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Prescriber Screens Inventory:

= Common — Header and Footer
Prescriber Registration — from Prescriber Home Page
Prescriber Home Page
Prescriber Home Page (Alternate)
Prescriber Activation
Register New Patient
FRP
FNRP
Confirm FNRP
MALE
Confirm MALE
= About Isotretinoin
= About iPLEDGE
= Manage Patients
- Program Status Descriptions by Patient Type (info button)
Edit Patient Demographics Button
Confirm Patient Counseling Button — FRP/FNRP
Edit Patient Contraception Button
Post-therapy Pregnancy Test Button
Check Patient Status Button — FRP/FNRP
Re-Register Patient Button
FRP
FNRP
MALE
Change Patient Type Button
FRP
FNRP
Discontinue Patient Button
Report Pregnancy Button
= Prescriber Information
=  Order Materials
= Update My Information
Edit Prescriber Demographics
Change DOPS
Change Password
Accept Patient
Manage Delegates/Designees
My Program Status
Find a Participating Pharmacy
FAQs/How To’s
Action Required List
Terms of Use
= Safety Notice
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Common — iIPLEDGE Web page header/footer
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Prescriber Registration — For Prescribers (Button) from Public Home Page
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Prescriber Home Page — Activated Prescriber not within 30 days of
expiration.
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Prescriber Home Page — Prescriber in Program Status “Registered” or
activated Prescriber whose activation expires within 30 days.
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Prescriber - Prescriber Activation

Page 7 of 151

Reference ID: 3956479



Prescriber - Prescriber Activation - Compliance Notice
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Prescriber - Prescriber Activation Complete
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Prescriber - Register New Patient
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Prescriber - Register New Patient - FRP
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Prescriber - Register New Patient - FRP
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Prescriber - Register New Patient - FRP
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Prescriber - Register New Patient - FRP
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Prescriber - Register New Patient — FRP — Patient not unique
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Prescriber - Register New Patient - FRP
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Prescriber - Register New Patient - FRP

Page 17 of 151

Reference ID: 3956479



Prescriber — Register New Patient - FNRP
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Prescriber - Register New Patient - FNRP — Acknowledgement
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Prescriber - Register New Patient — FNRP — Determine Patient Category
Question 1 of 3
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Prescriber - Register New Patient — FNRP — Determine Patient Category
Question 2 of 3
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Prescriber - Register New Patient — FNRP — Determine Patient Category
Question 3 of 3
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Prescriber - Register New Patient - FNRP — Review Patient Category —
System determines patient is FNRP
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Prescriber - Register New Patient — FNRP — Patient Information
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Prescriber - Register New Patient — FNRP — Patient Information
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Prescriber - Register New Patient — FNRP — Patient Information Review
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Prescriber - Register New Patient — FNRP — Patient Identification Number
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Prescriber - Register New Patient — FNRP — Finish
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Prescriber - Register New Patient — FNRP — Continue option to confirm
FNRP
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Prescriber - Register New Patient — FNRP — Confirm FNRP complete
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Prescriber - Register New Patient - FNRP — Review Patient Category —
System determines patient is FRP
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Prescriber - Register New Patient - FNRP — Request FNRP Status
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Prescriber - Register New Patient —- MALE
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Prescriber - Register New Patient — MALE — Patient Information
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Prescriber - Register New Patient — MALE — Patient Information
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Prescriber - Register New Patient — MALE - Patient Information Review
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Prescriber - Register New Patient — MALE — Patient Uniqueness — Override
Code
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Prescriber - Register New Patient - MALE - Identification Number Entry
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Prescriber - Register New Patient - MALE - Finish
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Prescriber - Register New Patient - MALE — Continue to Confirm after
Finish
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Prescriber - Register New Patient - MALE — Confirm complete
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Prescriber — About Isotretinoin
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Prescriber — About iPLEDGE

Page 43 of 151

Reference ID: 3956479



Prescriber - Manage Patients
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Prescriber - Manage Patients — Request Exemption button
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Prescriber - Manage Patients — Request Exemption Option Selected
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Prescriber - Manage Patients — Report Tanner Stage Change button
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Prescriber - Manage Patients — Status Column — Red info button - SAMPLE

Program Status Descriptions by Patient Type

Female Patients of Reproductive Potential

Registersd

This is a patient who has been entered {registered) into the system by an activated presoiber. The patient will remain in this status for 1 month while she
uses her two chosen forms of effective contraception before she can start the gualification process for a presoiption.

of

This patient did not fill and pick up her presaription in her first 7-day prescription window, and must now wait 2 minimum of 12 days between pregnancy

tests [with the second pregnancy test in the first 5 days of her menstrual cyde).

or

This patient was using abstinence to meet the reguirements of iPLEDGE, but will now be using two other forms of contraception. This patient must be on

the new forms of contraception for 30 days before she can get her next prescription.

of

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

or

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

Required Action

After the reguired number of days {30 days if the patient was newly registered, or at least 19 days between pregnancy tests if she did not fill and pick up a
presoription 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 filled and picked up within 7
days of the specimen draw date for the pregnancy test. Upon confirmation of the menthly counseling and entry of the pregnancy test results, the patient’s
status will change to "Reguired to Demenstrate Comprehension”. If the registration is pending review for requested female of non-childbearing potential
status, this patient cannot be confirmed until the reguest is reviewed and accepted through discussicn with the iPLEDGE Call Center.

Reguires Confirmation
This is a patient who has filled a presaiption and is eligible to begin the reguirements to fill ancther month’s presoription

of
A patient wheose 7-day presaiption window expired before completing all program reguirements or filling her presoription. This patient must fulfill all

program reguirements to fill another presoription.

Male Patients and Female Patients of Non-Reproductive Potential

Registered
A patient who has been entered into the system by an activated presciber
Reguired Action

The prescriber must confirm the monthly counseling of the patient using the Confirm Patient Counseling feature on the Manage Patient soreen or
through the automated phone system. Confirmation of the monthly counseling begins the 30-day presoiption window for prescription filling and
dispensing, meaning the presoription must be filled and picked up within 30 days of the date the presoriber confirmed the monthly counseling of the
patient. Upon confirmation of the monthly counseling, the patient’s status will change te "Qualified to Receive Drug”™.

Reguires Confirmation
A patient who has filled a presciption
or
A patient whose 30-day prescription window expired before completing all program reguirements or filling and picking up his or her prescription.
Required Action
The prescriber must confirm the monthly counseling of the patient using the Confirm Patient Counseling feature on the Manage Patient soreen or
through the automated phone system. Confirmation of the moenthly counseling begins the 30-day presoiption window for presaription filling and
dispensing, meaning the presoiption must be filled and picked up within 20 days of the date the presoiber confirmed the meonthly counseling of the
patient. Upon confirmation of the monthly counseling, the patient’s status will change to "Qualified to Receive Drug”

Qualified to Receive Drug
The presoiber and patient have completed all monthly reguirements and the patient is gualified to have his or her prescription filled and picked up. The

patient must obtsin the prescription within the 30-day window which started on the date the presoriber confirmed the monthly counseling.

Required Action
Patient must obtsin the presoription within at a pharmacy licensed in the U.S. and registered and activated in the iPLEDGE Program within 20 days of
the date the presoiber confirmed his or her monthly counseling in the system.
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Prescriber - Manage Patients — Edit Patient Demographics Button
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP -
Confirm
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP -
Contraception
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP -
Abstinence selected as Primary — Message
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP -
Abstinence selected as Primary — Confirmation of Important Message

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
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP —
Pregnancy Result
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP —
Pregnancy Result (after closing of popup message)
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP —
Pregnancy Result (after confirming receipt of laboratory test)
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Prescriber - Manage Patients — Confirm Patient Counseling Button — FRP -
Finish
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Prescriber - Manage Patients — Confirm Patient Counseling Button — Male -
Confirm
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Prescriber - Manage Patients — Confirm Patient Counseling Button - Male -
Finish
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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.
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Prescriber - Manage Patients — Edit Patient Contraception Button
Patient’s previous prescription window contraception selection is Abstinence.
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Prescriber - Manage Patients — Post-therapy Pregnancy Test Button —
Specimen Collection Date
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Prescriber - Manage Patients — Post-therapy Pregnancy Test Button —
Pregnancy Test Type
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Prescriber - Manage Patients — Post-therapy Pregnancy Test Button - Enter
Post-therapy Pregnancy Test Results - Finish
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Prescriber - Manage Patients — Check Patient Status Button — FRP
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Patient Program Status Screen — More Information

Page 67 of 151

Reference ID: 3956479



Prescriber - Manage Patients — Check Patient Status Button — FRP — Patient
with expired Rx window
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Prescriber - Manage Patients — Check Patient Status Button — Male/FNRP

Page 69 of 151

Reference ID: 3956479



Prescriber - Manage Patients — Re-Register Patient Button
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Prescriber - Manage Patients — Re-Register Patient Button — Patient linked to
a different Prescriber
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Prescriber - Manage Patients — Re-Register Patient Button — FRP
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Prescriber - Manage Patients — Re-Register Patient Button — FRP — In-Office
Pregnancy Test Results
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Prescriber - Manage Patients — Re-Register Patient Button — FRP — Patient
Information
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Prescriber - Manage Patients — Re-Register Patient Button — FRP — Patient
Information
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Prescriber - Manage Patients — Re-Register Patient Button — FRP — Patient
Information Review
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Prescriber - Manage Patients — Re-Register Patient Button — FRP — Finish
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP -
Determine Patient Category
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP -
Determine Patient Category — Question 1 of 3
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP -
Determine Patient Category — Question 2 of 3
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP -
Determine Patient Category — Question 3 of 3
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP — System
determines Patient Category as FRP

Page 83 of 151

Reference ID: 3956479



Prescriber - Manage Patients — Re-Register Patient Button — Request FNRP
Status
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP — Patient
Information
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP — Patient
Information
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP — Patient
Information Review
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Prescriber - Manage Patients — Re-Register Patient Button — Request FNRP
Status — Finish
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP — System
determines Patient Category as FNRP
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP — Patient
Information
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP — Patient
Information
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP — Patient
Information Review
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Prescriber - Manage Patients — Re-Register Patient Button — FNRP — Finish
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Prescriber - Manage Patients — Re-Register Patient Button - MALE
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Prescriber - Manage Patients — Re-Register Patient Button —- MALE - Patient
Information
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Prescriber - Manage Patients — Re-Register Patient Button —- MALE - Patient
Information
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Prescriber - Manage Patients — Re-Register Patient Button —- MALE - Patient
Information Review
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Prescriber - Manage Patients — Re-Register Patient Button —- MALE - Finish
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Prescriber - Manage Patients — Change Patient Type Button — Change to FRP
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Prescriber - Manage Patients — Change Patient Type Button — Change to FRP
— No PT Results
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Prescriber - Manage Patients — Change Patient Type Button — Change to FRP
— No PT Results — Finish
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Prescriber - Manage Patients — Change Patient Type Button — Change to FRP
— Negative Pregnancy Test Results
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Prescriber - Manage Patients — Change Patient Type Button — Change to FRP
— Negative PT Results — Finish
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Prescriber - Manage Patients — Change Patient Type Button — Change to
FNRP
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Prescriber - Manage Patients — Change Patient Type Button — Change to
FNRP - Determine Patient Category
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Prescriber - Manage Patients — Change Patient Type Button — Change to
FNRP - Determine Patient Category — Question 1 of 3
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Prescriber - Manage Patients — Change Patient Type Button — Change to
FNRP - Determine Patient Category — Question 2 of 3
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Prescriber - Manage Patients — Change Patient Type Button — Change to
FNRP - Determine Patient Category — Question 3 of 3
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Prescriber - Manage Patients — Change Patient Type Button — Change to
FNRP — Determine Patient Category — Review
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Prescriber - Manage Patients — Change Patient Type Button — Change to
FNRP — Determine Patient Category — Review

Page 110 of 151

Reference ID: 3956479



Prescriber - Manage Patients — Change Patient Type Button — Change to
FNRP — Determine Patient Category — Request FNRP
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Prescriber - Manage Patients — Change Patient Type Button — Change to
FNRP — Determine Patient Category — Request FNRP — Finish
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Prescriber - Manage Patients — Discontinue Patient Button — Discontinue
Reasons
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Prescriber - Manage Patients — Report Pregnancy Button
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Prescriber - Manage Patients — Report Pregnancy Button
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Prescriber - Manage Patients — Report Pregnancy Button — Confirmation
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Prescriber — Prescriber Information
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Prescriber - Order Materials
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Prescriber - Update My Information
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Prescriber - Update My Information — Change Password
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Prescriber - Update My Information — Change DOPS
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Prescriber - Update My Information — Contact Info
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Prescriber - Accept Patient
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Prescriber - Manage Delegates/Designees
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Prescriber - Manage Delegates
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Prescriber - Register New Designee
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Prescriber - Manage Designees
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Prescriber - Register Designee
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Prescriber - Program Status
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Prescriber - Find a Participating Pharmacy
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — FAQs/How To’s
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Prescriber — Action Required List

Page 149 of 151

Reference ID: 3956479



Prescriber — iPLEDGE Terms of Use

Page 150 of 151

Reference ID: 3956479



Prescriber — Safety Notice
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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.

