCRIBER INFORMATION

Confirm Date of Personal Signifance: (MM/DDYYYY)
ORDER MATERIALS / /
UPDATE MY INFORMATION

ACCEPT PATIENT Save Changes

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ©2016 iPLEDGE

Page 15 of 24



Designee Acting on Behalf of Prescriber — Update Contact Information - Edit
Prescriber Demographics

L] ®
II LEDGE Welcome Usernamer
Have Questions? Call our toll-free number 1-866-495_0654

€ommitted to Pregnancy Provention

—Im

HOME

DESIGNEE ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Update Contact Information

Use this form to edit your contact information. To edit information not displayed on this form, please contact the Call Center.

Enter or confirm your information. All fields below are required unless otherwise indicated.

First Name MI (Optional)

Marcio

Last Name

Spieker

Suffix Speciality
MD L Derm L

Address
123 Test Drive

Suite 200
City
Test City
State Zip
K3 v 12345

Phone Number
555-565-1212

Fax Number (Optional)

Preferred Method of Communication

1Email -

Email (Optional)

marcio.spieker@ubc.com

iPLEDGE Terms of Use | Safety Motice | Non-Compliance Action Policy | ©2016 iPLEDGE
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Designee Acting on Behalf of Prescriber — Accept Patient

(") iPLEDGE

Committed to Prignancy Prevention

Welcome [Unique D]
Logout
Have Questions? Call our toll-free number 1-866-495.-0654

—ﬂm

HOME

DESIGNEE ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | MWon-Compliance Action Policy | ®2016 iPLEDGE

Accept Patient

Patient Identification Number

Flease enter the Patient Identification Number of the patient transferring into your care, and click the Look Up button.

Look Up

Page 17 of 24



Designee Acting on Behalf of Prescriber — Manage Delegates/Designees

0

iPLEDGE

Commitied fo Prignancy Prevention

Welcome [Unique (D]
Logout
Have Questions? Call our toll-free number 1-866-495.0654

—Hﬂm

HOME

DESIGNEE ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Manage Delegates and Desighees

Delegates

A prescriber can delegate another registered and activated iPLEDGE Program prescriber to cover for him/her during a
scheduled absence (travel, vacation, efc.). This also can be used to delegate to another registered and activated prescriber
in & multiple doctor practice where a patient may see any ofthe doctors in the office. Delegate status has an expiration date
that can be set by the delegating prescriber.

Manage Delegates

A designee is a staff member in the prescriber's office. A registered designee may perform some patient functions on behalf
ofthe prescriber. An office designee may support some of the registered prescribers in a multi-physician practice and will
also have rights for any patient of a delegate prescriber. Each office staff designee will only need to register once, even if
they support several prescribers. Also, if a prescriber is not activated in the iPLEDGE Program system, neither the
prescriber nor the designated office staff can register a patient. The registered prescriber is responsible for all information
entered and activities performed in the iIPLEDGE Program by all designees under hisfher supervision.

Register New Designee Manage Designees

Designees

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | ® 2016 iPLEDGE

Page 18 of 24



Designee - My Program Status

™ONLY WAY

HOME

Designee Program Status
DESIGHMEE ACTIVATION

Your Frogram Status: Attested
REGISTER NEW PATIENT )

Program Status Expiration Date. MMTDYYYY
ABOUT ISOTRETINOIN

ABOUT IPLEDGE

MAMAGE PATIENTS
PRESCRIBER INFORMATION
ORDER MATERIALS
UPDATE MY INFORMATION
ACCEPT PATIENT

MANAGE
DELEGATES/DESIGMEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

IPLEDGE Terms afUse | Salely Notice | Non-Compliance Action Polsey | 02006 PLEDGE
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Designee — Find a Participating Pharmacy

() iPLEDGE

Committed to Prignancy Prevention

Welcome [Unique 1D]
Logout
Have Questions? Call our toll-free number 1-866-495.0654

—m

HOME

DESIGNEE ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ®2016 iPLEDGE

Find a Participating Pharmacy

Please enter any or all search criteria and click the Search button.

State
Select v

Page 20 of 24



Designee — FAQs/How To’s

(% iPLEDGE -

Committed to Pregnancy Rrevention Have Questions? Call our toll-free number 1-B66-495-0654

—m

HOME

DESIGNEE ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Frequently Asked Questions (FAQ)

IPLEDGE PROGRAM (click topics below for more information)

A TECHNICAL ASSISTANCE
B. PRESCRIBER
C.ALL USERS

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | © 2016 iPLEDGE
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Designee — Action Required List

(" iPLEDGE

itted io P Ped

HOME

DESIGNEE ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Welcome [Unigue 10
Logout

Have Questions? Call our toll-free number 1-866-495-0654

—m

Action Required List

Based on the iIFLEDGE FProgram requirements, listed below are actions that are required. Please provide the required
information to ensure completion of all IPLEDGE Program requirements.

Name

Brown, Cindy
3301022009

Brown, Sandy
3301032009

Dough, Jane
3304041964

FPatient, FRP
3310071967

Patient, Test
3304041964

Y

Message

Enter the initial posttherapy Pregnancy Test Results, due upon
completion of therapy.

One or both post-therapy Pregnancy Test Results due upon
completion of therapy, (at completion and 30 days after
completion of therapy) have not been entered into iIPLEDGE. The
Patient program status will change to Permanently Lost to Follow
Up on 01/07/2010 if post-therapy Pregnancy Test Results are not
entered.

Patient has been in "Registered” status for over 60 days. [f no
activity occurs, the system will discontinue this patient on
01/03/2010.

Post-therapy Pregnancy Test Results are required at completion of
therapy and 30 days after completion of therapy. One or both of
these post-therapy Pregnancy Test Results are now due.

During registration, this patient was determined to be a female of
reproductive potential (FRP). However, you have requested to
register this patient as a female not of reproductive potential
(FMRP). Please contact the Call Center to discuss reasons for this
request and complete this patient's registration.

Take Action

Take Action

Take Action

Take Action

Take Action

Showing 1 1o 5 of 5 entries

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | @ 2016 iPLEDGE
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Designee — iPLEDGE Terms of Use

IPLEDGE

Committed o Pregnancy Prevention

™ ONLY WAY

Welcome [Unique 10]

Logout

Hawve Questions? Call our toll-free number 1-866-495.0654

HOME

DESIGNEE ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use |

iPLEDGE Terms of Use

iPLEDGE TERMS OF USE
Version 2.0. Last Revised: 08/17/2015

These Terms of Use apply to all visitors of the prescription drug risk management site located at
hitp-/fwwwipledgeprogram.com (the “Site”). The “IPLEDGE Website" is a Registered User-only account portal
availahle through the Site which enahles Registered Users to participate with a computer-based risk management
program designed to further the public health goal to eliminate fetal exposure to isotretinoin through a special
restricted distribution program approved by the FDA.

THIS SITE IS INTENDED FOR U.5. AUDIENCES ONLY. USERS WHO ACCESS THE SITE FROM QUTSIDE THE
U.5. DO 50 AT THEIR OWN INITIATIVE AND RISK AND ARE RESPONSIBLE FOR COMPLIANCE WITH ALL
APPLICABLE LAWS.

"Registered Users” include Patients, Prescribers, Designated Agents, and Pharmacists who have signed up to
participate in the iPLEDGE Program. "Patients” are patients that have been prescribed restricted distribution drugs
pursuant to the iPLEDGE Program. "Prescribers” are prescribers that prescribe restricted distribution drugs
pursuant to the iFLEDGE Program. "Designated Agents” are persons designated by Prescribers to act on their
behalf with the iPLED GE Wehsite. Pharmacists are pharmacists that utilize the iPLEDGE Website to verify a
patient's enrollment in iIPLEDGE and status before filling a prescription at a retail pharmacy.

These Terms of Use are between a user of any portion of the Site (“you” or “your”) and the sponsors of the Site
("IPLEDGE™ “we”, “us” and “our’).

REGISTRATION AND ASSENT

Access to and use ofthe Site is condifioned upon your assent to these Terms of Use. You are deemed to have
assented to these Terms of Use when you use any available page of the Site. You are deemed to have assented to
these Terms of Use as applicable to the iPLEDGE Website, when you complete the online registration processes
required for Registered Users and indicate during the registration process that you accept these Terms of Use
along with the Privacy Policy incorporated therein. You are deemed to have accepted these Terms of Use each
time you access the Site and each time you use your login credentials to access the iPLEDGE Website portion of
the Site. By registering for or otherwise accessing or using the Site, you acknowledge that you have read,
understand, and agree to be legally bound by these Terms of Use. These Terms of Use and the Privacy Policy are
available during registration for the iIPLEDGE Website and on various pages of the Site.

UPDATES

Safety Motice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Designee — Safety Notice

O

HOME

DESIGNEE ACTIVATION
REGISTER NEW PATIENT
ABOUT ISOTRETINOIN
ABOUT iPLEDGE

MANAGE PATIENTS
PRESCRIBER INFORMATION
ORDER MATERIALS
UPDATE MY INFORMATION
ACCEPT PATIENT

MAMNAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE

Commiticd to Prognancy Prevention

Welcome [Unigue [D]
Logout
Have Cuestions? Call our toll-free number 1-866-495.0654

TEONLY WAY
SAFETY NOTICE

Isotretinoin must not be used by female patients who are or may become pregnant. There is an extremely high risk that
severe birth defects will result if pregnancy occurs while taking isotretinoin in any amount, even for a short period of time.
Potentially any fetus exposed during pregnancy can be affected. There are no accurate means of determining whether an
exposed fetus has been affected. Because ofthis toxicity, isotretinoin can only be marketed under a special restricted
distribution program. This program is called iIPLEDGE®. Under this program, prescribers must be registered and activated
with the iPLEDGE Program and can prescribe isotretinoin only to registered patients who meet all the requirements of
iPLEDGE. Isotretinoin can be dispensed only by a pharmacy registered and activated with iPLEDGE. Registered and
activated pharmacies can only receive isotretinoin from wholesalers registered with iPLEDGE.

Patients on isotretinoin have been known to become depressed or to develop other serious mental health problems. Some
people have had thoughts of hurting themselves or putting an end to their own lives. Some people tried to end their own
lives and some have ended their own lives. There have been reports that people on isotretinoin were aggressive or violent.
Mo one knows if isofretinoin caused these problems or behaviors or if they would have happened even ifthe person did not
take isotretinain.

Isotretinoin use has heen associated with pseudotumor cerebri, a condition caused by increased pressure on the brain.
This condition may occur more often in patients also taking tetracycline. Patients should be aware of other serious side
effects, including problems with the skin, pancreas, liver, stomach, bones, muscles, hearing, vision, lipids, allergic
reactions, blood sugar, or red and white blood cells. The most commaon, less serious adverse events include dry skin,
chapped lips, dry eyes, and dry nose that may lead to nosebleeds. Patients should be advised about these adverse events
and routinely monitored by a doctor during treatment with isotretinoin.

Flease refer to the isotretinoin package inserts for full prescribing and dispensing instructions.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | @ 2016 iPLEDGE
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Prescriber Registration — For Prescribers (Button) from Public Home Page

° ®
iPLEDGE v
Have Questions? Call our toll-free number 18664950654

Commitied 1o Pragnancy Proventian

— ONLY WAY

HOME

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

PRESCRIBER INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

iPLEDGE Terms of Use | Safety Notice

Prescriber Registration

Attention: This registration page is for licensed prescribers only. If you are a patient, you must be registered in the iPLEDGE
Program by your doctor.

Create Prescriber Username

Please provide your DEA number. This will be used as your Username to identify you in the program and for you to login to
the iPLEDGE Program system using the phone or internet site. The DEA number provided must be your DEA number, not
an institutional or shared DEA number. Please provide only one DEA number if you have more than one.

Ifyou do not have a DEA number, check the box indicating that you would like the program to generate a Username fo be
used to identify you in the program. This program generated Usemame will be shipped to you in your prescriber
educational kit

DEA Number

or (] Generate Usemname

Prescriber Contact Information

Enter or confirm your infarmation. All fields below are required unless otherwise indicated

First Name

Wi (Optional)  Suffix (Optional)
WD v

Last Name
Specialty (Optional)
Derm v

Practice Name (Optional)

Address

City

State Zip
PA v

Preferred Method of Communication
Email v
Phone Number Ext (Optional}

Email (Optional)

Fax (Optional)

Prescriber Identifiers

This notification is to inform you that with the launch of the REMS Pharmacy Network, the iPLEDGE Program will require
prescribers to provide a National Provider Identifier (NPI). if your NPI is not on file with the iPLEDGE Program, you will be
prompted to enter your NPl upon first log-in to the enhanced iPLEDGE Program. Additionally, if you are registered with the

Drug Enforcement Administration (DEA], the system will require entry of your DEA number. Failure to supply these
ntifiers may result in your I :

DEA

I do nothave a DEA

Select Delegates (Optional)

DEA Number or Username Delegate List
Add

Expiration Date (mm/dd/yyyy)

Remove >

Click the Save and Print button belowe. This will present a print friendly registration form for your signature. After printing

and signing, return the form to the address or fax number found on the form.
Save and Print

| MenCompliance Action Policy | ©2018 iPLEDGE
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Prescriber Registration — Invalid Identifiers DEA Message

Information Validation Request

Due to the launch of the enhanced iPLEDGE Program Website,
please review and confirm your contact information. This is a
one-time request and this message will not appear again once
you have confirmed your information.

Continue
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Prescriber Home Page — Activated Prescriber not within 30 days of expiration.

O

IPLEDGE

Commitied to Pregnancy Prevention

Welcome [DEA# or Unique D]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

_mm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOQIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

SAFETY NOTICE

Isotretinein must not be used by female patients who are or may become pregnant. There is an extremely high risk that severe birth
defects will result if pregnancy occurs while taking isetretinein in any amount, even for a short period of time. Potentially any fetus exposed
during pregnancy can be affected. There are no accurate means of determining whether an exposed fetus has been affected. Because of
this toxicity, isotretincin can enly be marketed under a special restricted distribution program. This program is called PLEDGE®. Under
this pregram, prescribers must be registered and activated with the iPLEDGE Program and can prescribe isotretinoin only to registerad
patients who meet all the requirements of IPLEDGE. |sotretinoin can be dispensed only by a pharmacy registered and activated with
iPLEDGE. Registered and activated pharmacies can only receive isotretincin from wholesalers registered with iPLEDGE.

Patients on isotretinoin have been known to become depressed or to develop other sericus mental health problems. Some people have
had thoughts of hurting themselves or putting an end to their own lives. Some people tried to end their own lives and some have ended
their own lives. There have been reports that people on isctretincin were aggressive or viclent. No one knows if isotretinein caused these
problems or behaviors or if they would have happened even if the person did not take isotretinoin.

Isotretinein use has been associated with pseudotumor cerebri, a condition caused by increased pressure on the brain. This condition
may cccur more often in patients also taking tetracycline. Patients should be aware of other serious side effects, including problems with
the skin, pancreas, liver, stomach, bones, muscles, hearing, vision, lipids, allergic reactions, blood sugar, or red and white blood cells. The
most commen, less serious adverse events include dry skin, chapped lips, dry eyes, and dry nose that may lead to nosebleeds. Patients
should be advised about these adverse events and routinely monitored by a dector during treatment with isotretinoin.

Please refer to the isotretincin package inserts for full prescribing and dispensing instructions.

Manage Patients

How to Report

Call our toll free number 1-666-435-0654 to report any of the following:

An Adverse Event: If you or someone you know has experienced an adverse event, please call
1-866-495-0654.

A Pregnancy: If you are reporting a pregnancy from a monthly pregnancy test, please use the
pregnancy test results page under "Manage Patients.”

Toll free number: 1-866-495-0654.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | 2016 iPLEDGE
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Prescriber Home Page — Prescriber in Program Status “Registered” or activated
Prescriber whose activation expires within 30 days.

iPLEDGE

Welcome [DEA# or Unique 1D]
Logout

¥ Pr

Bl

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Motice

Have Questions? Call our toll-free number 1-866-495-0654

TONLY WAY

SAFETY NOTICE

Isotretincin must not be used by female patients who are or may become pregnant. There is an extremely high risk that severe birth
defects will result if pregnancy occurs while taking isctretingin in any amount, even for a short peried of time. Potentially any fetus
exposed during pregnancy can be affected. There are no accurate means of determining whether an exposed fetus has been
affected. Because of this toxicity, isotretinein can only be marketed under a special restricted distribution program. This program is
called iPLEDGE®. Under this program, prescribers must be registered and activ ated with the iPLEDGE Program and can prescribe
isotretincin only to registered patients who meet all the requirements of IPLEDGE. Isotretincin can be dispensed only by a pharmacy
registered and activated with iPLEDGE. Registered and activated pharmacies can only receive isotretinein from wholesalers
registered with iPLEDGE.

Patients on isotretincin have been known to become depressed or to develop other serious mental health problems. Some people
have had thoughts of hurting themseles or putting an end to their own lives. Some people tried to end their own lives and some have
ended their own lives. There have been reports that people on isotretinoin were aggressive or viclent. Mo ene knows if isotretinoin
caused these problems or behaviors or if they would have happened even if the person did not take isotretinoin.

Isotretincin use has been associated with pseudotumer cerebri, a condition caused by increased pressure on the brain. This
cenditien may cccur mere often in patients alse taking tetracycline. Patients should be aware of other serious side effects, including
problems with the skin, pancreas, liver, stemach, benes, muscles, hearing, vision, lipids, allergic reactions, blecd sugar, or red and
white blocd cells. The most commaon, less serious adverse events include dry skin, chapped lips, dry eyes, and dry nese that may
lead to nesebleeds. Patients should be advised about these adverse events and routinely monitered by a doctor during treatment with
isotretingin.

Please refer to the isotretincin package inserts for full prescribing and dispensing instructions.

Activate My Registration How to Report?

Call our toll free number 1-866-495-0654 to report any of the
following:

Follow the program steps te activate your
registration.

An Adverse Event: If you or someone you know has experienced an
adverse event, please call 1-866-495-0654.

Remember, you must activate your registration in
the iIPLEDGE Pregram annually. Please click the
Activate button below to begin.

A Pregnancy: To report a pregnancy, please call 1-366-495-0654.

| Mon-Compliance Action Policy | @ 2016 iPLEDGE
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Prescriber - Prescriber Activation

: PLEDGE 2 Welcome [DEA# or Unique 1D]
I Logout

Committed fo Pregnanty Pravention Have Questions? Call our toll-free number 1-866-495-0654
HOME - - -
Prescriber Activation
PRESCRIBER ACTIVATION
Frescribers can only activate their registration by affirming that they meet requirements and will comply with all iPLEDGE
REGISTER NEW PATIENT Program requirements by attesting to the following points:
ABOUT ISOTRETINOIN
« | know the risk and severity of fetal injury/birth defects from isotretinoin.
ABOUT iPLEDGE » | know the risk factors for unplanned pregnancy and the effective measures for avoidance of unplanned
pregnancy.
MANAGE PATIENTS ) ) ) ) ) . ) )
« | have the expertise to provide the patient with detailed pregnancy prevention counseling, or | will refer herto an
expert for such counseling, reimbursed by the manufacturer.
PRESCRIBER INFORMATION
« |will comply with the iPLEDGE Program requirements described in the booklets entitled Guide To Best Practices
ORDER MATERIALS for the iPLEDGE Program and Prescriber Contraception Counseling Guide.

» Before beginning treatment of females of reproductive potential with isotretinoin, and on a monthly basis, the
UPDATE MY INFORMATION patient will be counseled to avoid pregnancy by using 2 methods of contraception simultaneously and
continuously for a_tleast_nn_e m_onth p_rioyto initiation of isotretinoin t_reatment: {_1uring iso_treﬂnoin tre_atrnent and for
ACCEPT PATIENT one month after discontinuing isotretinoin treatment, unless the patient commits to continuous abstinence.

« lwill not prescribe isotretinoin to any female of reproductive potential until verifying she has a negative screening

MANAGE pregnancy test and monthly negative CLIA-certified (Clinical Laboratory Improvement Amendment) pregnancy

DELEGATES/DESIGNEES tests. Patients should have a pregnancy test at the completion of the entire course of isotretinoin and another
pregnancy test one month later.

MY PROGRAM STATUS « lwill report any pregnancy case that | become aware of while the female patientis on isotretinoin or one month
after the last dose to the pregnancy registry.

