(™ iPLEDGE

Committed to Pregnancy Prevention

Wholesaler Product Return Letter

Isotretinoin Return Customer Instruction Guide - Wholesaler
Wholesaler Name

Address 1

Address 2

City, State Postal Code

Dear Wholesaler:

You are no longer registered in the iPLEDGE Program for the following reason:

e Your facility is closing, and will no longer be a wholesaler in the iPLEDGE Program.

Therefore, you are required to return all isotretinoin inventories in stock effective immediately.

This action is pursuant to the FDA approval of the iPLEDGE Program through the special
restricted distribution program. If you have questions about your status in the iPLEDGE Program,
please call 1-866-495-0654 or visit www.ipledgeprogram.com for more information.

Action required by a wholesaler no longer registered in the iPLEDGE Program:
e Immediately remove all isotretinoin from your stock.
e If you have isotretinoin inventory, please call 1-866-495-0654 for further instructions on
returning this product to the manufacturer.

Sincerely,

iPLEDGE Program Sponsors

www.ipledqeproqram.coml 1-866-495-0654
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(™ iPLEDGE

Committed to Pregnancy Prevention

Wholesaler Product Return Letter (continued)

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 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
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. No one knows if
isotretinoin caused these problems or behaviors or if they would have happened even if the
person did not take isotretinoin.

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.

iPLEDGE, an enhanced pregnancy risk management program designed to minimize fetal exposure to isotretinoin, has been approved by the FDA through a special
restricted distribution program.

www.ipledqeproqram.coml 1-866-495-0654
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[Name of Manufacturer]

{Product Name and Generic Designation} Wholesaler to Wholesaler Shipment Request Form

REQUESTING PARTY INFORMATION: (Please print or type)

Requester Name: Telephone:
E-Mail Address: Date of Request:
Wholesaler Name: DEA:

Address: City: State: Zip:
Requesting Party represents and warrants that the Receiving Party listed below is registered with the iPLEDGE Program.
Requester Signature: Date:

RECEIVING PARTY INFORMATION

Wholesaler Name: DEA:
Address: City: State: Zip:
Ship to Address: City: State: Zip:

MANUFACTURER’'S CONSENT

Shipments of [Product Name and Generic Designation] between wholesalers* must be in compliance with

the iPLEDGE Program. Labeling for [Product Name] states that wholesalers registered in the iPLEDGE Program may
only ship to other registered wholesalers with prior written consent from the manufacturer. Pursuant to the labeling for
[Product Name], the authorized signature below shall serve as written consent from the manufacturer provided that
the requesting and receiving party’s registration is verified prior to each shipment. Registration will be verified by
[Manufacturer Name] upon receipt of shipment request.

*The term wholesaler refers to a wholesaler and each of its individual distribution centers, a distributor and each of its
individual distribution centers, and/or each warehousing chain pharmacy distribution center.

NOTE: This Wholesaler to Wholesaler Shipment Request Form is not required when shipping isotretinoin between
distribution centers that are under the same parent company.

[Name of Manufacturer]

By: Title:

Print Name: Date:

Please return completed forms to [Insert Appropriate Information Including Fax Number, Email URL, Telephone
Number, etc.]

Please note that this approval is for a one time shipment. Further shipments require consent from
[Manufacturer].

Reference ID: 4252185
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Patient Registration from Public Home Page

™ONLY WAY

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

Page 3 of 32
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Patient Home Page for Patient in Program Status “Required to Demonstrate

Comprehension”

(% iPLEDGE —

Have Questions? Call our toll-free number 1-865-495.0654

R mONLY WA

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

Isotretincin must not be used by female patients who are or may become pregnant. There is an extremely high nsk that severe birth
gefects will result if pregnancy occurs while taking isotretinoin in any amount, even for 8 short penod of time. Potentially any fetus
exposed dunng 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
isotretinoin only to registered patients who meet all the requirements of iPLEDGE. Isotretinoin can be dispensed only by a pharmacy
registered and activeted with iPLEDGE. Registered and activated pharmacies can only receive isotretinoin from wholesalers
registersd 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 hurling themseives or putting an end to their own lives. Some people tned to end their own lives and some
have ended their own lives There have been reports that people on isotretinoin were aggressive or violent. No one knows if
Isotretinoin caused these probiems or behaviors or If they would have happened even If the person did not take isotretinein

Isotretincin use has been sssociated with pseudotumor cerebri, a condition caused by increased pressure on the brain. This
condition may occur more often in patients also tsking tetracycling. Patients should be aware of other serious side effects, inchuding
problems with the skin, pancreas, liver. stomach, bones, muscles, hearing, vision, lipids, aliergic reactions. blood sugar. or red and
white biood celis. 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 rouinely monitored by a doctor during treatment
with isotretinoin

Please refer to the isotretinoin package inserts for full prescribing and dispensing instructions,

Answer the Comprehension How to Report?