=  Common — Header and Footer
= Designee Home Page

= Designee Activation - Compliance Notice

= Designee Activation Complete

= Designee Acting on Behalf of Prescriber - Verification

= Designee Acting on Behalf of Prescriber — Register New Patient*

= About Isotretinoin

= About iPLEDGE

= Designee Acting on Behalf of Prescriber — Manage Patients*

= Prescriber Information

= Designee Acting on Behalf of Prescriber — Order Materials

= Update My Information — (Designee Change Password and Change DOPS)
= Designee Acting on Behalf of Prescriber — Update My Information (Prescriber)
= Designee Acting on Behalf of Prescriber — Accept Patient

= Designee Acting on Behalf of Prescriber — Manage Delegates/Designees*
= My Program Status — (Designee)

= Find a Participating Pharmacy

= FAQs/How To’s*

= Designee Acting on Behalf of Prescriber — Action Required List

= Terms of Use

= Safety Notice

*See additional feature web pages under Prescriber Web Pages

. P 20f25
®nUBC weene
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Common - IPLEDGE Web page header/footer
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Designee Home Page:

® ™ Welcome iPledge Designee
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

C T ney P slion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

Fay
BN, /MOME Select Prescriber

SAFETY NOTICE
\a DESIGNEE

ACTIVATION Isotretingin 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 isotretincin in any amount, even for a short pericd of time. Potentially any fetus
exposed during pregnancy can be sffected. There are no sccurste means of determining whether an exposed fetus has been affected.

\a REGISTER NEW Because of this toxicity, isoiretinoin can only be marketed under s special restricted distribution program. This program is called

PATIENT iFLEDGE™. Under this program, presoribers must be registered and activated with the iFLED'GE Program and can presoribe isotretinoin

only to registered patients who meet all the requirements of iPLEDGE. Isctretincin can be dispensed only by a8 pharmacy registered and
0 ABOUT activated with iPLEDGE. Registered and activated pharmacies can only receive isctretincin from wholesalers registered with iPLEDGE.

ISOTRETINOIN Patients on isotretincin have been known to become depressed or to develop other serious mental health problems. Some pecple have

had thoughts of hurting themselves or putting an end to their own lives. Some pecple tried to end their own lives and scme have ended
0 ABOUT their own lives. There have been reports that pecple on isctretincin were aggressive or violent. No one knows if isctretinoin caused these
problems or behaviors or if they would have happened even if the person did not take isctretingin.

iPLEDGE
“.ﬁ“lgE Isotretinoin use has been associated with pseudotumor cerebri, a condition caused by inoreased 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
PIIIEITS the skin, panoreas, liver, stomach, bones, muscles, hearing, vision, lipids, allergic reactions, blood sugar, or red and white blood cells.
The most commaon, less sericus adverse events include dry skin, chapped lips, dry eyes, and dry nose that may lead to nosebleeds.
Fatients should be advised about these adverse events and routinely monitored by a doctor during treatment with isotretingin.
PRESCRIBER ¥ ¥ g
INFORMATION
n u Flease refer to the isctretincin package inserts for full presoribing and dispensing instructions.
Order Materials
| # ‘fou must select a Prescriber
Update My Information Select the radio button next to the Prescriber, then select continue to work on the
.f Prescriber's behalf.
Accept Paticat First Name Last Name Suffix
Manage Delegates/Designees () |iPLEDGE Prescriber MD:
1
My Program Status k’
Find a Participating Pharmacy

FAls / How to's

Action Required List

Privacy Statement  Safety Notice Mon-Compliance Action Policy @ 2005 iPLEDGE
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Designee Activation - Compliance Notice

® ™ Welcome iPledge Designee
Logout
I Have Questions? Call our toll-free number 1-866-495-0854

c Hed to P ney P alion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B Convwa

ﬁ- HOME Designee Activation
E DESIGNEE _ _
ACTIVATION Compliance Hotice
Isotretinoin is teratogenic and must not be used by pregnant women. The goals of the iPLEDGE
\a ::ﬂ:};ﬂ NEW Program 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
is routinely analyzed to identify actions of non-compliance.

ABDUT
@ ISOTRETINOIN Information entered into the iPLEDGE system is considered part of the patient's medical
record, and can be used to investigate suspected non-compliance. Verified non-compliance
6 ABOUT with regard to the iPLEDGE Program requirements can result in removal from the iPLEDGE Program.
IPLEDGE

Prescribers are responsible for all iPLEDGE activities performed by their Office Staff
MANAGE Designees. If an Office Staff Designee is found to be non-compliant with IPLEDGE, resultting actions,
PATIENTS including possible removal from the iIPLEDGE Program, can include both the Designee and the Prescriber.

% PRESCRIBER
INFORMATION

Order Materials

Verified non-compliance may be reported to the FDA.

lacknowledge the statements above,
I de not acknowledge the statements above.
Update My Information
Submit
Accept Patient
Manage Delegates/Designees
My Program Status
Find a Participating Pharmacy
FAQs / How to's

Action Required List

Privacy Statement Safety Notice Non-Comgliance ActionPolicy @ 2008 iPLEDGE
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Designee Activation Complete

L=
)=
7
7

ks

O

%y HomE

DESIGNEE
ACTIVATION

REGISTER NEW
PATIENT

ABOUT
ISOTRETINDIN

ABOUT
iPLEDGE

MANAGE
PATIENTS

PRESCRIBER
INFORMATION

Drder Materials

Update My Information

Accept Patient

Manage Delegates/Designees
My Program Status

Find a Participating Pharmacy
FAQs / How ta's

Action Required List

Privacy Statement  Safety Notice

IPLEDGE

Committed to Pregnancy Prevention

Designee Activation Complete

ou are now activated in the system.

“ou may now act on behalf of a prescriber.

Current Program Status: Attested

Status Expires: 5/28/2018

Non- Comgliance Action Policy @ 2005 iPLEDGE

Welcome iPledge Designee

Logout

Have Questions? Call our toll-free number 1-866-495-0654
Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B onvwa g

BUBC
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Designee Acting on Behalf of Prescriber - Selected Prescriber Verification

Welcome iPledge Designee

[ ] ™

Logout
I Have Questions? Call our toll-free number 1-866-495-0654
C itted to P ney P ntian Monday to Saturday, 9 AM - 12 AM (Midnight) ET

-ﬁ- HOME Selected Prescriber Verification
“— DESIGNEE _ _ _
a ACTIVATION “ou are currenthy working on behalf of iPLEDGE Prescriber, MD.

If you wish to continue select the Manage Patients button below.

b~ REGISTER NEW
i PATIENT “ou may alzo select a button from the menu at the left to perform another task.

To select a different prescriber, click on the Select & Different Prescriber button below.

0 ABOUT
ISOTRETINDIN

[ Select A Different Prescriber

0 ABOUT
iPLEDBE [ ManagePatients | | Action Required List
% MANAGE

PATIENTS

EE PRESCRIBER
INFORMATION

Order Materials

Update My Information

Accept Patient

Manage Delegates/Designees
My Program Status

Find a Participating Pharmacy
FAls / How to's

Action Required List

Privacy Statement  Safety Notice Non- Compliance ActionPolicy & 2005 iPLEDGE

Page 7 of 25
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Designee Acting on Behalf of Prescriber — Register New Patient

Welcome iPledge Designee

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

c itted to P ney P e Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B Sonyway

%y HoME Register New Patient
“— DESIGNEE cacgill |
a ACTIVATION —_

Determine Patient Category:
\E REGISTER NEW

PATIENT
Select Patient Category.
0 ABOUT Patient is a Female of Reproductive Potential (FRF}
ISOTRETINOIN Patient is a Female NOT of Reproductive Potential (FNRP)
0 ABOUT Patient is Male
iPLEDGE
[Cancel
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

Actiom Required List

Privacy Statement  Safety Notice Non- Comgliance Action Policy & 2005 iPLEDGE

Page 8 of 25
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Designee — About Isotretinoin

® ™ Welcome iPledge Designee
Logout
I Have Questions? Call our toll-free number 1-866-495-0654
Committed o Pregnancy Prevantion Monday to Saturday, 9 AM - 12 AM (Midnight) ET
-ﬁ- HOME About Isotretinoin I
DESIGNEE i
\a CONTRAINDICATIONS AND WARNINGS
ACTIVATION
Isotretinein must not be used by female patients who are or may become pregnant. There is
-\a REGISTER NEW an extremely high risk that severe birth defects will result if pregnancy ooours while taking
PATIENT isotretinoin in any amount, even for short pericds of time. Potentially any fetus exposed
during pregnancy can be affected. There are no accurate means of determining whether an
ABOUT exposed fetus has been affected. -
ISOTRETINOIN Birth defects which have been documented following isotretinoin exposure include
abnormalities of the face, eyes, ears, shull, central nervous system, cardiovascular system, and
thymus and parathyroid glands. Cases of 10 scores less than 85 with or without other
ABOUT
iPLEDGE abnormalities have been reported. There is an increased risk of spontansous abortion, and
| premature births have been reported.
MANAGE Documented external abnormalities include: skull abnormality; ear sbnormalities {incuding
anotia, mizropinna, small or absent external auditory canals); eye abnormalities (including
PATIENTS is, micropi Il or abs I sudi Is) b lities (includi
microphthalmia); facial dysmorphia; cleft palate. Documented internal abnormalities include:
PRESEI'HER CM5 abnormalities {including cerebral sbnormalities, cerebellar malformation,
hydrocephalus, microcephaly, oranial nerve deficit); cardiovascular sbnormalities; thymus
gland sbnormality; parathyroid hormone deficiency. In some cases death has ocoumed wit
INFORMATION land abi li hyraid h defici I death h d with
certain of the abnormalities previously noted.
Order Materials
Update My Information
Accept Patient If pregnancy does occcur during treatment of & female patient whe is taking isotretingin,
isotretinzin must be discontinued immediately and she should be referred to an Obstetrician-
Gynecologist experienced in reproductive toxicity for further evaluation and counseling. i
Manage Delegates/Designees
My Program Status
Find a Participating Pharmacy
Fillls / How to's
Action Required List
Privacy Statement  Safety Notice  Non- Comgliance Action Policy & 2005 IPLEDGE

EUBC Page 9 of 25
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Designee — About iPLEDGE

® Tih Welcome iPledge Designee
Logout
I Have Questions? Call our toll-free number 1-B66-495-0854

C ined 4o P ney P alion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B onywaY

%y HomE About iPLEDGE

The iPLEDGE program is 8 computer-based risk management program designed to further the -~
\-l I DESIGNEE public health goal to eliminate fetal exposure to isotretincin through a special restricted
ACGTIVATION distribution program approved by the FDA. The program strives to ensure that:
b REGISTER NEW - No female patient starts isotretingin therapy if pregnant
a PATIENT - Mo female patient on isotretingin therapy becomes pregnant
ABOUT This enhanced program is 8 SINGLE pregnancy risk management program for presaribing and
0 dispensing all isotretinoin preducts {brand and generic preducts). The iPLEDGE Program requires
ISOTRETINOIN registration of all wholesalers distributing isctretinoin, all healthcare professionals presoibing

isotretinzin, all pharmacies dispensing isotretingin, and all male and female patients presoribed
isotretinoin. This program is designed to oreate a verifiable link between the negative pregnancy

@ !HuuT test and the dispensing of the isotretincin prescription to the female patient of childbearing =
iPLEDGE potential. The iPLEDGE Program requires that all patients meet qualification criteria and monthly
program requirements. Before the patient receives histher isotretinoin presoription each month, the
MANAGE prescriber must counsel the patient and document in the iIPLEDGE system that the patient has
been counseled about the risks of isotretinoin.
PATIENTS
There are also additional qualification oriteria and monthly requirements for female patients of
PRESCRIBER childbearing potential.
INFORMATION

As part of the ongoing risk management of isotretingin products, it is orucial that & female of
Order Materials childbearing potential selects and commits to use two forms of effective contraception

simultaneously for cne meonth before, during, and for cne month after isotretingin therapy. She

must have 2 negative urine or blood {serum) pregnancy tests with a sensitivity of at least 25

Ulﬂﬂ! “r Information millUWml before receiving the initial isotretinoin presoription. The first pregnancy test is a soreening
test and can be conducted in the presoriber’s office. The second pregnancy test must be done in a
Accept Patient ClLlA-certified laboratory according to the padiage insert. Each month of therapy, the patient must
have a negative result from & urine or blood {serum) pregnancy test conducted by a CLIA-certified
Manage Delegates/Designees laboratory prior to receiving each presaription. -
My Program Status

Find a Participating Pharmacy
Fils / How to’s

Action Required List

Privacy Statement  Safety Notice  Non- Comgliance Action Policy & 2005 IPLEDGE

EiJB(: Page 10 of 25
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Designee Acting on Behalf of Prescriber — Manage Patients

Welcome iPLEDGE Designees

L] ™
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

c ined 1o P ney P alion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

-ﬁ- HOME Manage Patients '

g Desienee Search by Last Name:

ACTIVATION

|:| Include Past Patients in search

\a REGISTER NEW

PATIENT " Select the radio button next to each Patient, then select an action from the buttons found
below this table.
ABOUT
0 ISI;JTURETIHIJIH Name | ldentification gﬁ_:ﬁ of FRP |Status @ Address
_ Patient, . 123 Test
Q ABOUT © rogp | 39111019983 11/10/1993 Yes Registered Test
iPLEDGE _ | Patient, ' ) 123 Test Drive
@ |Femae 3304041914 |04/0411914 No  Qualified to Receive Drug Blue Bell
o
MANAGE ) . 123 Blue Moon
%\a Patient, 3304121997 0411211997 Yes Reguired to Demunstrate ot
PATIENTS - Female Comprehension
Blue Bell
PRESCRIBER ® :;El'_té&[';éE 3011111992 11/11/1992 Yes Confirmed Positive }‘zit;?t
INFORMATION . .
® :;T:g;; 3104121997 04/18/1997 Yes Registersd ;ige-r;:ﬁ Drive
Drder Materials .
® E:g;z_ 3301011891 01/01/1991 Yes  Qualified to Receive Drug ;ige-r;:ﬁ street
Update My Information ) .
® :;ﬁ';'g;; 3304131974|04/18/1977 Yes Registered gﬁ-r;;} Drive
Accept Patient )
® ET'E%‘[EE 3306061966 06/06/1966 Yes Registersd gfeFBNEFﬁP ShE]
Manage Delegates/Designees 73
My Program Status ii[[f_*ﬂ |  Edit Patient Demographics || Check Patient Status || Discontinue Patient |
on:

Find a Participating Pharmacy Report Pregnancy

[ Change Patient Type ] [ Request Exemption ]

FAQs / How ta's
[ Report Tanner Stage Change ]

Action Required List If you select a patient, and one of the action buttons is disabled, this is because either you or your patient
iz not in the reguired iPLEDGE Program status and the action is not allowed in that status.