FIND A PARTICIPATING

PHARMACY
| attest to the statements above.

FAQS

| do not attest to the statements above.

ACTION REQUIRED LIST
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Prescriber - Prescriber Activation - Compliance Notice

@ .PLEDGE’B Welcome [DEA# or Unique ID]
l Logout

Committed to Pragnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—Dﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Prescriber Activation

Compliance Motice

Isotretinoin is teratogenic and must not be used by pregnant women. The goals of the iIPLEDGE Frogram are to prevent
fetal exposure to isotretinoin and to inform prescribers, pharmacists, and patients about isotretinoin’s serious risks and
safe-use conditions. With these program goals in mind, iPLEDGE data are routinely analyzed to identify actions of
Mon-Compliance.

Information entered into the iIPLEDGE Program system is considered part of the patient’s medical record, and can be
used to investigate suspected Non-Compliance. Vierified Non-Compliance with regard to the iPLEDGE Program
requirements can resultin Permanent Deactivation from the iPLEDGE Program. Click here to view the Non-Compliance
Action Policy.

Prescribers are responsible for all IPLEDGE Program activities performed by their office staff designees.

If an office staff designees is found to be non-compliant in the iPLEDGE Program, resulting actions, including possible
Permanent Deactivation from the iPLEDGE Program, can include both the designee and the prescriber.

Verified Non-Compliance may be reported to the FDA.

| acknowledge the statements above.

| do not acknowledge the statements above.

e |

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | @ 2016 iPLEDGE
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Prescriber - Prescriber Activation Complete

i PLEDGE ] Welcome [DEA# or Unigque ID]
I Logout
< i E

i 10 Prog

F Have Questions? Call our toll-free number 1-866-495.0654

—ﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Prescriber Activation Complete

You are now activated in the system.
You may now select any ofthe menu options to the left to begin using the system.

Current Program Status: Attested

Status Expires: MM/DDIYYYY

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ©2016 iPLEDGE

Page 13 of 130



Prescriber - Register New Patient — FRP

0

iPLEDGE

Committed fo Pregnancy Prevention

Welcome [DEA# or Unigue ID]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—Hm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Patient

CATEGORY
===l

REVIEW PREGNANCY RESULT  PATIENT INFO UNIQUENES S IDENTIFICATION # FINISH

Determine Patient Category

Select Patient Category
» Patientis a Female of Reproductive Potential (FRF)
Patientis a Female MOT of Reproductive Potential (FNRF})

Patientis a Male

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ®2016 iPLEDGE
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Prescriber - Register New Patient — FRP

O

iPLEDGE

Commitied fo Pregnancy Prevention

Welcome [DEA# or Unigue [D]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—lm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Patient

CATEGORY REVIEW PREGNANCY RESULT
[ e

PATIENT INFO UNIGUENESS IDENTIFICATION # FINI5H

Enter In-Office Pregnancy Test Results. All fields below are required unless otherwise indicated.

In-Office Pregnancy Test Result:
In-Office Pregnancy Testis Positive
In-Office Pregnancy Testis Negative

Date of In-Office Positive or Negative Pregnancy Test (MM/DD/YYYY)

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | &32016 iPLEDGE
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Prescriber - Register New Patient — FRP

() iPLEDGE

Welcome [DEA# or Unique ID]
Logout

i 10 Prog

Bre
y P

Have Questions? Call our toll-free number 1-866-495.0654

—ﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO
EESs———laeelaa |

UNIQUENES S IDENTIFICATION 2 FINI 5H

Enter Patient Information:

All fields below are required unless otherwise indicated.
First Name MI (Optional}

Last Name

Address

City

State Zip

Select

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | @ 2016 iPLEDGE
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Prescriber - Register New Patient — FRP

@ I PLEDGE ] Welcome [DEA# or Unique 1D]
I Logout

Committed fo Pregnancy Rrevention Have Questions? Call our toll-free number 1-866-495-0654
HOME 3 »
Register New Patient
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGNANCY RESULT PATIENT INFO UNIGUENESS IDENTIFICATION # FINISH
REGISTER NEW PATIENT et
ABOUT ISOTRETINOIN Enter Patient Information for Jane Smith - continued:
ABOUT iPLEDGE All fields below are required unless otherwise indicated.
Phone Number Ext (Optional)

MANAGE PATIENTS

PRESCRIBER INFORMATION
Email (Optional)

ORDER MATERIALS

UPDATE MY INFORMATION Date of Birth (MM/DD/YYYY)
ACCEPT PATIENT
Last Four Digits of Social Security Number
MANAGE
DELEGATES/DESIGNEES

|| Check this box ifthe patient doesn't have a social security number.
MY PROGRAM STATUS

FIND A PARTICIPATING Preferred Method of Communication
PHARMACY
Select v
FAQS [ ] I have obtained the signed program consent form(s) from the patient.

ACTION REQUIRED LIST

e ][]

iPLEDGE Terms of Use | Safety Motice | MNon-Compliance Action Policy | & 2016 iPLEDGE
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Prescriber - Register New Patient — FRP

@ i PLEDGE ] Welcome [DEA# or Unique ID]
l Logout

Commined fo Pregroncy Rrevention Have Questions? Call our toll-free number 1-866-495 0654
HOME " &
Register New Patient
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENESS  IDENTIFICATION # FINISH

REGISTER NEW PATIENT el
ABOUT ISOTRETINOIN Patient Information Review:
ABOUT iPLEDGE Patient Mame:  Jane Smith
MANAGE PATIENTS Address: 123 Test Drive, Blue Bell, PA 187544578

Phone Number. 555-555-1212
PRESCRIBER INFORMATION

Email: test@aol.com

ORDER MATERIALS Preferred Method of Communication:  Email
UPDATE MY INFORMATION Dl arBiny AN

Last Four Digits of Social Security Number: 1977
ACCEPT PATIENT

| have obtained the signed program consent form(s) from the patient.

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS Cancel ‘ ‘ Back ‘ m

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | © 2016 iPLEDGE

Page 18 of 130



Prescriber - Register New Patient — FRP — Patient not unique

@ < PLEDGE " Welcome [DEA# or Unique 1D]
I Logout

Cammined o Prrgnancy Rrevention Have Questions? Call our toll-free number 1-866-4895.0654
HOME 2 m
Register New Patient
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGMANCY RESULT  PATIENT INFO UNIGUENESS IDENTIFICATION # FINISH
REGISTER NEW PATIENT =l
ABOUT ISOTRETINOIN The patient may not be unique.

ABOUT iPLEDGE Please contact the Call Center at 1-866-495-0654 to obtain an override code.

You may need the patient information below to assist the Call Center Representative in determining patient uniqueness.
MANAGE PATIENTS

Patient Name:  Jane Smith
PRESCRIBER INFORMATION
Address 123 Blue Moon St, Blue Bell, PA 187544578

ORDER MATERIALS Date of Birth: 41181977
UPDATE MY INFORMATION Last Four Digits of Social Security Mumber: 1977
ACCEPT PATIENT

Please Enter Override Code
MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | © 2016 iPLEDGE
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Prescriber - Register New Patient — FRP

@ I PLEDGE ] Welcome [DEA# or Unique [D]
l Logout

Commined to Pregnancy Frevenlion Have Questions? Call our toll-free number 1866495 0654
HOME " "
Register New Patient

PRESCRIBER ACTIVATION

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIQUENES S IDENTIFICATION # FINISH
REGISTER NEW PATIENT _—aEe——————e— e
ABOUT ISOTRETINOIN Enter Patient Identification Number for Jane Smith:
ABOUT iPLEDGE All fields below are required unless otherwise indicated.

Please find the patient identification number from the patient education materials, and enter it below.
MANAGE PATIENTS
PRESCRIBER INFORMATION Patient Identification Number
ORDER MATERIALS

FPatient Identification Number (Type Again)
UPDATE MY INFORMATION
ACCEPT PATIENT

DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | ® 2016 iPLEDGE
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Prescriber - Register New Patient — FRP

.PLEDGEB Welcome [DEA# or Unique 1D]
l Logout

Lommitted to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—Hﬂm

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO: UNIGUENES S IDENTIFICATION # FINISH

Patient Registration is complete for Jane Smith.
A passwaord will be mailed to the patient, and should be received within 5 to 10 days.

This patient has a 30 day wait period before she can be confirmed. This 30 day wait period begins on the date of
registration. You may confirm this pafient on or after mm/dd/yyyv. The patient must be counseled to avoid pregnancy by
using two methods of iIPLEDGE-approved contraception simultaneously and continuously for at least one month prior to
initiation of isotretinoin treatment, unless she commits to continuous abstinence.

Do not give the patient a prescription to fill until after you provide this confirmation.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | 22016 iPLEDGE
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Prescriber — Register New Patient - FNRP

(" iPLEDGE

Committed fo Pregnancy Prevention

Welcome [DEA# or Unigue [D]
Logout
Have Questions? Call our toll-free number 1-866-495.0654

—m

S Register New Patient

PRESCRIEBER ACTIVATION

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENESS IDENTIFICATION # FINISH
REGISTER NEW PATIENT |
ABOUT ISOTRETINOIN

Determine Patient Category:
ABOUT iPLEDGE

Select Patient Category.
MANAGE PATIENTS Patientis a Female of Reproductive Potential (FRP)
PRESCRIBER INFORMATION = Patientis a Female NOT of Reproductive Potential (FNRP)

Patientis a Male
ORDER MATERIALS
UPDATE MY INFORMATION
Cancel

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Register New Patient - FNRP — Acknowledgement

(% iPLEDGE e

Committed fo Pregnancy Prevention

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Welcome [DEA# or Unique 1D]

Have Questions? Call our toll-free number 1-866-495.0654

. ™ONLY WAY
Register New Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENESS IDENTIFICATION # FINISH
[ ——

Determine Patient Category:

You have indicated that this patientis a female. The questions that follow will assign a risk category to this female
patient, based on her reproductive potential according to the requirements of the iIFPLEDGE Program.

All female patients are considered Female of Reproductive Potential (FRP} unless one or more of the following applies:
1. Patient has had a hysterectomy

2. Patient has had a bi-lateral cophorectomy

3. Patient is post-menopausal

Please note that the following conditions DO NOT qualify a patient to be moved from the FRP risk category.

- Tubal Sterilization

- Male Vasectomy

- Abstinence

- Patient has not had her first period (pre-menarche)

- Patient is currently in menopause (but not yet post-menopausal)

Please acknowledge your understanding of the qualification criteria as presented to proceed with assigning a risk

category to this patient.

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Register New Patient - FNRP — Determine Patient Category
Question 1 of 3

i PLE DGE ) Welcome [DEA# or Unigue D]
I Logout

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

—m

HOME z T
Register New Patient
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGMANCY RESULT  PATIENT INFO UNIGUENE S IDENTIFICATION # FINISH

REGISTER NEW PATIENT { —
ABOUT ISOTRETINOIN Determine Patient Category:
ABOUT iPLEDGE Has patient had a hysterectomy?

Yes
MANAGE PATIENTS

No
PRESCRIBER INFORMATION
ORDER MATERIALS Notice!

Make sure that you are correctly classifying your patient as you may be required to provide

UPDATE MY INFORMATION documentation to support your Patient's classification. Intentional falsification of Patient classification type

will resultin Permanent Deactivation from the iPLEDGE Program and a permanent loss of
isotretinoin prescribing privileges.
ACCEPT PATIENT

MANAGE

DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | © 2016 iPLEDGE
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Prescriber - Register New Patient - FNRP — Determine Patient Category
Question 2 of 3

®
.PLEDGE Welcome [DEA# or Unique D]
I Logout
Committed to Py y Preventi

g Have Questions? Call our toll-free number 1-866-495.0654

—m

HOME = =
Register New Patient
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIQUENESS IDENTIFICATION # FINISH
REGISTER NEW PATIENT |
ABOUT ISOTRETINOIN Determine Patient Category:
ABOUT iPLEDGE Has patient had a bi-lateral oophorectomy?
Yes
MANAGE PATIENTS
No

PRESCRIBER INFORMATION
ORDER MATERIALS Notice!

Make sure that you are correctly classifying your patient as you may be required to provide
UPDATE MY INFORMATION documentation to support your Patient's classification. Intentional falsification of Patient classification type

will result in Permanent Deactivation from the iPLEDGE Program and a permanent loss of

isotretinoin prescribing privileges.
ACCEPT PATIENT
MANAGE
DELEGATES/DESIGNEES

[ conne |

MY PROGRAM STATUS
FIND A PARTICIPATING
PHARMACY
FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Register New Patient - FNRP — Determine Patient Category
Question 3 of 3

®
.PLEDGE Welcome [DEA# or Unique (D]
I Locout

Committed to Pregaancy Pravention Have Questions? Call our toll-free number 1-866-495 0654
- T™ONLY WAY
HOME = =
Register New Patient
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGMANCY RESULT  PATIENT INFO UNIGUENESS IDENTIFICATION # FINISH

REGISTER NEW PATIENT {——

ABOUT ISOTRETINOIN Determine Patient Category:

ABOUT iPLEDGE For the iPLEDGE Program, a woman is considered post-menopausal upon cessation of previously occurring menses as
a result of ovarian failure with documentation of hormonal deficiency by a cerified healthcare provider. (i.e.
spontaneous menopause)

MAMAGE PATIENTS
Hormonal deficiency should be properly documented in the case of spontaneous menopause as follows:

PRESCRIBER INFORMATION
1.Ifage = 54 years and with the absence of normal menses: Serum FSH (Follicle Stimulating Hormone) level elevated

to within the post-menopausal range based on the laboratory reference range where the hormonal assay is

ORDER MATERIALS perfarmed.
2_Ifage = 54 years and with the absence of normal menses: Negative serum or urine -hCG with concurrently elevated

UPDATE MY INFORMATION serum FSH (Follicle Stimulating Hormone) level in the post-menopausal range, depressed estradiol (E2) level in the

post-menopausal range, and absent serum progesterone level, based on the laboratory reference ranges where the

ACCEPT PATIENT hormonal assays are performed.

MANAGE Using the definition above, is this patient post-menopausal?

DELEGATES/DESIGNEES ves

MY PROGRAM STATUS No

FIND A PARTICIPATING y

PHARMACY Notice!

IMake sure that you are correctly classifying your patient as you may be required to provide

FAQS documentation to support your Patient's classification. Intentional falsification of Patient classification type

will result in Permanent Deactivation from the iPLEDGE Program and a permanent loss of

ACTION REQUIRED LIST isotretinoin prescribing privileges.

e |

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | 2016 iPLEDGE
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Prescriber - Register New Patient — FNRP — Review Patient Category — System
determines patient is FNRP

=
] PLEDGE Welcome [DEA# or Unigue 1D]
l Logout

HOME

PRESCRIBER ACTIVATION

e o S s i e Have Questions? Call our toll-free number 18664950654
. TMONLY WAY
Register New Patient
CATEGORY REVIEW  PREGNANCY RESULT  PATIENT INFO UNIQUENESS  IDENTIFICATION £ FINISH

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Review Patient Category:

Based on your responses the iPLEDGE Program system has categorized this patient as follows:
FPatient is a Female of NON-Reproductive Potential (FNRP)

Based on the following criteria:

|5 patient a Male? Mo
Has patient had a hysterectomy? Yes
Has patient had a bi-lateral cophorectomy? Yes
Is this patient post-menopausal? Yes

To confirm the patient category and proceed, click Continue.
To change your responses, click Back.

Notice!

Make sure thatyou are correctly classifying your patient as you may be required to provide
documentation to support your Patient's classification. Intentional falsification of Patient classification type
will resultin Permanent Deactivation from the iPLEDGE Program and a permanent loss of
isotretinoin prescribing privileges.

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | ®2018 iPLEDGE
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Prescriber - Register New Patient — FNRP — Patient Information

i PLEDGE 1 Welcome [DEA# or Unigue (D]
I Logout

Committed o Pragnancy Rrevention Have Questions? Call our toll-free number 1-866-495.0654

—m

i Register New Patient
PRESCRIBER ACTIVATION

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENES§ IDENTIFICATION # FINISH
REGISTER NEW PATIENT s | | S — |
ABOUT ISOTRETINOIN Enter Patient Information:
ABOUT iPLEDGE All fields below are required unless otherwise indicated.
First Name MI {Optional}
MAMNAGE PATIENTS
PRESCRIBER INFORMATION
Last Name
ORDER MATERIALS
UPDATE MY INFORMATION Address
ACCEPT PATIENT
MANAGE
DELEGATES/DESIGNEES City
MY PROGRAM STATUS
FIND A PARTICIPATING i i
PHARMACY Select v

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Register New Patient — FNRP — Patient Information

O

iPLEDGE

Committed to Pregnoncy Prevention

Welcome [DEA# or Unique [D]
Logout

Have Questions? Call our toll-free number 1-866-495.0654

—ﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENESS

Enter Patient Information for Jane Smith - continued:

All fields below are required unless otherwise indicated.

Phone Number Ext (Optional)

Email i Optional)

Date of Birth (MM/DD/YY'YY)

Last Four Digits of Social Security Number

|| Check this box if the patient doesn't have a social security number.

Preferred Method of Communication
Select v

|| I have obtained the signed program consent form from the patient.

IDENTIFICATION # FINISH

Cancel ‘ ‘ Back

|

iPLEDGE Terms of Use | Safety Motice | Non-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Register New Patient — FNRP — Patient Information Review

I PLEDGE ] Welcome [DEA# or Unique ID]
l Logout

Committed to Pregnancy Rrevention Have Questions? Call our toll-free number 18664950654

—m

HOME = =
Register New Patient
PRESCRIBER ACTIVATION
CATEGORY REVIEW FREGNANCY RESULT  PATIENT INFO UNIGUENESS |DENTIFICATION # FINISH
REGISTER NEW PATIENT | | S | | B —
ABOUT ISOTRETINOIN Patient Information Review:
ABOUT iPLEDGE Patient Name: Jane Smith
Address: 123 Test Drive, Elue Bell, PA 187544578
MANAGE PATIENTS
Phone Number.  555-555-1212
PRESCRIBER INFORMATION .
Email:  test@aol.com
ORDER MATERIALS Preferred Method of Communication:  Email
UPDATE MY INFORMATION Date of Birth: 41181977
Last Four Digits of Social Security Number, 1877
ACCEPT PATIENT
I have obtained the signed program consent form from the patient.
MANAGE
DELEGATES/DESIGNEES
MY PROGRAM STATUS
[
FIND A PARTICIPATING
PHARMACY
FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ®2018 iPLEDGE

Page 30 of 130



Prescriber - Register New Patient — FNRP — Patient Identification Number

(" iPLEDGE e

Welcome [DEA# or Unique ID]

AR
to Pregnancy F

Have Questions? Call our toll-free number 1-866-495.0654

—m

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENE 55 IDENTIFICATION # FINISH

Enter Patient Identification Number for Jane Smith:

All fields below are required unless otherwise indicated.

Please find the patient identification number from the patient education materials, and enter it below.

Patient [dentification Number

Patient |dentification Number (Type Again)

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | &2016 iPLEDGE
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Prescriber - Register New Patient — FNRP — Finish

(% iPLEDGE =

Committed fo Pregnancy Prevention

Welcome [DEA# or Unique [D]

Have Questions? Call our toll-free number 1-866-495-0654

—ﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENESS IDENTIFICATION # FINISH

Patient Registration is complete for Jane Smith's.
A password will be mailed to the patient, and should be received within 5 to 10 days.

Before Jane Smith's can fill a prescription, you must confirm patient counseling in the system. Please click the Continue

button below to start the confirmation process.

Otherwise select the Finish button to complete Jane Smith's registration. Note: you may confirm Jane Smith at a later
date using the Manage Patients screen.

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Register New Patient - FNRP — Continue option to confirm FNRP

®
.PLEDGE Welcome [DEA# or Unigue (D]
I Logout
sk :

d to P

Have Questions? Call our toll-free number 1-866-495.0654

L T TR

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Confirm Patient Counseling

CONFIRM CONTRACEPTION PREGMANCY RESULT FINISH

Identification Number: 3306061966
FirstName: Jane
LastName:  Smith

Date of Birth: ~ 06/06/1966

|| I have counseled this patient on the following:

» |sotretinoin should not be shared with anyone
« Blood should not be donated while taking isotretinoin

+ Patient program requirements

|| Check this box ifthis is the patient's last month of treatment.

