Risk Evaluation and Mitigation Strategy (REMS) Document

Myalept (metreleptin) REMS Program

I. Administrative Information

Application Number:
Application Holder:
Initial REMS Approval:

BLA 125390
Amryt Pharmaceuticals DAC
02/2014

Most Recent REMS Update: 10/2020

II. REMS Goal

The goal of the Myalept REMS is to mitigate (1) the risks of serious adverse sequelae (such as
severe infections, excessive weight gain, glucose intolerance, diabetes mellitus) due to the
development of anti-metreleptin antibodies that neutralize endogenous leptin and/or Myalept, and
(2) the risk of lymphoma by:

1. Educating prescribers about the development of neutralizing anti-metreleptin antibodies, the
serious adverse sequelae that may result from these antibodies, and the risk for lymphoma
associated with Myalept

2. Limiting the population exposed to Myalept by requiring prescriber certification, pharmacy
certification, and prescriber attestation that each patient has a diagnosis consistent with the

approved indication

III. REMS Requirements

Amryt Pharmaceuticals DAC must ensure that healthcare providers, patients, outpatient
pharmacies, and wholesalers-distributors comply with the following requirements:

1. Healthcare Providers who prescribe Myalept must:

To become 1.
certified to 2.
prescribe 3

Review the drug’s Prescribing Information.
Review the following: Prescriber Training Module.

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

Before treatment 4,

initiation (first

dose) 5.

Assess the patient to confirm the clinical diagnosis is consistent with
the approved indication.

Counsel the patient on the risks of Myalept.
Order the prescription using the Prescription Authorization Form.




1. Healthcare Providers who prescribe Myalept must:

During treatment; 7. Order the prescription using the Prescription Authorization Form.
before each
prescription

During treatment 8. Assess the patient’s condition for the presence of neutralizing
antibodies if a patient experiences severe infections or if you suspect
Myalept treatment is no longer working (e.g., loss of glycemic
control, increased triglycerides).

2. Patients who are prescribed Myalept:

Before treatment 1. Receive counseling from the prescriber on the risks of Myalept.
initiation
During treatment 2. Be monitored for neutralizing antibodies

3. Outpatient Pharmacies that dispense Myalept must:

To become 1. Designate an authorized representative to carry out the certification
certified to process and oversee implementation and compliance with the REMS
dispense Program on behalf of the pharmacy.

2. Train all relevant staff involved in dispensing of Myalept on the REMS
Program requirements.

3. Establish processes and procedures to verify that the prescriber is
certified and a completed Prescription Authorization Form is received
for each new prescription.

Before dispensing 4. Verify that the prescriber is certified and a completed Prescription
Authorization Form is received for each new prescription through the
processes and procedures established as a requirement of the REMS

Program.
At all times 5. Not distribute, transfer, loan, or sell Myalept.
6. Maintain and submit records of prescription data to the REMS
program.

7. Maintain records that all REMS processes and procedures are in place
and are being followed.

8. Comply with audits carried out by Amryt or a third party acting on
behalf of Amryt, to ensure that all processes and procedures are in
place and are being followed.




4. Wholesalers-distributors that distribute Myalept must:

To be able to 1. Establish processes and procedures to ensure the drug is distributed
distribute only to certified outpatient pharmacies, or to inpatient pharmacies
authorized by the REMS Program call center.

2. Train all relevant staff involved in distributing on the program
requirements.

At all times 3. Distribute only to outpatient certified pharmacies, or to inpatient
pharmacies authorized by the REMS Program call center.

4. Maintain records of drug distribution.

5. Comply with audits carried out by Amryt Pharmaceuticals DAC or a
third party acting on behalf of Amryt Pharmaceuticals DAC to ensure
that all processes and procedures are in place and are being
followed.

Amryt Pharmaceuticals DAC must provide training to healthcare providers who prescribe
Myalept.

The training includes the following educational material: Prescriber Training Module. The training
must be available online or by contacting the REMS Program call center.

To inform healthcare providers about the REMS Program and the risks and safe use of
Myalept, Amryt Pharmaceuticals DAC must disseminate REMS communication materials
according to the table below:

Target Audience Communication Materials and Dissemination Plans
Healthcare providers who | REMS Letter: REMS Letter for Health Care Providers (Infections)
prescribed Myalept 1. Mail within 30 calendar days of the approval of the REMS
within the 12 months modification (12/11/2017) with a copy or link to the

prior to approval of the Prescribing Information.

12/11/2017 REMS
modification and newly
identified healthcare

a. Send by email within 30 calendar days after the initial
letter was mailed if the letter is undeliverable.

providers who prescribed b. Send a second email within 30 calendars days of the date
or are likely to prescribe the first email was sent if the first email is marked as
Myalept unopened.