Privacy Statement  Safety Notice  Mon- Comgpliance Action Policy  © 2005 iPLEDGE

Page 11 of 25
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Designee — Prescriber Information

4y HOME

%~ DESIGHEE
g ACTIVATION

“— REGISTER NEW
; PATIENT

G ABOUT
ISOTRETINDIN

0 ABOUT

iFLEDGE
éﬂ MANAGE
PATIENTS
FE. PRESCRIBER
D INFORMATION
Drder Materiaks
Updiate My Informstion
Aceept Patient
Mamage Delegates/Designess
My Program Status
Find a Participating Pharmacy
FADs f Heow ta's

Action Required List

Privacy Statemen)  Safety Notice

Welcome iPledge Designes

[ ] ™
Logout
I Hawe Questions? Csall our tol-free number 1-866-495-0654

Committed to Pregnancy Provention

Monday to Saturday, 3 AM - 12 AM [Midnight) ET

Prescriber Information

Abput Prescriber Information

The goals of e IPLEDGE Program are io prevent fetal exqpceune b0 lsotretingln and io infarm prescrisers.
orErmaclEts, and PETlentE 200Ut B0MNEtin0In s Seriaus risks and sate-Use condRionE. The NEs0Unces Delow present
T2 program reguirements and help you prepane and plan treiments Wil pEtlents during e course of lsotretinaln
EraDy

‘igw Information Ondine

Yo can elick on each link o view e material online. Lipon clicking on 3 link, each flie will be lunched In 3 new
orowser window. To view hese POF flles, you will nesd Acrooaid Readend!

To order Educationa] Materials, plesse click here

Patisnt information:
= Mylan Amnesiesm Medication Sulde
Taa Clharavs Medicallon Gulkds
Faninagy Sotret Miedication Gulkde
WiarsaiPrarm Myorksan Medicstion Sulds
Faninag Axsarica Medicslion Sukde
Dr. feddys Zeratane Medlcaiion Gukde
Tre FLEDGE Program Sulde i isotretingln For Female Patlents Who Can Gat Pregrant
Tre FLEDGE Program Gulde io ksotretinodn For Male Pallents and Female Patlents Who Cannot 321
Pregrant
The IPLECGE Program Siren Control 'Wordbook (or petlents)
Tre IFLEDGE Program Contraception Reterral Form and Contraception Counssling Gulde
soiretingln Contracention Federral Form
Palent Fiowehan

Prascribsr information:

Tre IPLEDGE Program Patient introduciony Brochure
The Gulds to Best Praciices for e IPLEDGE Program

Tre IPLECE Program Prescriner Conraception Counseling Guide

Prescrier CNecklist Tor Female Patients of Renrooucive Polential

Prescrioer Checkllst for Make Patients and Female Patlents Whno Canot 320 Pregnant
Recognizing Peychisinic Disarders In Adolescents and Young Adults A Gulde for Prescripers of
Eoiretingln

Teva Claravis Package Insen

Liylan Ammesise Package e

Raninzry Sotret Package Ingen

‘JersaPnarm hyorksn Padkage neen

Ranbary Agsorkcs Pacage nsen

Or Reddy's fenstene Package neen

Patient Information informed Corsent Aoul Birh Defects (for female paflents who can gel pragrant)
Patient Imformation imomed Corsent [for all patlients)

Prescriner Acthation instrudions

Prescriver Flowcnar

restructions for Reglstering and Managing Ofice St Designess

Less0ns Leamed Aol Leneer MedicEiion

Lessons Leamed Aol Bl Control

Manufacturer's Toll-free Numbers

Far mare Infanmation about e speciiic brands of lsotretinoln, call Te indkidual manutaciurers 3t ese AumBers

Product Hame Company Phons Humbsr
Amresiz=md Mitan Prammacauticals nc 1-B00-THE-3526
Clarais@ Taa Prarmaceusticals USA 1-500-22T-T522
Sotread Fanibay Lanoratories, Inc 1-B00-4T2-44ET
Myarisan™ \ersaFnanm Inconparated 1-855-205-4545
Asari=™ Ranibayy Laorztories, nc 1-B00-4T 24487
Zergiane™ Dr. Reddy’s Laboratories, Lid 1-585-3T5-3T8

Non- Comgliance BclionPolicy @ 2005 IPLEDGE

BUBC
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Designee — Order Materials

® ™ Welcome iPledge Designee
Logout
I Have Questions? Call our toll-free number 1-B86-495-06854

C ited o P ney P ation Monday to Saturday, 9 AM - 12 AM {(Midnight) ET

B -OHiYWAY

-ﬁ HOME Order Materials
\a PRESCRIBER Enter quantities you would like to order
ACTIVATION 0 Checklists for Female Patients of Reproductive Potential
(1 to 3 pads of 50 tear sheets)
'\a REGISTER NEW 0 Checklists for Male and Female Patients Not of Reproductive Potential
PATIENT (1 to 3 pads of 50 tear sheets)
DVD containing the videos "Be Prepared, Be Protected” and "Be Aware: The Risk of
0 ABOUT 0| Pregnancy While on |zotretinoin™
10OVD
ISOTRETINOIN (1OVD)

Patient Introductory Brochure

ABOUT 0 (1 to 3 packages of 5)
0 . 0 Patient Educational Kit for Female Patients of Reproductive Potential
iPLEDGE (1 ta 10 kits)
Patient Educational Kit for Males and Females Not of Reproductive Potential
% MANAGE % (1 to 10 Hits)
PATIENTS 0 Prescriber Educational Kit
(1 Kit)
% PRESCRIBER 0 Spanizh Patient Introductory Brochure
INFORMATION (1 to 3 packages of 3)
0 Spanish Patient Educational Kit for Female Patients of Reproductive Potential
Order Materials (1 to 10 kits)
Spanizh Patient Educational Kit for Males and Females Not of Reproductive Potential
0
Update My Information (1 to 10 kits)
Place Order
Accept Patient
Manage Delegates/Designees
My Program Status

Find a Participating Pharmacy
FAQs / How ta’s

Action Required List

Privacy Statement  Safety Notice  Non- Compliance Action Policy  © 2008 iPLEDGE

Page 13 of 25
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Designee — Update My Information

Welcome iPledge Designee

[ ] ™

Logout
I Have Questions? Call our tollree number 1-866-495-0654
c ited 1 P ney P ntion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

%y HOME Update My Information

DESIGNEE
-\a ACTIVATION Change Password

Change Date of Personal Significance

\a REGISTER NEW
PATIENT

Edit Prescriber Demographics for : [Please Select Prescriber]

0 ABOUT
ISOTRETINOIN

0 ABOUT
iPLEDGE

‘i.ﬂ MANAGE
PATIENTS

PRESCRIBER
INFORMATION

Order Materials

Update My lnformation

Accept Patient

Manage Delegates/Designees

My Program Status

Find a Participating Pharmacy

FAls / How ta's

Action Required List

rivacy Statement  Safety Motice Non-Comgliance Action Policy @ 2005 iPLEDGE

Page 14 of 25
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Designee — Update My Information — Change Password

Welcome iPledge Designee

® ™

Logout
I Have Questions? Call our toll-free number 1-866-495-0654
c itted to P ney P ation Monday to Saturday, 9 AM - 12 AM (Midnight) ET

%y HOME Change Password
A DESIGNEE denotes required field
a ACTIVATION Old Password

New Password

N REGISTER NEW
i PATIENT Confirm New Password

o Mo

ISOTRETINODIN
0 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 ta's

Action Required List

Privacy Statement  Safety Notice  Mon- Compliance Action Folicy & 2005 iPLEDGE

Page 15 of 25
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Designee — Update My Information — Change DOPS

‘Welcome iPledge Designee

[ ] ™
Logout
I Have Questions? Call our toll-free number 1-866-495-0654
Monday to Saturday, 9 AM - 12 AM (Midnight) ET
o P — tion nday to Saturday {(Midnight)

.ﬁ. HOME Change Date of Personal Significance
DESIGNEE
\a 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 verify your identity if you need to contact the Call
Center.
\a REGISTER NEW * denotes required field
PATIENT
0 ABOUT Password: | |*
ISOTRETINOIN
Date of Personal Significance: (MMDDMN YY) | |}’| |,"| |*
Q ABOUT
iPLEDRE Confirm Date of Personal Significance: [MM.-‘DD.-’\"r"r’Y}l |J"| |1"| |*
§p M
PATIENTS

% PRESCRIBER
INFORMATION

Order Materials

Update My Information

Accept Patieat

Manage Delegates/Designees

My Program Status

Find a Participating Pharmacy

FAQs / How to’s

Action Required List

IPLEDGE Terms of Use Safety Notice Mon-Compliance Action Policy @ 2005 iPLEDGE

Page 16 of 25
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Designee Acting on Behalf of Prescriber — Update Contact Information - Edit
Prescriber Demographics

Welcome iPledge Designee

® T
Logout

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

c ined 1o P ney P alon Monday to Saturday, 9 AM - 12 AM (Midnight) ET

-ﬁ- HOME Update Contact Information
Uze thiz form to edit your contact information. To edit information not displayed on this form, pleaze
\a DESIGNEE contact the Call Center.
AGTIVATION
denotes required figld
\a REGISTER NEW First Name Last Name Middls Intial Suffr  Specialty
PATIENT
IPLEDGE Prescriber WD * Derm hd
ABOUT
Address
0 ISOTRETINODIN -
123 Test Drive
0 ABDUT Suite 200
iPLEDGE
City State Zip
% MANAGE Test City Ks = [12385
PATIENTS Phone Number Fax Number Email
PRESCRIBER EEE-GEE-1212 marcio. spieker@ubc. com
INFORMATION Preferred method of communication
Order Materials U.s. Mail >
Update My Information [ Canc&,} [ Save Changes
Accept Patient
Manage Delegates/Designees

My Program Status
Find a Participating Pharmacy
FADs / How ta’s

Action Required List

Privacy Statement  Safety Notice  Mon- Comgpliance ActionPolicy @ 20058 iPLEDGE

Page 17 of 25
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Designee Acting on Behalf of Prescriber — Accept Patient

Welcome iPledge Designee

L] ™

Logout
I Have Questions? Call our toll-free number 1-866-495-0654
c ited 1o P ney P ntion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

%y HOME Accept Patient
h - DESIGMEE . o . . .
a ACTIVATION Please enter the Patient ldentification Number of the patient transferring into your care, and click the Look
Up button.

\a REGISTER NEW Patient Identification Number

PATIENT
0 ABOUT

ISOTRETINOIN
0 ABOUT

iPLEDGE

% MANAGE
PATIENTS

PRESCRIBER
INFORMATION

Order Materials

Update My Information

Accept Patient

Manage Delegates/Designees

MWy Program Status

Find a Participating Pharmacy

FAls / How ta's

Action Required List

Privacy Statement  Safety Notice  Non-Comgliance Action Policy € 2005 iPLEDGE

Page 18 of 25
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Designee Acting on Behalf of Prescriber — Manage Delegates/Designees

® ™ Welcome iPledge Designee
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

c itted to P ney P aiion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

I ONLYWAT

-ﬁ- HOME Manage Delegates and Designees

Delegates
\a DESIGNEE

ACTIVATION

A prescriber can delegate another registered and activated iPLEDGE prescriber to cover for him‘her
during a scheduled absence (travel, vacation, etc ). This alzo can be used to delegate to another

\a REGISTER NEW registered and activated prescriber in a multiple doctor practice where a patient may see any of the
PATIENT doctors in the office. Delegate status has an expiration date that can be set by the delegating prescriber.
0 ABOUT [ Manage Delegates l
ISOTRETINOIN

Q ABOUT Designees
iPLEDGE

A designee iz a staff member in the prescribers office. A registered designee may perform all patient

MANAGE functions on behalf of the prescriber. An office designee may support all the registered prescribers in a
% mutti-physician practice and will also have rights for any patient of a delegate prescriber. Each office staff
PATIENTS designes will only need to register once, even if they support several prescribers. Also, if a prescriber is
not activated in the iPLEDGE sy=stem, neither the prezcriber nor the designated office staff can register a
PRESCRIBER patient. The prescriber is rezponsible for any actions of all designees under him'her.
% INFORMATION
[ Register New Designee ]
Order Materials
Update My Information [ Manage Designees |

Accept Patieat

Manage Delegates/Designees
My Program Status

Find a Participating Pharmacy
FAQs / How ta’s

Action Required List

Privacy Statement  Safety Notice  Mon- Compliance Action Palicy & 2005 iPLEDGE

EUBC Page 19 of 25
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Designee - My Program Status