Questions Section:

The iPLEDGE Program requires you to answer Call our toll free number 1-556-495-0654 to report any of the
comprehension questions before every prescription following:

These questions will demoenstrate your

understanding of the iPLEDGE Program An Adverse Event: If you or someone you know has expenenced an

requirements, the birth control that you have chosen soverse event, please call 1-866-495-0654
and the risks associated with Isoiretinoin. You may
not obtain your prescription untl you have corectly
answered the guestions. You may use your
PLEDGE educational kit as & resource as you

snswer the questions.

Answer the Questions

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

iPLEDGE Privacy Notice and Terms of Use | Safety Notice | Non-Compliance Action Policy | © 2018 iPLEDGE

Reference ID: 4252185
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Patient Home Page for Patient Not in Program Status “Required to
Demonstrate Comprehension”

() iPLEDGE -

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

 WONLTWAY

HOME

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

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 dunng 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 isotretincin
only to registered patients who meet sll the requirements of iPLEDGE. Isotretinoin can be dispensed only by & 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. No one knows if isotretinoin caused these
problems or behaviors or if they would have happened even if the person did not take isotretinoin

Isotretinoin use has been associsted with pseudotumor cerebri, a condition caused by increased pressure on the brain. This condition
may occur more often in patients slso 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 refer to the isotretinoin package inserts for full prescribing and dispensing instructions

MY PROGRAM STATUS

FAQS

How to Report

Call our toll free number 1-566-495-0654 to report any of the following:

An Adverse Event: If you or someone you know has experienced an adverse event. please
call 1-566-495-0654,

A Pregnancy: To report a pregnancy, please call 1-566-485-0654

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

Reference ID: 4252185
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Patient — Comprehension Questions- Did not fill Rx in previous window

HOME

FAQS

Reference ID: 4252185

() iPLEDGE —

D ONLY WAy

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION
ABOUT ISOTRETINOIN
ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

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

D]
Have Questions? Call our toll-free number 1.866.495.0654

Answer Your Questions

Before You Get Started

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

Yes
No

Note: 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.
If the Pharmacy coes not authorze the prescription in the IPLEDGE Program system, It could result in an
unnecessary interruption in your treatment. Ask the Pharmacy if they have authorzed this prescription and look for
the IPLEDGE Program sticker on your prescription bag. You may find a participating Pharmacy by using the Find a
Pharmmacy feature on the iPLEDGE Program website.

Page 6 of 32



COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION
ABOUT ISOTRETINOIN
ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Patient — Comprehension Questions

™ONLY WAY

Answer Your Questions

Please follow these two steps to demonstrate iPLEDGE Program comprehension.

Step 1: Birth Control Verification

Please 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 about information and
counseling provided to you. There are no wrong answers o these questions. The answers are used 1o determine how often
the IPLEDGE Program maternials are shared with patienis.

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 senes of
questions and a list of multiple choice answers for each guestion. Cnly one of the answers will be the right answer for each
question. If you choose the night answer, you will move on to the next question. If you choose the wrong answer, you will be
shown the right answer for that guestion, and then you will move on 1o the next question.

When you have answered all the guestions, you will be notified right away if you have passed or not. If you did not pass, you
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 aliowed to obtain your prescription once you have correctly answered these questions.

Continue

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

Reference ID: 4252185
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Patient — Comprehension Questions — Abstinence Confirmation

() iPLEDGE

Welcome [Unique 1D]
Logout

iMed 1o Preg y P

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

™ONLY WAY

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

Birth Control Verification

All fields listed below are required unless otherwise indicated.
Please select your birth 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 common reasons that women get pregnant is that they engage in sexual activity when
they have planned to be abstinent.

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

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

If the patient selects abstinence, they will not be allowed to select a second
method of birth control.