2. Disseminate through field-based sales and medical
representatives upon request for 12 months after approval of
the 12/11/2017 REMS modification with a copy or link to the
Prescribing Information.

To support REMS Program operations, Amryt Pharmaceuticals DAC must:

1. Establish and maintain a REMS Program website, www.MYALEPTREMS.com. The REMS Program
website must include the option to print the Prescribing Information, Medication Guide, and
REMS materials. All product websites for consumers and health care providers must include
prominent REMS-specific links to the REMS Program website. The REMS Program website must
not link back to the promotional product website(s).

2. Make the REMS Program website fully operational and all REMS materials available through the
REMS website or call center.




10.

11.

Establish and maintain a REMS Program call center for REMS participants at 1-855-6MYALEPT
(1-855-669-2537).

Establish and maintain a validated, secure database of all REMS participants who are enrolled
and/or certified in the Myalept REMS Program.

Ensure prescribers are able to enroll in the REMS Program by fax.

Ensure outpatient pharmacies are able to certify with the manufacturer and agreeing to
comply with the requirements of the REMS Program.

Ensure inpatient pharmacies are able to contact the REMS Program call center for assistance in
obtaining Myalept for a specific inpatient who has a certified prescriber and a Prescription
Authorization Form on file with a certified pharmacy.

Provide the Prescriber Training Module, Prescriber Enrollment Form, Myalept REMS Program: An
Introduction, and the Prescribing Information to REMS participants who (1) attempt to prescribe
Myalept and are not yet certified or (2) inquire about how to become certified.

Provide for 12 months after the approval of the 12/2017 REMS modification the REMS Letter for
Health Care Providers (Infections) to REMS participants who (1) attempt to prescribe Myalept
and are not yet certified or (2) inquire about how to become certified.

Notify prescribers and pharmacies within 48 hours after they become certified in the REMS
Program.

Provide certified pharmacies access to the database of certified prescribers.

To ensure REMS participants’ compliance with the REMS Program, Amryt
Pharmaceuticals DAC must:

1.

Maintain adequate records to demonstrate that REMS requirements have been met, including,
but not limited to records of: Myalept distribution and dispensing; certification of prescribers
and pharmacies; and audits of REMS participants. These records must be readily available for
FDA inspections.

Establish a plan for addressing noncompliance with REMS Program requirements.

Monitor certified prescribers and pharmacies on an ongoing basis to ensure the requirements of
the REMS are being met. Take corrective action if non-compliance is identified, including de-
certification.

Audit certified pharmacies no later than 180 days after they become certified, to ensure that all
REMS processes and procedures are in place, functioning, and support the REMS Program
requirements. Thereafter, Amryt Pharmaceuticals DAC must include the certified pharmacies in
their annual audit plan.

Take reasonable steps to improve implementation of and compliance with the requirements in
the Myalept REMS Program based on monitoring and evaluation of the Myalept REMS Program.




IV. REMS Assessment Timetable

Amryt Pharmaceuticals DAC must submit REMS Assessments at 6 months, 12 months, and
annually thereafter from the date of the initial approval of the REMS. To facilitate inclusion of as
much information as possible while allowing reasonable time to prepare the submission, the
reporting interval covered by each assessment should conclude no earlier than 60 calendar days
before the submission date for that assessment. Amryt Pharmaceuticals DAC must submit each
assessment so that it will be received by the FDA on or before the due date.

V. REMS Materials

The following materials are part of the Myalept REMS:
Enrolliment Forms
Prescriber:
1. Prescriber Enrollment Form
Training and Educational Materials
Prescriber:
2. Prescriber Training Module

3. Myalept REMS Program: An Introduction

Patient Care Forms
4. Prescription Authorization Form
Communication Materials

5. REMS Letter for Health Care Providers (Infections)

Other Materials
6. REMS Program Website (www.MYALEPTREMS.com)




)
myalept® MYALEPT REMS Program
(metreleptin)for injection 2z Prescriber Enroliment Form

MYALEPT will be available only through the MYALEPT REMS Program. To prescribe MYALEPT, a prescriber must: (1)
review the Prescribing Information, review and complete the Prescriber Training Module, (2) complete this one-time
MYALEPT REMS Program Prescriber Enrollment Form, and (3) complete and submit a MYALEPT REMS Prescription
Authorization Form for each new prescription.

Complete this enroliment form and fax it to the MYALEPT REMS Program at 1-877-328-9682.

Prescriber Information (Please Print *indicates a required field.)