(% iPLEDGE

Committed te Pregnancy Prevention
4y HomE

N DESIGNEE
a ACTIVATION
N REGISTER NEW
a PATIENT
0 ABOUT
ISOTRETINOIN
0 ABODUT
iPLEDGE

Order Materials

“our Program Status:
Program status expiration date:

MANAGE
PATIENTS

PRESCRIBER
INFORMATION

Update My Information

Accept Patient

Manage Delegates/Designees
My Program Status

Find a Participating Pharmacy
FAQs / How to's

Action Required List

rivacy Statement  Safiety Notice  Non-Comgliance Action Palicy

Designee Program Status

© 2005 iPLEDGE

Welcome iPledge Designee

Logout

Have Questions? Call our toll-free number 1-B66-495-0854
Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B -OHiYWAY

Attested
2M2016

BUBC
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Designee — Find a Participating Pharmacy

Welcome iPledge Designee

® ™

Logout
I Have Questions? Call our toll-free number 1-866-495-0654
c imed 10 P ney P ntion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

%y HOME Find a Participating Pharmacy
N DESIGNEE o _
a ACTIVATION Please enter any or all search criteria and click the Search button
\a REGISTER NEW Zip City State
PATIENT -

ABOUT
o ISOTRETINDIN
Q hsout

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

Privacy Statement  Safety Notice  Non-Comgliance Action Policy & 2005 iPLEDGE
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Designee — FAQs/How To’s

Welcome iPledge Designee

[ ] T
Logout

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

c ined o P ney P alion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

-ﬁ- HOME Frequently Asked Questions (FAQ)
o DESIGNEE iPLEDGE PROGRAM ({click topics below for more information)
a ACTIVATION
A, TECHNICAL ASSISTANCE
N\ REGISTER NEW B. PRESCRIBER
i PATIENT C. ALLUSERS
Q ABOUT . . . ] ]
ISOTRETINDIN HOW TO'S (click topics below for more information)
0 ABOUT A, NON-COMPLIANCE
iPLEDGE
% MANAGE
PATIENTS
PRESCRIBER
INFORMATION

Drder Materials

Update My Information

Accept Patient

Manage Delegates/Designees
My Program Status

Find a Participating Pharmacy
FADs / How ta's

Action Required List

Privacy Statement  Safety Notice  Mon- Comgliance Action Policy  ® 2005 iPLEDGE

Page 22 of 25
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Designee — Action Required List

® ™ Welcome iPledge Designee
Logout
I PLE DGE Have Questions? Call our toll-free number 1-866-495-0654
@ Monday

Committed to Pregnancy Prevention to Saturday, 9 AM - 12 AM (Midnight) ET
: "0ONLY WAY

G HoME Action Required List
Bazed on the IPLEDGE Program requirements, listed below are actions thal are required. Please provide
‘g ::?:::TEI:I the required mformation to ensure completion of all PLEDGE Program requiremerts
‘ﬁ REGISTER NEW Name Message
PATIENT |
Brown, Cindy Enter the indial posi-therapy Pregnancy Test Resulls, due
0 ABOUT 3301 022009 upon completion of therapy .
ISOTRETINOIN e Patient has been in “Registered” status for over 80 days. If no
\BOUT W]m activity oocurs, the system wil discortinue this patient on
Edrn: 01/0372010.
0 iPLEDGE [ 1
*ﬂ MANAGE
PATIENTS
% PRESCRIBER
INFORMATION
Order Materials

Update My Information
Accept Patiest

Manage Delegates/Designeas
My Program Status

Find a Participating Pharmacy
FAls / How to's

Action Required List

Privacy Statemenl  Safety Notice  Non-Compiance Action Policy € 2005 iPLEDGE

EUB; Page 23 of 25
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Designee — IPLEDGE Terms of Use

® T Welcome iPledge Designee
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

S T e Provaeton Monday to Saturday, 9 AM - 12 AM (Midnight) ET

iPLEDGE Terms of Us I

e

%y HOME

g DESIeueE ~

ACTIVATION
IPLEDGE TERMS OF USE
\g REGISTER NEW

PATIENT Version 2.0. Last Revised: 08/17/2015
O ABOUT These Terms of Use apply to all visitors of the prescription drug risk
ISOTRETINDIN management site located at http://www.ipledgeprogram.com (the
"Site™). The "iPLEDGE Website" is a Registered User-only account
0 ABOUT portal available through the Site which enables Registered Users to
iPLEDGE participate with a computer-based risk management program
designed to further the public health goal to eliminate fetal exposure
MANAGE to isotretinoin through a special restricted distribution program
PATIENTS approved by the FDA.
PRESCRIBER THIS SITE IS INTENDED FOR U.S. AUDIENCES ONLY. USERS WHO
INFORMATION ACCESS THE SITE FROM QUTSIDE THE U.S. DO SO AT THEIR OWN
INITIATIVE AND RISK AND ARE RESPOMSIBELE FOR COMPLIANCE WITH
Order Materials ALL APPLICABLE LAWS.
Update My Information "Registered Users” include Patients, Prescribers, Designated
Acssat Paiont Agents, and Pharmacists who have signed up to participate in the
’ IPLEDGE Program. “Patients” are patients that have been prescribed
Manage Delegates/Designees restricted distribution drugs pursuant to the iPLEDGE Program.
My Program Status
Find a Participating Pharmacy
FAQs / How to's

Action Reguired List

iPLEDGE Terms of Use  Safety Notice  Non-Compliance Action Policy € 2005 iPLEDGE
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Designee — Safety Notice

%y HOME

N DESIGNEE
a ACTIVATION

N REGISTER NEW
i PATIENT

0 ABOUT
ISOTRETINQIN
Q ABOUT
iPLEDGE
% MANAGE
PATIENTS
E ‘ PRESCRIBER
INFORMATION
Order Materials
Update My Informatian
Accept Patient
Manage Delegates/Designees
My Program Status
Find a Participating Pharmacy

Fills / How to's

Action Required List

Privacy Statement  Safety Notice

® T
Logaout
I Have Questions? Call our toll-free number 1-866-495-0654

Committed to Pregnancy Prevention

Safety Notice

Non-Comgliance Action Policy  ® 2008 iPLEDGE

Welcome iPledge Designee

VLWeb01/PROD: Monday to Saturday, 9 AM - 12 AM (Midnight) ET

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 occcurs while taking isotretingin
in any amount, even for a short pericd of time. Potentially any fetus exposed during pregnancy
can be sffected. There are no sccurate means of determining whether an exposed fetus has been
affected. Because of this toxicity, isotretinein can only be marketed under 5 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 & pharmacy registered and activated with iPLEDGE. Registered and activated pharmacies can
only receive isctretincin from wholesalers registered with iPLEDGE.

Patients on isotretinzin 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. Thers
have been reports that people on isotretincin were aggressive or viclent. Mo one knows if
isotretingin caused these problems or behaviors or if they would have happened even if the person
did not take isotretincin.

Isotretingin use has been associated with pseudotumer cerebri, a condition caused by inoreased
pressure on the brain. This condition may coccur more often in patients also taking tetracycline.
FPatients should be aware of other sericus side effects, including problems with the skin, panoreas,
liver, stomach, bones, muscles, hearing, vision, lipids, allergic reactions, bleod sugar, or red and
white blood cells. The most commeon, less sericus adverse events include dry skin, chapped lips,
dry eyes, and dry nose that may lead to noseblesds. Patients should be advised about these
adverse events and routinely monitored by a doctor during treatment with isotretinain.

FPlease refer to the isotretinoin padkage inserts for full prescribing and dispensing instructions.

BUBC
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Public and Common Screens Inventory:

Common — Header and Footer
Public — Home Page

Public — Office Staff Designee Registration - New Page
Patient Information

About Isotretinoin

About iPLEDGE

Prescriber Information

Find a Participating Pharmacy
FAQs

Terms of Use

Safety Notice

Forgot Password? link

User login timed out

Page 2 of 38

Reference ID: 3956479



Common — iIPLEDGE Web page header/footer
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Public Home Page
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Office Staff Designee Registration — New Page

Page 5 of 38
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Common - Patient Information

Page 6 of 38
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Common — About Isotretinoin
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Common — About iPLEDGE
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Public — Prescriber Information
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Public — Find a Participating Pharmacy

Page 10 of 38
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Public - FAQs/How To’s

Page 11 of 38
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Public - FAQs/How To’s
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Public - FAQs/How To’s
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Public - FAQs/How To’s
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Public - FAQs/How To’s
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Public - FAQs/How To’s
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Public - FAQs/How To’s
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Public - FAQs/How To’s
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Public - FAQs/How To’s
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Public - FAQs/How To’s
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Public - FAQs/How To’s
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Public - FAQs/How To’s
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Public - FAQs/How To’s
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Public - FAQs/How To’s
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Public - FAQs/How To’s
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Common — IPLEDGE Terms of Use

® T Welcome
Have Questions? Call our toll-free number 1-866-495-0654
I Monday to Saturday, 9 AM - 12 AM (Midnight) ET

Committed to Pregnancy Prevention

iPLEDGE Terms of Use '

%y HOME
% PATIENT A
INFORMATION
IPLEDGE TERMS OF USE
0 ABOUT
ISOTRETINOIN Wersion 2.0. Last Revised: 08/17/2015
0 ABOUT These Terms of Use apply to all visitors of the prescription drug risk
iPLEDGE management site located at http://www.ipledgeprogram.com (the
"Site"). The "iIPLEDGE Website” is 3 Registered User-only account
'lk} PRESCRIBER portal available through the Site which enables Registered Users to
INFORMATION participate with a computer-based risk management program
designed to further the public health goal to eliminate fetal exposure
Find a Participating Pharmacy to isotretinoin through a special restricted distribution program
approved by the FDA.
FAQs / How to's

THIS SITE IS INTENDED FOR U.5. AUDIENCES ONLY. USERS WHO
ACCESS THE SITE FROM OUTSIDE THE U.S5. DO SO 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.

iPLEDGE Terms of Use  Safety Notice Non-Comgliance Action Policy  ® 2005 iPLEDGE
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Public — Forgot Password
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Common — User login timed out

Page 38 of 38

Reference ID: 3956479



nJBC

AN EXPRESS SCRIPTS COMPANY

FDA REMS Submission

Pharmacy Screens Inventory

IPLEDGE Program

Revised: May 2016

Reference ID: 3956479



Pharmacy Screens Inventory:

Common — Header and Footer

Pharmacy Registration — from Public Home Page
Pharmacy Home Page — Suspended Pharmacy Login
Pharmacy Home Page — Registered or Activated Pharmacy whose activation expires
within 30 days.

Pharmacy Home Page — Activated Pharmacy not within 30 days of expiration.
Activate Pharmacy Registration

Pharmacy Information

About Isotretinoin

About iPLEDGE

Fill Prescription — Prescription fill denial

Fill Prescription — Confirm Patient

Fill Prescription — Request Authorization

Fill Prescription — Authorized

Reverse Prescription

Reverse Prescription — Forgot RMA? Link

Reverse Prescription — Verify RMA

Reverse Prescription — Reversed

Find a Patient

Find Wholesaler

My Program Status

Order Materials

Update My information

Find a Participating Pharmacy

FAQs/How to’s

Terms of Use

Safety Notice

. P 20f40
®nUBC weene
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Common - IPLEDGE Web page header/footer
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Pharmacy Registration — For Responsible Site Pharmacists (Button) from

Public Home Page

PATIENT
INFORMATION

ABOUT
ISOTRETINOIN

ABOUT
iPLEDGE

PRESCRIBER
INFORMATION

F © o F »

Find a Participating Pharmacy

FAQs / How to's

rivacy Statement  Safaty Notice

(% iPLEDGE

Committed to Pregnancy Prevention

Pharmacy Registration

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

NCPDP Number

Enter or confirm your information

denotes required field

Rezponsible Site Pharmacist First Mame = Respenzible Site Pharmacist Last Name

Responsible Site Pharmacist License

Phone

Email

Preferred Method of Communication

This pharmacy orders isotretinoin directly from one or more of the manufacturers of izotretinoin

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.

Non- Comgliance Action Policy

© 2005 iPLEDGE

Welcome
Have Questions? Call our toll-free number 1-866-495-0654
Monday to Saturday, 9 AM - 12 AM {(Midnight) ET

B oy v

Lookup Info

Fax

BUBC

Reference Ib: 3956479
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Pharmacy Home Page — Suspended Pharmacy log in

® ™ Welcome
Have Questions? Call our toll-free number 1-B866-495-0654
I Monday to Saturday, 9 AM - 12 AM (Midnight) ET

Committed to Pregnancy Prevention

4y HomE - \
Notice!
PATIENT ] ) )
INFORMATION This pharmacy is currently SUSPENDED from the iPLEDGE Program due to a
confirmed act of non-compliance with iPLEDGE Program requirements.
0 ABOUT This pharmacy is NOT permitted to participate in the iPLEDGE Program, and is
ISOTRETINOIN prohibited from ordering isotretinein products and filing isotretinain
prescriptions.
0 ABOUT If it iz determined that this pharmacy orders any isotretinein preduct, dispenses isofretinoin
iPLEDGE prescriptions or performs any further acts of non-compliance with iPLEDGE Program requirements,
this pharmacy may be deactivated from the iPLEDGE Program.
[3 i PRESCRIBER \_ J
INFORMATION

Find a Participating Pharmacy

Fis / How to's

Privacy Statement  Safety Notice  Non-Comgpliance Action Policy @ 2005 iPLEDGE

EiJB(: Page 5 of 40
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Pharmacy Home Page - Pharmacy in Program Status “Registered” or
activated Pharmacy whose activation expires within 30 days.