In my opinion, this patient understands and is capable of complying with the requirements of the iPLEDGE Program.
Yes
Mo

Selecting the Continue button confirms that you have provided the monthly counseling to this patient.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Register New Patient — FNRP — Confirm FNRP complete

@ I PLEDGE r Welcome [DEA# or Unique ID]
I Logout

Commilted fo Pregnancy Previntion Have Questions? Call our toll-free number 1-866-495.0654

—m

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Confirm Patient Counseling

« Confirm Patient Counseling is Complete.

CONFIRM CONTRACEFTION FREGNANCY RESULT FINISH

ldentification Number: 3306061966
FirstName: Jane
LastMame:  Smith

Date of Birth: ~ 06/06/1966

Confirm Patient Counseling is Complete.
The patient's Program Status is Qualified to Receive Drug.

The patient may obtain their prescription at the pharmacy. The patient must obtain the prescription before 11:59 pm
Eastern Time on mm/ddiyyy.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | @ 2016 iPLEDGE
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Prescriber - Register New Patient — FNRP — Review Patient Category — System
determines patient is FRP

Welcome [DEA# or Unigue 1D]

(" iPLEDGE =

Committed to Pregnancy Prevention

Have Questions? Call our toll-free number 1-866-495-0654

—Dﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENESS IDENTIFICATION # FINISH

Review Patient Category:

Based on your responses the iPLEDGE Program system has categorized this patient as follows:
Fatient is a Female of Reproductive Potential (FRP)

Based on the following criteria:

Is patient a Male? Mo
Has patient had a hysterectomy? Mo
Has patient had a bi-lateral oophorectomy? Mo
I5 this patient post-menopausal? MNo

To confirm the patient category and proceed, click Continue.
To change your responses, click Back.
Ifyour responses are correct, but you still believe this patientto be a Female of NON-Reproductive Potential, click

Request FNRP Status.

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | @ 2016 iPLEDGE

Page 35 of 130



Prescriber - Register New Patient —- FNRP — Request FNRP Status

.PLEDGES Welcome [DEA# or Unique 1D]
I Logout

Committed to Pragnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654
HOME = =
Register New Patient
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENESS IDENTIFICATION # FINISH
REGISTER NEW PATIENT | —
ABOUT ISOTRETINOIN
Review Patient Category:
ABOUT iPLEDGE
'd "
MANAGE PATIENTS Notice!
Your responses indicate that this patient should be registered as a Female of Reproductive Potential
PRESCRIBER INFORMATION (FRP). However you are requesting to register this patient as a Female NOT of Reproductive Potential
(FNRF}. This must be due to an unusual circumstance or unigue medical condition not covered in
ORDER MATERIALS the definition of FNRP for the iPLEDGE Program.

The following are not reasons to register a patient as an FMRPE and requests based on these reasons will be denied.

UPDATE MY INFORMATION
- Tubal Sterilization

ACCEPT PATIENT - Male Vasectomy
MANAGE - Abstinence
DELEGATES/DESIGNEES - Patient has not had her first period (pre-menarche)
- Patient is currently in menopause (but not yet post-menopausal)
MY PROGRAM STATUS

Please contact the Call Center at 1-866-495-0654 to provide further information. You may be required to provide

FIND A PARTICIPATING documentation to support this request.

PHARMACY

Ifthis request is denied, the patientwill need to be re-registered after a negative pregnancy test.Isotretinoin therapy can
FAQS only begin 30 days from the date the patient is re-registered.

ACTION REQUIRED LIST

e

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | ©2018 iPLEDGE
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Prescriber - Register New Patient - MALE

O

iPLEDGE

Committed to Pregnancy Prevention

Welcome [DEA# or Unique [D]
Logout
Have Questions? Call our toll-free number 1-866-495.0654

—m

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Patient

CATEGORY

REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENE 5 5 IDENTIFICATION # FINISH

Determine Patient Category:

Select Patient Category
Patient is a Female of Reproductive Potential (FRF)
Fatient is a Female MOT of Reproductive Potential (FNRF)

+ Patientis a Male

Notice!

Make sure that you are correctly classifying your patient as you may be required to provide
documentation to support your Patient's classification. Intentional falsification of Patient classification
type will resultin Permanent Deactivation from the iPLEDGE Program and a permanent loss of
isotretinoin prescribing privileges.

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | @ 2016 iPLEDGE
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Prescriber - Register New Patient - MALE — Patient Information

(% iPLEDGE

Committed to Pregnoncy Prevention

Welcome [DEA# or Unique (D]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—m

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Patient

CATEGORY REVIEW PREGNANCY RESULT
[ — ] —|| e ]

Enter Patient Information:

All fields below are required unless otherwise indicated.

First Name MI (Optional)

Last Name

Address

City

State Zip
Select v

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | ®2016 iPLEDGE
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Prescriber - Register New Patient - MALE — Patient Information

I PLEDGE . Welcome [DEA# or Unique 1D]
l Logout

Committed o Pregnancy Rrevention Have Questions? Call our toll-free number 1-866-495 0654

—m

HOME H =
Register New Patient
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIQUENESS IDENTIFICATION # FINI SH

REGISTER NEW PATIENT ) | —] —]
ABOUT ISOTRETINOIN Enter Patient Information for John Smith - continued:
ABOUT iPLEDGE Allfields below are required unless otherwise indicated.

Phone Number Ext (Optional)
MANAGE PATIENTS
PRESCRIBER INFORMATION

Email { Optional)
ORDER MATERIALS
UPDATE MY INFORMATION Date of Birth (MM/DDAYYYY)

ACCEPT PATIENT

Last Four Digits of Social Security Number
MANAGE
DELEGATES/DESIGNEES

|| Check this box if the patient doesn't have a social security number.
MY PROGRAM STATUS

FIND A PARTICIPATING Preferred Method of Communication
PHARMACY Select .
FAQS ("I I have obtained the signed program consent form from the patient.

ACTION REQUIRED LIST

e ] [

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ®2016 iPLEDGE
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Prescriber - Register New Patient - MALE — Patient Information Review

i PLEDGE 3 Welcome [DEA# or Unique [D]
I Logout

Committed io Pragnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—Dm

- Register New Patient
PRESCRIBER ACTIVATION

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIQUENESS IDENTIFICATION # FINISH
REGISTER NEW PATIENT [ m— | —

ABOUT ISOTRETINOIN Patient Information Review:

ABOUT iPLEDGE Patient Name:  John Smith

Address: 123 Test Drive, Blue Bell, PA 187544578
MANAGE PATIENTS

FPhone Number:  555-555-1212
PRESCRIBER INFORMATION i
Email: test@aol.com
ORDER MATERIALS Preferred Method of Communication:  Email

UPDATE MY INFORMATION Date of Birth: 4181977

Last Four Digits of Social Security Number. 1977
ACCEPT PATIENT
| have obtained the signed program consent form from the patient.

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS
e ][]
FIND A PARTICIPATING
PHARMACY
FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | © 2016 iPLEDGE
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Prescriber - Register New Patient - MALE — Patient Uniqueness — Override

Code

@ .PLEDGES Welcome [DEA# or Unique (D]
I Logout

Committed fo Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495 0654

—Dm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFOx UNIGUENE 55 IDENTIFICATION & FINISH

The patient may not be unique.

Please contact the Call Center at 1-866-495-0654 to obtain an override code.
You may need the patient information below to assistthe Call Center Representative in determining patient uniqueness.

Patient Mame:  John Smith
Address 123 Blue Moon 5t, Blue Bell, PA 187544578
Date of Birth: 41181977

Last Four Digits of Social Security Number: 1977

Flease Enter Override Code

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | © 2016 iPLEDGE
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Prescriber - Register New Patient - MALE — Identification Number Entry

Welcome [DEA# or Unigque 1D]

(" iPLEDGE e

Committed to Pregnancy Prevention

Have Questions? Call our toll-free number 1-866-495-0654

—Im

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Patient

CATEGORY REVIEW PREGMANCY RESULT  PATIENT INFO UNIGUENESS IDENTIFICATICN # FINISH

Enter Patient Identification Number for John Smith:

All fields below are required unless otherwise indicated.

Please find the patient identification number from the patient education materials, and enter it below.

Patient Identification Number

Patient Identification Wumber (Type Again)

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Register New Patient — MALE — Finish

("% iPLEDGE =

Committed to Pregnancy Prevention

Welcome [DEA# or Unique 1D]

Have Questions? Call our toll-free number 1-866-495.0654

—m

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIEER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENE 55 IDENTIFICATION # FINI SH

Fatient Registration is complete for John Smith's.
A password will be mailed to the patient, and should be received within 5 to 10 days.

Before John Smith's can fill a prescription, you must confirm patient counseling in the system. Please click the Continue

button below to start the confirmation process.

Notice!

Malke sure that you are correctly classifying your patient as you may be required to provide
documentation to support your Fatient's classification. Intentional falsification of Patient classification
type will resultin Permanent Deactivation from the iPLEDGE Program and a permanent loss of
isotretinoin prescribing privileges.

Otherwise select the Finish button to complete John Smith's registration.
Mote: You may confirm John Smith at a later date using the Manage Patients screen.

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | @ 2016 iPLEDGE
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Prescriber - Register New Patient - MALE — Continue to Confirm after Finish

@ iPLEDGE = Welcome [DEA# or Uniw

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—Dm

HOME = = =
Confirm Patient Counseling
PRESCRIBER ACTIVATION
CONFIRM CONTRACEPTION PREGNANCY RESULT FINISH
REGISTER NEW PATIENT ]
ABOUT ISOTRETINOIN Identification Number: 3307071977

ABOUT iPLEDGE FirstMame: John

LastMame:  Smith

MANAGE PATIENTS
Date of Birth:  07/07M1977

PRESCRIBER INFORMATION

ORDER MATERIALS [ I have counseled this patient on the following:
UPDATE MY INFORMATION « Isotretinoin should not be shared with anyone
s Blood should not be donated while taking isotretinoin
ACCEPT PATIENT
» Patient program requirements
MANAGE
DELEGATES/DESIGNEES || Check this box ifthis is the patient’s last month of treatment.
MY PROGRAM STATUS
FIND A PARTICIPATING
PHARMACY In my opinion, this patient understands and is capable of complying with the requirements of the iPLEDGE Program.
Yes
FAQS
Mo

ACTION REQUIRED LIST Selecting the "Continue™ button confirms that you have provided the monthly counseling to this patient.

Cancel Continue

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | © 2016 iPLEDGE
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Prescriber - Register New Patient - MALE — Confirm complete

@ i PLEDGE ] Welcome [DEA# or Unique D]
I Logout

Committed to Pragnancy Peavention Have Questions? Call our toll-free number 1-866-495-0654

—ﬂﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIEER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Confirm Patient Counseling

« Confirm Patient Counseling is Complete.

CONFIRM CONTRACEPTION PREGNANCY RESULT FINISH
e F————— 73—

Identification Number: 3307071977
FirstName: John
LastName:  Smith

Date of Birth:  07/07/11977

Confirm Patient Counseling is Complete.
The patient's Program Status is Qualified to Receive Drug.

The patient may obtain their prescription at the pharmacy. The patient must obtain the prescription before 11:59 PM
Eastern Time on mm/ddfyyyy.

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | © 2016 iPLEDGE
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Prescriber — About Isotretinoin

O

HOME

PRESCRIBER ACTIVATION
REGISTER NEW PATIENT
ABOUT ISOTRETINOIN
ABOUT iPLEDGE

MANAGE PATIENTS
PRESCRIBER INFORMATION
ORDER MATERIALS
UPDATE MY INFORMATION
ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS / HOW TO’S

ACTION REQUIRED LIST

iPLEDGE

Commitied to Pregnancy Prevention

Welcome [DEA# or Unique [D]

Logout

Have Questions? Call our toll-free number 1-866-495.0654

™ONLY WAY

About Isotretinoin

CONTRAINDICATIONS AND WARNINGS

Isotretinoin must not be used by female patients who are or may become pregnant. There is an extremely high
risk that severe birth defects will result if pregnancy occurs while taking isotretinoin in any amount, even for
short periods of time. Potentially any fetus exposed during pregnancy can be affected. There are no accurate
means of determining whether an exposed fetus has been affected.

Birth defects which have been documented following isotretinoin exposure include abnormalities of the face,
eyes, ears, skull, central nervous system, cardiovascular system, and thymus and parathyroid glands. Cases
of I scores less than 85 with or without other abnormalities have been reported. There is an increased risk of
spontaneous abortion, and premature births have been reported.

Documented external abnormalities include: skull abnormality; ear abnormalities (including anotia,
micropinna, small or absent external auditory canals); eye abnormalities (including microphthalmia); facial
dysmorphia; cleft palate. Documented internal abnormalities include: CNS abnormalities (including cerebral
abnormalities, cerebellar malformation, hydrocephalus, microcephaly, cranial nerve deficit); cardiovascular
abnormalities; thymus gland abnormality; parathyroid hormone deficiency. In some cases death has occurred
with certain of the abnormalities previously noted.

If pregnancy does occur during treatment of a female patient who is taking isotretinoin, isofretinoin must be
discontinued immediately and she should be referred to an Cbstetrician-Gynecologist experienced in
reproductive toxicity for further evaluation and counseling.

Special Prescribing Requirements

Because of isotretinoin’s teratogenicity and to minimize fetal exposure, isotretinoin is approved for marketing
only under a special restricted distribution program approved by the Food and Drug Administration. This
program is called iPLEDGE®. Isotretinain must only be prescribed by prescribers who are registered and
activated with the iPLEDGE Program. Isotretinoin must only be dispensed by a pharmacy registered and
activated with iPLEDGE, and must only be dispensed to patients who are registered and meet all the
requirements of IPLEDGE.

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber — About iPLEDGE

iPLEDGE

TONLY WAY

Welcome [DEA# or Unique (D]

Logout

Have Questions? Call our toll-free number 18664950654

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOQIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use |

About IPLEDGE

The iFLEDGE Program is a computer-based risk management program designed to further the public health goal
to eliminate fetal exposure to isofretinoin through a special restricted distribution program approved by the FDA.
The program strives to ensure that:

« Mo female patient starts isotretinoin therapy if pregnant
« Nofemale patient on isofretinoin therapy becomes pregnant

This enhanced program is a SINGLE pregnancy risk management program for prescribing and dispensing all
isotretinoin products (brand and generic products). The iIPLEDGE Program requires registration of all wholesalers

distributing isotretinoin, all healthcare professionals prescribing isotretinoin, all pharmacies dispensing isotretinoin,

and all male and female patients prescribed isotretinoin. This program is designed to create a verifiable link
between the negative pregnancy test and the dispensing of the isofretinoin prescription to the female patient of
reproductive potential. The iPLEDGE Program requires that all patients meet qualification criteria and monthly
program reguirements. Before the patient receives his/her isotretinoin prescription each month, the prescriber must
counsel the patient and document in the iPLEDGE Program system that the patient has been counseled about the
risks of isofretinoin.

There are also additional qualification criteria and monthly requirements for female patients of reproductive
potential.

Ag part of the ongoing risk management of isofretinoin products, itis crucial that a female of reproductive potential
selects and commits fo use two methods of effective contraception simultaneously for one month before, during,
and for one month after isotretinoin therapy. She must have 2 negative urine or blood (serum) pregnancy tests with
a sensitivity of at least 25 miU/ml before receiving the initial isotretinoin prescription. The first pregnancy testis a
screening test and can be conducted in the prescriber's office. The second pregnancy test must be done in a CLIA-
certified laboratory according to the package insert. Each month of therapy, the patient must have a negative result
from a urine or blood (serum) pregnancy test conducted by a CLIA-cerified laboratory prior to receiving each
prescription.

Each month, the prescriber must enter the female patient's pregnancy results and the 2 methods of contraception
she has been using in the iPLEDGE Program system. The iPLEDGE Program system verifies that all criteria have
been met by the prescriber, patient, and pharmacy prior to granting the pharmacy authorization to fill and dispense
isotretinoin. The pharmacist must obtain authorization from the iIFLEDGE Frogram system via the internet
(www.ipledgeprogram.com), telephone (1-866-495-0654) or through electronic telecommunication verification (via
submission of an isotretinoin prescription claim} prior to dispensing each isotretinoin prescription for both male and
female patients.

Safety Motice | Mon-Compliance Action Policy | @ 2016 iPLEDGE
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Prescriber - Manage Patients

™ONLY WAY
HOME
Manage Patients
PRESCRIBER ACTIVATION
REGISTER NEW PATIENT Current Pationts “ Former Patients |
Within the applicable patient row, Select from the Actions 8rop down list and click Go. .
ABOUT ISOTRETINOIN The patient address can be viewsd by cicking on the & buttan. Searh a
ABOUT iPLEDGE
Name il ] DoB Tyipe Status B Actions
MANAGE PATIENTS R .
Algsandria Qualified to
9 Vioshimotoziquanichovinch 1224387890 1NWIN3. FRP g siepmg | o0lecl- ¥ | E
PRESCRIBER INFORMATION
G Jane Smim 8765432190 11111982 FRP [ L.
ORDER MATERIALS < . - 98 nstrate
Mﬂﬂ Conferm Palent Co .
UPDATE MY INFORMATION . Janet Check Palien Stalus
© Cnikojomonirionsichewa  09S7ES4921  04DANONS  FRP Posi-therapy Pregnancy Test
ACCEPT PATIENT Re-regisier Patient
(©) Joe Green 7654321080 DANBISET  Male Discontinue patient
MAMAGE Edit Patient demographics
DELEGATES/DESIGNEES Edit Patient contraception
© LisaEizevionngremme 9878543210 O4NEMDST  FMRP Aeios Pramercy
GRAM TUS Request Exemption
e il Shewing 1 1o 5 of 5 aniries Change Patient Type
Report Tanner Stage Change

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

IPLEDGE Terms of Use | Safety Noties | NonComplisnce Aztion Policy | @ 2098 iPLEDGE
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Prescriber - Manage Patients — Request Exemption button

@ H PLE DGES Welcome [DEA# or Unique 10]
I 0

Cammined o Pragaancy fravenlion Have Questions? Call our toll-free number 1-866-495.0654
- ™ ONLY WAY
HONE Exemption for Female Patients With Serious Medical Reasons
PRESCRIBER ACTIVATION

Exemption Option 1 — Tanner Stage 1 or 2@
By selecting this option | attest that all of the following apply to this patient:

ABOUT ISOTRETINOIN « Classified as Tanner Stage 1 or 2
» Mot considered to be of reproductive potential

REGISTER NEW PATIENT

ABOUT iPLEDGE « Mot currently pregnant

« | will evaluate this patient's reproductive status while receiving isotretinoin and | will notifiy the iPLEDGE Frogram
MANAGE PATIENTS within 10 business days of any change in the patient's reproductive status

PRESCRIBER INFORMATION

ORDER MATERIALS Exemption Option 2 — Expedite Start of Treatment
& By selecting this option | attest that all of the following apply to this patient:
UPDATE MY INFORMATION « Medical condition necessitates that she be exempt from the initial wait period

« Mot currently pregnant

ACCEPT PATIENT

« Required to take monthly pregnancy tests
MANAGE « Required to successfully complete monthly comprehension testing
DELEGATES/DESIGNEES

« | understand that the patient will have 7 days to fill her prescription from the date of the monthly pregnancy test
specimen collection
MY PROGRAM STATUS

FIND A PARTICIPATING

PHARMACY Exemption Option 3 — Cognitively and/or Physically Impaired

By selecting this option | attest that all of the following apply to this patient:

» Medical condition necessitates that she be exempt from the initial wait period and the monthly comprehension
testing

FAQS

ACTION REQUIRED LIST

Mot currently pregnant

Required to take monthly pregnancy tests

| understand that the patient will have 7 days to fill her prescription from the date of the monthly pregnancy test
specimen collection

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | 2016 iPLEDGE
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Prescriber - Manage Patients — Request Exemption Option Selected