‘ Full Name (first, middle, last)* ‘

‘ Credentials* (OMD [Obo [ONP Opa [ oOther (specify) ‘

Physician Specialty* [J Endocrinology [J Family Medicine [ Cardiology
[ General Internal Medicine [ Pediatrics [ Other

‘ Who do you treat? [] Adults [] Pediatrics []Both ‘

‘ Practice / Facility Name ‘

[ Government Institution [ Other

Office Contact

‘ Full Name (first, middle, last)* ‘

‘ Address 1* ‘
‘ Address 2 (optional) ‘ City* State* ZIP code* ‘
‘ Phone number* Alternate phone number* Fax number* ‘
‘ Email* ‘ NPI #* ‘

|

‘ Practice Setting* [ Solo private practice [ Group private practice [ Academic/Hospital affiliated practice

‘ Phone number (if different from above) ‘ Fax number (if different from above) ‘ Email (if different from above) ‘

Prescriber Attestations:

¢ | understand that MYALEPT is indicated as an adjunct to diet as replacement therapy to treat the complications
of leptin-deficiency in patients with congenital or acquired generalized lipodystrophy.

« | affirm that my patient has a clinical diagnosis consistent with generalized lipodystrophy, and that my patient
(or their caregiver) has been properly informed of the benefits and risks of MYALEPT therapy.

* | understand that MYALEPT is not indicated for:

the treatment of complications of partial lipodystrophy.

for the treatment of liver disease, including non-alcoholic steatohepatitis (NASH).
for use in patients with HIV-related lipodystrophy.

for use in patients with metabolic disease including diabetes mellitus and hypertriglyceridemia without

concurrent evidence of congenital or acquired generalized lipodystrophy.

* | understand that MYALEPT is contraindicated in patients with general obesity not associated with congenital
leptin deficiency.

* | understand that MYALEPT is associated with serious adverse events due to the development of anti-metreleptin
antibodies that neutralize endogenous leptin and/or MYALEPT.

* | agree to test for neutralizing antibodies in patients who experience severe infections or if | suspect MYALEPT is
no longer working (e.g., loss of glycemic control, or increases in triglycerides).

* | understand that MYALEPT is associated with a risk of lymphoma.

e | understand | must carefully consider the risks of treatment with MYALEPT in patients with significant
hematological abnormalities and/or acquired generalized lipodystrophy.

O O O O

Signature* Date*

If you have any questions, please contact the MYALEPT REMS Program.
% Phone number: 1-855-669-2537 | Fax number: 1-877-328-9682 | www.MYALEPTREMS.com

AMRYT Myalept is a registered trademark and the property of the Amryt Pharma Group.

©2020 All rights reserved. MYA/US/135 09-20 Pg1of1
PHARMA
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Introduction




Introduction D

MYALEPT® (metreleptin) for injection is available only through a restricted program called
the MYALEPT REMS Program.

Prescribers must complete this training module and enroll in the MYALEPT REMS Program
prior to prescribing MYALEPT.

The purpose of this training module is to educate prescribers about

the development of anti-metreleptin antibodies that neutralize endogenous leptin and/or
MYALEPT and the serious adverse events that may result from these antibodies,

the risk of lymphoma, and
appropriate patient selection

Because of these risks, appropriate patient selection consistent
with the approved indication for MYALEPT is very important.



MYALEPT® (metreleptin) for injection Product Information



Indication \‘

MYALEPT® (metreleptin) for injection is indicated as an adjunct
to diet as replacement therapy to treat the complications of leptin
deficiency in patients with congenital or acquired generalized

lipodystrophy



Serious Risks Associated with MYALEPT \‘

Serious Risks Associated with the use of MYALEPT:

Development of anti-metreleptin antibodies that
neutralize endogenous leptin and MYALEPT

Lymphoma



Boxed Warning: Anti-metreleptin Antibodies with i
Neutralizing Activity - Serious Adverse Events \‘

= Anti-metreleptin antibodies with neutralizing activity associated with
adverse events consistent with loss of endogenous leptin activity,
including loss of efficacy and/or severe infections, have been
identified among patients with generalized lipodystrophy
» 2 of 33 patients who underwent antibody testing
1. tested positive for anti-metreleptin antibodies with neutralizing activity
and
2. reported adverse events consistent with neutralizing activity, including:
 Severe infections,

* Loss of glycemic control, and
* Increases in triglycerides.



Boxed Warning: Anti-metreleptin Antibodies with a
Neutralizing Activity - Serious Adverse Events (continued) \‘

= In other populations

» 3 of 563 patients who underwent antibody testing
1. tested positive for anti-metreleptin antibodies with neutralizing activity
and

2. reported adverse events consistent with neutralizing activity, including excessive
weight gain and development of glucose intolerance or diabetes mellitus

The clinical implications associated with development of anti-metreleptin antibodies
with neutralizing activity are not well-characterized at this time due to the small
number of reports.