Welcome iPLEDGE Pharmacy

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

h - Monday to Saturday, 9 AM - 12 AM (Midnight) ET
D ooy Fvals “ONLY WAY

A Home SAFETY NOTICE

IGI’I\‘ITE P““m' Isotretinoin must not be used by female patients who are or may become pregnant. There is an extremely high risk that severe birth
i defects will result if pregnancy cccurs while taking isctretincin in any amount, even for a short pericd of time. Potentially any fetus
IIEGISTIII-'IIIII exposed during pregnancy can be affected. There are no accurste means of determining whether an exposed fetus has been sffected.
B of this toxicity, isctretincin can only be marketed under a special restricted distribution program. This program is called
E PIMIII.IB‘F 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. |sotretinoin can be dispensed only by a pharmacy registered and
INFORMATION activated with iPLEDGE. Registered and activated pharmacies can only receive isotretingin from wholesalers registered with iFLEDGE.

ABOUT Patients on isotretingin have been known to become depressed or to develop other serious mental health problems. Some people have
ISOTRETINOIN had thoughts of hurting themselves or putting an end to their own lives. Some people tried to end their cwn lives and some have ended
their own lives. There have been reports that people on isotretincin were aggressive or viclent. No one knows if isotretincin caused these
problems or behaviers or if they would have happened even if the person did not take isotretinoin.
o ABOUT
iPLEDGE Isotretinoin use has been associated with pseudotumor cerebri, & condition caused by inoreased 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
Fill Prescription the skin, panoeas, 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 8 doctor during treatment with isctretingin.

Reverse Prescription

Find Whalesaler Please refer to the isctretincin padkage inserts for full prescribing and dispensing instructions.

My Program Status

Order Materials

Update My Information

Activate

Find a Participating Pharmacy

FAls / How ta's

Privacy Statement  Safety Notice  Non-Comgpliance ActionPolicy @ 2005 IPLEDGE

E_UBC Page 6 of 40
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Pharmacy Home Page - Activated Pharmacy not within 30 days of expiration.

Welcome iPLEDGE Pharmacy

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

P T ney P " Monday to Saturday, 9 AM - 12 AM (Midnight) ET

—ONLY WAY

4 HOME SAFETY HOTICE

IGTWITE anmv Isotretinoin must not be used by female patients who are or may become pregnant. There is an extremely high risk that severe birth

i defects will result if pregnancy cocurs while taking isotretingin in any amount, even for a short pericd of time. Potentially any fetus
REGISTRATION exposed during pregnancy can be affected. There are no accurate means of determining whether an exposed fetus has been sffected.

of this toxicity, isctretinein can only be marketed under 8 specisl restricted distribution program. This program is called

q I'IMIII.IBT iPLEDGE™. Under this program, prescribers must be registered and activated with the iPLEDGE Program and can prescribe isotretinein

only to registered patients who meet all the requirements of iPLED'GE. Isctretincin can be dispensed only by a pharmacy registered and
INFORMATION activated with iPLEDGE. Registered and activated pharmacies can only receive isotretingin from wholesalers registered with iPLEDGE.

ABOUT Patients on isotretinoin have been known to become depressed or to develop other serious mental health problems. Some people have
ISOTRETINOIN 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 if isctretingin caused these
problems or behaviors or if they would have happened even if the person did not take isotretincin.

o ABOUT
iPLEDGE Isotretinoin use has been associated with pseudotumar cerebri, a condition caused by inoreased pressure on the brain. This condition
may occur more often in patients also taking tetracycline. Patients should be aware of other sericus side effects, including problems with
Fill Prescription the skin, panoreas, liver, stomach, bones, muscles, hearing, vision, lipids, allergicreactions, 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 noseblesds.

Reverse Prescription Patients should be advised about these adverse events and routinely monitored by & doctor during treatment with isotretinoin.

Find Wholesaler Flease refer to the isotretinoin padkage inserts for full prescibing and dispensing instructions.

My Program Status

Order Materials Fill Prescription

Update My Information

Find a Participating Pharmacy

FAQs / How to's

Privacy Statement  Safety Motice  Non-Comgliance ActionPolicy  © 2005 iPLEDGE

SUBC Page 7 of 40
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Pharmacy - Activate Pharmacy Registration (1 of 2)

® ™ Welcome iPLEDGE Pharmacy

Logout
I Have Questions? Call our toll-free number 1-B66-495-0654
C ined ta P ney P alon Monday to Saturday, 9 AM - 12 AM (Midnight) ET

Activate Pharmacy Registration

AITE G Aft istration, the R ible Site Ph ist ctivate the ph istration b
REGISTRATION er registration, the Responsible Site Pharmacist can only activate the pharmacy registration by

affirming that they meet requirements and will comply with all iPLEDGE requirements by attesting to the
folowing points:

© & o P

PHARMACY

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

m | will train all pharmacists, who participate in the filing and dispensing of isotretinoin prescriptions,

ABOUT on the iPLEDGE Program reguirements.

ISOTRETINOIN = | will comply and seek to ensure all pharmacists who participate in the filing and dispensing of
izotretinein prescriptions comply with the iPLEDGE Program requirements dezcribed in the booklet
entitled The Pharmacist Guide for the iPLEDGE Program.

0 ABOUT m | wil obtain isotretinoin product only from iPLEDGE registered wholesalers.

iPLEDGE = | wil not sell, buy, borrow, loan or otherwise transfer isotretinoin in any manner to or from
another pharmacy.

Fill Prescription m | will return to the manufacturer (or delegate) any unused product if registration is revoked by the

manufacturer or if the pharmacy chooses to not reactivate annually.

| will not fill izotretinoin for any party other than a qualified patient.
Reverse Prescription Y party a P

Find Whalesaler () | attest to the statements above

My Program Status () 1do not attest to the statements above
Order Materials

Update My lnformation

Find a Participating Pharmacy

Fis / How to's

Privacy Statement  Safety Notice  Non- Comgliance Action Policy & 2005 iPLEDGE

EUBC Page 8 of 40
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Pharmacy - Activate Pharmacy Registration (2 of 2)

Welcome iPLEDGE Pharmacy

Logout
Have Questions? Call our toll-free number 1-866-495-0654
Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B O WAT

(% iPLEDGE

Committed to Pregnancy Prevention

-ﬁ- HOME Pharmacy Activation Complete
“— ACTIVATE PHARMACY o
a REGISTRATION *fou are now activated in the system.
*fou may now select any of the menu options to the left to begin using the system.
PHARMACY Current Program Status: Activated

%
@

Q

Fill Prescription

INFORMATION Status Expires: 8/3/2016

ABOUT
ISOTRETINOIN

ABOUT
iPLEDGE

Reverse Prescription

Find Whalesaler

My Program Status

Order Materials

Update My Information

Find a Participating Pharmacy

FAQs / How to’s

tivacy Statement  Safety Notice Non- Compliance Action Policy @ 2005 iPLEDGE

BUBC
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Pharmacy - Pharmacy Information

® ™ ‘Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

C itted to P ney P ntion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B onyway

-ﬁ- HOME Pharmacy Information

N ACTIVATE PHARMACGY .
; REGISTRATION About reference materials

The goals of the 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 iPLEDGE

% PHARMACY program education materials present the program reguirements for pharmacists and for patients. There are
INFORMATIODN alzo patient and program guides available about contraception.
0 ABOUT View Information Online
ISOTRETINGIN “ou can click en each link to view the material enline. Upon clicking en a link, each file will be launched in a

new browser window. To view these PDF files, you will need Acrobat® Reader®.
To order Educational Materials, please click here.

0 ABOUT
iPLEDGE Patient Information:

m Nylan Amnesteem Medication Guide

Fill Prescrintion = Teva Claravis Medication Guide
nt m Ranbaxy Sotret Medication Guide
R P ot = VersaPharm Myorisan Medication Guide
everse Frescription m Ranbaxy Absorica Medication Guide

m Dr. Reddy's Zenatane Medication Guide

Find Wholesaler
Pharmacy Information:

My Program Status £y

m The Pharmacist Guide for the iPLEDGE Program

The iPLEDMGE Program Patient Introductory Brochure

The iPLEDVGE Program Guide to lsofretinoin For Female Patients Who Can Get Pregnant

The iPLEDMGE Program Guide to Isofretingin For Male Patients and Female Patients ¥Who Cannot
Update My Information Get Pregnant

The iPLEDMGE Program Birth Control Werkbook (for patients)

The iPLEDVGE Program Prescriber Contraception Counseling Guide

Pharmacy Activation Instructions

Pharmacy Flowchart

Lessons Learned About Leftover Medication

Order Materials

Find a Participating Pharmacy

FAls / How to's

Prescriber Information:

m Teva Claravis Package Insert
Mylan Amnesteem Package Insert
Ranbaxy Sotret Package Insert
WersaPharm Myorisan Package Insert
Ranbaxy Absorica Package Insert
Dr. Reddy's Zenatane Package Insert

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
Amnesteems WMylan Pharmaceuticals Inc. 1-800-796-9526
Claravis® Tewva Pharmaceuticals USA. 1-800-227-7522
Sotret® Ranbaxy Laboratories, Inc. 1-800-472-4467
Myorizan™ VersaPharm Incorporated 1-855-205-4645
Absorica™ Ranbaxy Laboratories, Inc 1-800-472-4467
Zenatane™ Dr. Reddy's Laboratories, Lid. 1-888-375-3754

Privacy Statement  Safety Notice Non-Compliance Action Policy € 2005 iPLEDGE

EU Bc Page 10 of 40
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Pharmacy - About Isotretinoin

4 HOME

\a ACTIVATE PHARMACY
REGISTRATION

Ei PHARMACY
INFORMATION
@ ABOUT
ISOTRETINOIN
0 ABOUT
iPLEDRE
Fill Prescription
Reverse Prescription
Find Whalesaler
My Program Status
Order Materials
Update My Information

Find a Participating Pharmacy

FAls / How to's

(% iPLEDGE

Committed to Pregnancy Prevention

About Isotretinoin

‘Welcome iPLEDGE Pharmacy

Have Questions? Call our toll-free number 1-866-495-0654
Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B Ny waY

Logout

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 coccurs while taking
isotretingin in any amount, even for short pericds of time. Potentially any fetus exposed
during pregnancy can be affected. There are no sccurate means of determining whether an
exposed fetus has been affected.

Birth defects which have been documented following isotretingin exposure include
abnormalities of the face, eyes, ears, siull, central nervous system, cardiovascular system, and
thymus and parathyroid glands. Cases of |Q scores less than 85 with or without other
abnormalities have been reported. There is an inoreased risk of spontanecus sbortion, and
premature births have been reported.

Documented external abnormalities include: skull abnormality; ear abnormalities {induding
anotia, micropinna, small or absent external suditory canals); eye abnormalities [including

microphthalmia); facial dysmorphia; cleft palate. Documented internal abnormalities include:

CMS sbnormalities (including cerebral abnormalities, cerebellar malformation,
hydrocephalus, microcephaly, oranial nerve deficit); cardicvascular sbnormalities; thymus
gland abnormality; parathyroid hormone deficiency. In some cases death has occumed with
certain of the abnormalities previously noted.

m

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

Privacy Statement  Safety Notice  Mon- Compliance Action Policy @ 2005 iPLEDGE

BUBC
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Pharmacy

- About IPLEDGE

O

4y HOME

Fill Prescription
Reverse Prescri

Find Wholesaler

Order Materials

Update My Infor

FAls / How to's

Privacy Statement

The iPLEDGE Program is 8 computer-based risk management program designed to further the -~
\a ACTIVATE PHARMACY public health goal to eliminate fetal exposure to isotretingin through a special restricted
REGISTRATIDN distribution program approved by the FDA. The program strives to ensure that:
PHARMACY - Mo female patient starts isotretinein therspy if pregnant
INFORMATION L] Mo female patient on isotretincin therapy becomes pregnant
T This enhanced program is a8 SINGLE pregnancy risk management program for presaribing and

Q ABOU
ISOTRETINDIN

@ ABOU
iPLEDGE

My Program Status

Find a Participating Pharmacy |aboratory prior to receiving each presoription. -

& ™ ‘Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-485-0654

c ined 1o P ney P ntion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B ONYWAT

About iPLEDGE

dispensing all isctretinoin products {brand and generic products). The iPLEDGE Program reguires
registration of all wholesalers distributing isotretingin, all healthcare professionals presoribing
isotretingin, all pharmacies dispensing isotretinein, and all male and female patients prescribed

isotretingin. This program is designed to oreste a verifiable link between the negative pregnancy
T test and the dispensing of the isctretinoin presoription to the female patient of childbearing
potential. The iPLEDGE Program reguires that all patients meet qualification oriteria and monthly
program requirements. Before the patient receives his'her isctretinoin presoiption each month, the
presoriber must counsel the patient and document in the iPLEDGE system that the patient has
been counseled about the risks of isotretingin.

m

ption

There are also additicnal gqualification oriteria and monthly requirements for female patients of
childbearing potential.