Reference ID: 4252185
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Patient — Comprehension Questions - Patient Contraception and First Month

Questions

(7 iPLEDGE e

Have Questions? Cal our tol-drea number 1 000 155 0654

e ONrwa 2

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

Al fredds listec below are recuired uniess otherarse indicated
F1eass £26C your Drth contTol METOAS chck T Submit cutten

Primary

Bitth Contral Fils v
Sccondary

Msla Latex Condom v

O your doctor ar anyana n your docler's offce tell you that it = important net to become pregnant whie takng
Isotretinoin?

» Yoz
Na

D¢ you receive the leclrebntin Educabional KiL fer Female Patents Who Can Gel Pregnant?
. Yes
No
1yes, dd you read
1. Tne Guoe to (golredncin for Femae Palients Who Can Gt Pregnant?
" Yes
No
2 Tha Brih Contral Workhook?
. Ve
No

Dic you watch the viceo. "Bs Frapsrad, Be Fratectad” about tith contrel?
» Yeu

No

O you walch the vigeo, Do Lvare. The Rise of Frégrsncy e on letdratingi " 3bodl the afacls of isoratingin?
. Yo

No

Oxc your doctoe or anyonz n your docler s office offer %o refer you to ancther heakh care provider far bath control
counsaing?

" Yes

Na

From wnom 4 you receive Hith contror counsing?
» Iy docsar
Ancther nealh care provider

| dd net recenve birth conlral counsaang

IFLEUUE Frovacy Notce and Tecrms of Use | Salety Nobice | Noo-Comrplunce Acton Fobcy | DAV LEDOE

Reference ID: 4252185

Page 9 of 32



Patient — Comprehension Questions — Primary (First Time):

O

iPLEDGE

Commitied to Pregnancy Prevention

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

—Hﬂm

Birth Control Verification

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

All fields listed below are required unless otherwise indicated.

Flease select your birth control methods click the Submit button.

Primary
Eirth Control Pills

v

Hermenal Implant

Harmonal IUD
MNan-hormanal IUD

Tubal Sterilization

Male Vasectomy

MNatural Family Planning
Hormonal Shot

Hormonal Vaginal Ring
Harmonal Skin Patch

Birth Contrel Pills {Combination Type)
Progesterone-only Mini-pills
Abstinence

ou that it is important not to become pregnant while taking

ucational Kit For Female Patients Who Can Get Pregnant?

Yes
Mo

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

Yes

Na

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

Yes

Na

Did your doctor or anyone in your doctor's office offer to refer you to another heaith care provider for birth contral

counseling?
Yes
Mo

From whom did you receive birth control counseling?

My doctor

Anather health care pravider

| did not receive hirth control counseling

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

Reference ID: 4252185
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Patient — Comprehension Questions — Barrier/Primary (First Time):

() iPLEDGE

Welcome [Unigue 1D]
Logout

Have Questions? Call our toll-free number 1-866-455.0654

—mm

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

Birth Control Verification

All fields listed below are required unless otherwise indicated.

Please select your birth control methods click the Submit button.

Primary

Birth Control Fills b
Secondary

Hormonal IUD L

Hormonal Implant
Hormonal IUD
Mon-hormonal IUD
Tubal Sterilization
Male Vasectomy
Matural Family Planning
Hormaonal Shat
Hormonal Vaginal Ring
Female Condom
Hormaonal Skin Patch
Birth Control Pills {Combination Type)
Progesterone-only Mini-pills
Male Latex Condom
Cervical Cap with a Spermicide
Diaphragm with a Spermicide
Vaginal Sponge
Cervical Shield
| Withdrawal

|

u that it is imporiant not to become pregnant while taking

Icational Kit For Female Patients Who Can Get Pregnant?

about birth contral?

Incy While on Iscofretinoin” about the effects of isotretinoin?
Yes
No

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

Yes
No

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

| did not receive birth control counseling

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

Reference ID: 4252185

Page 11 of 32



Patient — Comprehension Questions — Primary (Subsequent):

() iPLEDGE "

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

—Dﬂm

HOME = =& =
Birth Control Verification
COMPREHENSION
QUESTIONS All fields listed below are required unless otherwise indicated.
CONTRACEPTION Please select your birth control methaods click the Submit button.
INFORMATION ,
Primary