Antibody Testing in MYALEPT Trials - Data ~

Anti-metreleptin antibodies were detected in 84% (36/43) of patients
with generalized lipodystrophy studied in the MYALEPT trials

Total anti-metreleptin antibody titers ranged between 1:5 and
1:1,953,125

Anti-metreleptin antibodies with neutralizing activity associated with
adverse events consistent with loss of endogenous leptin activity
and/or loss of MYALEPT efficacy were observed in 6% (2/33) of the
patients with generalized lipodystrophy tested




Antibody Testing in MYALEPT Trials - Limitations @

The immunogenicity assays utilized in clinical trials lacked sensitivity,
resulting in potential underestimation of the number of samples
positive for anti-metreleptin antibodies with neutralizing activity

The observed incidence of an antibody assay (including neutralizing
antibody assays) positivity may be influenced by several factors including
assay sensitivity and specificity, assay methodology, sample handling,
timing of sample collection, concomitant medications, and underlying
disease.



Antibody Testing in MYALEPT Trials —
Limitations (continued) <

Antibody testing was not performed uniformly in the
MYALEPT trials. The incompleteness of the current
Immunogenicity database precludes understanding
of the magnitude and persistence of the observed
anti-metreleptin antibody responses.

Comparison of the incidence of antibodies to metreleptin
with the incidence of antibodies to other products may be
misleading.




Neutralizing Activity - \What is My Role? Q

Test for neutralizing activity in patients who experience severe
infections, or if you suspect that MYALEPT is no longer working.
Contact Amryt Pharmaceutical DAC (Amryt) at 1-866-216-1526 for
instructions on how to submit samples for neutralizing antibody testing. The
assay Is not commercially available.

Amryt will ask you to:

Obtain written consent from your patient to release the sample and send a copy of
the consent to Amryt.

Complete a questionnaire to explain why you are requesting neutralizing activity
testing and send it to Amryt.

Send the sample to the designated laboratory for testing.
The results are generally available within 60 days

Amryt will contact you to provide and discuss the results.



Boxed Warning: Lymphoma ~

Three cases of T-cell ymphoma have been reported in the
MYALEPT lipodystrophy program

All 3 patients had acquired generalized lipodystrophy (out of a
total of 20 patients with acquired generalized lipodystrophy).

Two of these patients were diagnosed with peripheral T-cell lymphoma
while receiving MYALEPT.

Both had immunodeficiency and significant hematologic abnormalities,
including severe bone marrow abnormalities, before the start of MYALEPT
treatment.

A separate case of anaplastic large cell ymphoma was reported in a
patient receiving MYALEPT who did not have hematological abnormalities
before treatment.




Lymphoma — What is My Role? ~

= Take a careful medical history for past or current hematologic
abnormalities

= Carefully consider the benefits and risks of treatment with MYALEPT
In patients with:
significant hematologic abnormalities, and/or
acquired generalized lipodystrophy



Adverse Reaction Reporting ~

To report SERIOUS ADVERSE REACTIONS, please call/contact:
= 1-855-669-2537 and/or

= FDA at 1-800-FDA-1088 or www.fda.gov/medwatch



Appropriate Patient Selection



Appropriate Patient Selection o,

Contraindication — General Obesity

MYALEPT is contraindicated in patients with general obesity not
associated with congenital leptin deficiency.
MYALEPT has not been shown to be effective in treating general obesity, and the

development of anti-metreleptin antibodies with neutralizing activity has been
reported in obese patients treated with MYALEPT

Adverse events consistent with loss of endogenous leptin activity have been
identified in three patients without lipodystrophy who received metreleptin
(excessive weight gain, development of glucose intolerance or diabetes mellitus).

The clinical implications associated with development of anti-metreleptin
antibodies with neutralizing activity are not well-characterized at this time
due to the small number of reports.




Appropriate Patient Selection o,

Important Limitations of Use
The safety and effectiveness of MYALEPT for the following
conditions have not been established:
The treatment of complications of partial lipodystrophy,

The treatment of liver disease including non-alcoholic steatohepatitis
(NASH).

MYALEPT is not indicated for use in patients with

HIV-related lipodystrophy,

Metabolic disease including diabetes mellitus and hypertriglyceridemia,
without concurrent evidence of congenital or acquired generalized
lipodystrophy.




MYALEPT® (metreleptin) for injection
REMS PROGRAM INFORMATION



MYALEPT® (metreleptin) for injection -
REMS Program \‘

Key program elements:
Certification of Prescribers of MYALEPT,

Certification consists of training, and enrolling in the MYALEPT REMS Program.

Completion of a Prescription Authorization Form for each new
prescription, and the

Restricted distribution of MYALEPT through certified pharmacies.