As part of the ongeing risk management of isctretinoin products, it is crucial that s female of
childbearing potential selects and commits to use two forms of effective contraception
simultaneously for one month before, during, and for one meonth after isctretinoin therapy. She
must hawve 2 negative urine or blood (serum) pregnancy tests with a sensitivity of at least 25
mill'ml before receiving the initial isotretinoin prescription. The first pregnancy test is a soreening
mation test and can be conducted in the prescriber’s office. The second pregnancy test must be done in a
CLIA-certified |aboratory according to the padage insert. Each month of therapy, the patient must
have a negstive result from & urine or blood [serum) pregnancy test conducted by 8 CLIA-certified

Safety Notice  Non- Compliance Action Policy € 20058 iPLEDGE

BUBC
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Pharmacy - Fill Prescription — Prescription fill denial

® ™ Welcome iPLEDGE Pharmacy
Logaout
I Have Questions? Call our toll-free number 1-866-495-0654

C ited 1o P ney P alion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B Ny WAY

-ﬁ- HOME Fill Prescription
\a ACTIVATE PHARMACY Look Up Patient |
REGISTRATION
R“E PHARMACY i h
INFORMATION )
Notice!
Q ABOUT DO NOT FILL THIS PRESCRIPTION!
ISOTRETINOIN

“‘ou are NOT authorized to fil this prescription. The iPLEDGE Program safety
reguirements are not currenthy met. Failure to adhere to this denial may resuft in

Q ABOUT this pharmacy being deactivated from the iPLEDGE Program.
iPLEDGE
Additional Information:
Fill Prescription * Please ask the patient to contact their doctor.
Reverse Prescription - -
Find Wholesaler Look Up Patient
My Program Status * denotes required field

To obtain autherization to fill and dispense a prescription (including additional fills for the same
prescription), select the Obtain Prescription Authorization eption below, enter the reguired information
and click on the Look Up Patient butten.

Obtain Prescription Authorization

Order Materials

Update My Information

Patient ID:* Date of Birth {MM/DDY Y YY)
Find a Participating Pharmacy 1001031706 032901988
FAQs / How to's Look up Patient ][ Clear Info ][ Cancel ]

Privacy Statement Safety Motice Non-Comgliance Action Policy  © 2008 iPLEDGE

EiJB(: Page 13 of 40

Reference ID: 3956479



Pharmacy - Fill Prescription — Lookup Patient

® ™ Welcome iPLEDGE Pharmacy
Logaout
I Have Questions? Call our toll-free number 1-866-495-0654

C itted 1o P ney P ntion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B Ny waY

%y HomE Fill Prescription
9 ACTIVATE PHARMACY Look Up Patieat |
REGISTRATION
PHARMACY
INFORMATION Look Up Patient
¢ ‘sonT " denales required fieid _ o
ISOTRETINOIN To obtain authorization to fill and dispense a prescription (including additional fills for the same

prescription}, select the Obtain Prescription Authorization option below, enter the reguired information
and click on the Look Up Patient button.

Q .,.HDI.IT Obtain Prescription Authorization
iPLEDGE Patient ID:* Date of Birth (MM/DDAACAY

Fill Prescription

Reverse Prescription Look up Patient ][ Clear Info ][ Cancel ]

Find Whalesaler

My Program Status

Order Materials

Update My Information

Find a Participating Pharmacy

Fills / How to's

Privacy Statement  Safety Notice  Non-Comgliance Action Policy & 2005 iPLEDGE

EUBC Page 14 of 40

Reference Ib: 3956479



Pharmacy - Fill Prescription — Confirm Patient

® ™ Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

c imed 1o P ncy P ation Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B -oayway

-ﬁ- HOME Fill Prescription
A ACTIVATE PHARMACY | Confirm Patient |
a REGISTRATION
PHARMACY
INFORMATIDN Confirm Patient
Patient ID: 7008031998
0 ABOUT Date of Birth: 08/03/1998

ISOTRETINOIN
0 ABOUT
iPLEDGE

Fill Prescription

Patient Mame: iPLEDGE Patient

[Back][ Continue ][ Cancel]

Reverse Prescription

Find Whalesaler

My Program Status

Order Materials

Update My Information

Find a Participating Pharmacy

FAQs / How to's

Privacy Statement Safety Notice  Non- Compliance Action Policy @ 2005 iPLEDGE

EU Bc Page 15 of 40
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Pharmacy — Fill Prescription — Request Authorization

® ™ Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-495-06854
c imed 1o P ncy P ation Monday to Saturday, 9 AM - 12 AM (Midnight) ET
-ﬁ- HOME Fill Prescription I
\a ACTIVATE PHARMACY | | Request Authorization |
REGISTRATION
PHARMACY
INFORMATIDN Request Authorization
Patient ID: 7008031998
0 ABOUT
Date of Birth: 08/03/1998
ISOTRETINOIN Patient Mame: iPLEDGE Patient
0 ABOUT e
iPLEDGE FEoiEs requirsa =
Please select drug dispensed:
Fill Prescription ") Absorica
Absorica™ is not substitutable with Generic lsotretinoin Capsules USP
Reverse Prescription {Amnesteem®, Claravis®, Myorisan™, Sotret®, Zenatane™)
Find Whalesaler Generic lzotretinoin Capsules USP
! Amnesteem
My Program Status ) Claravis
Drder Materials _) Myorisan
_! Zenatane
Update My Information
Find a Participating Pharmacy v
FAQs / How to's Days Supply:* (Maximum 30) Quantity Dispensed:
Select Qty -
[Back][ Continue ][ Cancel ]
Privacy Statement Safety Notice  Non- Compliance Action Policy @ 2005 iPLEDGE

EU Bc Page 16 of 40
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Pharmacy — Fill Prescription — Request Authorization

4y HomE

\E ACTIVATE PHARMACY
REGISTRATION

% PHARMACY
INFORMATION
6 ABOUT
ISOTRETINOIN
0 ABOUT
iPLEDGE
Fill Prescription
Reverse Prescription
Find Wholesaler
My Program Status
Order Materials
Update My Information

Find a Participating Pharmacy

FAlls / How to's

(% iPLEDGE

Committed to Pregnancy Prevention

Fill Prescription

Welcome iPLEDGE Pharmacy

Have Questions? Call our toll-free number 1-866-495-0654
Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B oY WA

| | Request Authorization |

Request Authorization

Patient ID: 70060319538
Date of Birth: 08/03/1998
Patient Name: iPLEDGE Patient

* denotes required field
Pleaze select drug dispensed. *
() Absorica
Absorica™ is not substitutable with Generic Isotretinoin Capsules USP
[Amnesteem®, Claravis®, Myorisan™, Sotret®, Zenatane™)
Generic lsotretinein Capsules USP
) Amnesteem
) Claravis
WMyorisan

! Zenatane

Please select radio button above.

PP T P

I:I Select Qty

[Back][ Caontinue ][ Cancel]

Privacy Statement  Safety Notice  Non- Comphiance ActionPalicy  © 2005 iPLEDGE

Logout

BUBC

Reference ID: 3956479
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Pharmacy — Fill Prescription — Authorized

%y HomE

REGISTRATION
% PHARMACY
INFORMATION
0 ABOUT
ISOTRETINOIN
0 ._l.HIJI.I'I
iPLEDGE
Fill Prescription
Reverse Prescription
Find Whalesaler
My Program Status
Order Materials
Update My Information

Find a Participating Pharmacy

FAds / How to’s

Privacy Statement  Safety Notice

® ™ Welcome iPLEDGE Pharmacy
Logaout
I Have Questions? Call our toll-free number 1-B66-495-0654

C itted 1o P ney P alion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

\E ACTIVATE PHARMACY | Prescription Authorization

B N WA

Fill Prescription

Prescription Authorization

Patient ID: 7008031938
Date of Birth: 06/03/1998
Patient Name: IPLEDGE Patient

RMA: 609545705561
AUTHORIZED to be dispensed until 11:59 PM Eastern Time on 6/9/2015.

Pharmacy Instructions

Rizk Management Autherization (RMA) number is 609545705561,
Please write the RMA number on the prescription.

The Prescription MUST be dizpensed to the patient by 11:5% PM Eastern Time on S/9/2015.
Please write this date on the prescription bag sticker.

If the prescription iz net dizpensed, you must return it to stock and you must reverse the authorization
in the iPLEDGE system using the Reverse Prescription page.

Current Prescription Authorization(s):

Absorica 20 mg capsules Ranbaxy 10631-0116-31 =
Days Supply: 30

Quanticy dispensed: 30

Record RMA on prescription: 6089545705561
Record on prescription bag: &/9/2015 11:59 PM EST

[ Finizh ][ Enter additional fill for same Prescription

Non-Comgliance Action Palicy & 2005 iPLEDGE

BUBC

Reference Ib: 3956479
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Pharmacy — Reverse Prescription

® ™ Welcome iPLEDGE Pharmacy
Logaout
I Have Questions? Call our toll-free number 1-866-495-0654

C itted 1o P ney P alion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B Convwa

-ﬁ- HOME Pharmacy Reverse Prescription
\E ACTIVATE PHARMACY Reverse Prescription |
REGISTRATION Authorization
% PHARMACY Reverse Prescription Authorization
INFORMATION " denotes required figld
ABDUT To reverse an authorized prescription, enter the Risk Management Authorization (RMA) number, and
Q ISOTRETINOIN click an the Continue button.

Rizk Management Authorization (RMA) number;*
Q ABOUT
iPLEDGE

Fill Prescription

Continue Cancel

Forgot the RMA number? Look it up here.

Reverse Prescription

Find Whaolesaler

My Program Status

Order Materials

Update My Information

Find a Participating Pharmacy

FAlls / How to's

Privacy Statement  Safety Motice  Non-GComgliance Action Policy & 2005 iPLEDGE

EiJB(: Page 19 of 40
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Pharmacy — Reverse Prescription
(Forgot the RMA number? link selected)

® i Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-B66-495-0654

C itted to P ney P ation Monday to Saturday, 9 AM - 12 AM (Midnight) ET

S TR

-ﬁ- HOME Pharmacy Reverse Prescription
\a ACTIVATE PHARMACY Reverse Prescription |
REGISTRATION Authoraisy
% PHARMACY Reverse Prescription Authorization
INFORMATION * denotes required fisld
ABOUT To reverse an authorized prescription, enter the Risk Management Authorization (RMA) number, and click
0 ISOTRETINOIN on the Continue button.
Rizk Management Authorization (RMA) number;*
0 ABOUT
iPLEDGE
Continue Cancel
Fill Prescription

Reverse Prescription
.r Select the radio button next to the RMA, and click the Continue button abowve.
RMA Patient Name Patient Id Drate of Birth Date Processed

My Program Status () |500638502564 iPLEDGE Patient 7006031998 | 06/03/1998 May 27 2015 11:004K

Find Wholesaler

Order Materials | | 8095035600164 iPLEDGE Patient 7006031957  06/03MSET May 27 2015 10:46AM

=) |201613902480 Ipledge Test2 7008021994 | 06/02/1984  May 25 2045 1:53PW
Update My lnformation

“) |504513000267  Giga Patient! 7006011996 | 06/D1/1996  Apr2 2015 11:024M
Find a Participating Pharmacy = 129211710303 | Post Test 1110211961 | 10/21M961  Sep 15 2014 1-50PK
FAOs / How ta's () 324902310806 | FEMALEFCBP 3010201970 | 10/20/1970  Sep 10 2014 12:42PM

“) |629294702289  Male Patient 3008281958 | 08/28M958  Aug 29 2014 8:31AM

7 610063310703 Female Patient 3010161951 10/16/1991 Aug 25 2014 11:36AM
7 | 220918510801 Post Test 1110211881 1072171981 Aug 16 2014 1:31PM

) 326807917204  FCBP Patient 330161986 | 10/16/1986 Aug 15 2014 1:33PW

Privacy Statement  Safety Notice Non-Comgpliance Action Policy @ 2005 iPLEDGE

EiJB(: Page 20 of 40

Reference ID: 3956479



Pharmacy — Reverse Prescription — Verify RMA

® i Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

c ey ney P aion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B oy

-ﬁ- HOME Pharmacy Reverse Prescription
“—  ACTIVATE PHARMACY | VerifyRisk Management
% PHARMACY Verify RMA and Patient Information
INFORMATION Risk Management Authorization (RMA) Number: 610063310703
o Associated Product(s): Product Qty Supply
Q 00378-6611-83 30 |30
ISOTRETINOIN
Patient ID: 3010161991
Date of Birth: 10/18/1991
Q ?Pnlil:]TEE Patient Name: Female Patient

[Back] [ Continue ] [ Cancel ]

Fill Prescription

Reverse Prescription

Find Whalesaler

My Program Status

Order Materials

Update My Information

Find a Participating Pharmacy

Fils / How to's

Privacy Statement  Safety Notice  MNon- Compliance Action Palicy & 2005 iPLEDGE

EiJB(: Page 21 of 40

Reference ID: 3956479



Pharmacy — Reverse Prescription

® ™ Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

I 4o P ney P ntion Monday to Saturday, 9 AM - 12 AM {(Midnight) ET
ﬁ HOME Pharmacy Reverse Prescription |
\a ACTIVATE PHARMACY | Reversal Authorization
REGISTRATION
% PHARMACY | ® Prezcription Reversed
INFORMATION Reverse Prescription Authorization
Risk Management Authorization RMA number 810083310703 has been REVERSED. The Prescription
0 ABOUT can be returned to stock.
ISOTRETINOIN
0 ABOUT
iPLEDGE
Fill Prescription

Reverse Prescription

Find Whalesaler

My Program Status

Order Materials

Update My Information

Find a Participating Pharmacy

FAQs / How ta's

Privacy Statement  Safety Motice  Non- Compliance Action Policy @ 2005 iPLEDGE

EUBC Page 22 of 40
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Pharmacy — Find a Patient - NEW Menu item

“ONLY WAY

EUBC Page 23 of 40
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Pharmacy — Find a Patient —- NEW Screen

@ ™ Welcome iPledge Pharmacy
Logout
Have Questions? Call our toll-free number 1-866-495-0654

HOME

ACTIVATE PHARMACY
REGISTRATION

PHARMACY
INFORMATION

ABOUT
ISOTRETINDIN

D ense
Fill Prescription
Reverse Prescription
Find a Patient
Find Wholesaler
My Program Status
Order Materials
Update My Information
Find a Participating Pharmacy

FAQs / How to's

nd a nt

Monday to Saturday, 9 AM - 12 AM (Midnight) ET
"ONLY WAY

Notice:
The Patient information search results displayed below are for the patient for whom you have
requested to obtain a Risk Management Authorization (RMA) Number.