®
.PLEDGE Welcome [DEA# or Unique ID]
I Logout

Commitied to Prrgnancy Prevention Have Questions? Call our toll-free number 1-866-495.-0654
- MEONLY WAY
SOME Exemption for Female Patients With Serious Medical Reasons
PRESCRIBER ACTIVATION
REGISTER NEW PATIENT
Notice!
ABOUT ISOTRETINOIN The intention of this form is to request an exemption from the IPLEDGE requirements for a non-
pregnant patient with serious medical reasons(s) who is unable to obtain an isotretinoin
. prescription by completing the requirements in the iPLEDGE Program at this time. It is NOT
AROUNREDCE intended to replace the requirements of the iPLEDGE Program.
MANAGE PATIENTS
PRESCRIBER INFORMATION Flease make certain that you maintain medical documentation supporting the reason(s) for this exemption. The
iPLEDGE Program may require a copy.
ORDER MATERIALS The medical exemption process is governed by the iPLEDGE Non-Compliance Action Policy. Intentional misuse of
the medical exemption process may result in the Permanent Deactivation from the iPLEDGE Program resulting
UPDATE MY INFORMATION in a permanent loss of isofreincin prescribing privilege.
| attest that | am both qualified and have performed the necessary medical evaluation(s) to determine that the medical
ACCEPT PATIENT exemption is appropriate for this patient based on the iIPLEDGE requirements.
MANAGE o
DELEGATES/DESIGNEES Electronic Signature
MY PROGRAM STATUS Please type your first and last name exactly as it is shown here
=insert of DB name:= in the signature box to attach your legally
FIND A PARTICIPATING binding electronic signature to this exemption request.
PHARMACY
FAQS

iPLEDGE Terms of Use | Safety Motice | Non-Compliance Action Policy | ®2016 iPLEDGE

Page 50 of 130



Prescriber - Manage Patients — Report Tanner Stage Change button

(% iPLEDGE

Committed to Pregnancy Prevention

Welcome [DEA# or Unigue [D]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—Dm

Tanner Stage 1 or 2 Classification Change Notification

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Tanner Stage 1 or 2 Classification Change Notification €

X This patient has now advanced beyond Tanner Stage 2 and all of the following apply to this patient:

Considered to be of reproductive potential

Mot currently pregnant

Now required to take manthly pregnancy tests

Now required to successfully complete monthly comprehension testing

| understand that the patient will have 7 days to fill her prescription from the date ofthe monthly pregnancy test
specimen collection

Continue Cancel

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | @ 2016 iPLEDGE
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Prescriber - Manage Patients — Status Column — Red info button - SAMPLE
Program Status Descriptions by Patient Type E

Females of Reproductive Potential
Eeaistered

This is a patient who has been entered (registered) into the system by an activated prescriber. The patient will remain in
this status for 1 month while she uses her two chosen methods of effective contraception before she can start the
qualification process for a prescription.

or

This patient did not obtain her prescription in her first 7-day prescription window, and must now wait a minimum of 19 days
between pregnancy tests (with the second pregnancy testin the first 5 days of her menstrual cycle).

ar

This patient was using abstinence to meet the requirements of the iIFLEDGE Program, but will now be using two other
methods of contraception. This patient must be on the new methods of contraception for 30 days before she can get her
next prescription.

or

This patient's risk category was previously changed from female of non-reproductive potential, but is still waiting for entry of
an initial pregnancy test.

or

A patient that was determined to be a female of reproductive potential during the registration process, but there is a
pending request to assign a risk category of female of non-reproductive potential due to special medical circumstances.

Required Action

After the required number of days (30 days if the patient was newly registered, or at least 19 days between pregnancy tests
if she did not obtain a prescription in her first 7-day prescription window), the prescriber must confirm the monthly
counseling of the patient and enter pregnancy test results for the patient using the Confirm Patient Counseling feature on
the Manage Patient screen or through the automated phone system. Entering the pregnancy test results begins the 7-day
prescription window for prescription filling and dispensing, meaning the prescription must be obtained within 7 days of the
specimen draw date for the pregnancy test. Upon confirmation of the monthly counseling and entry of the pregnancy test
results, the patient's status will change to *Required to Demonstrate Comprehension®. [fthe registration is pending review

for requested female of non-reproductive potential status, this patient cannot be confirmed until the request is reviewed and

arrantard thrannh dicrneecinn with tha iPl ENGE Pranram T all Cantar -
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Prescriber - Manage Patients — Edit Patient Demographics Button

@ = PLEDGE s Welcame [DEA# or Unique (D]
l Logout

Commitied to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—Dﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Update Patient Contact Information

Use this form to edit the Patient's contact information. To edit information not displayed on this form, please contact
the Call Center.

All fields below are required unless otherwise indicated.
First Name M1 (Optional)

Jane

Last Name

Smith

Address
123 Blue Moon St.

City
Elue BEell
State Zip
PA v 19854

Phone Number

555-555-1212

Date of Birth (MM/DDAYYYY)
04/18/1997

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | @ 2016 iPLEDGE
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP -

Confirm

(") iPLEDGE et

Cammutied 19 Progransy Prevennem Have Questions? Call our toll-free number 1 8064950654

S ORIV WAY 3

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MAMNAGE PATIENTS

PRESCRIEER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Confirm Patient Counseling

COMFIRM CONTRACEPTION FPREGMANCY RESULT FINESH

Identification Number. 3306061966
First Mame:  Jane
LastMame.  Smith

Date of Bith:  06/06/1966

| have obtalned the signed program consent form(s) from the patient

| I have counseled this patient on the following:

« Requirement to use two methods of confraception simuitaneously and continuously for at least one month prior to
initiation of isotretinoin freatment during isotretinoin freatment and for one month after discontinuing isotretinoin
treatment, unless the patient commits to continuous abstinence,

« |sofretinoin should not be shared with anyone

Elood should not be donated while taking isotretinoin

«» Pafient program requirements

|1 Checkthis box ifthis is the patients last month oftreatment

In my apinlon, this patient understands and is capable of complying with the requirements of the iIFLEDGE Program.
Yes
No

Selecting the Continue button confirms that you have provided the monthly counseling to thic patient

IPLEDGE Terms of Use | Safety Noice | Mon-Compliance Actlon Policy | © 2018 iPLEDGE
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP -

Contraception

I PLEDGE ! Welcome [DEA# or Unique 1D]
l Logout

Commined fo Pregnancy Preveniion Have Questions? Call our toll-free number 1-866-495-0654

—m

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Confirm Patient Counseling
CONFIRM CONTRACEPTION PREGNANCY RESULT FINISH
| —— | —— |

Identification Mumber: 3703091967
First Mame: Jane
LastMame: Smith

Date of Birth: ~ 03/09/11967

Please enter the methods of contraception:

Primary:

Secondary:

| have provided Contraception Counseling to this patient

Date Contraception Counseling was provided: v |/ !

or

This patient was referred to and obtained Contraception Counseling
from another Health Care Provider

Date Contraception Counseling was provided: v |/ 1

e[|

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | © 2016 iPLEDGE
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP -
Abstinence selected as Primary — Confirmation of Important Message

@ ‘PLEDGE 2 Welcome [DEA# or Unique 1D]
I [

Committed 1o Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

—Dﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Confirm Patient Counseling

CONFIRM CONTRACEFTION PREGMANCY RESULT FINISH
| Pe—— ——

Identification Mumber: 3703091967
FirstMame: Jane
LastMame: Smith

Date of Birth:  03/09/1967

FPlease enter the methods of contraception:

Primary:

Abstinence v

Important Information X

» | confirm that my patient understands that abstinence means that she will not have sex or sexual contact with
any male, 24 hours a day, 7 days a week. She has been informed to tell me immediately if she decides notto
be abstinent.

« One ofthe most common reasons that women get pregnantis that they engage in sexual activity when they
have planned to be abstinent.

Cancel ‘ ‘ Back

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ®2016 iPLEDGE

A secondary method will not be allowed to be entered if abstinence is selected as the primary method.
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP - Did
not fill Rx in previous window — Message

O

iPLEDGE

Cammitted to Pregnancy Provention

Welcome [DEA# or Unique 1D]
ut

Logout
Have Questions? Call our toll-free number 1-866-495-0654

—Dﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UFPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS/ HOW TO’S

ACTION REQUIRED LIST

Confirm Patient Counseling

CONFIRM CONTRACEFTION PREGMNANCY RESULT FINISH
S
Identification Number: 3703091367
FirstName: Jane
LastName:  Smith
Date of Birth: ~ 03/09/1967

More Information

|

iIPLEDGE has no record of this patient filling a prescription in their previous prescription window. Did this patient

fill their prescription during this previous prescription window?
Yes
No

(| do not know

iPLEDGE Terms of Use | Safety Motice | MNon-Compliance Action Policy | ©2016 iPLEDGE

Cancel
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP —

Pregnancy Result

@ i PLEDGE ] Welcome [DEA# or Unique [D]
l Logout

Comminted o Pregnoncy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—Dm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Confirm Patient Counseling

CONFIRM CONTRACEFTION PREGNANCY RESULT FINI5H

Identification Mumber: 3703091967
FirstMame: Jane
LastName:  Smith

Date of Birth: ~ 03/09/1967

Important Information X

Note — The confirmatory pregnancy test (just prior to the patient starting isotretinoin therapy) should be performed
during the first 5 days of the patient's menstrual cycle.

Cancel ‘ ‘ Back

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | 2016 iPLEDGE
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP —
Pregnancy Result (after closing of popup message)

'PLEDGES Welcome [DEA# or Unique D]
l Logout

Committed to Pregroncy Brevention Have Questions? Call our toll-free number 1 866495 0654

—Iﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Confirm Patient Counseling

CONFIRM CONTRACEPTION PREGNANCY RESULT FINI5H

Notice!

You must be in receipt of the actual laboratory pregnancy test results before entering them into the
iPLEDGE Program.

Intentionally entering a negative result in anticipation of receiving a negative laboratory resultis

Mon-Compliance (see Non-Compliance Action Policy) and may result in Permanent Deactivation
from the iPLEDGE Program resulting in a permanent loss of isotretinoin prescribing privilege.

Prescriber Diagnosis: ' Pregnant

Mot Pregnant

. - |

iPLEDGE Terms of Use | Safety Mofice | MNon-Compliance Action Policy | & 2016 iPLEDGE
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP —
Pregnancy Result (after confirming receipt of laboratory test)

®
.PLEDGE Welcome [DEA# or Unique 1D]
I Logout

Comamitted 1o Pragnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

. ™ (ONLY WAY
Confirm Patient Counseling
CONFIRM CONTRACEPTION PREGNANCY RESULT FINISH
e | | | —— |

Identification Number: 3304181997
FirstMame: Jane
LastName:  Smith

Date of Birth.  04/18/1997

Pregnancy Test Specimen collected on: w |/ I
Pregnancy Test Type: Cuantitative Serum
Qualitative Serum
' Urine
Lab Test Results: 1 Positive
Megative
Prescriber Diagnosis: Pregnant

Mot Pregnant

e ] [

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | © 2016 iPLEDGE
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP -

Finish

i PLEDGE : Welcome [DEA# or Unigue ID]
l Logout

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

—Dm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Confirm Patient Counseling

« Confirm Patient Counseling is Complete.

CONFIRM CONTRACEFTION PREGNANCY RESULT FINISH
[EE——————ESSSSser e ————

Identification Number: 3304181997
FirstMame: Jane
LastName:  Smith

Date of Birth: ~ 04/18/1997

Confirm Patient Counseling is Complete.
The patient's Program Status is Required to Demonstrate Comprehension.

The patient must answer her Comprehension questions, and then may have her prescription filled before 11.59 PM
Eastern Time on 6/7/2015.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ©®2016 iPLEDGE
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Prescriber - Manage Patients — Confirm Patient Counseling Button — Male -

Confirm

®
.PLEDGE Welcome [DEA# or Unigue 1D]
I Logout

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

- ™ ONLY WAY
Confirm Patient Counseling

CONFIRM CONTRACEPTION PREGNANCY RESULT FINIGH

Identification Mumber. 3304041914
FirstName: John
LastMame:  Smith

Date of Birth:  04/104/1914

|| I have counseled this patient on the following:

« [sofretinoin should not be shared with anyone
« Blood should not be donated while taking isotretinoin

« Patient program requirements

|| Check this box if this is the patient's last month of treatment.

In my opinion, this patient understands and is capable of complying with the requirements of the iPLEDGE Program.
Yes
No

Selecting the Continue button confirms that you have provided the monthly counseling to this patient.

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Manage Patients — Confirm Patient Counseling Button - Male -

Finish

i PLE DGE ] Welcome [DEA# or Unique [D]
l Logout

Commirted to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495 0654

—m

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Confirm Patient Counseling

« Confirm Patient Counseling is Complete.

CONFIRM CONTRACEPTION FPREGMANCY RESULT FINISH

Identification Number. 3307071977
FirstName: John
LastMame: Smith

Date of Birth:  07/0711977

Confirm Patient Counseling is Complete.
The patient's Program Status is Qualified to Receive Drug.

The patient may obtain their prescription at the pharmacy. The patient must obtain the prescription before 11:59 PM
Eastern Time on mm/ddfyyyy.

iPLEDGE Terms of Use | Safety Motice | MNon-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Manage Patients — Edit Patient Contraception Button. Patient is in
Window 1, or previous prescription window contraception selection is non-
Abstinence.

[ ] =]

PI EDGE Welcome [DEA# or Unique ID]
I Logout
Co itted to Preg ¥ P i

Have Questions? Call our toll-free number 1-866-495.0654

_ TMONLY WAY
HOME = =
Change Contraception Choices
PRESCRIBER ACTIVATION
Identification Number: 3703091967
REGISTER NEW PATIENT n— 3
irst Name: ane
ABOUT ISOTRETINOIN LastName:  Smith
ABOUT iPLEDGE Date of Birth: 03/09/1967
Current Program Status:  Required to Demonstrate Comprehension
MAMNAGE PATIENTS
PRESCRIBER INFORMATION
Current contraception methods:
ORDER MATERIALS )
Primary:
UPDATE MY INFORMATION Birth Control Fills
ACCEPT PATIENT Secoddny.
Male Latex Condom
MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS Please enter patient's new contraception methods. All fields below are required unless otherwise indicated.

FIND A PARTICIPATING Primary:
PHARMACY _ .
Birth Control Pills v
FAQS Secondary:
ACTION REQUIRED LIST Mile:Vaseciomy x

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | & 2016 iPLEDGE
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Prescriber - Manage Patients — Edit Patient Contraception Button. Patient’s
previous prescription window contraception selection is Abstinence.

. ®
PLEDGE Welcome [DEA# or Unique 1D]
I Tt

Commiticd fo Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

- TEONLY WAY

Change Contraception Choices

Identification Mumber: 3703091967
First Mame:  John
Last Mame:  Smith
Date of Birth:  03/09/1967

Current Program Status:  Required to Demonstrate Comprehension

Current contraception methods:

Primary:

Abstinence

Secondary:

None

Please enter patient's new contraception methods. All fields below are required unless otherwise indicated.

Primary:

Birth Control Pills v
Secondary:

Male Latex Condom ¥

|« | understand that switching from Abstinence requires a 30 day waiting period.

iPLEDGE Terms of llse | Safety Notice | Mon-Compliance Action Policy | @ 2016 iPLEDGE
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Prescriber - Manage Patients — Post-therapy Pregnancy Test Button — Specimen
Collection Date

@ .PLEDGEs Welcome [DEA# or Unique 1D]
I Logout

Commined to Pregnoncy Prevention Have Questions? Call our toll-free number 1-866-495.0654

—Hﬂm

HOME Enter Post-therapy Preghancy Test Results

PRESCRIBER ACTIVATION
Identification Mumber: 30111101991

REGISTER NEW PATIENT
FirstName: Jenna

ABOUT ISOTRETINOIN LastName: Jones
ABOUT iPLEDGE Date of Birth: 11101991
Current Program Status:  Permanently Lost to Follow Up
MANAGE PATIENTS
PRESCRIBER INFORMATION
Enter the Specimen Collection Date:

ORDER MATERIALS
Jun ¥ !

UPDATE MY INFORMATION

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Motice | MNon-Compliance Action Policy | @ 2016 iPLEDGE
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Prescriber - Manage Patients — Post-therapy Pregnancy Test Button — Pregnancy
Test Type

‘b

=HONLY WAY

HO- Enter Post-therapy Pregnancy Test Results

idenidcabion Mumber  J04EID01GS)

o FEsiMams.  Jane
ABOUT iPLEDGE Dt of Bt 11909960
Cument Pregyram Siakun.  PosE-Thadapy
BMAMAGE PATIENTS

PRESCRIBER IMFORMATION  Confim the Specimsn Colecton Date:
Speaman Colecton DAt rou snbened 13 S0G01E
ORDER MATERIALS

Thans reluls ol by stteted &0 an ikl Pogl-Thaisey Pregrancy Teel The 30 ey po-heragy pregnancy 83t mead kive
UPDATE MY INFORMATION B spacimen Cobechon dale o oo e 72015,

ALCCEPFT PATIENT W Confim P Spacirman Coleobon Dais
MAMNAGE Enles the Pragnaacy Tesl Roseis
DELEGATES DESIGHNEES Fregnancy Tedl Tigs & Cwantisios Seeum
Sarum nG
MY PROGRAM STATUS 0z i
FIND A PARTICIPATING & Dkl S
FHARMACY ¢ Liina
FAOS

Lab Tasl Reslls ) Fusfive
ACTION REQUIRED LIST & Nisgubvi

] [ I

WLLERG Reseh of e | ety Mclios | HenComplisags Aibies Peley | 8 008 0L D{GH
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Prescriber - Manage Patients — Post-therapy Pregnancy Test Button - Enter
Post-therapy Pregnancy Test Results - Finish

®
'PLEDGE Welcome [DEA# or Unique [D]
I Logout

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 18664950654

—Dm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Enter Post-therapy Pregnancy Test Results

These results have been successfully entered as an Initial Post-therapy Pregnancy Test. The 30 day post-therapy
pregnancy test is due with a specimen collection date on or after 7/1/2015.

iPLEDGE Terms of Use | Safety Motice | MNon-Compliance Action Policy | @206 iPLEDGE
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Prescriber - Manage Patients — Check Patient Status Button — FRP

O

HOME

PRESCRIBER ACTIVATION
REGISTER NEW PATIENT
ABOUT ISOTRETINOIN
ABOUT iPLEDGE

MANAGE PATIENTS
PRESCRIBER INFORMATION
ORDER MATERIALS
UPDATE MY INFORMATION
ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE

Committed to Pregnancy Prevention

MName:
Program Status:

Action:

Information:

June 20135

Jane Smith

Welcome [DEA# or Unique ID]

Logout

Have Questions? Call our toll-free number 1-866-495.0654

—Dﬂm

Patient Program Status as of 6/1/2015 2:44 PM Eastern Time

Required to Demonstrate Comprehension

Mo prescriber action is required at this time.

Prescripiions Filled

Before the patient can obtain her prescription, she must demonstrate her iPLEDGE comprehension
by answering guestions in the system. This can be done anytime before the 7-day prescription

window expires.

(== D s e O
1 2 3 4 5 6

i

Last day patient
may answer their
questions

More..

Key

I—] Today or future day for an active 7 day window

First day patient ~ Patient may
may answer their answer their
questions questions
More.. More..

8 9

First day patient
may have a
pregnancy test
More..

AT day window that has expired without
| prescription fill

Patient may
answer their
questions
More..

10

Patient may
answer their
questions
Iore.

"

Patient may
answer their
qguestions
More..

12

| A past day fora 7 day window

You may click on underlined text to perform the required action.

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | ©2016 iPLEDGE

Patient may
answer their
guestions
More..