MYALEPT® (metreleptin) for injection
REMS Program [/

Before prescribing MYALEPT,
prescribers must complete the following steps:

Review the Prescribing Information and this Prescriber Training Module.
Complete, sign, and submit the one-time MYALEPT REMS Program
Prescriber Enrollment Form.

Complete, sign, and submit the MYALEPT REMS Program Prescription
Authorization Form for each new prescription.

Note: All Materials can be downloaded from the MYALEPT REMS website at:
www.MYALEPTREMS.com

Or request these materials by calling 1-855-669-2537



1. Review Prescriber Education Materials ~

Review the following Prescriber Education Materials:

a) MYALEPT® (metreleptin) for injection Prescribing Information,
and

b) This Prescriber Training Module



2. Enroll in MYALEPT® (metreleptin) for injection .
REMS Program \‘

To enroll in the MYALEPT REMS Program:

Download the MYALEPT REMS Program Prescriber Enrollment Form
at www.MYALEPTREMS.com or request a copy by calling
1-855-669-2537

Complete the enroliment form
Sign & submit the enrollment form

Fax to 1-877-328-9682



3. Submit Prescription Authorization Form ~

When prescribing MYALEPT® (metreleptin) for injection, a prescriber must
complete a Prescription Authorization Form for each new prescription.

As part of completing the Prescription Authorization Form, you attest that:

| understand that MYALEPT is indicated as an adjunct to diet as replacement therapy to treat
the complications of leptin-deficiency in patients with congenital or acquired generalized
lipodystrophy.

| affirm that my patient has a clinical diagnosis consistent with generalized lipodystrophy, and
that my patient (or their caregiver) has been properly informed of the benefits and risks of
MYALEPT therapy.



3. Submit Prescription Authorization Form

(continued) \‘

| understand that MYALEPT is not indicated for:
the treatment of complications of partial lipodystrophy.
the treatment of liver disease, including non-alcoholic steatohepatitis (NASH).
use in patients with HIV-related lipodystrophy.

use in patients with metabolic disease including diabetes mellitus and

hypertriglyceridemia without concurrent evidence of congenital or acquired
generalized lipodystrophy.



3. Submit Prescription Authorization Form

(continued) </

| understand that MYALEPT is contraindicated in patients with general obesity not
associated with congenital leptin deficiency.

| understand that MYALEPT is associated with serious adverse events due to the
development of anti-metreleptin antibodies that neutralize endogenous leptin and/or
MYALEPT.

| agree to test for neutralizing antibodies in patients who experience severe infections
or if | suspect MYALEPT is no longer working (e.g., loss of glycemic control, or increases
in triglycerides).

| understand that MYALEPT is associated with a risk of lymphoma.

| understand | must carefully consider the risks of treatment with MYALEPT in patients with
significant hematologic abnormalities and/or acquired generalized lipodystrophy.



3. Submit Prescription Authorization Form ~Q

Each new prescription for MYALEPT must be written using the MYALEPT
Prescription Authorization Form.

Download the Prescription Authorization Form at
www.MYALEPTREMS.com or request a copy by calling
1-855-669-2537

Complete the Prescription Authorization Form
Sign & submit the Prescription Authorization Form
Fax to 1-877-328-9682



Knowledge Assessment



Knowledge Assessment ~

= The following questions about MYALEPT® (metreleptin) for injection
are provided to reinforce learning.

= |f you have difficulty answering these questions, review the previous
slides and refer to the Prescribing Information.



Knowledge Assessment “—

Which of the following statements is true?

MYALEPT (metreleptin) for injection is indicated for use in
patients with HIV-related lipodystrophy.

MYALEPT is indicated for use in patients with metabolic
disease, including diabetes mellitus and hypertriglyceridemia,
without concurrent evidence of inherited or acquired generalized
lipodystrophy.

MYALEPT is a recombinant analog of murine leptin.

MYALEPT is indicated as an adjunct to diet as replacement
therapy to treat the complications of leptin deficiency in patients
with congenital or acquired generalized lipodystrophy.




Knowledge Assessment ~

Which of the following statements is true?

v' MYALEPT is indicated as an adjunct to diet as replacement
therapy to treat the complications of leptin deficiency in patients
with congenital or acquired generalized lipodystrophy.

Answer: MYALEPT is indicated as an adjunct to diet as replacement therapy to treat the
complications of leptin deficiency in patients with congenital or acquired
generalized lipodystrophy

(continued on next slide)



-

(continued from previous slide)

The safety and effectiveness of MYALEPT for the following conditions have
not been established

The treatment of complications of partial lipodystrophy
The treatment of liver disease including non-alcoholic steatohepatitis (NASH)

MYALEPT is not indicated for use in patients with
HIV-related lipodystrophy

Metabolic disease including diabetes mellitus and hypertriglyceridemia, without
concurrent evidence of congenital or acquired generalized lipodystrophy.