Please enter PatientiD and a Date Range

" genotés required feld
Patient identification Number:
3308131913

Date Range:"
From: Jan =01 (2012 To: Jun =24 2013

PatientiD: 3306131913
Patient Name: Mary iPledge FCBP Date of Birth: 04/25/1989
RMA Result Date Authorized or Denied Date Reversed

511331901385 | Authorized Jun 13 2013 10:004M n'a

Requested Denied May 05 2013 11:004M n‘a
127695802132 | Reversed Mar 28 2013 1:06PM Mar 29 2013 2:03PM
127790205037 Reversed Mar 29 2013 10:294M Mar 29 2013 11:15AM
611196300737 Authorized = Mar 19 2013 12:03PM n'a
Reguested Denied Nowv 21 2013 11:15AM n/a
819675611100 | Authorized | Oct 17 2012 10:09AM n/a
Requested Denied Oct 17 2012 10:05AM nia
815765615108 Reversed Oct 17 2012 10:03AM Oct 17 2012 12:03PM

814262413707 Authorized Oct 16 2012 2:46PM n/a

IPLEDGE Terms of Use  Safety Motice MNon-Compliance Action Policy @ 2005 iPLEDGE

SUBC

e
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Pharmacy — Find Wholesaler

® ™ Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

c imed 10 P ney P ntion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

\i ACTIVATE PHARMACY

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

%y HOME Find Wholesaler

PHARMACY

INFORMATION \Whelesaler Name Zip City State
0 ABOUT

ISOTRETINDIN
0 ABOUT

iPLEDGE

Fill Prescription

Reverse Prescription

Find Whaolesaler

My Program Status

Order Materials

Update My Information

Find a Participating Pharmacy

FAls / How to's

Privacy Statement  Safety Notice  Mon-Comgliance Action Policy @ 2005 iPLEDGE

EU Bc Page 25 of 40
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Pharmacy — My Program Status

(% iPLEDGE

Committed to Pregnancy Prevention
%y HOME

\a ACTIVATE PHARMACY

REGISTRATION
0 ABOUT

ISOTRETINOIN
0 ABOUT

iPLEDGE

Fill Prescription

“our Program Status:
Program status expiration date:

PHARMACY
INFORMATION

Reverse Prescription

Find Wholesaler

My Program Status

Order Materials

Update My Information

Find a Participating Pharmacy

Fils / How to's

Privacy Statement  Safety Notice  Non- Compliance Action Policy

Pharmacy Program Status

© 2005 iPLEDGE

Welcome iPLEDGE Pharmacy

Logout

Have Questions? Call our toll-free number 1-866-495-0654
Monday to Saturday, & AM - 12 AM {(Midnight) ET

B -oavway g

Activated
632016

BUBC

Reference Ib: 3956479
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Pharmacy - Order Materials

(% iPLEDGE

Committed to Pregnancy Prevention

%y HOME Order Materia
\E ACTIVATE PHARMACY
REGISTRATION The PLE
(1 kit)
% PHARMACY ;
INFORMATION
0
0 ABOUT :
ISOTRETINOIN The iPLE
(1 guide)
o o
iPLEDGE
Fill Prescription

Reverse Prescription

Find Whaolesaler

My Program Status

Order Materials

Update My Information

Find a Participating Pharmacy

Fis / How to's

rivacy Statement  Safiety Notice  Non-Comgliance Action Palicy

Enter quantities you would like to order

Patient Introductory Brochure

(1 to 3 packages of 5)
Prescription Bag Stickers

(1 fo 3 units of 100 stickers each)

Welcome iPLEDGE Pharmacy

Logout
Have Questions? Call our toll-free number 1-B66-495-0654
Monday to Saturday, 9 AM - 12 AM (Midnight) ET

k B OHY WA

:GE Program Pharmacy Educational Kit, including flow chart

DGE Program Prescriber Contraception Counseling Guide

© 2005 iPLEDGE

BUBC

Reference Ib: 3956479
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Pharmacy — Update My Information

® ™ Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

c ited 1o P ney P alion Monday to Saturday, 9 AM - 12 AM {Midnight) ET

B -onvway

-ﬁ HOME Update My Information
ACTIVATE PHARMACY
-\a HEEISTR'-"“" ChangePasswurd
PHARMACY Change Date of Personal Significance
% INFORMATION

0 ABOUT
ISOTRETINOIN
0 ._lBl'.llIT
iPLEDGE
Fill Prescription
Reverse Prescription
Find Whalesaler
My Program Status
Order Materials
Update My Information

Find a Participating Pharmacy

Fils / How to's

Privacy Statement  Safety Notice  Non- Compliance Action Policy @ 2005 iPLEDGE

EU Bc Page 28 of 40
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Pharmacy - Update My Information — Change Password

® Tih Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-B66-495-06854

C itted to P ney P alion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B oHYWAY

%y HOME Change Password
g ACTIVATE PHARMACY derotes required field
REGISTRATION Oid Password
New Password
PHARMACY
INFORMATION Confirm New Password
@ Moo

ISOTRETINODIN
0 _AHD[I'I

iPLEDGE

Fill Prescription

Reverse Prescription

Find Whalesaler

My Program Status

Order Materials

Update My Information

Find a Participating Pharmacy

Fis / How to's

rivacy Statement  Safety Notice  Non-Comgliance Action Palicy & 2005 iPLEDGE

EU Bc Page 29 of 40
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Pharmacy — Update My Information — Change DOPS

4y HOME

\a ACTIVATE PHARMACY
REGISTRATION

% PHARMACY
INFORMATION
0 ABOUT

ISOTRETINOIN
Q ._l.IIIJII'I
iPLEDGE

Fill Prescription

Reverse Prescription

Find a Patient

Find Whelesaler

My Program Status

Order Materials

Update My Information

Find a Participating Pharmacy

FAQs / How to's

(% iPLEDGE

Committed to Pregnancy Prevention

Change Date of Personal Significance

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.

* denotes required field

Password: | |'
Date of Perzonal Significance: (MM/DDM YY) | |.-'| |.l'| |"
Confirm Date of Personal Significance: (MM/DDAYYOYY) | |.’| |."| |"

IPLEDGE Terms of Use  Safety Notice Mon-Compliance Action Policy

Welcome iPLEDGE Pharmacy

Logout

Have Questions? Call our toll-free number 1-866-495-0654
Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B vy

© 2005 iPLEDGE

BUBC
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Pharmacy - Find a Participating Pharmacy

® ™ Welcome iPLEDGE Pharmacy
Logaout
I Have Questions? Call our toll-free number 1-B66-495-0654

C itted to P ney P alion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B CONv WA

.ﬁ- HOME Find a Participating Pharmacy
N ACTIVATE PHARMACY o )
a REGISTRATION Please enter any or all search criteria and click the Search button
BE PHARMACY Zip City State
INFORMATION -

Qo rsnlfTunTEnHum
0 ._l.BlJlI'l
iPLEDGE
Fill Prescription
Reverse Prescription
Find Whaolesaler
My Program Status
Order Materials
Update My Information
Find a Participating Pharmacy

FAQs / How to’s

Privacy Statement  Safety Notice  Non-Compliance Action Policy & 2005 iPLEDGE

EU Bc Page 31 of 40

Reference Ib: 3956479



Pharmacy — FAQs/How To’s

® ™ Welcome iPLEDGE Pharmacy
Logaout
I Have Questions? Call our toll-free number 1-866-495-0654

C ited 1o P ney P ntion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

I T TR

%y HOME Frequently Asked Questions (FAQ)

ACTIVATE PHARMACY iPLEDGE PROGRAM (click topics below for more information)

-
a REGISTRATION
A, TECHNICAL ASSISTANCE

E = PHARMACGY B. PHARMACY
INFORMATION C. ALL USERS
Q ABOUT . . ) ] .
ISOTRETINOIN HOW TO'S (click topics below for more information)
Q ABODUT A, NON-COMPLIANCE
iPLEDGE

Fill Prescription

Reverse Prescription

Find Whaolesaler

My Program Status

Order Materials

Update My Information

Find a Participating Pharmacy

FAlls / How to's

Privacy Statement  Safety Motice  Non-Comgliance Action Policy & 2005 iPLEDGE

EU Bc Page 32 of 40
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Pharmacy — FAQs/How To’s

4y HOME

REGISTRATION
Bs} PHARMACY
INFORMATION
Q ABOUT
ISOTRETINOIN
Q ABOUT
iPLEDGE
Fill Prescription
Reverse Prescription
Find Wholesaler
My Program Status

Order Materials

Update My Information

[ ] ™ Welcome iIPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

Committed to Pregnancy Prevention

\a ACTIVATE PHARMACY ® How can | login using my telephone?

Monday to Saturday, 9 AM - 12 AM {(Midnight) ET

B ONLYWAY

Frequently Asked Questions (FAQ)

To login using the telephone, dial 1-566-495-0654 and when you hear the main
menu press 1 to login. The system will ask you to indicate which type of user you
are (prescriber, patient, pharmacy or designee) and then prompt you to enter
your user |D followed by the # button. You may be presented with additional
prompts to confirm your user id.

For each character of your usermname, press the key on the touch pad that
corresponds to the number or letter. For example, the 2 button on the phone is
used to enter either the number 2 or the letters A, B and C. The # must be
pressed after all characters have been entered.

For example, if your usemame iz 12345, type 12345# on your telephone
touchpad. If your username iz alpha-numeric, for example BK12345, you would
enter 2512345# The system then asks for your iPLEDGE password. Enter your
4-digit numeric pazsword. For example, if your password is 1234, =imply enter
1234 (no # this time). The system will confirm your successful login and will read
your menu of aptions in the IPLEDGE system.

PATIENT
PHARMACY
PRESCRIBER
ALL USERS

moom

HOW TO'S (click topics below for more information)

BUBC

Reference Ib: 3956479

Find a Participating Pharmacy A, NOM-COMPLIANCE v
FAls / How to's
Privacy Statement  Safety Notice  MNon- Compliance Action Palicy & 2005 iPLEDGE
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Pharmacy — FAQs/How To’s

Welcome iPLEDGE Pharmacy

] ™
Logout
I PLE DGE Have Questions? Call our toll-free number 1-866-495-0854

Monday to Saturday, 9 AM - 12 AM (Midnight) ET
Committed to Pregnancy Prevention - - ( ight)

B ONLYWAY

%y HOmE Frequently Asked Questions (FAQ)
\a ACTIVATE PHARMACY m What are the steps to re-activate my reqistration?
REGISTRATION » | either lost or forgot sword. How do | reset assword? ~
» How does a pharmacy obtain drug from a wholesaler?
% PHARMACY = Can representatives at the iPLEDGE Program confirm a phammacy's activation
INFORMATIOMN status?
n Dol need to see a patient's iIPLEDGE |D card before | can fill and dispense an
0 ABOUT izotretinoin prescription?
ISOTRETINOIN n  The patient's prescription was denied. will the system explain the reason?
mn Where do | find a list of local pharmacies that participate in the iPLEDGE Program?
ABOUT Prescribers, patients, and pharmacies can obtain a liet of pharmacies uging the
0 iPLEDGE “Find A Parficipating Pharmacy” feature.

m | have reqgistered and activated in the iIPLEDGE Program, however | am not listed with
Fill Prescription the wholesaler as an eligible pharmacy to receive drug.