PATIENT INFORMATION Birth Coniral Pl Y

Hormonal Implant
ABOUT ISOTRETINOIN Hormaonal IUD

Non-harmonal IUD
ABOUT iPLEDGE Tubal Sterilization

Male Vasectomy
Matural Family Planning

PRESCRIBER
Hormonal Shot Submit
PRESCRIBER Hormonal Vaginal Ring

Hormonal Skin Patch

FIND A PARTICIPATING Birth Control Pills {Combination Type)

PHARMACY Progesterone-only Mini-pills
Abstinence

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

iPLEDGE Privacy Notice and Terms of Use | Safety Motice | Nom-Compliance Action Policy | © 2016 iPLEDGE
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Patient — Comprehension Questions — Barrier/Primary (Subsequent):

O

iPLEDGE'

Committed to Pregnancy Prevention

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

—mm

Birth Control Verification

HOME

COMPREHENSION

QUESTIONS

All fields listed below are required unless otherwise indicated.

Flease select your birth control methods click the Submit button.

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Primary
Birth Control Fills

Secondary
Hormonal IUD

Hormonal Implant
Hormaonal IUD
Mon-hormenal IUD
Tubal Sterilization
Male Vasectomy
Natural Family Planning
Hormaonal Shot
Hormonal Vaginal Ring
Female Condom
Hormonal Skin Patch
Birth Control Pills {Combination Type)
Progesterone-only Mini-pills
Male Latex Condom
Cervical Cap with a Spermicide
Diaphragm with a Spermicide
Vaginal Sponge
Cervical Shield
| Withdrawal

iPLEDGE Privacy Notice and Terms of Use | Safety Notice | Nom-Compliance Action Policy | @ 2016 iPLEDGE
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omprehension Questions — Sample Question

C
(7 iPLEDGE mm

Committed to Pregaancy Pravention Have Questions? Call our toll-free number 1.866.495.0654

e | TR

HOME : H
Comprehension Questions
COMPREHENSION
QUESTIONS Program Steps
CONTRACEPTION : : : 2 5
INFORMATION You are in your third month of treatment, in order to get your isotretinoin prescription, you must
Have a urine test for infection
PATIENT INFORMATION
Have a negative pregnancy test done In a laboratory, discuss birth control with your doctor and answer questions in
the iPLEDGE Program system.
ABOUT ISOTRETINOIN WL 9 4
ABOUT iPLEDGE
PRESCRIBER
Please select you answer to the question and click Submit.
FIND A PARTICIPATING Please do not use browser's Refresh, Back or Forward butions when answering the questions, or you may have 1o start
PHARMACY again.
UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

iPLEDGE Privacy Notice and Terms of Use | Safety Notice | Non-Compliance Action Policy | © 2016 iPLEDGE
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Patient — Comprehension Question - Correct Answer - SAMPLE:

() iPLEDGE —

Qomeuitted to Pregnanty Prevention Have Questions? Call our toll-free number 1-866-495 0654

—I}m

HOME = =
Comprehension Questions
COMPREHENSION
QUESTIONS
Correct: You have selected the right answer.
CONTRACEPTION
INFORMATION Candoms

PATIENT INFORMATION

I you use a lubricant with a2 male latex condom, it should be 2 water-based lubricant.
ABOUT ISOTRETINOIN e True
ABOUT iPLEDGE false

CHANGE PRIMARY

PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION
MY PROGRAM STATUS

FAQS

iPLEDGE Privacy Notice and Terms of Use | Safety Motice | Nom-Compliance Action Policy | © 2046 iPLEDGE
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Patient — Comprehension Question - Incorrect Answer - SAMPLE:

(% iPLEDGE

Committed to Pregnancy Provention

Welcome [Unigue ID]
Logout

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

Comprehension Questions

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

General Contraception Reguiremenis

You have finished your last dose of isofretinoin. 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.

» (3o for the pregnancy test at any time during the month.

Next

Flease do not use browser's Refresh, Back or Forward butions when answering the guestions, or you may have fo start
again.

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

Patient — Comprehension Test Results- SAMPLE: Results: Failed

TONLY WAY

Comprehension Questions Results

» Resulis: Failled to Demonstraie Comprehension
« You have answered the following questions incorrectly.

Important Note:
If this is your last month of treatment:

« Remember to continue using the two methods of acceptable birth control for 30 days after the last dosage.
« Get a pregnancy test after the last dosage and 30 days after the |ast dosage.