MYALEPT is contraindicated in patients with general obesity not associated
with congenital leptin deficiency.




Knowledge Assessment \‘

The risks and benefits of MYALEPT® (metreleptin) for injection
treatment should be carefully considered in patients with
significant hematologic abnormalities (for example, leukopenia,
neutropenia, bone marrow abnormalities, lymphoma and/or
lymphadenopathy) and/or acquired generalized lipodystrophy.

True
False




Knowledge Assessment ~

The risks and benefits of MYALEPT® (metreleptin) for injection treatment
should be carefully considered in patients with significant hematologic
abnormalities (for example, leukopenia, neutropenia, bone marrow
abnormalities, lymphoma and/or lymphadenopathy) and/or acquired
generalized lipodystrophy.

v’ True

Answer: = Peripheral T-cell lymphoma was diagnosed in two patients with acquired
generalized lipodystrophy while receiving MYALEPT.

Both had immunodeficiency and significant hematologic abnormalities including
severe bone marrow abnormalities before the start of MYALEPT treatment.

A separate case of anaplastic large cell lymphoma was reported in a patient
with acquired generalized lipodystrophy who did not have hematologic
abnormalities before MYALEPT treatment.



Knowledge Assessment

3. Developing neutralizing activity to metreleptin could:
affect endogenous leptin

result in loss of efficacy

result in increased susceptibility to severe infection
all of the above

none of the above




Knowledge Assessment ~

3. Developing neutralizing activity to metreleptin could:

v' all of the above

Answer: Developing neutralizing activity to metreleptin could affect endogenous leptin
and could result in loss of efficacy and could increase susceptibility to severe
infection.



Knowledge Assessment \‘

If a patient is experiencing severe infections and/or | suspect
Myalept is no longer working, | will contact Amryt Pharmaceuticals
DAC for instructions on how to send a blood sample to test for anti-
metreleptin antibodies with neutralizing activity.

True
False




Knowledge Assessment ~

If a patient is experiencing severe infections and/or | suspect
Myalept is no longer working, | will contact Amryt Pharmaceuticals
DAC (Amryt) for instructions on how to send a blood sample to test
for anti-metreleptin antibodies with neutralizing activity.

v True

Answer:  If you suspect your patient is experiencing complications from the development of anti-metreleptin
neutralizing antibodies, you can submit a request and obtain results from Amryt at no cost.

1. Call 1-866-216-1526
— Amryt will provide you information on the requirements for sample collection and shipment.

2. Amryt will instruct you to:

a.  Obtain written consent from your patient to release the sample and send a copy of the consent to
Amryt.

b.  Complete a questionnaire to explain why you are requesting neutralizing activity testing.
c.  Send the sample and paperwork to the designated laboratory for testing.
— The results are generally available within 60 days

3. Amryt will contact you to provide and discuss the results.



Knowledge Assessment ~

5. How often should the Prescription Authorization Form be
completed?

Each new prescription

Only on the first prescription
Every refill

Once a year




Knowledge Assessment ~

5. How often should the Prescription Authorization Form be
completed?

v’ Each new prescription

Answer: For each new prescription, the prescriber must submit a Prescription
Authorization Form.



Knowledge Assessment ~

6. MYALEPT® (metreleptin) for injection is available only through
certified pharmacies.

True
False




Knowledge Assessment ~

6. MYALEPT® (metreleptin) for injection is available only through
certified pharmacies.

v’ True

Answer: MYALEPT is available only through pharmacies that are specially
certified and agree to follow REMS requirements. For a list of certified
pharmacies call: 1-855-669-2537.



Completion of Training for the
MYALEPT® (metreleptin) for injection REMS Progr?ﬁ"

You have completed training for the MYALEPT REMS Program.

To enroll in the MYALEPT REMS Program, complete the Enroliment
Form and return via fax at 1-877-328-9682.

For more information on the MYALEPT REMS Program, please call
1-855-669-2537 or visit www.MYALEPTREMS.com.

L.
AMRYT

Myalepf is a régiﬁered trademark and the property of the Amryt Pharma Group.
©2020 All rights reserved. (MYA/US/162 09-20)
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myalept: MYALEPT REMS Program
(metreleptin) for injection z2zz An Introduction

What is the MYALEPT REMS (Risk Evaluation and Mitigation Strategy) Program?

A REMS is a strategy to manage known or potential risks associated with a drug, and is required by the FDA to
ensure that the benefits of the drug outweigh its risks. MYALEPT is available only under a restricted program called
the MYALEPT REMS Program because of:

+ the development of anti-metreleptin antibodies that neutralize endogenous leptin and/or MYALEPT and the serious
adverse events that may result

* the risk of lymphoma

Because of these risks, appropriate patient selection consistent with the approved indication for MYALEPT
is very important.