13

| Action may occur on this date or any date after
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Patient Program Status Screen — More Information
" 'Hr'“m que 10}

. Patient Program Status as of 4/21/2016 2:44 PM Eastern Time
PRESCRIBER ACTIVATION
Hama rayTestily Prasciplions Eifled
REGISTER NEW PATIENT Frogram Status;  Madecally impasred Requires Confirmaton
ABOUT ISOTRETINOIN Action: Confirm Pasant
ABOUT iPLEDGE
MAMNAGE PATIENTS
Informaton: The patientmust hawve a pregnancy test and be counselad by you You must confirm this
1] i Thi

PRESCRIBER INFORMATION ?&?ﬂ'ﬁfmﬁaﬂ:"' thi Fe5ults of e pregnancy bestin the IFLEDGE Program systém. This can
S oo ]
UPDATE MY INFORMATION

This is me firs! day thal the patienl can have a pregnancy tasi performed bafors gefng an otredinain prascripon
ACCEPT PATIENT -

For a female of reproducive potental, medically impaired patient (MIF], Ihere ade two steps required for each
MANAGE prescripfon of iodnetingin
DELEGA, DESGN Th first st is for the patient ta obialin a CLLA cemfed pregnancy et 1o endune they a8 nol pregnant
MY PROGRAM STATUS The second step i counseing by the presciber The pragcriber must confiem Mis counsaling in e IPLEDGE

Program system. The resulls of ha pregnancy test will be entered in tha iIPLEDHSE Program Sysiem by the prescriber
FIND A PARTICIPATING P O o
PHARMACY ConfirmaSon, Including entening the results of the pregnancy test and confirming patient counseding in the IFLEDGE

Prosgram syitem by thi presonber creéaled e T-day plescrpBon window The T-day préscriplon windaw id me
FAGS duration of ime Mat the patiant 5 allowed o obtain this prescription if ey have successiully complated the hwo

sleps.
ACTION REQUIRED LIST Onee e prescriteen nas confinmed counseling in the IPLEDGE Frogram sysham, thie pabeni will be Cualihed o

Raceive Drug. This means the patient may obkain their prescription al the pharmacy before 1158 PM Eastem Time
on the lastday of tha T-day prascription window, The pharmacy iz not allowad fo fill or dispense he prascripiion afier
e window ends. Th dase of thir pragnancy st as &ntaned in i IPLEDGE Program System by thi presoiber
becomes Day 1 of the T-day prescriphion window.

The patent will need 1o start the two sleps oved, including another CLIA cersfed pragnancy test if the prescnphan is
nal obiained during the 7-day prescripion windaw

The expiraticn date of e curent 7-day prescipbion windos can be found on Me Fatiens Program Status paga

Once e presciitsr has enterad the pregnancy st rasults and has confimad counszeling in the [PLEDGE Program
systm, ®is caléndar will show the 7-day préscripBon window

IPLEGSE Taims of Use | Sadety Mosice | MenCompliames AcSion Policy | 03916 PLEDGE
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Prescriber - Manage Patients — Check Patient Status Button — FRP — Patient
with expired Rx window

(" iPLEDGE

aited to Py Pre

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

MName: Jenna Jones

Program Status:  Registered

Welcome [DEA# or Unigue D]

Lagout

Have Questions? Call our toll-free number 1-866-495.0654

—Hm

Patient Program Status as of 6/1/2015 3:46 PM Eastern Time

Action: Mo prescriber action is required at this time.

Prescriptions Filled

Information: This patient's 7-day prescription window expired, and it was her first window of therapy. Since her
first prescription must be preceded by two negative pregnancy tests at least 19 days apart, the
patient must wait at least 12 days beyond the end of her missed 7-day prescription window before

her next pregnancy test. This test must be in the first 5 days of her menstrual cycle.

May 2015

s | Mon | e | Wed | T | _Fi | Se |
24 25 26 27 28 29 30

Patient may Patient may
answer their answer their
questions questions
More.. More..

31

Last day patient  First day of
may answer their  required lockout
guestions More..

More:

Key

| | Today or future day for an active 7 day window

| AT day window that has expired without
| prescription fill

Patient may
answer their
questions
More..

Patient may
answer their
questions
More..

Patient may
answer their
questions
More..

A pastday for a 7 day window

You may click on underlined text to perform the required action.

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | ©2016 iPLEDGE

Patient may
answer their
questions
More..

| Action may eccur on this date or any date after
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Prescriber - Manage Patients — Check Patient Status Button — Male/FNRP

I PLEDGE ) Welcome [DEA# or Unique ID]
I Logout

Comamirted to Pragnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

L | TR

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Patient Program Status as of 6/1/2015 3:59 PM Eastern Time

Mame: Jane Smith

Prescripfions Filled

Program Status:  Qualified to Receive Drug

Action: Mo prescriber action is required at this time.
Expire Date: G/30/2015 11:59:59 PM
Infarmation: The patient may fill and pick up their prescription at the pharmacy. The patient must obtain the

prescription before 11:59 PM Eastern Time on the |ast day of the prescription window.

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Manage Patients — Re-register Patient Button

O

iPLEDGE'

Committed to Pregnancy Prevention

Welcome [DEA# or Unique D]
Logout
Have Questions? Call our toll-free number 1-866-495.0654

—Dm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Re-register Patient

CATEGORY

REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENES S IDENTIFICATION # FINISH

Determine Patient Category

Select Patient Category
Patientis a Female of Reproductive Potential (FRFP)
Patientis a Female NOT of Reproductive Potential (FNRF)

Patientis a Male

Notice!

Make sure that you are correctly classifying your patient as you may be required to provide
documentation to support your Patient's classification. Intentional falsification of Patient classification
type will result in Permanent Deactivation from the iPLEDGE Program and a permanent loss of
isotretinoin prescribing privileges.
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Prescriber - Manage Patients — Re-register Patient Button — Patient linked to a

different Prescriber

iPLEDGE

Commitied fo Pregnancy Prevention

O

Welcome [DEA# or Unique (D]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—Dm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Re-register Patient

CATEGORY FINISH

REVIEW PREGMNANCY RESULT  PATIENT INFO: UNIGUENES S IDENTIFICATION #

Determine Patient Category

Select Patient Category
» Patientis a Female of Reproductive Potential (FRP)
Patient is a Female NOT of Reproductive Potential (FNRP)

Patientis a Male

Notice!

IMake sure that you are correctly classifying your patient as you may be required to provide
documentation to support your Patient's classification. Intentional falsification of Patient classification
type will result in Permanent Deactivation from the iPLEDGE Program and a permanent loss of
isotretinoin prescribing privileges.
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Prescriber - Manage Patients — Re-register Patient Button — FRP — In-Office
Pregnancy Test Results

®
i PLEDGE Welcome [DEA# or Unigue 1D]
l Logout

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—m

HOME = =
Re-register Patient

PRESCRIBER ACTIVATION

CATEGORY REVIEW PREGMNANCY RESULT  PATIENT INFO UNIQUENESS IDENTIFICATION # FINISH
REGISTER NEW PATIENT ) | | —
ABOUT ISOTRETINOIN Enter In-Office Pregnancy Test Results:
ABOUT iPLEDGE All fields below are required unless otherwise indicated.

In-Office Pregnancy Test Result:
MANAGE PATIENTS

In-Office Pregnancy Test is Positive

PRESCRIBER INFORMATION In-Office Pregnancy Test is Negative

ORDER MATERIALS Date of In-Office Positive or Negative Pregnancy Test (MMDDYYYY)

UPDATE MY INFORMATION

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST
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Prescriber - Manage Patients — Re-register Patient Button — FRP — Patient

Information

(" iPLEDGE

Committed to Pregnancy Prevention

Welcome [DEA# or Unigue [D]
Logout

Have Questions? Call our toll-free number 1-866-495.0654

—ﬂﬂm

HOME

PRESCRIEER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Re-register Patient

CATEGORY REVIEW PREGNANCY RESULT

Enter Patient information:

All fields below are required unless otherwise indicated.

First Name I (Optional)

Jenna

Last Mame

Jones

Address
421 Seabrook Road

City
Blue Bell
State Zip
PA L4 19854

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ®2016 iPLEDGE
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Prescriber - Manage Patients — Re-register Patient Button — FRP — Patient

Information

O

iPLEDGE

Committed fo Pregnancy Prevention

Welcome [DEA# or Unique 1D]
Logout

Have Questions? Call our toll-free number 1-866-495-0654

—Hm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIEBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Re-register Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFC UNIGUENESS

Enter Patient Information for Jenna Jones - continued:

All fields below are required unless otherwise indicated.

Phone Mumber

2155221212

Ext (Optional)

Email (Optional)

jennaj@email com

Date of Birth (MM/DD/YYYY)
3772000

Last Four Digits of Social Security Number
7542

|| Check this box ifthe patient doesn't have a social security number.

Preferred Method of Communication

Email v

|| I have obtained the signed program consent form(s) from the patient.

IDENTIFICATION # FINISH

Cancel ‘ | Back
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Prescriber - Manage Patients — Re-register Patient Button — FRP — Patient

Information Review

(" iPLEDGE’

Committed o Pregnancy Prevention

Welcome [DEA# or Unique ID]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—Dm

HOME Re-register Patient

PRESCRIBER ACTIVATION

CATEGORY REVIEW

REGISTER NEW PATIENT
ABOUT ISOTRETINOIN Patient Information Review:

ABOUT iPLEDGE

Address:

MANAGE PATIENTS

Phone Mumber:

PRESCRIBER INFORMATION

Email:

PREGNANCY RESULT

Patient Name:

PATIENT INFO UNIGUENES S IDENTIFICATION # FINISH

Jenna Jones
421 Seabrook Road, Blue Bell, PA 19854
215-5221212

jennaj@email.com

ORDER MATERIALS Preferred Method of Communication:  Email
UPDATE MY INFORMATION DaRErtne S
Last Four Digits of Social Security Number: 7542
ACCEPT PATIENT
| have obtained the signed program consent form(s) from the patient.
MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING

Cancel| ‘ ‘ Back

PHARMACY

FAQS

ACTION REQUIRED LIST
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Prescriber - Manage Patients — Re-register Patient Button — FRP — Finish

I PLE DGE : Welcome [DEA# or Unigue ID]
I Logout

Commirted to Pragnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—Hm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Re-register Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENESS IDENTIFICATION # FINISH

Patient Registration is complete for Jenna Jones.
Patient may use their current Patient ID and Password.

This patient has a 20 day wait period before she can be confirmed. This 30 day wait period begins
on the date of registration. You may confirm this patient on or after 7/1/2015.

Do not give the patient a prescription to fill until after you provide this confirmation.
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Prescriber - Manage Patients — Re-register Patient Button — FNRP

O

iPLEDGE

Commiticd fo Pregnancy Prevention

Welcome [DEA# or Unique D]
Logout
Have Questions? Call our toll-free number 1-866-495 0654

—m

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Re-register Patient

CATEGORY

REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENESS IDENTIFICATION # FINISH

Determine Patient Category

Select Patient Category
Patient is a Female of Reproductive Potential (FRP)
« Patientis a Female NOT of Reproductive Potential (FMNRP)

Patientis a Male

Notice!

Malke sure that you are correctly classifying your patient as you may be required to provide
documentation to support your Patient's classification. Intentional falsification of Patient classification
type will resultin Permanent Deactivation from the iPLEDGE Program and a permanent loss of
isotretinoin prescribing privileges.
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Prescriber - Manage Patients — Re-register Patient Button — FNRP — Determine

Patient Category

Welcome [DEA# or Unique 1D]

() iPLEDGE L

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Have Questions? Call our toll-free number 1-866-495.0654

- ™ONLY WAY
Re-register Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUEMESS IDENTIFICATION # FINISH
|

Determine Patient Category:

You have indicated that this patientis a female. The questions that follow will assign a risk category to this female
patient, based on her reproductive potential according to the requirements of the iPLEDGE Program.

All famale patients are considered Female of Reproductive Potential (FRP) unless one or more of the following applies:
1. Patient has had a hysterectomy

2. Patient has had a bi-lateral oophorectomy

3. Patient is post-menopausal

Please note that the following conditions DO NOT gualify a patient to be moved from the FRP risk category.

- Tubal Sterilization

- Male Vasectomy

- Abstinence

- Patient has not had her first period (pre-menarche)

- Patientis currently in menopause (but not yet post-menopausal)

Please acknowledge your understanding of the qualification criteria as presented to proceed with assigning a risk

category to this patient.
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Prescriber - Manage Patients — Re-register Patient Button — FNRP — Determine
Patient Category — Question 1 of 3

®
i PLE DGE Welcome [DEA# or Unique [D]
l Logout

Cammined to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—Dm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Re-register Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENES S IDENTIFICATION # FINISH

Determine Patient Category:

Has patient had a hysterectomy?

Yes

No

Notice!

Make sure that you are correctly classifying your patient as you may be required to provide documentation
to support your Patient's classification. Intentional falsification of Patient classification type will result in
Permanent Deactivation from the iPLEDGE Program and a permanent loss of isotretinoin prescribing
privileges.

Cancel Continue
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Prescriber - Manage Patients — Re-register Patient Button — FNRP — Determine
Patient Category — Question 2 of 3

®
.PLEDGE Welcome [DEA# or Unique [D]
l Logout

Committed to Prignancy Prevention Have Questions? Call our toll-free number 1-866-495-0654
- ™ONLY WAY
HOME = =
Re-register Patient
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGMANCY RESULT  PATIENT INFO UNIGUENESS IDENTIFICATION # FINISH
REGISTER NEW PATIENT |
ABOUT ISOTRETINOIN
Determine Patient Category:
ABOUT IPLEDGE
Has patient had a bi-lateral oophorectomy?
MANAGE PATIENTS Yes
PRESCRIBER INFORMATION No
ORDER MATERIALS
jcel
UPDATE MY INFORMATION Notice!
IMake sure that you are correctly classifying your patient as you may be required to provide documentation
ACCEPT PATIENT to support your Patient's classification. Intentional falsification of Patient classification type will resultin
Permanent Deactivation from the iPLEDGE Program and a permanent loss of isotretinoin prescribing
privileges.
MANAGE
DELEGATES/DESIGNEES
MY PROGRAM STATUS "
Cancel
FIND A PARTICIPATING
PHARMACY
FAQS

ACTION REQUIRED LIST
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Prescriber - Manage Patients — Re-register Patient Button — FNRP — Determine
Patient Category — Question 3 of 3

2 PLEDGE = Welcome [DEA# or Unique ID]
l Logout

Committed te Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

—Dﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Re-register Patient

CATEGORY REVIEW FPREGNANCY RESULT  PATIENT INFO UNIGQUENE 55 IDENTIFICATION # FINISH

Determine Patient Category:

For the iPLEDGE Frogram, a woman is considered post-menopausal upon cessation of previously occurring menses as
a result of ovarian failure with documentation of hormaonal deficiency by a certified healthcare provider. {i.e.
spontaneous menopause)

Hormonal deficiency should be properly documented in the case of spontaneous menopause as follows:

1. lf age = 54 years and with the absence of normal menses: Serum FSH (Follicle Stimulating Hormone) level elevated
to within the post-menopausal range based on the laboratory reference range where the hormonal assay is
performed.

2. Ifage < 54 years and with the absence of normal menses: Negative serum or urine -hCG with concurrently elevated
serum FSH (Follicle Stimulating Hormone) level in the post-menopausal range, depressed estradiol (E2) level in the
post-menopausal range, and absent serum progesterone level, based on the laboratory reference ranges where the
hormonal assays are performed.

Using the definition above, is this patient post-menopausal?

Yes

No

Notice!

Make sure that you are correctly classifying your patient as you may be required to provide documentation
to support your Patient's classification. Intentional falsification of Patient classification type will resultin
Permanent Deactivation from the iPLEDGE Program and a permanent loss of isotretinoin prescribing
privileges.
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Prescriber - Manage Patients — Re-register Patient Button — FNRP — System
determines Patient Category as FRP

®
I PLEDGE Welcome [DEA# or Unique 1D]
I Logout

Committed fo Prrgnancy Prevention Have Questions? Call our toll-free number 1866495 0654

ALY WA

HOME = =
Re-register Patient
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIQUENESS ~ IDENTIFICATION # FINISH
REGISTER NEW PATIENT | | A —— |
ABOUT ISOTRETINOIN
Review Patient Category:
ABOUT IPLEDGE
Based on your responses the iPLEDGE Program system has categorized this patient as follows:
MAMNAGE PATIENTS Fatientis a Female of Reproductive Potential (FRP)
Based on the following criteria:
PRESCRIBER INFORMATION
Is patienta Male? Mo
ORDER MATERIALS Has patient had a hysterectomy? Mo
Has patient had a bi-lateral cophorectomy? Mo
UPDATE MY INFORMATION : -
Is this patient post-menopausal? Mo
ACCEPT PATIENT
To confirm the patient category and proceed, click Continue.
MANAGE To change your respanses, click Back.
DELEGATES/DESIGNEES Ifyour responses are correct, but you still believe this patientto be a Female of NON-Reproductive Potential, click
Request FNRP Status.
MY PROGRAM STATUS
FIND A PARTICIPATING
PHARMACY
FAQS

ACTION REQUIRED LIST
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Prescriber - Manage Patients — Re-register Patient Button — Request FNRP

Status

®
.PLEDGE Welcome [DEA# or Unigue 1D]
! e

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 18664950654
- ™ONLY WAY
Re-register Patient
CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENESS  IDENTIFICATION # FINISH
| | S —
Review Patient Category:
{ S\

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Notice!

Your responses indicate that this patient should be registered as a Female of Reproductive Potential
(FRP). However you are requesting to register this patient as a Female NOT of Reproductive Potenti
(FNRP). This must be due to an unusual circumstance or unique medical condition not covered in
the definition of FNRP for the iPLEDGE Program.

The following are not reasons to register a patient as an FNRP. and requests based on these reasons will be denied.

- Tubal Sterilization

- Male Vasectomy

- Abstinence

- Patient has not had her first period (pre-menarche)

- Patientis currently in menopause (but not yet post-menopausal)

Please contact the Call Center at 1-866-495-0654 to provide further information. You may be required to provide
documentation to support this request.

Ifthis request is denied, the patientwill need to be re-registered after a negative pregnancy test. Isotretinoin therapy
can only begin 30 days from the date the patient is re-registered.

e |
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Prescriber - Manage Patients — Re-register Patient Button — FNRP — Patient
Information

@ .PLEDGES Welcome [DEA# or Unique I1D]
I Logout

Committed to Prigrancy Prevention Have Questions? Call our toll-free number 1866495 0654

N mONLYWAY g

i Re-register Patient
PRESCRIBER ACTIVATION

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENESS IDENTIFICATION # FINISH
REGISTER NEW PATIENT | | T———
ABOUT ISOTRETINOIN Enter Patient Information:
ABOUT iPLEDGE All fields below are required unless otherwise indicated.
First Name MI (Optional)
MANAGE PATIENTS
Jane
PRESCRIBER INFORMATION
Last Name
ORDER MATERIALS Smith
UPDATE MY INFORMATION Address
1 Turnpike Way
ACCEPT PATIENT
Suite 1
MANAGE
DELEGATES/DESIGNEES City
MY PROGRAM STATUS Naga
FIND A PARTICIPATING S p
PHARMACY MD v 40517

FAQS

ACTION REQUIRED LIST
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Prescriber - Manage Patients — Re-register Patient Button — FNRP — Patient

Information

O

iPLEDGE

Committed to Prignancy Prevention

Welcome [DEA# or Unigue D]
Logout

Have Questions? Call our toll-free number 1-866-495 0654

—Dm

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MAMNAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Re-register Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIQUENESS

Enter Patient Information for John Smith - continued:

All fields below are required unless otherwise indicated.

Phone Mumber

1231231231

Ext (Optional)

Email (Optional)

email@email.com

Date of Birth (MM/DDYYYY)
8/28/1968

Last Four Digits of Social Security Number
1968

|| Check this hox ifthe patient doesn't have a social security number.

Preferred Method of Communication
U.5. Mail v

[ I'have obtained the signed program consent farm from the patient.

IDENTIFICATION # FINISH

Cancel| ‘ ‘ Back
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Prescriber - Manage Patients — Re-register Patient Button — FNRP — Patient

Information Review

(% iPLEDGE

Committed fo Prignancy Prevention

Welcome [DEA# or Unique (D]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—ﬂm

R Re-register Patient
PRESCRIBER ACTIVATION

CATEGORY REVIEW PREGNANCY RESULT

REGISTER NEW PATIENT
ABOUT ISOTRETINOIN Patient Information Review:

ABOUT iPLEDGE

Address:

MANAGE PATIENTS

Phaone Number:

PRESCRIBER INFORMATION

Email:

ORDER MATERIALS

UPDATE MY INFORMATION

Last Four Digits of Social Security Number:

ACCEPT PATIENT

PATIENT INFO

Patient Name:

Preferred Method of Communication:

Date of Birth:

UNIGUENES § IDENTIFICATION # FINISH

John Smith

123 Test Testing, PW 12345
123123121
email@email.com

U.S. Mail

8/28/1968

1968

| have obtained the signed program consent form from the patient.