Click here to return to the home page
Question: One goal of IPLEDGE is making sure pregnant women do not take isotretinoin

Answers:
of True
XK Faise

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

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

Please review the Educational Materials before you answer the guestions again.
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Patient — Comprehension Test Results- SAMPLE: Results: Passed

() iPLEDGE e

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

—ﬂm

HOME - -
Comprehension Questions Results
COMPREHENSION
QUESTIONS
« The guestions are complete.
CONTRACEPTION ; o e s e o
= You may ) rescripti efore 115 . Eastemn Tir firyy
INFO! TION You may obtain your p ription any fime be 9F M. Eastern Time on midfyyyy
PATIENT INFORMATION Important Note;
ABOUT ISOTRETINOIN If this is your last month of treaiment:

Remember to continue usi the twao methods of acceptable birth control for 30 days after the last dosage.
ABOUT iPLEDGE . o F , e

» (et a pregnancy test after the last dosage and 30 days after the last dosage.
CHANGE PRIMARY i P e
PRESCRIBER :

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION
MY PROGRAM STATUS

FAQS

iPLEDGE Privacy Notice and Terms of Use | Safety Notice | Non-Compliance Action Policy | @ 2016 iPLEDGE
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Patient — Contraception Information:

() iPLEDGE —"—

Cammitted ta Pregnancy Provention Have Questions? Call our toll-free number 18664950654

—Dﬂm-

HOME = 2
Contraception Information

COMPREHENSION

i « Safety Information About Isolretinoin

CONTRACEPTION = Birih Control Workbook

e + The Guide to Isotretinoin For Female Patients Who Can Get Pregnant

PATIENT INFORMATION - B - L 0 Sheel B

ABOUT ISOTRETINOIN
ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION
MY PROGRAM STATUS

FAQS
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Patient — Patient Information

O

iPLEDGE’

Committed to Pregnancy Prevenbon

Welcome [Unigue I0]
Logout
Have Questions? Call our toll-free number 1-866-495.0654

R TONLYWAY

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

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 chcking 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

. P Program Bi ntrol |nf iP Program Checkli
« Contraception Counseling Guide and Coniraception Referral Form

« |sofretinoin Contraception Referral Form

» Guide to Isotretinoin for Male Patients and Female Patients Who Cannot Get Pregnant
. I Isgtretingin

« Dr. Reddy's Zenatane Medication Guide

« Mylan Amnesteem Medication Guide

« Sun Absorica Medication Guide

o TevaC is Medication Gui

« Akom Myorisan Medication Guide

«» Amneal isofretingin Medication Guide

Manufacturer's 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, Inc. 1-800-227.7522
I".-1\1.'Carisaﬂ"l Akom, Inc. 1-800-932-5676
Absorica” Sun Pharmaceutical Industries, Inc. 1-800-406-7984
Zenatane ™ Dr. Reddy's Laboratories, Ltd 1-888-375.3784
Amneal isotretinoin Amneal Pharmaceuticals, LLC 1-877-835-5472
iPLEDGE Privacy Notice and Terms of Use | Safety Motice | Non-Compliance Action Policy | © 2018 iPLEDGE
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Patient - 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

™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
nisk that severe birth defects will resuli if pregnancy occurs while taking isotretinoin in any amount, even for
short penods of ime. 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 abnormalties of the face,
eyes, ears, skull, central nervous system, cardiovascular system, and thymus and parathyroid glands. Cases of
1Q 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 reporied.

Documented external abnormalties include: skull abnormality, ear abnormalities (including anotia, micropinna,
small or absent extemal auditory canals); eye abnormalities (including microphthaimia); 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 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®. 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.

iPLEDGE Privacy Notice and Terms of Use | Safety Notice | Non-Compliance Action Policy | ® 2016 iPLEDGE
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Patient - About iPLEDGE

™ONLY WAY

COMPREHENSION
QUESTIONS

CONTRACEPTION
INFORMATION

PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

About iPLEDGE

The IPLEDGE Program is a computer-based risk management program designed to further the public heaith 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 heaithcare professionals prescribing isotretinoin, all pharmacies dispensing Isotretinoin, and
all male and female patients prescribed isoiretinoin. 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 monthiy 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 isotretinoin.

There are also additional qualification criteria and montly 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 mIU/mi before receiving the initial isotrefinoin prescription. The first pregnancy test is 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 2 urine or blood
(serum) pregnancy test conducted by a CLIA-certified laboratory prior to receiving each p iption.