MYALEPT REMS Program Requirements

» Certification of Prescribers of MYALEPT
* Completion of a Prescription Authorization Form for each new prescription
* Restricted distribution of MYALEPT through certified pharmacies

Certification of Prescribers of MYALEPT

1. Review the Prescribing Information and MYALEPT Prescriber Training Module
2. Complete, sign, and submit the one-time MYALEPT REMS Program Prescriber Enrollment Form

All materials can be downloaded from the MYALEPT REMS website at: www.MYALEPTREMS.com.
Or request these materials by calling 1-855-669-2537.

Completion of Prescription Authorization Form

Each new prescription for MYALEPT must be written using the MYALEPT Prescription Authorization Form.

* Download the Prescription Authorization Form at www.MYALEPTREMS.com or request a copy by
calling 1-855-669-2537

¢ Complete the Prescription Authorization Form

Restricted Distribution of MYALEPT through Certified Pharmacies

Prescription Authorization Form must be signed and submitted by fax to 1-877-328-9682.

Please see accompanying full Prescribing Information including Boxed Warning, or visit www.MYALEPTREMS.com

If you have any questions, please contact the MYALEPT REMS Program.
Phone number: 1-855-669-2537 | Fax number: 1-877-328-9682 | www.MYALEPTREMS.com

L.

AMRYT Myalept is a registered trademark and the property of the Amryt Pharma Group.

©2020 All rights reserved. MYA/US/004 09-20 Pg1ofi
PHARMA
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myalept® MYALEPT REMS Program
(metreleptin)forinjectio 3 mg Prescription Authorization Form

per vial

Instructions: Complete both pages of this form for each new prescription. All fields are required. Please Print.
Please FAX completed form to MYALEPT REMS Program at 1-877-328-9682.

The prescription for MYALEPT is only valid if received by fax.

For New York prescribers: In addition to this completed form, provide New York specific prescription blanks.

Patient Information

Full Name (first, middle, last) Gender [JMale [JFemale Date of Birth

Address City State ‘ ZIP Code

Preferred Phone Alternate Phone Preferred time to contact: (check one)
[ODay [JEvening

Email Alternate Contact and Phone

Parent/Guardian (if applicable)

Insurance Information - Please copy and attach the front and back of the insurance card.

Insurance Company Phone

Insured Name ‘ Relationship to Patient

Insured Employer

Insurance Policy # Insurance Group # (if appicable)

Prescription Card? []Yes []No If yes, carrier

Is the patient eligible for Medicare? []Yes []No

Medicare Policy # ‘ Medicare Group # (if applicable)

Shipping Information

Full Name (first, middle, last)

Address (if different from above) ‘ City ‘ State ‘ ZIP Code

Send initial shipment to prescribing doctor’s office [] Yes []No

Prescriber Information

Full Name (first, middle, last)

Practice/Facility Name ‘ Office Contact Person

Address 1

Address 2 City State Zip Code
Office Phone Office Fax License # NPI #

L.

AMRYT Myalept is a registered trademark and the property of the Amryt Pharma Group.

©2020 All rights reserved. MYA/US/136 09-20 Pg1of2
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myalept | MYALEPT REMS Program
(metreleptin)for injection 2z Prescription Authorization Form

Prescriber Attestations:
¢ | understand that MYALEPT is indicated as an adjunct to diet as replacement therapy to treat the complications
of leptin-deficiency in patients with congenital or acquired generalized lipodystrophy.
| affirm that my patient has a clinical diagnosis consistent with generalized lipodystrophy, and that my patient
(or their caregiver) has been properly informed of the benefits and risks of MYALEPT therapy.
| understand that MYALEPT is not indicated for:
o the treatment of complications of partial lipodystrophy.
o for the treatment of liver disease, including non-alcoholic steatohepatitis (NASH).
o for use in patients with HIV-related lipodystrophy.
o for use in patients with metabolic disease including diabetes mellitus and hypertriglyceridemia without
concurrent evidence of congenital or acquired generalized lipodystrophy.
| understand that MYALEPT is contraindicated in patients with general obesity not associated with congenital
leptin deficiency.
| understand that MYALEPT is associated with serious adverse events due to the development of anti-metreleptin
antibodies that neutralize endogenous leptin and/or MYALEPT.
| agree to test for neutralizing antibodies in patients who experience severe infections or if | suspect MYALEPT is
no longer working (e.g., loss of glycemic control, or increases in triglycerides).
* | understand that MYALEPT is associated with a risk of lymphoma.
e | understand | must carefully consider the risks of treatment with MYALEPT in patients with significant
hematological abnormalities and/or acquired generalized lipodystrophy.