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

Cancel

FIND A PARTICIPATING

| ‘ Back

PHARMACY

FAQS

ACTION REQUIRED LIST
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Prescriber - Manage Patients — Re-register Patient Button — Request FNRP

Status — Finish

@ .PLEDGEs Welcome [DEA# or Unique 1D]
I Logout

Committed 1o Prignancy Prevention Have Questions? Call our toll-free number 1866495 0654

—Dﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Re-register Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENESS IDENTIFICATION # FINISH

Patient Jane Smith.
Patient may use their current Patient ID and Passwaord.

Registration is not complete until this request for FMRP status is approved by iPLEDGE. This Patient will not be able to
start therapy until approved as a FNRP, or until you registered the patient as a FRP,

Please contactthe Call Center at 1-366-495-0654 to provide further information. You may be required to provide
documentation to support this request.

Select the Finish button to complete this portion of the patient's registration.
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Prescriber - Manage Patients — Re-register Patient Button —- MALE

O

iPLEDGE

Commitied fo Pregnancy Prevention

Welcome [DEA# or Unigue 1D]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—ﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Re-register Patient

CATEGORY
e —

REVIEW PREGNANCY RESULT  PATIENT INFO UNIQUENES S IDENTIFICATION # FINISH

Determine Patient Category

Select Patient Category
FPatient is a Female of Reproductive Potential (FRF)
Patientis a Female NOT of Reproductive Potential (FNRP)

» Patientis a Male

Notice!

Make sure that you are correctly classifying your patient as you may be required to provide
documentation to support your Patient’s classification. Intentional falsification of Patient classification
type will resultin Permanent Deactivation from the iPLEDGE Program and a permanent loss of
isotretinoin prescribing privileges.
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Prescriber - Manage Patients — Re-register Patient Button —- MALE — Patient

Information

(" iPLEDGE

Committed to Pregnancy Prevention

Welcome [DEA# or Unique [D]
Logout
Have Questions? Call our toll-free number 1-866-495.0654

—lm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Re-register Patient

CATEGORY REVIEW PREGNANCY RESULT

Enter Patient Information:

All fields below are required unless otherwise indicated.

First Name Il (Optional)

John

Last Mame
Smith

Address
123 Test

City
Testing

State Zip
PW v 12345

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Manage Patients — Re-register Patient Button —- MALE — Patient
Information

®
.PLEDGE Welcome [DEA# or Unique 1D]
I Logout

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495 0654
HOME = =
Re-register Patient
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGMANCY RESULT  PATIENT INFO UNMIQUENESS  IDENTIFICATION # FINISH
REGISTER NEW PATIENT [ Jme— | E— | e | [
ABOUT ISOTRETINOIN Patient Information Review:
ABOUT iPLEDGE Patient Name: John Smith

Address: 123 Test Testing, PW 12345
MANAGE PATIENTS

Phone Number:  123-123-1231

PRESCRIBER INFORMATION " _ .
Email: email@email.com

ORDER MATERIALS Preferred Method of Communication:  U.S. Mail

UPDATE MY INFORMATION s ERRE. SIS

Last Four Digits of Social Security Number. 1968
ACCEPT PATIENT
| have obtained the signed program consent form from the patient.

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

e ] [
FIND A PARTICIPATING

PHARMACY

FAQS

ACTION REQUIRED LIST
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Prescriber - Manage Patients — Re-register Patient Button — MALE — Finish

@ iPLEDGEE Welcome [DEA# or Uniqﬁgﬂ

Comminted o Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—ﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Re-register Patient

CATEGORY REVIEW PREGNANCY RESULT  PATIENT INFO UNIGUENESS  IDENTIFICATION # FINISH
/| | S | G ———— | — | [ ———— | S— | ——

Patient Registration is complete for John Smith.
Patient may use their current Patient ID and Password.

Before John Smith can fill a prescription, you must confirm patient counseling in the system. Please click the Continue

button below to start the confirmation process.

Notice!

Make sure that you are correctly classifying your patient as you may be required to provide documentation
to support your Patient's classification. Intentional falsification of Patient classification type will resultin
Permanent Deactivation from the iPLEDGE Program and a permanent loss of isotretinoin prescribing
privileges.

Otherwise select the Finish button to complete John Smith's registration. Note: You may confirm John Smith's ata later

date using the Manage Patients screen.
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Prescriber - Manage Patients — Change Patient Type Button — Change to FRP

®
.PLE DGE Welcome [DEA# or Unique [D]
l Logout

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

—lm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOQIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Change Patient Type

CATEGORY REVIEW PREGNANCY RESULT FINIEH

|
Determine Patient Category:

Select Patient Category.
« Patientis a Female of Reproductive Potential (FRP)

Patientis a Female NOT of Reproductive Potential (FNRP)
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Prescriber - Manage Patients — Change Patient Type Button — Change to FRP —

No PT Results

@ i PLEDGE . Welcome [DEA# or Unique (D]
I Logout

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-B66-495.0654

—m

HOME

PRESCRIEER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Change Patient Type

CATEGORY REVIEW PREGNANCY RESULT FINISH
e || —— ] —

Enter In-Office Pregnancy Test Results. All fields below are required unless otherwise indicated.

In-Office Pregnancy Test Result:

» Mo Pregnancy Test Result
In-Office Pregnancy Test is Positive
In-Office Pregnancy Test is Negative

Date of Positive or Negative in-Office Pregnancy Test (MM/DD/YYYY)
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Prescriber - Manage Patients — Change Patient Type Button — Change to FRP —
No PT Results — Finish

®
.PLEDGE Welcome [DEA# or Unigue D]
! e

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 18664950654

PRESCRIEER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

- ™ONLY WAY

Change Patient Type

CATEGORY REVIEW PREGNANCY RESULT FINISH
e | | S — | I ——

Patient MName:  Jane Smith
Patient Type has been changed to:  Female of Reproductive Potential (FRP)

Program Status has been changed to:  Registered

Patient may use their current Patient ID and Password

Patient must be given a pregnancy test before beginning a new course of treatment. After a pregnancy test has been
administered, return to the Manage Patients screen and selectthe Complete Change Patient Type button to enter the
pregnancy test results. The date the pregnancy test is entered will be the date of registration for the new course of
treatment.

Patient must wait at least 30 days after the date of registration before she can start the process for the first prescription.
The patient's next pregnancy test after the 30 day wait is over should be done during the first 5 days of her menstrual
period.

Remind this patient to use two methods of contraception.
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Prescriber - Manage Patients — Change Patient Type Button — Change to FRP —
Negative Pregnancy Test Results

@ i PLEDGE : Welcome [DEA# or Unique 1D]
l Logout

Commitied fo Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—ﬂm

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Change Patient Type

CATEGORY REVIEW PREGNANCY RESULT FINISH

| —— | | — |
Enter In-Office Pregnancy Test Results. All fields below are required unless otherwise indicated.

In-Office Pregnancy Test Result:

Mo Pregnancy Test Result

In-Office Pregnancy Test is Positive
» In-Office Pregnancy Testis Negative

Date of Positive or Negative in-Office Pregnancy Test (MM/DDYYYY)
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Prescriber - Manage Patients — Change Patient Type Button — Change to FRP —
Negative PT Results — Finish

@ .PLEDGES Welcome [DEA# or Unique (D]
I Logout

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-B66-495.0654

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT IiPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

- ™ONLY WAY

Change Patient Type

CATEGORY REVIEW PREGNANCY RESULT FINISH
] [T | )
Patient Mame:  Jane Smith
Patient Type has been changed to:  Female of Reproductive Potential (FRP)

Program Status has been changed to.  Registered

Patient may use their current Patient ID and Password

A new course of treatment has been initiated. This patient has a 30 day wait period before she can be confirmed. You
may confirm this patient on or after 7/1/2015.

A second pregnancy testis required when the patient is confirmed.

For patients with regular menstrual cycles, the second pregnancy test should be done during the first 5 days of the
menstrual period immediately preceding the beginning of isotretinoin therapy, and after the patient has used 2 methods
of contraception for 1 month.

For patients with amenorrhea, irregular cycles, or using a contraceptive method that precludes withdrawal bleeding, the

second pregnancy test must be done immediately preceding the beginning of isotretinoin therapy and after the patient
has used 2 methods of contraception for 1 month.
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Prescriber - Manage Patients — Change Patient Type Button — Change to FNRP

I PLEDGEE Welcome [DEA# or Unique 1D]
I Logout

Committed to Pregnoncy Prevention Have Questions? Call our toll-free number 1-866-495.0654

—Hﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Change Patient Type

CATEGORY REVIEW PREGNANCY RESULT FINISH

|
Determine Patient Category

Select Patient Category
Patient is a Female of Reproductive Potential (FRP)

» Patientis a Female NOT of Reproductive Potential (FNRFP)
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Prescriber - Manage Patients — Change Patient Type Button — Change to FNRP —
Determine Patient Category

@ ®
PLEDGE Welcome [DEA# or Unigue 1D]
I Locout

Committed 1o Pregnancy Preventian Have Questions? Call our tollfree number 1-866-495-0654

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

- TONLY WAY

Change Patient Type

CATEGORY REVIEW PREGNANCY RESULT FINIEH

|
Determine Patient Category:

You have indicated that this patient is a female. The guestions that follow will assign a risk category to this female
patient, based on her reproductive potential according to the requirements of the iFLEDGE Frogram.

All female patients are considered Female of Reproductive Potential (FRP) unless one or mare of the following applies:
1. Patient has had a hysterectomy

2. Patient has had a bi-lateral oophorectomy

3. Patient is post-menopausal
Flease note that the following conditions DO MOT gualify a patient to be moved from the FRP risk category.

- Tubal Sterilization

- Male Vasectomy

- Abstinence

- Patient has not had her first period (pre-menarche)

- Patientis currently in menopause (but not yet post-menopausal)

Please acknowledge your understanding of the qualification criteria as presented to proceed with assigning a risk

category to this patient.
Cancel | Acknowledge
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Prescriber - Manage Patients — Change Patient Type Button — Change to FNRP —
Determine Patient Category — Question 1 of 3

@ .PLEDGED Welcome [DEA# or Unique 1D]
I Fraiis

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

. ™ (ONLY WAY
Change Patient Type

CATEGORY REVIEW PREGNANCY RESULT FINI5H

—
Determine Patient Category:

Has patient had a hysterectomy?
Yes

No

Notice!

Malke sure that you are correctly classifying your patient as you may be required to provide documentation
to support your Patient’s classification. Intentional falsification of Patient classification type will result in
Permanent Deactivation from the iPLEDGE Program and a permanent loss of isotretinoin prescribing
privileges.
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Prescriber - Manage Patients — Change Patient Type Button — Change to FNRP —
Determine Patient Category — Question 2 of 3

.PLEDGEs Welcome [DEA# or Unique D]
! P

Committed io Pregnoncy Prevention Have Questions? Call our toll-free number 1-866-495-0654
SO MONLY WAY
HOME =
Change Patient Type
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGNANCY RESULT FINISH
REGISTER NEW PATIENT |
ABOUT ISOTRETINOIN Determine Patient Category:
ABOUT iPLEDGE Has patient had a bi-lateral oophorectomy?
Yes
MANAGE PATIENTS
No
PRESCRIBER INFORMATION
ORDER MATERIALS Notice!
Make sure thatyou are correctly classifying your patient as you may be required to provide documentation
UPDATE MY INFORMATION to support your Patient's classification. Intentional falsification of Patient classification type will resultin
Permanent Deactivation from the iPLEDGE Program and a permanent loss of isotretinoin prescribing
rivileges.
ACCEPT PATIENT S
MANAGE
DELEGATES/DESIGNEES
[ oomime |
MY PROGRAM STATUS
FIND A PARTICIPATING
PHARMACY
FAQS

ACTION REQUIRED LIST
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Prescriber - Manage Patients — Change Patient Type Button — Change to FNRP —
Determine Patient Category — Question 3 of 3

@ iPLEDGEs Welcome [DEA# or Lfniqlije Iﬁ

Committed to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495 0654

o ™ ONLY WAY

HOME =

Change Patient Type
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGNANCY RESULT FINISH

REGISTER NEW PATIENT |

ABOUT ISOTRETINOIN Determine Patient Category:

ABOUT iPLEDGE For the iPLEDGE Program, a woman is considered post-menopausal upon cessation of previously occurring menses as

a result of ovarian failure with documentation of hormaonal deficiency by a certified healthcare provider (i.e.
spontaneous menopause)

MANAGE PATIENTS
Hormonal deficiency should be properly documented in the case of spontaneous menopause as follows:

PRESCRIBER INFORMATION
1. lfage = 54 years and with the absence of normal menses: Serum FSH (Follicle Stimulating Hormone) level elevated

to within the post-menopausal range based on the laboratory reference range where the hormonal assay is
ORDER MATERIALS bl ? . o 2 >

2.Ifage = 54 years and with the absence of normal menses: Negative serum or urine -hCG with concurrently elevated
serum FSH (Follicle Stimulating Hormone) level in the post-menopausal range, depressed estradiol (E2) level in the
post-menopausal range, and absent serum progesterone level, based on the laboratory reference ranges where the

UPDATE MY INFORMATION

ACCEPT PATIENT hormonal assays are performed.

MANAGE Using the definition above, is this patient post-menopausal?

DELEGATES/DESIGNEES Yeg

MY PROGRAM STATUS No

FIND A PARTICIPATING ical

PHARMACY Notice!
Make sure that you are correctly classifying your patient as you may be required to provide documentation

FAQS to support your Patient's classification. Intentional falsification of Patient classification type will resultin
Permanent Deactivation from the iPLEDGE Program and a permanent loss of isotretinoin prescribing
privileges.

ACTION REQUIRED LIST
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Prescriber - Manage Patients — Change Patient Type Button — Change to FNRP —
Determine Patient Category — Review

Welcome [DEA# or Unique D]

("% iPLEDGE o

Committed to Prignancy Prevention

Have Questions? Call our toll-free number 1-866-495-0654

—Hm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Change Patient Type

CATEGORY REVIEW
S | S — |

PREGNANCY RESULT FINISH

Review Patient Category:

Based on your responses the iPLEDGE Program system has categorized this patient as follows:
Fatientis a Female of Reproductive Potential (FRP)

Based on the following criteria:

Has patient had a hysterectomy? Mo
Has patient had a bi-lateral oophorectomy? Mo
Is this patient post-menopausal? Mo

To confirm the patient category and proceed, click Continue.
To change your responses, click Back.
[fyour responses are correct, but you still believe this patient to be a Female of NON-Reproductive Potential, click

Request FNRP Status.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | © 2016 iPLEDGE

Page 105 of 130



Prescriber - Manage Patients — Change Patient Type Button — Change to FNRP —
Determine Patient Category — Review

1]
.PLEDGE Welcome [DEA# or Unique 1D]
I Logout

Committed fo Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495.0654

- MEONLY WAY

HOME =
Change Patient Type
PRESCRIBER ACTIVATION
CATEGORY REVIEW PREGNANCY RESULT FINISH

REGISTER NEW PATIENT [ ——  {E——— |
ABOUT ISOTRETINOIN Review Patient Category:
ABOUT iPLEDGE Based on your responses the iPLEDGE Program system has categorized this patient as follows:

Patient is a Female of NON-Reproductive Potential (FNRP)
MANAGE PATIENTS Based on the following criteria:
PRESCRIBER INFORMATION lspatientaitaie? Na

Has patient had a hysterectomy? Yes

ORDER MATERIALS Has patient had a bi-lateral oophorectomy? Yes
UPDATE MY INFORMATION Is this patient post-menopausal? Yes

To confirm the patient category and proceed, click Continue.
ACCEET CATIENY To change your responses, click Back.
MANAGE
DELEGATES/DESIGNEES 4

Notice!
MY PROGRAM STATUS Make sure that you are correctly classifying your patient as you may be required to provide documentation
to support your Patient's classification. Intentional falsification of Patient classification type will result in

FIND A PARTICIPATING E:ahrrr:'ll:gr:srtt Deactivation from the iPLEDGE Program and a permanent loss of isotretinoin prescribing
PHARMACY
FAQS
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Prescriber - Manage Patients — Change Patient Type Button — Change to FNRP —
Determine Patient Category — Request FNRP

(% iPLEDGE’

Commitied fo Pregnancy Prevention

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Welcome [DEA# or Unique D]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

™ONLY WAY

Change Patient Type

CATEGORY REVIEW
——  {——]

PREGNANCY RESULT FINIEH

Review Patient Category:

Notice!

Your responses indicate that the patient should be registered as a Female of Reproductive Potential
(FRP). However, you are requesting to register this patient as a Female NOT of Reproductive Potential
(FMRP). This must be due to an unusual circumstance or unique medical condition not covered in
the definition of FNRP for the iPLEDGE Program.

The following are not reasons to register a patient as an FNRP. and requests based on these reasons will be denied.

- Tubal Sterilization

- Male Vasectomy

- Abstinence

- Patient has not had her first period (pre-menarche)

- Patient is currently in menopause (but not yet post-menopausal)

Please contact the Call Center at 1-866-495-0654 to provide further information. You may be required to provide
documentation to support this request.

[fthis request is denied, the patient will need to be re-registerad after a negative pregnancy test. sotretinoin therapy
can only begin 30 days from the date the patient is re-registerad.

#
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Prescriber - Manage Patients — Change Patient Type Button — Change to FNRP —
Determine Patient Category — Request FNRP — Finish

.PLEDGEs Welcome [DEA# or Unique (D]
! e

Commirted to Pregnoncy Prevention Have Questions? Call our toll-free number 1-866-495.0654

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

- T™ONLY WAY

Change Patient Type

CATEGORY REVIEW PREGNANCY RESULT FINIEH

Patient Jane Smith.
Patient may use their current Patient ID and Password.

Registration is not complete until the request for FNRP status is approved by the iPLEDGE Program. This patient will not
be able to start therapy until approved as a FNRP or until you register the patient as a FRP.

Please contactthe Call Center at 1-866-495-0654 to provide further information. You may be required to provide
documentation to suppart this request.

Select the Finish button to complete this portion of the patient's registration.
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Prescriber - Manage Patients — Discontinue Patient Button — Discontinue

Reasons

I PLEDGE ] Welcome [DEA# or Unique 10]
I Logout

Commirted to Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—Ilm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Discontinue Patient

All fields below are required unless otherwise indicated.

PatientID: 3911101993
First Name: Jane
LastMame:  Smith

Date of Birth: 11101993

The iPLEDGE Program system has no record of a prescription being filled for this patient. Do you believe this patient has
taken isotretinoin during this course of therapy?

) Yes
MNo

(& Mot Sure

Discontinue Reason:

Patient Completed Therapy v
Patient Completed Therapy

Patient is Lost to Follow Up
Pregnancy
Patient has Insurance Considerations

Patient Mever Started Therapy N
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Prescriber - Manage Patients — Report Pregnancy Button

(" iPLEDGE

Committed fo Pregnancy Prevention

Welcome [DEA# or Unigue [D]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—Dm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Report Pregnancy

Identification Number:
First Name:

Last Name:

Date of Birth:

Current Program Status:

Enter the Specimen Collection Date:

May v /28 1/ 2015

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | & 2016 iPLEDGE

3304181997
Jane

Smith
041181997

Registered
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Prescriber - Manage Patients — Report Pregnancy Button

(% iPLEDGE’

Committed to Pregnancy Prevention

Welcome [DEA# or Unigue (D]
Logout
Have Questions? Call our toll-free number 1-866-495.0654

—m

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Report Pregnancy

Identification Number: 3304181997
FirstMame: Jane
LastName:  Smith
Date of Birth:  04/18/1997
Current Program Status:  Registered
Confirm the Specimen Collection Date:
Specimen Collection Date you entered is: 5/28/2015
|# Confirm the Specimen Collection Date
Pregnancy Test Type: ' Quantitative Serum
‘@ Qualitative Serum
(0 Urine
Lab Test Results: 1 Positive
® Negative
Prescriber Diagnosis: _ Pregnant

® Mot Pregnant

You are reporting this patient pregnant.

To enter this patient’s monthly pregnancy results, please use the Confirm Patient Counseling

feature found on the Manage Patients screen.