» How do | change my responsible site phamacist (RSP)?
Reverse Prescription » How do | process a prescription that is more than 120 capsules per month?
m  Can inpatient pharmacies obtain isotrefincin in the inpatient hospital setting?
Find Wholesaler = | have questions regarding product returns.
My Program Status m Can | sccept isotrefincin prescrptions by phone, fax or email?
D. PRESCRIBER
Order Materials E. ALL USERS

Update My Information
HOW TO'S (click topics below for more information)
Find a Participating Pharmacy v

Fills / How to's

Privacy Statement  Safety Notice  MNon- Compliance Action Palicy & 2005 iPLEDGE

EU Bc Page 34 of 40

Reference Ib: 3956-4-7'9



Pharmacy — FAQs/How To’s

BUBC

Reference Ib: 3956479

Y o Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-495-06854
, Monday to Saturday, 9 AM - 12 AM (Midnight) ET
Committed to Pregnancy Prevention S L { ight)
%y HOME Frequently Asked Questions (FAQ) |
b ACTIVATE PHARMACY = | have registered and activated in the iPL EDGE Program. however | am not listed with
a RECISTRATION the wholesaler as an eligible pharmacy to receive drug. ~
One of the following scenarios could be your situation:
Be} PHARMACY a. Updating the list of eligible pharmacies occurs once a day. If a pharmacy
INFORMATION activates today, they will show up on tomormow's list of eligible
pharmacies. If your pharmacy was activated today (this includes cazes
ABDUT where re-activation occumed due to an RSP change), your phammacy will
Q ISOTRETINDIN be able to order product the following day.
b. Thers may be a discrepancy with how your DEA number is listed on the
Current Master xls. Provide your NCPDP number to your wholesalers as
0 ABOUT the whaolesalers can review their lists by both the pharmacy NCPDP
iPLEDGE number and DEA numbers. Y our wholesaler should perform this query
and if you still are not listed, your wholesaler can contact the iIPLEDGE
Fill Prescription for further assistance.
t. Forcases of DEA # discrepancies, you must have your DEAE comected
Reverse Prescription with NCPDP. You can do so by contacting MCPDP at 450-477-1000.
NCPDOP updates the iPLEDGE Program weekly.
Find Wholesaler = How do | change my responsible site phammacist (RSP)?
» How do | process 3 prescription that is more than 120 capsules per month?
My Program Status m Can inpatient pharmacies obtain isotretincin in the inpatient hospital setting?
= | have guestions regarding product returns.
Drder Materials m  Gan | accept isoiretinoin preserptions by phone, fax or email?
Update My Information D. PRESCRIBER
E. ALLUSERS
Find a Participating Pharmacy v
FAls / How ta’s
Privacy Statement  Safety Notice  MNon- Compliance Action Palicy & 2005 iPLEDGE
Page 35 of 40



Pharmacy — FAQs/How To’s

Y o Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

' P —— tion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B ONLYWAY

ﬁ- HOME Frequently Asked Questions (FAQ)
A= ACTIVATE PHARMACY T
a REGISTRATION 1.  Go to www.ipledgeprogram.com N
2. Log in using your username {NCPDP#) and password.
PHARMACY 3. Select "Update Personal Detailz™ on the left side of the sereen
% INFORMATION 4 Select “Change Date of Personal Significance”™
5. Enter requested data and select “Save Changes”
0 ABOUT 6. Write down the new Date of Personal Significance
ISOTRETINOIN On the Phone
1. Call 1-855-495-0654
0 ._‘HDI.IT 2. Press 1 to continue in English
iPLEDGE 3. Select the option to login, then enter your usemame (MCPDP#) and

password when prompied
4. Select the option to change personal information
5. Select the option to change your Date of Personal Significance
6. Enter requested information when prompted

Fill Prescription

Reverse Prescription

Find Whalesaler 7. Write down the new Date of Personal Significance
Changing the RSP

LT T 1. Call 1-866-495-0654

2. Press 1 to continue in English
Order Materials

3. Press #0 to tranzfer to the call center, then press 1 at the prompt
Update My Information 4. Press 2 for pharmacies.

5. Acall center agent will answer the call. Tell them that you want to

change your pharmacy’'s RSP and that you need to be transfemred to the (¥

Find a Participating Pharmacy technical help desk

FAls / How to's

Privacy Statement  Safety Notice  MNon- Compliance Action Palicy & 2005 iPLEDGE
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Pharmacy — FAQs/How To’s

%y HOME

“— ACTIVATE PHARMACY
i REGISTRATION

EE PHARMACY
INFORMATION
0 ABOUT
ISOTRETINOIN
0 ABOUT
iPLEDGE
Fill Prescription
Reverse Prescription
Find Whalesaler
My Program Status

Order Materials

Update My Information

(% iPLEDGE

Committed to Pregnancy Prevention

Welcome iPLEDGE Pharmacy

Logout

Have Questions? Call our toll-free number 1-866-495-0654
Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B Convwa

Frequently Asked Questions (FAQ)

the wholesaler as an eligible pharmacy to receive drug.

How do | change my res

sible site phanmacist (RSP}? ~

How do | process a prescription that is more than 120 capsules per month?

Can inpatient pharmacie:

s obtain isotrefincin in the inpatient hospital setting?

| have guestions regarding product returns.

Please contact the appropriate manufacturers' vendors listed below:
Apcutane (Roche): 1-800-526-0625

Amnesteem (Mylan): Stericycle at 1-500-796-9526

Claravis (Teva): MedTum Inc. at 1-800-967-5952

Sotret (Ranbaxy): MedTurn Inc. at 1-817-868-5300

Myorisan (VersaPharm): 1-800-545-0700

Absorica (Ranbaxy). MedTum Inc. at 1-817-868-5300

Zenatane (Or. Reddy's). MedTum Inc. at 1-800-967-5952

= Can | accept isotrefincin prescriptions by phone, fax or email?

D. PRESCRIBER
E. ALL USERS

HOW TO'S (click topics below for more information)

BUBC
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Pharmacy — FAQs/How To’s

® ™ Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

c imed 10 P ney P ntion Monday to Saturday, 9 AM - 12 AM {(Midnight) ET

o e B ONLYWAY

Frequently Asked Questiéns (FAQ)

\a ACTIVATE PHARMACY E. ALL USERS
REGISTRATION m Does the iIPLEDGE Program have a Privacy Statement? A
“Yes. Everyone who wants to take the prescnption medication isctretinoin is
B&} PHARMACY required fo register and participate in the IPLEDGE Program. |n order to help you
INFORMATION fulfill the requirements of the program, iPLEDGE must obtain personal
imformation from you. Protecting your privacy is very impertant to us. The
ABDUT complete IPLEDGE Privacy Statement can be found at the bottom of home page
Q at http:/fwaww ipledgeprogram.comd by choosing the “Privacy Statement” feature.

ISOTRETINOIN
n What happens if a patient loses his or her IPLEDGE 1D card?

0 ABOUT n Where do | find a list of local pharmacies that participate in the iPLEDGE Program?
iPLEDGE n What happens if the pharmacy does not have enough product in stock to fill and
dizpense a prescription within the prescription window?
Fill Preseription n At what date and fime does my prescription window close?
n |5 there a test database available for prescribers [ staff / pharmacist / or patients to
Reverse Prescription use for training purpeses to get familiar with the IFLEDGE site?
» How can | download iPLEDGE materials?
Find Wholesaler n  Can patients who do not reside in the U.S. but receive treatment and fill prescriptions
in the U.5. participate in the iPLEDGE Program?
My Program Status = | would like to submit something in writing to the iPLEDGE Program. Is there a mailing

address | should use?
Order Materials

Update My Information HOW TO'S (click topics below for more information)
Find a Participating Pharmacy A NON-COMPLIANCE v

FAls / How ta’s

Privacy Statement  Safety Notice  MNon- Compliance Action Palicy & 2005 iPLEDGE
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Pharmacy — iPLEDGE Terms of Use

%y HOME

“— ACTIVATE PHARMACY
a REGISTRATION

'lk} PHARMACY
INFORMATION
0 ABOUT
ISOTRETINOIN
0 ABOUT
iPLEDGE
Fill Prescription
Reverse Prescription
Find Wholesaler
My Program Status
Order Materials
Update My Information

Find a Participating Pharmacy

Fils / How to's

iPLEDGE Terms of Use  Safety Notice

® ™ Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

Committed to Pregnancy Prevention

Monday to Saturday, & AM - 12 AM {(Midnight) ET

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 http://www.ipledgeprogram.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 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 OUTSIDE THE U.5. DO SO AT THEIR OWN
INITIATIVE AND RISK AND ARE RESPONSIELE 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 Frogram.

Non- Compliance Action Policy @ 2005 iPLEDGE
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Pharmacy — Safety Notice

® ™ Welcome iPLEDGE Pharmacy
Logout
I Have Questions? Call our toll-free number 1-866-495-0654

c jaadle P ney P aion Monday to Saturday, 9 AM - 12 AM (Midnight) ET

B Cony w2

SAFETY NOTICE

-ﬁ- HOME Safety Notice

\a ACTIVATE PHARMACY
REGISTRATION o ) )
|sotretinzin must not be used by female patients who are or may become pregnant. There is an
extremely high risk that sewvere birth defects will result if pregnancy occurs while taking isotretingin
PHARMACY in any amount, even for a short pericd of time. Potentially any fetus exposed during pregnancy
INFORMATION can be affected. There are no sccurate means of determining whether an exposed fetus has been
affected. Because of this toxicity, isotretinoin can enly be marketed under 5 special restricted
distribution program. This program is called iFLEDGE™. Under this program, presoribers must be
0 ABOUT registered and activated with the iPLEDGE Program and can presocribe isotretinein only to
ISOTRETINDIN registered patients who meet all the requirements of iFLEDGE. Isotretinoin can be dispensed only
by & pharmacy registered and activated with iPLEDGE. Registered and activated pharmacies can
only receive isotretincin from wholesslers registered with iPLEDGE.
Q ABODUT
iPLEDGE Patients on isotretingin 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
Fill Prescription 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

isotretinoin caused these problems or behaviors or if they would have happened even if the person

Reverse PIESHIFHHI did not take isotretinoin.

Find Wholesaler |sotretinzin use has been asscciated with pseudotumor cerebri, a condition caused by increased
pressure on the brain. This condition may occur more often in patients also taking tetracydine.

My Program Status Patients should be aware of other serious side effects, induding problems with the skin, panoeas,
liver, stomach, bones, muscles, hearing, vision, lipids, allergicreactions, blood sugar, or red and

Drder Materials white blood cells. The most commaon, less sericus adverse events include dry skin, chapped lips,
dry eyes, and dry nose that may lead to noseblesds. Patients should be advised about these
adverse events and routinely monitored by 8 doctor during treatment with isotretingin.

Update My Information

Please refer to the isotretinoin package inserts for full presoribing and dispensing instructions.
Find a Participating Pharmacy paciag P g P g

Fils / How to's

Privacy Statement  Safety Notice  Mon- Compliance Action Palicy  © 2005 iPLEDGE
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iPLEDGE-Committed to Pregnancy Prevention
P.0. Box 29094
Phoenix, AZ 85038

IPLEDGE

Committed to Pregnancy Prevention

PHARMACY ACTIVATION INSTRUCTIONS

Enclosed is The iPLEDGE Program Pharmacist Isotretinoin Educational Kit. Once you receive your
password and have reviewed the enclosed educational materials you can activate with the iIPLEDGE
Program via the web site or phone system. You will need your username (this is your NCPDP number)
and your password. You must complete the activation process in order to obtain authorization to fill and
dispense an isotretinoin prescription under the iPLEDGE Program. While you may activate either on the web
site or the automated phone system, for ease of use it is recommended that you activate on the web site.

Activating On The Web Site

Go to www.ipledgeprogram.com and log in by entering your username (NCPDP number) and password.
You will be directed to change your password and set your Date of Personal Significance after you log in.
Your Date of Personal Significance is a date that is easily remembered and will be used to verify your
identity if you need to contact the call center. The same Date of Personal Significance will be used by all
pharmacists in your pharmacy when calling the call center. It is recommended that you select a date that
will be known by the entire pharmacist staff at your pharmacy. You will be presented with the pharmacy
home page after you have changed your password and set your Date of Personal Significance. Select the
“Activate” button from the “Activate My Registration” section of the page. The system will guide you
through the activation process.

Activating On The Telephone

Call 1-866-495-0654 and listen to the menu options. Select the option to log in and follow the prompts to
enter your username (NCPDP number) and password. You will be directed to change your password and
set your Date of Personal Significance after you log in. Your Date of Personal Significance is a date that is
easily remembered and will be used to verify your identity if you need to contact the call center. The

same Date of Personal Significance will be used by all pharmacists in your pharmacy when calling the call
center. It is recommended that you select a date that will be known by the entire pharmacist staff at your
pharmacy. You will be presented with the pharmacy menu options after you have changed your password
and set your Date of Personal Significance. Select the option to “Activate Your Pharmacy.” The system will
guide you through the activation process.

PHA_LTRO4 JUN15

® 2007

www.ipledgeprogram.com 1-866-495-0654

— Reference ID: 3956479



iPLEDGE - Committed to Pregnancy Prevention
P.0. Box 29094
Phoenix, AZ 85038

IPLEDGE

Committed to Pregnancy Prevention

PRESCRIBER ACTIVATION INSTRUCTIONS

Enclosed 1s the iIPLEDGE Program Prescriber Isotretinoin Educational Kit. Once you receive
your username and password and have reviewed the enclosed educational materials, you can
activate with the IPLEDGE Program via the web site or automated phone system. You wall
need your username and password to do this. You must complete the activation process in
order to prescribe 1sotretinoin under the iPLEDGE Program and to receive Patient Educational
Kits, which are required to register patients in the iPLEDGE Program. While you may activate
either on the web site or automated phone system, for ease of use it is recommended that you
activate on the web site.

Activating on the web site

Go to www.ipledgeprogram.com and log in by entering your username (DEA number or
program generated username) and password. You will be directed to change your password
and set your Date of Personal Significance after you log in. Your Date of Personal Significance
1s 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. You will be presented with the
prescriber home page after you have changed your password and set your Date of Personal
Significance. Select the “Activate” button from the “Activate My Registration” section of
the page. The system will guide you through the activation process.

Activating on the telephone

Call 1-866-495-0654 and listen to the menu options. Select the option to log in and follow
the prompts. You will be directed to change your password and set your Date of Personal
Significance after you log in. Your Date of Personal Significance 1s a date that you will be
able to remember (such as an anniversary) and will be used to verify your 1dcnt1ty if you
need to contact the call center. You will be presented with the prescriber menu options
after you have changed your password and set your Date of Personal Significance. Select
the option to “Activate Your Registration.” The system will guide you through the
activation process.

Receiving Patient Educational Kits
You can expect to receive Patient Educational Kits once you have activated your registration
in the system. These are shipped via standard ground transportation and arrive within 5 to 10

days. These are required to register patients in the iPLEDGE Program.
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