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 IPLEDGE Program system via the intemet

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

CONTRACEPTION
INFORMATION

PATIENT INFORMATION
ABOUT ISOTRETINOIN
ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Patient — Change Primary Prescriber

Y

™ONLY WAY

Change Primary Prescriber

If you change your Primary Prescnber, you will not be abie to recesve prescnptions from your current prescriber, Instead you
will be receiving your fulure prescriptions from your new prescriber.

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

flm Name
Jane

MI {Optional)

Smith

Phone

ciy

State Zip Code
PA v

Found

Name Address * Contact

Jane Smth Bive Bel PA 215-224-2245

Showing 110 1 of 1 entries 1 10 v

To trangfer to this prescrider piease click the Commit To Transfer button
Please note: Your transfer will not be complete until your selecied prescnber has acceptec you as a patient

>ommil To Transte

IPLEDGE Privacy Notico and Terms of Use | Safety Notioe | Non-Compliance Action Policy | © 2016 IPLEDGE
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Patient — Find a Participating Pharmacy

() iPLEDGE e

Commitied 1o Pregnancy Provention Have Questions? Call our toll-free numbar 1-866-495.0654

—ﬂﬂm

HOME = Fp— =
Find a Participating Pharmacy
COMPREHENSION
QUESTIONS Please enter any or all search criteria and click the Search bution
CONTRACEPTION Zip City State
INFORMATION Select =
PATIENT INFORMATION

ABOUT ISOTRETINOIN

ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION
MY PROGRAM STATUS

FAQS
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Patient — Update My Information

() iPLEDGE ey

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

i Update My Information
COMPREHENSION

QUESTIONS Chanoe Password

CONTRACEPTION Change Date of Personal Significance
INFORMATION Lpdate Contact information

PATIENT INFORMATION

ABOUT ISOTRETINOIN
ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION
MY PROGRAM STATUS

FAQS
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Patient — Update My Information — Change Password

() iPLEDGE e

Have Questions? Call our toll-free number 1-866.495.0654

S moNyWAY

. Change Password

COMPREHENSION

QUESTIONS All fields below are required uniess otherwise indicated
CONTRACEPTION Oid Password

INFORMATION

PATIENT INFORMATION New Password

ABOUT ISOTRETINOIN

Confirm New Password
ABOUT iPLEDGE

CHANGE PRIMARY

PRESCRIBER
FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION
MY PROGRAM STATUS

FAQS
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Patient — Update My Information — Change DOPS

() iPLEDGE —

Have Questions? Call our toll-free number 1.866.495.0654

™ONLY WAY

HOME H &:
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 )
Date of Personal Signifance: (MM/DD/YYYY)
ABOUT iPLEDGE / /
CHANGE PRIMARY Confirm Date of Personal Stgnlfance: (MM/DDIYYYY)
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

(" iPLEDGE o

Cammified to Pregnany Pravention Have Questions? Call our toll-free number 1-B66-405-0654

e | L TR

HOME
Update Contact Information

COMPREHENSION
QUESTIONS Iae this form to edit your contact information. To edit information not displayed on this form, please contact the Call Center.
COMTRACEPTION All fields below are required unless otherwise indic ated
INFORMATION . _

Firgt Mame I {Cponai)
PATIENT INFORMATION Giriga
ABOUT ISOTRETINOIN Last Name

Doddapaneni

ABOUT iPLEDGE

Afgress

CHANGE PRIMARY 620 Harvest Dirive

PRESCRIBER
FIND A PARTICIPATING
PHARMACY
City
UPDATE MY INFORMATION Bilue Bell
MY PROGRAM STATUS Stats Zip
PA v 10422
FAQS
Phone Mumber
5H5-555-5555
Fax (Optianal)

Email {Optional)

girja.doddapanenig@ube.com

Preferred Method of Communication

Salecl v

Cancel Save Changes

iPLEDGE Privacy Notice and Tesms of Use |  3afety Motics | Non-Compliance Action Policy | & 2018 WLEDDE
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Patient — My Program Status