Report Patient Pregnant
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Prescriber - Manage Patients — Report Pregnancy Button — Confirmation

.PLEDGE 3 Welcome [DEA# or Unique (D]
I Logout

Committed to Pregnancy Prévention Have Questions? Call our toll-free number 1-866-495-0654

—Dm

HOME
Report Pregnancy

PRESCRIBER ACTIVATION

Identification Number: 3911101993
REGISTER NEW PATIENT

First Mame: Jane
ABOUT ISOTRETINOIN LastMame:  Smith
ABOUT iPLEDGE Date of Birth: 11M10/1993
Current Program Status:  Registered
MANAGE PATIENTS
PRESCRIBER INFORMATION
« Based on your response, the status of this patient will be indicated as pregnant. Please confirm that this is the correct

ORDER MATERIALS patient for this diagnosis.
UPDATE MY INFORMATION
ACCEPT PATIENT
MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST
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Prescriber — Prescriber Information

O

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE

Commiticd to Prognancy Prevention

Welcome [DEA# or Unigue ID]
Logout
Have Questions? Call eur toll-free number 1-866495.0654

Prescriber Information

About Prescriber Information

The goals ofthe IPLEDGE Program are to prevent fetal exposure to isofretinoin and to inform prescribers, pharmacists, and
patients about isotretinoin’s serious risks and safe-use conditions. The resources below presentthe program requirements
and help you prepare and plan freatments with patients during the course of isotretinoin therapy.

View Information Online

You can click on each link to view the material online. Upon clicking on a link, each file will be launched in a new browser
window. To view these PDF files, you will need Acrobat®Reader®

Prescriber Information:

Patient Introductory Brochure

Guide to Best Practices For The iPLEDGE Program

Frescriber Contraception Counseling Guide

Recoanizing Psvchiatric Disorders in Adolescents and Youna Adults: A Guide for Prescribers of Isotretingin
Fatient Information/informed Consent About Birth Defects ifor female patients who can get pregnant)
Patient Information/informed Consent ifor all patients)

Erescriber Checklist for Female Patients of Childbearing Potential

Erescriber Checkdist for Male Patients and Female Patients Who Cannot Get Pregnant

Erescriber Flowchart

Erescriber Activation Instructions

Insiructions for Registering and Managing Office Staff Designees

Lessons Learned:
= About | eftover Medication
= About Birth Control
» About Posi-Treatment Pregnancy Testing

Package Inserts:
» Dr Reddy's Zenatane Package Insert
» Mylan Amnesteem Package Insert
» Ranbaxy Absorica Packaage Insert
» Ranbaxy Sotret Packaage Insert
» Teva Claravis Package Insert
» MersaPharm Myarisan Package Insert

Patient Information:

» Guide to |sotretinoin for Female Patients Who Can Get Pregnant

Birth Control Workbook

IPLEDGE Program Birth Control Information SheetiPLEDGE Program Chechlist
Confraception Counseling Guide and Confraception Referral Form

Isofretinoin Contraception Referral Form

Guide to Isofretinoin for Male Patients and Female Patients Who Cannot Get Preanant
Safety Information About [sotretinoin

Medication Guides:
« Dr. Reddy's Zenatane Medication Guide
» Mylan Amnesteem Medication Guide
» Ranbaxy Absorica Medication Guide
= Ranbaxy Sotret Medication Guide
« Teva Claravis Medication Guide
» MersaPharm Myorisan Medication Guide

Manufacturers' Toll-free Numbers

For more information about the specific brands of isotretinoin, call the individual manufacturers at these numbers

Product Name Company Phone Number
Amnesteem® Mylan Pharmaceuticals Inc. 1-800-796-9526
Claravis™ Teva Pharmaceuticals USA 1-800-227-7522
Sotret® Ranbaxy Laboratories, Inc. 1-800-406-7984
Myorisan® VersaPharm Incorporatad 1-877-254-4381
Absorica® Ranbaxy Laboratories, Inc 1-800-406-7984
Zenatane ™ Dr. Reddy's Laboratories, Ltd. 1-888-375-3784

iPLEDGE Terms of Use | Safety Nofice | Non-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Order Materials

(% iPLEDGE’

Comminted to Pregnancy Prevention

Welcome [DEA# or Unique 1D]
Logout
Have Questions? Call our toll-free number 18664950654

—Hm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Order Materials

Enter quantities you would like to order

iPLEDGE Program Birth Control Information SheetiPLEDGE Program Checklist
{1 to 10 sheets)

Prescribing checklist for Female Patients of Reproductive Potential
{1 to 3 pads of 30 tear sheets)

Prescribing checklist for Male Patients and Female Patients of Non-Reproductive Potential
{1 to 3 pads of 50 tear sheets)

Educational DVDs: Be Prepared, Be Protected and Be Aware: The Risk of Pregnancy while on
Isotretinoin
{1 DVD)

Patient Introductory Brochure
(1 to 3 packages of 5)

Isotretinoin Educational Kit for Female Patients Who Can Get Pregnant
{1 to 10 kits)

Isotretinoin Educational Kit for Male Patients and Female Patients Who Cannot Get Pregnant
{1 to 10 kits)

Prescriber |sotretinoin Educational Kit
{1 Kit)

Spanish Patient Introductory Brochure
(1 to 3 packages of 3)

Spanish Isotretinoin Educational Kit for Female Patients Who Can Get Pregnant
(1 to 10 kits)

Spanish Isotretinoin Educational Kit for Male Patients and Female Patients Who Cannot Get Pregnant

(1 to 10 kits)
Place Order

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | © 2016 iPLEDGE
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Prescriber - Update My Information

(" iPLEDGE

Committed to Pregnancy Prevention

Welcome [DEA# or Unigque 1D]
Logout
Have Questions? Call our toll-free number 18664950654

RNV WA g

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Update My Information

Change Password

Change Date of Personal Significance

Edit Prescriber Demoagraphics

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | ®2016 iPLEDGE
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Prescriber - Update My Information — Change Password

I PLEDGE : Welcome [DEA# or Unique 10]
I Logout

Commirted to Pragnancy Rrevention Have Questions? Call our toll-free number 1866 495 0654

—ﬂm

SR Change Password

PRESCRIBER ACTIVATION
All fields below are required unless otherwise indicated.
REGISTER NEW PATIENT

Old Password
ABOUT ISOTRETINOIN
ABOUT iPLEDGE New Password
MANAGE PATIENTS

Confirm Mew Password
PRESCRIBER INFORMATION
ORDER MATERIALS
UPDATE MY INFORMATION Save Changes

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | 2016 iPLEDGE
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Prescriber - Update My Information — Change DOPS

@ - PLE DGE 3 Welcome [DEA# or Unigque [D]
I Logout

Committed fo Prigroncy Brevention Have Questions? Call our toll-free number 1-866-495-0654

—Dﬂm

HOME Change Date of Personal Signifance

PRESCRIBER ACTIVATION
Your Date of Personal Significance is a date that you will be able to remember (such as an anniversary) and will be used to
REGISTER NEW PATIENT verify your identity if you need to contact the Call Center.
All fields below are required unless otherwise indicated.
ABOUT ISOTRETINOIN
Password:
ABOUT iPLEDGE

MANAGE PATIENTS Date of Personal Signifance: (MM/DDMNYYYY)
/ /

PRESCRIBER INFORMATION

Confirm Date of Personal Signifance: (MM/DDYYYY )
ORDER MATERIALS / /
UPDATE MY INFORMATION

ACCEPT PATIENT Save Changes

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | ®2016 iPLEDGE
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Prescriber - Update My Information — Contact Info

(% iPLEDGE

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | 2016 iPLEDGE

Update Contact Information

Use this form to edit your contact information.

Enter or confirm your information. All fields below are required unless otherwise indicated.

First Mame

MI (Optional) Suffix (Optional)
Select

LastName

Specialty (Optional)

Select

Fractice Name (Optional)

Address

City

State Zip
Select v

Preferred Method of Communication

Select

FPhone Number

Email (Optional}

Fax Number (Optional)

Prescriber Identifiers

DEA

MNPl

| Ido not have a DEA

Welcome [DEA# or Unique 1D]
Logout

Have Questions? Call our tollfree number 1-866-495 0654

™ONLY WAY

This nofification is to inform you that with the launch of the REMS Pharmacy Network, the iPLEDGE Program will require
prescribers to provide a National Provider Identifier (NPI). If your NPl is not on file with the iPLEDGE Program, you will be
prompted to enter your NFI upon first log-in to the enhanced iPLEDGE Program. Additionally, if you are registered with the
Drug Enforcement Admmlstranon [DEA} the system will reqmre entry ofyour DEA number Failure to supply these
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Required Information Missing

Required Information Request

Due to system enhancements, additional mformation is reguined.
Please review and verify that your information is cormect.
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Prescriber - Accept Patient

(% iPLEDGE

Committed to Pregnancy Prevention

Welcome [DEA# or Unigue 1D]
Logout
Have Questions? Call our toll-free number 1-866-495-0654

—ﬂm

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ©2016 iPLEDGE

Accept Patient

Patient Identification Number

Flease enter the Patient Identification Number of the patient transferring into your care, and click the Look Up button.

Look Up
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Prescriber - Manage Delegates/Designees

I PLEDGE ) Welcome [DEA# or Unique 1D]
l Logout

Committed lo Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

—m

HOME Manage Delegates and Designees

PRESCRIBER ACTIVATION
Delegates

REGISTER NEW PATIENT ! ) : g 1 J .
A prescriber can delegate another registered and activated iPLEDGE Program prescriber to cover for him/her during a

scheduled absence (travel, vacation, etc.). This also can be used to delegate to another registered and activated prescriber
ABOUT ISOTRETINOIN in a multiple doctor practice where a patient may see any ofthe doctors in the office. Delegate status has an expiration date
that can be set by the delegating prescriber.

ABOUT iPLEDGE

MANAGE PATIENTS Manage Delegates

PRESCRIBER INFORMATION Designees

A designee is a staff member in the prescriber's office. A registered designee may periorm all patient functions on behalf of
ORDER MATERIALS the prescriber. An office designee may support all the registered prescribers in a multi-physician practice and will also have

rights for any patient of a delegate prescriber. Each office staff designee will only need to register once, even ifthey support
UPDATE MY INFORMATION several prescribers. Also, if a prescriber is not activated in the iPLEDGE Program system, neither the prescriber nor the

designated office staff can register a patient. The registered prescriber is responsible for all information entered and

activities performed in the iPLEDGE Program by all designees under his/her supervision.
ACCEPT PATIENT

MANAGE . : .
DELEGATES/DESIGNEES Register New Desighee Manage Designees

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | @2016 iPLEDGE
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Prescriber - Manage Delegates

(" iPLEDGE

Cammitted ta Pregnoncy Preventian

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT IPLEDGE

MAMNAGE PATIENTS

PRESCRIBER
INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ® 2046 iPLEDGE

Manage Delegates

Welcome [DEA# or Unigue 1D
Logout

Have Questions? Call our toll-free number 1-866-495-0654

 ONLY WAY

Delegates are prescribers that are registered and activated in the iPLEDGE Program that you allow to manage your patients.

« To add a delegate, enter the delegate’s prescriber username, optionally using the expiration date to make
the delegate temporary, then click the Add button.

+« Toremove a delegate, select the delegate from the list below and click the Remove button.

« To update a delegate, selectthe delegate from the list below, make your changes, then click the Update

button.

Your current delegates

iPledge Delegate until 02/20v2015

Al fields below are required unless otherwise indicated.

Delegate Prescriber Username

Expiration Date (MM/DDMYYY) (ie.temporary delegate)

Remove
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Prescriber - Register New Designee

® L]
0 I PLEDGE Welcome [DEA# or Unique 1D]
Logout

Cammitted to Pregnancy Proventian Have Questions? Call our toll-free number 1-866-405-0654

D ONY WA g

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MAMNAGE PATIENTS

PRESCRIBER
INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Register New Designee

Diesignees are office staff that are registered in the iPLED'GE Program. To register the designee, enter the designee
information and click the Save and Print button.

Note: The registered prescriber is responsible for all information entered and activities performed in the iPLEDGE
Program by all designees under his/her supervision.

Al fields below are required unless otherwise indicated.
First Mame M1 { Optienal)

Last Name

Address

City
State Zip
Select v

Phone Number

Fax [ Opticnal)

Email { Cptional)

Preferred Method of Communication
Select v

Save and print designee's registration
To complete your designes’s registration, click the Save and Print button below, have the designee sign the form, then mail or

fax the signed form to the address or fax number on the form.
Save and Print

iFLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | © 2016 iPLEDGE
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Prescriber - Manage Designees

i PLEDGE ] Welcome [DEA# or Unique 1D]
I Logout

Committed o Pregnancy Prevention Have Questions? Call our toll-free number 1-866-495-0654

N eONLY WA

HOME =
Manage Designees
PRESCRIBER ACTIVATION
Designees are office staff that are registered in the iPLEDGE Program that you allow to manage your patients.
REGISTER NEW PATIENT . oy . ! . e ’ 1
Mote: The registered prescriber is responsible for all information entered and activities performed in the iPLEDGE
Program by all designees under his/her supervision.
ABOUT ISOTRETINOIN
Your designees
ABOUT iPLEDGE : =
iPledge designee
MAMAGE PATIENTS Designee iPledge
iPledge Designee
PRESCRIBER INFORMATION aenesd

SARAH Borkowsloy
ORDER MATERIALS

UPDATE MY INFORMATION
ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING

PHARMACY All fields below are required unless otherwise indicated.

Designee Username
FAQS

ACTION REQUIRED LIST

+ To add a designee, enter the designee’s usemame, then click the Add button.

» Toremove a designee, select the designee from the list above and click the Remove button.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | & 2018 iPLEDGE
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Prescriber - Program Status

(% iPLEDGE’

Comminted to Pregnancy Prevention

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Wealcome [DEA# or Unique ID]
Logout

Have Questions? Call our toll-free number 1-866-495.0654

—Hﬂm

Prescriber Program Status

Your Program Status; Attested

Program Status expiration date: 5/28/2016

,FI‘;'!'“ . * Phone Date of Birth Type Status

ik I 123-123-1231 1072011970 Patient FRP Active

il 2222222222 02/20/1969 Patient FRP Active

jgﬂﬁ: 215-522-1212 03/07/2000 Patient FRP Active |
o 999-099-9999 01/01/1940 Patient FRP Eslﬁ?:r”lj’:“"' L
i 123-123-1231 102111921 Patient FRP Egﬁm”j;”‘" posti
e 555.5551212 111001991 Patient FRP Esl’lmnl_‘f:”"' LER
S 555.555-1212 11110/1993 Patient FRP Eslrlmnjgﬁ"' Hasti
Rf;::”t- 123-123-1231 08/28/1968 Patient FNRP Inactive

Showing 1 to 8 of 8 entries 1 % |10 v

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Prescriber - Find a Participating Pharmacy

(% iPLEDGE

Commitied fo Pregnancy Prevention

Welcome [DEA# or Unique (D]
Logout

Have Questions? Call our toll-free number 1-866-495-0654

Ny WA

PRESCRIBER ACTIVATION

Please enter any or all search criteria and click the Search button.

REGISTER NEW PATIENT -
ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION
ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iFLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ©2016 iPLEDGE

Find a Participating Pharmacy

State
Select v
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Prescriber — FAQs/How To’s

(% iPLEDGE

Committed to Prignancy Prevention

Welcome [DEA# or Unique [D]
Logout
Have Questions? Call our toll-free number 1-866-495.0654

—Hm

HOME Frequently Asked Questions (FAQ)

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

iPLEDGE PROGRAM (click topics below for more information)

ABOUT ISOTRETINOIN A TECHNICAL ASSISTANCE
B. PRESCRIBER
ABOUT iPLEDGE C.ALL USERS

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ®2016 iPLEDGE
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Prescriber — Action Required List

(% iPLEDGE

Committed to Prognancy Prevention

Welcome [DEA# or Unigque (D]
Logout
Have Questions? Call our toll-free number 1-866-495.0654

—Dm

Action Required List

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

Based on the iPLEDGE Program requirements, listed below are actions that are required. Please provide the required
information to ensure completion of all iIPLEDGE Program requirements.

Name 4 Message
Brown, Cindy Enter the initial post-therapy Pregnancy Test Results, due upon ,
3301022009 completion of therapy. Take Action
One or both post-therapy Pregnancy Test Resulis due upon
completion of therapy, (at completion and 30 days after
Brown, Sandy completion of therapy) have not been entered into iPLEDGE. The T
3301032009 Patient program status will change to Permanently Lost to Follow Take Action
Up on 01/07/2010 if post-therapy Pregnancy Test Results are not
entered.
Dotigh, Jane Patient has been in "Registered” status for over 60 days. If no
! activity occurs, the system will discontinue this patienton Take Action
3304041964 04032010,
Patient ERP Post-therapy Pregnancy Test Results are required at completion of
33100'.:'1967 therapy and 30 days after completion of therapy. One or both of
these post-therapy Pregnancy Test Results are now due.
|
During registration, this patient was determined to be a female of
Patient Test reproductive potential (FRP). However, you have requested to
” register this patient as a female not of reproductive potential Take Action
3304041964 : i
(FMRP). Please contact the Call Center to discuss reasons for this
request and complete this patient's registration.
Showing 1 to 5 of 5 entries 1 » |10 ~

iPLEDGE Terms of Use | Safety Motice | Non-Compliance Action Policy | © 2016 iPLEDGE
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Prescriber — iPLEDGE Terms of Use

O

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

IPLEDGE'

Committed fo Pregnancy Prevention

Welcome [DEA# or Unigue 1D]
Logout
Have Questions? Call our toll-free number 1-866-495.0654

mONLY WAY
iPLEDGE Terms of Use

iPLEDGE TERMS OF USE
Version 2.0. Last Revised: 0817/2015

These Terms of Use apply to all visitors of the prescription drug risk management site located at
httpfwwwipledgeprogram.com (the “Site”). The “IPLEDGE Website® is a Registered User-only account portal
available through the Site which enables Registered Users to participate with a computer-based risk management
program designed to further the public health goal to eliminate fetal exposure to isofretinoin through a special
restricted distribution program approved by the FDA.

THIS SITE IS INTENDED FOR LS. AUDIENCES ONLY. USERS WHO ACCESS THE SITE FROM QUTSIDE THE
U.S. DO SO AT THEIR OWN INITIATIVE AND RISK AND ARE RESPOMSIBLE FOR COMPLIANCE WITH ALL
APPLICABLE LAWS.

"Registered Users” include Patients, Prescribers, Designated Agents, and Pharmacists who have signed up to
participate in the iPLEDGE Program. "Patients” are patients that have been prescribed restricted distribution drugs
pursuant to the iPLEDGE Program. "Prescribers” are prescribers that prescribe restricted distribution drugs
pursuant to the iPLEDGE Program. "Designated Agents” are persons designated by Prescribers to act on their
behalfwith the iPLEDGE Website. Pharmacists are pharmacists that utilize the iIPLEDGE Website to verify a
patient's enroliment in iPLEDGE and status before filling a prescription at a retail pharmacy.

These Terms of Use are between a user of any portion ofthe Site (*you” or “your”) and the sponsors of the Site
(“IPLEDGE" “we’, “us” and “our’).

REGISTRATION AND ASSENT

Access to and use of the Site is conditioned upon your assent to these Terms of Use. You are deemed to have
assented to these Terms of Use when you use any available page of the Site. You are deemed to have assented to
these Terms of Use as applicable to the iPLEDGE Website, when you complete the online registration processes
required for Registered Users and indicate during the registration process that you accept these Terms of Use
along with the Privacy Policy incorporated therein. You are deemed to have accepted these Terms of Use each
time you access the Site and each time you use your login credentials to access the iPLEDGE Website portion of
the Site. By registering for or otherwise accessing or using the Site, you acknowledge that you have read,
understand, and agree to be legally bound by these Terms of Use. These Terms of Use and the Privacy Paolicy are
available during registration for the iPLEDGE Website and on various pages of the Site.