(7 iPLEDGE' e
Commiticd o Pregnancy Prevents

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

—Dﬂm

HOME =
Patient Program Status
COMPREHENSION
QUESTIONS MName: Jane Smith
CONTRACEPTION Program Status:  Qualified o Receive Drug
INFORMATION Action: Mo patient action is required at this time.
PATIENT INFORMATION
Information: You may obtain your prescription at the pharmacy. You must obtain the prescription before 11:52 PM
ABOUT ISOTRETINOIN Eastern Time on the last day of your prescription window.
ABOUT iPLEDGE
] June 2015

CHANGE PRIMARY
PHENCRIBER L S| Moo [ T | el | T | P Sk
] 1 2 3 4 5 [

FIND A PARTICIPATING If you haven't If you haven't If you haven't If you haven't

PHARMACY already, obtain already, obtain already, obtsin already, obtain
your prescription  your prescripfion  your p iption yourp ipti

UPDATE MY INFORMATION More. . More.. Maore.. Mare..

i 8 9 10 (b 12 13

If you haven't If you haven't If you haven't First day you ma
MY PROGRAM STATUS e i e vy Y

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

your prescription  your prescription  your prescription  pregnancy test
FAQS More. . More.. Iore. More.

Key

Today or future day for an active 7 day window | | A past day for a 7 day window

" | A7 day window that has expired without [

| orescription fil Action may occur on this date or any date after

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

iPLEDGE Privacy Notice and Terms of Use | Safety Motice | Non-Compliance Action Policy | © 2016 iPLEDGE
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Patient — FAQs

™ ONLY WAY
i Frequently Asked Questions (FAQ)
COMPREHENSION
QUESTIONS
CONTRACEPTION iIPLEDGE PROGRAM (click topics below for more information)
Ao A TECHNICAL ASSISTANCE
B. PATIENT
PATIENT INFORMATION C ALL USERS

ABOUT ISOTRETINOIN
ABOUT iPLEDGE

CHANGE PRIMARY
PRESCRIBER

FIND A PARTICIPATING
PHARMACY

UPDATE MY INFORMATION
MY PROGRAM STATUS

FAQS
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Patient — iPLEDGE Terms of Use

W

m ONLY WAY

ki iPLEDGE Privacy Notice and Terms of Use

COMPREHENSION

QUESTIONS =
iPLEDGE Privacy Notice and Terms of Use

CONTRACEPTION Version 2.0. Last Revised: 03/17/2015

INFORMATION

These Terms of Use apply to all visitors of the prescription drug risk management site located at

nitp /iwww ipledaeprogram com (the “Site”). The 'IPLEDGE Website™ is a Registered User-only account portal
PATIENT 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

ABOUT ISOTRETINOIN restricted distribution program approved by the FDA.
THIS SITE IS INTENDED FOR U.S. AUDIENCES ONLY. USERS WHO ACCESS THE SITE FROM OUTSIDE THE
ABOUT iPLEDGE U.S. DO SO AT THEIR OWN INITIATIVE AND RISK AND ARE RESPONSIBLE FOR COMPLIANCE WITH ALL
APPLICABLE LAWS.
sREs:REI:"ARY “Registered Users” inclugde Patients. Prescribers, Designated Agenis, and Pharmacisis who have signed up 10

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

FIND A PARTICIPATING pursuant to the iPLEDGE Program. "Designated Agents” are persons designated by Prescribers to act on their

PHARMACY behalf with the IPLEDGE Website. Pharmacists are pharmacists that utilize the IPLEDGE Website 1o verify a patient's
enroliment in IPLEDGE and status before filling a prescription at a retail pharmacy.

UPDATE MY INFORMATION 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”).

S PEOSREN SERTUR REGISTRATION AND ASSENT

FAQS Access to and use of the Site is conditioned upon your assent to these Terms of Use. You are deemed o have

assented to these Terms of Use when you use any available page of the Site. You are deemed o have assented 10
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 Privacy Notice and Terms of Use | Safety Notice | Non-Compliance Action Policy | ® 2016 iPLEDGE
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ABOUT iPLEDGE

CHANGE PRIMARY
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PHARMACY

UPDATE MY INFORMATION

MY PROGRAM STATUS

FAQS

Patient — Safety Notice

™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 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, 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 iIPLEDGE 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. No
one knows i isotretinoin caused these problems or behaviors or if they would have happened even if the person did not take
isotretinoin.

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, aliergic reactions, biood
sugar, or red and white blood celils. 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 isotretinoin package inserts for full prescribing and dispensing instructions.
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Pharmacy Screens Inventory:
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