UPDATES

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | @2016 iPLEDGE
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Prescriber — Safety Notice

iPLEDGE'

Commitied to Pregnancy Prevention

Welcome [DEA# or Unique 1D]
Logout
Have Questions? Call our toll-free number 1-866-495.0654

TEONLY WAY

HOME

PRESCRIBER ACTIVATION

REGISTER NEW PATIENT

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

MANAGE PATIENTS

PRESCRIEBER INFORMATION

ORDER MATERIALS

UPDATE MY INFORMATION

ACCEPT PATIENT

MANAGE
DELEGATES/DESIGNEES

MY PROGRAM STATUS

FIND A PARTICIPATING
PHARMACY

FAQS

ACTION REQUIRED LIST

SAFETY NOTICE

Isotretinoin must not be used by famale patients who are or may become pregnant. There is an extremely high risk that
severe hirth defects will result if pregnancy occurs while taking isotretinoin in any amount, even for a short period of time.
Fotentially any fetus exposed during pregnancy can be affected. There are no accurate means of determining whether an
exposed fetus has been affected. Because of this toxicity, isotretinoin can only be marketed under a special restricted
distribution program. This program is called iPLEDGE®. Under this program, prescribers must be registered and activated
with the iPLEDGE Program and can prescribe isofretinoin only to registered patients who meet all the requirements of
IPLEDGE. Isotretinoin can be dispensed only by a pharmacy registered and activated with iPLEDGE. Registered and
activated pharmacies can only receive isotretinoin from wholesalers registered with iPLEDGE.

Patients on isofretinoin have been known to become depressed or to develop other serious mental health problems. Some
people have had thoughts of hurting themselves or putting an end to their own lives. Some people fried to end their own
lives and some have ended their own lives. There have been reports that people on isotretinoin were aggressive or violent.
Mo one knows ifisofretinoin caused these problems or behaviors or if they would have happened even ifthe person did not
take isotretinain.

Isotretinoin use has been associated with pseudotumor cerebri, a condition caused by increased pressure on the brain.
This condition may occur more often in patients also taking tetracycline. Patients should be aware of other serious side
effects, including problems with the skin, pancreas, liver, stomach, bones, muscles, hearing, vision, lipids, allergic
reactions, blood sugar, or red and white blood cells. The most common, less serious adverse events include dry skin,
chapped lips, dry eyes, and dry nose that may lead to nosebleeds. Patients should be advised about these adverse events
and routinely monitored by a doctor during treatment with isotretinoin.

Flease refer to the isotretinoin package inserts for full prescribing and dispensing instructions.

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | © 2016 iPLEDGE
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Public Home Page

O

iPLEDGE

Committed to Pregnancy Prevention

Welcome
Have Questions? Call our toll-free number 1-866-495-0654

PROG UPDATE

—Hﬂm

HOME

PATIENT INFORMATION
ABOUT ISOTRETINOIN
ABOUT iPLEDGE
PRESCRIBER INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS
Username

Password

| understand and will comply with:
» iPLEDGE Terms of Use

. pliance Action Policy

Forgot Password?

SAFETY NOTICE

Isotretinein must not be used by female patients who are or may become pregnant. There is an extremely high risk that severe birth
defects will result if pregnancy occurs while taking isotretincin in any amount, even for a short peried of time. Potentially any fetus exposed
during pregnancy can be affected. There are no accurate means of determining whether an exposed fetus has been affected. Because of
this toxicity, isotretinoin can only be marketed under a special restricted distribution program. This pregram is called PLEDGE®. Under this
program, prescribers must be registered and activated with the IPLEDGE Program and can prescribe isetretinein only to registered
patients who meet all the requirements of iPLEDGE. Isotretinoin can be dispensed only by a pharmacy registerad and activated with
iPLEDGE. Registered and activated pharmacies can only receive isotretincin from wholesalers registerad with iPLEDGE.

Patients on isotretinoin have been known to become depressed or to develop other serious mental health problems. Some people have
had theughts of hurting themselves or putting an end to their cwn lives. Some people tried to end their own lives and some have ended their
own lives. There have been reports that pecple on isetretincin were aggressive or violent. No ene knows if isotretinoin caused these
problems or behaviors or if they would have happened even if the person did not take isotretinein.

Isotretinein use has been associated with pseudotumor cerebri, a condition caused by increased pressure on the brain. This condition may
occur mere often in patients also taking tetracycline. Patients should be aware of other serious side effects, including problems with the
skin, pancreas, liver, stomach, bones, muscles, hearing, vision, lipids, allergic reactions, bloed sugar, or red and white bloed cells. The
most common, less serious adverse events include dry skin, chapped lips, dry eyes, and dry nose that may lead to nosebleeds. Patients
should be advised about these adverse events and routinely monitored by a dector during treatment with isotretinein.

Please refer to the isctretinoin package inserts for full prescribing and dispensing instructions.

Registration How to Report

Patichl litgmation s Call our toll free number 1-866-495-0654 to report any of the following:
An Adverse Event: If you or someone you know has experienced an
adverse event, please call 1-866-495-0654.

Pharmacy Registration >
A Pregnancy: If you are an activated prescriber, report pregnancy results by
Izgging in and clicking on “Manage Patients.” Otherwise, please call

Prescriber Registration > 1-866-425-0654.

Office Staff Designee Information >

iPLEDGE Terms of Use | Safety Notice | MNon-Compliance Action Policy | ®2016 iPLEDGE
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Office Staff Designee Registration
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IPLEDGE - o
Have Questions? Call our toll-free number 1-866-495.0654

Committed to Prignancy Prevention
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HOME - = - =
Office Staff Designee Registration
PATIENT INFORMATION
Office Staff Designee cannot register directly in the iPLEDGE Program.
ABOUT ISOTRETINOIN
All Designees must be registered in the IPLEDGE Program by a Prescriber.
ABORE L EDGE A Prescriber is a medical professional such as a doctor, physician assistant, or nurse practiioner who has prescribing
privileges. If you believe you should be registered in the iIPLEDGE Program as a Designee, please discuss with your
PRESCRIBER INFORMATION .0 \co/inc prescriber
FIND A PARTICIPATING
PHARMACY
FAQS

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | @ 2016 iPLEDGE
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Common — Patient Information
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iPLEDGE o
Have Questions? Call our toll-free number 1-866-495-0654

Commitied fo Pregnancy Prevention
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HOME

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

PRESCRIBER INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS /HOW TO'S

Patient Information

About Patient Information

Are you thinking about starting treatment with isotretinoin? You can learn more about isotretinoin and about the iPLEDGE
Program by reading the introductory information brochure and the medication guide available below.

View Information Online
You can click on each link to view the material online. Upon clicking on a link, each file will be launched in a new browser
window. To view these PDF files, you will need AcrobatZReader®.

Patient Information:

» The iPLEDGE Program Patient Introductory Brochure
» Dr. Reddy's Zenatane Medication Guide

« Mylan Amnesteem Medication Guide

«» Ranbaxy Absorica Medication Guide

« Ranbaxy Sotret Medication Guide

« Teva Claravis Medication Guide

= VersaPharm Myorisan Medication Guide

Manufacturer's Toll-free Numbers

For more information about the specific brands of isotretinoin, call the individual manufacturers atthese numbers.

Product Name Company Phone Number

Amnesteem® Mylan Pharmaceuticals Inc. 1-800-796-9526
Claravis® Teva Pharmaceuticals USA. 1-800-227-7522
Sotret® Ranbaxy Laboratories, Inc. 1-800-406-7984
I"L-h..rori.‘;an“'I VersaPharm Incorporated 1-877-254 4381
Absorica Ranbaxy Laboratories, Inc 1-800-406-79584
Zenatane ™ Dr. Reddy's Laboratories, Ltd. 1-888-375-3784

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ® 2016 iPLEDGE
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Common — About Isotretinoin

° &
IPLEDGE e
Have Questions? Call our toll-free number 1-866-495-0654

Committed to Pregnancy Prevention

K About Isotretinoin
PATIENT INFORMATION

ABOUT ISOTRETINOIN
CONTRAINDICATIONS AND WARNINGS
ABOUT iPLEDGE Isotretinoin must not be used by female patients who are or may become pregnant. There is an extremely high

risk that severe hirth defects will result if pregnancy occurs while taking isotretinoin in any amount, even for
short pericds of time. Potentially any fetus exposed during pregnancy can be affected. There are no accurate

PRESCRIBER INFORMATION means of determining whether an exposed fetus has been affected.

FIND A PARTICIPATING Birth defects which have been documented following isotretinoin exposure include abnormalities of the face,

PHARMACY eyes, ears, skull, central nervous system, cardiovascular system, and thymus and parathyroid glands. Cases
of IQ scores less than 85 with or without other abnormalities have been reported. There is an increased risk of
spontaneous abortion, and premature births have been reported.

FAQS

Documented external abnormalities include: skull abnormality; ear abnormalities (including anotia,
micropinna, small or absent external auditory canals); eye abnormalities {including microphthalmia); facial
dysmorphia; cleft palate. Documented internal abnormalities include: CNS abnormalities (including cerebral
abnormalities, cerebellar malformation, hydrocephalus, microcephaly, cranial nerve deficit); cardiovascular
abnormalities; thymus gland abnormality; parathyroid hormone deficiency. In some cases death has occurred
with certain of the abnormalities previously noted.

If pregnancy does occur during treatment of a female patient who is taking isotretinoin, isotretinoin must be
discontinued immediately and she should be referred to an Obstetrician-Gynecologist experienced in
reproductive toxicity for further evaluation and counseling.

Special Prescribing Requirements

Because of isofretinoin's teratogenicity and to minimize fetal exposure, isofretinoin is approved for marketing
only under a special restricted distribution program approved by the Food and Drug Administration. This

program is called PLEDGE®. Isotretinoin must only be prescribed by prescribers who are registered and
activated with the iIPLEDGE Program. Isotretinoin must only be dispensed by a pharmacy registered and
activated with iPLEDGE, and must only be dispensed to patients who are registered and meet all the
requirements of iPLEDGE.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ©2018 iPLEDGE
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Common — About iPLEDGE
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IPLEDGE s
Have Questions? Call our toll-free number 1-866-495-0654

Commitied fo Pregnancy Prevention

—m

HOME

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

PRESCRIBER INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

About iPLEDGE

The iPLEDGE Program is a computer-based risk management program designed to further the public health goal -
to eliminate fetal exposure to isotretinoin through a special restricted distribution program approved by the FDA.
The program strives to ensure that:

« No female patient starts isotretinoin therapy if pregnant
« No female patient on isotretinoin therapy becomes pregnant

This enhanced program is a SINGLE pregnancy risk management program for prescribing and dispensing all
isotretinoin products (brand and generic products). The iPLEDGE Program requires registration of all wholesalers
distributing isotretinoin, all healthcare professionals prescribing isotretinoin, all pharmacies dispensing isotretinoin,
and all male and female patients prescribed isotretinoin. This program is designed to create a verifiable link
between the negative pregnancy test and the dispensing of the isotretinoin prescription to the female patient of
reproductive potential. The iIPLEDGE Program requires that all patients meet qualification criteria and monthly
program requirements. Before the patient receives his/her isotretinoin prescription each month, the prescriber must
counsel the patient and document in the iPLEDGE Program system that the patient has been counseled about the
risks of isotretinoin.

There are also additional qualification criteria and monthly requirements for female patients of reproductive
potential.

As part ofthe ongoing risk management of isofretinoin products, it is crucial that a female of reproductive potential
selects and commits to use two methods of effective contraception simultaneously for one month before, during,
and for one month after isofretinoin therapy. She must have 2 negative urine or blood (serum) pregnancy tests with
a sensitivity of at least 25 mIU/ml before receiving the initial isofretinoin prescription. The first pregnancy testis a
screening test and can be conducted in the prescriber's office. The second pregnancy test must be done in a CLIA-
certified laboratory according to the package insert. Each month of therapy, the patient must have a negative result
from @ urine or blood (serum) pregnancy test conducted by a CLIA-certified laboratory prior to receiving each
prescription.

Each manth, the prescriber must enter the female patients pregnancy results and the 2 methods of confraception
she has been using in the iPLEDGE Program system. The iPLEDGE Program system verifies that all criteria have
been met by the prescriber, patient, and pharmacy prier o granting the pharmacy authorization to fill and dispense
isotretinoin. The pharmacist must obtain authorization from the iPLEDGE Program system via the internet
(www.ipledgeprogram.com), telephone (1-866-495-0654) or through electronic telecommunication verification (via
submission of an isofretinoin prescription claim} prior to dispensing each isofretinoin prescription for both male and
female patients.

iPLEDGE Terms of Use | Safety Motice | MNon-Compliance Action Policy | ©2016 iPLEDGE
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Public — Prescriber Information
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HOME = =
Prescriber Information
PATIENT INFORMATION
About Prescriber Information
ABOUT ISOTRETINOIN The goals ofthe iIPLEDGE Program are to prevent fetal exposure to isotretinoin and to inform prescribers, pharmacists, and
patients about isotretinoin's serious risks and safe-use conditions. The resources below present the program requirements
ABOUT iPLEDGE and help you prepare and plan treatments with patients during the course of isotretinoin therapy.

View Information Online
PRESCRIBER INFORMATION You can click on each link to view the material online. Upon clicking on a link, each file will be launched in a new browser
window. To view these PDF files, you will need Acrobat®Reader®.

EIND A PARTICIPATING Prescriber Information:
PHARMACY :
» Patient Introductory Brochure
FAQS » Prescriber Isotretinoin Educational Kit

Dr. Reddy’s Zenatane Package Insert
Mylan Amnesteem Package Insert
Ranbaxy Absorica Package Insert
Ranbaxy Sotret Package Insert

Teva Claravis Package Insert
VersaPharm Myaorisan Package Insert

L]

L]

L]

L]

Lessons Learned:

« About | eftover Medication
« About Birth Control
» About Post-Treatment Pregnancy Testing

Manufacturers' Toll-free Numbers

For more information about the specific brands of isotretinoin, call the individual manufacturers at these numbers.

Product Name Company Phone Number
Amnesteem® Mylan Pharmaceuticals Inc. 1-800-796-9526
Claravis™ Teva Pharmaceuticals USA. 1-800-227-71522
Sotret® Ranbaxy Laboratories, Inc. 1-800-406-7984
I'vh,lorisan‘E ersaPharm Incorporated 1-877-254-4381
Absorica® Ranbaxy Laboratories, Inc 1-800-406-7984
Zenatane™ Dr. Reddy's Laboratories, Ltd. 1-888-375-3784

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | @ 2016 iPLEDGE
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Public — Find a Participating Pharmacy
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(% iPLEDGE S
Have Qi ions? Call our toll-free number 1-866-495.0654
Committed to P Breventi

HOME Find a Participating Pharmacy

PATIENT INFORMATION

Please enter any or all search criteria and click the Search button.

ABOUT ISOTRETINOIN
Zip City State

ABOUT iPLEDGE Select v

PRESCRIBER INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS
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HOME Frequently Asked Questions (FAQ)

PATIENT INFORMATION

ABOUT ISOTRETINOIN
iPLEDGE PROGRAM (click topics below for more information)

ABOUT iPLEDGE A.TECHNICAL ASSISTANCE
B. PATIENT
PRESCRIBER INFORMATION C. PHARMACY
D. PRESCRIBER
FIND A PARTICIPATING EALEUSERS
PHARMACY
FAQS
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Have Questions? Call our toll-free number 1-866-495-0654
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i iPLEDGE Terms of Use

PATIENT INFORMATION
ABOUT ISOTRETINOIN iPLEDGE TERMS OF USE
Version 2.0. Last Revised: 08/17/2015
ABOUT iPLEDGE
These Terms of Use apply to all visitors of the prescription drug risk management site located at
hitp-iwwwipledgeprogram.com (the “Site”). The “iPLEDGE Website™ is a Reqgistered User-only account portal
PRESCRIBER INFORMATION available through the Site which enables Registered Users to participate with a computer-based risk management
program designed to further the public health goal to eliminate fetal exposure to isotretinoin through a special
FIND A PARTICIPATING restricted distribution program approved by the FDA.
PHARMACY THIS SITE IS INTENDED FOR U.S. AUDIENCES ONLY. USERS WHO ACCESS THE SITE FROM OUTSIDE THE
U.S.DO SO AT THEIR OWN INITIATIVE AND RISK AND ARE RESPONSIBLE FOR COMPLIANCE WITH ALL
FAQS APPLICABELE LAWS.

"Registered Users” include Patients, Prescribers, Designated Agents, and Pharmacists who have signed up to
participate in the iPLEDGE Program. "Patients” are patients that have been prescribed restricted distribution drugs
pursuant to the iPLEDGE Program. "Prescribers” are prescribers that prescribe restricted distribution drugs
pursuant to the iIPLEDGE Program. "Designated Agents” are persons designated by Prescribers to act on their
behalfwith the iPLEDGE Website. Pharmacists are pharmacists that utilize the iIPLEDGE Wehsite to verify a
patient's enrollment in iPLEDGE and status before filling a prescription at a retail pharmacy.

These Terms of Use are between a user of any portion ofthe Site (“you™ or “your') and the sponsors ofthe Site
(IPLEDGE" “we”, “us” and “our™)

REGISTRATION AND ASSENT

Access to and use of the Site is conditioned upon your assent to these Terms of Use. You are deemed to have
assented to these Terms of Use when you use any available page ofthe Site. You are deemed to have assented fo
these Terms of Use as applicable to the iPLEDGE Website, when you complete the online registration processes
required for Registered Users and indicate during the registration process that you accept these Terms of Use
along with the Privacy Policy incorporated therein. You are deemed to have accepted these Terms of Use each
time you access the Site and each time you use your login credentials to access the iPLEDGE Website portion of
the Site. By registering for or otherwise accessing or using the Site, you acknowledge that you have read,
understand, and agree to be legally bound by these Terms of Use. These Terms of Use and the Privacy Palicy are
available during registration for the iPLEDGE Wehsite and on various pages of the Site.

UPDATES

iPLEDGE Terms of Use | Safety Notice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Common — Safety Notice
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Have Questions? Call our toll-free number 1-866-495.0654

Committed to Pregnancy Prevention
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HOME SAFETY NOTICE

PATIENT INFORMATION Isotretinoin must not be used by female patients who are or may become pregnant. There is an extremely high risk that

severe hirth defects will result if pregnancy occurs while taking isotretinoin in any amount, even for a short period of time.

Patentially any fetus exposed during pregnancy can be affected. There are no accurate means of determining whether an

exposed fetus has been affected. Because ofthis toxicity, isotretinoin can only be marketed under a special restricted

distribution program. This program is called iPLEDGE®. Under this program, prescribers must be registered and activated

ABOUT iPLEDGE with the iPLEDGE Program and can prescribe isotretinoin only to registered patients who meet all the requirements of
iPLEDGE. Isotretinoin can be dispensed only by a pharmacy registered and activated with iPLEDGE. Registered and
activated pharmacies can only receive isofretinoin from wholesalers registered with iIPLEDGE.

ABOUT ISOTRETINOIN

PRESCRIBER INFORMATION
Patients on isotretinoin have been known to become depressed or to develop other serious mental health problems. Some
people have had thoughts of hurting themselves or putting an end to their own lives. Some people tried to end their own
FIND A PARTICIPATING lives and some have ended their own lives. There have been reports that people on isotretinoin were aggressive or violent.
PHARMACY No one knows if isotretinoin caused these problems or behaviors or if they would have happened even if the person did not
take isotretinoin.
FAQS Isotretinoin use has been associated with pseudotumaor cerebri, a condition caused by increased pressure on the brain.

This condition may occur more often in patients also taking tefracycline. Patients should be aware of other serious side
effects, including problems with the skin, pancreas, liver, stomach, bones, muscles, hearing, vision, lipids, allergic
reactions, blood sugar, or red and white blood cells. The most commaon, less serious adverse events include dry skin,
chapped lips, dry eyes, and dry nose that may lead to nosebleeds. Patients should be advised about these adverse events
and routinely monitored by a doctor during treatment with isotretinoin.

Please refer to the isofretinoin package inserts for full prescribing and dispensing instructions.

iPLEDGE Terms of Use | Safety Motice | Mon-Compliance Action Policy | ©2016 iPLEDGE
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Public — Forgot Password
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HOME Forgot Password

PATIENT INFORMATION

Username
ABOUT ISOTRETINOIN ‘ ‘

ABOUT iPLEDGE

PRESCRIBER INFORMATION

FIND A PARTICIPATING
PHARMACY Ifyou cannot remember your Usemame, please select your user type.

FAQS

iPLEDGE Terms of Use | Safety Notice | Non-Compliance Action Policy | ©2016 iPLEDGE
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User login timed out

HOME

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

PRESCRIBER INFORMATION

FIND A PARTICIPATING
PHARMACY

FAQS

Login Required

Login for registered users

Username

1 understand and will comply with:
« iIPLEDGE Terms of Use

» Non-Compliance Action Policy

Forgot Password?
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