Physician Signature Date

MYALEPT 5mg/mL Injection Prescription
‘ Starting Dose: [10.06 mg/kg [ 2.5mg [ 5mg P Convert dose for syringe type OmL Ounits ‘ Patient Weight

‘ [ Maintenance Dose: mg/kg P Convert dose for syringe type O mL O units ‘ Days Supply ‘ Refills #

‘ Directions (e.g., by subcutaneous injection once daily)

‘ Attach or List Concomitant Meds ‘ Allergies

Patient Information
‘ Full Name (first, middle, last)

Prescriber Information
‘ Full Name (first, middle, last)

Physician Signature Date Physician Signature Date
Product Selection Permitted Dispense as Written

The following is a prescription form for the required ancillary supplies for MYALEPT reconstitution and administration. This can be faxed
back to 1-877-328-9682 with the rest of this page and the previous page, or torn off and given to your patient to fill at another pharmacy.

Patient Information
‘ Full Name (first, middle, last)

MYALEPT Supplies Prescription

\ Required supplies (please note - the maximum number per supply is specified below. Pharmacy will adjust to individual patient needs).

For Reconstitution For Administration

[0 62 of 3 mL syringe (22G x 1in. needle) Refills #_____ [J Nurse Injection Training Requested

Water for reconstitution (select one): 1 mL tuberculin syringe Refills #

[ 5 of 30 mL vials of BWFI Refills #____ [ 31G 6mm 1 mL insulin syringe Refills #__

[ 31 of 5 mL vials of SWFI (for neonates and infants) Refills # | [J 31G 6mm 3/10 mL insulin syringe Refills #____

[] Other syringe size and needle gauge:

Prescriber Information
‘ Full Name (first, middle, last)

|
‘ Addresss ‘
‘ City State ‘ ZIP Code Office Phone ‘
‘ License # ‘ NPI # ‘
Physician Signature Date Physician Signature Date

Product Selection Permitted Dispense as Written

Myalept is a registered trademark and the property of the Amryt Pharma Group. ©2020 All rights reserved. MYA/US/136 09-20 Pg2of2



One Main Street, Suite 800
Cambridge, MA 02142
www.novelion.com

FDA REQUIRED SAFETY INFORMATION
RISK OF SEVERE INFECTIONS
MYALEPT® (metreleptin) for Injection

Dear Certified Prescriber:

A recent assessment of the Myalept REMS (Risk Evaluation Mitigation Strategy) Program has
demonstrated that prescribers are not fully aware of the 1) serious risk of severe infections
associated with the use of MYALEPT and 2) the availability of neutralizing antibody testing.

Therefore, Aegerion has made updates to the MYALEPT REMS Prescriber Training Module to
emphasize:
o the risk of severe infections that may result from the development of anti-metreleptin
antibodies, and
« the availability of testing for neutralizing activity in patients who experience severe
infections, or if you suspect that Myalept is no longer working

We remind you that the purpose of the MYALEPT REMS Prescriber Training Module is to educate
prescribers about:
e The development of anti-metreleptin antibodies that neutralize endogenous leptin and/or
Myalept and the serious adverse events that may result from these antibodies, including:
o severe infections,
o loss of glycemic control
o increases in triglycerides
e The risk of lymphoma, and
e Appropriate patient selection
For instructions on how to submit samples for neutralizing antibody testing contact Aegerion
Pharmaceuticals, Inc. (Aegerion) at 1-866-216-1526.

Certified Prescribers are encouraged to review the revised prescriber training program that is now
located on the MYALEPT REMS website: www.myaleptREMS.com. However, no action is required
to maintain your certification.

If you have any questions on the above, please contact the MYALEPT REMS Program at 1-855-669-
2537.

Sincerely,

Dr. Charles Gerrits
Aegerion Pharmaceuticals, Inc.

Attachment: Myalept Prescribing Information

©2017 Aegerion Pharmaceuticals, Inc. All rights reserved. Myalept is a registered trademark of Aegerion Pharmaceuticals. MYA/US/138 12-17

Reference ID: 4639802



-
yaept

YALEPT®" REMS Program

S. Ful Prescnbing Information | Medi

tion Guide

Thes =te is for ULS, Healthcare Professonals only.

W Ecokmerk Thic Pace

Program Requirements | Training & Enreliment

Strategy (REMS) i= a1 strategy o manage known or polertial serious risks associled with 2

by the Food and Deug Adminiztration (FDA) ta ensure that $e benefits of o drug cutweigh ils risks.

A Rigk Evaluation and Mitig
drug product and is required

The MYALEPT REMS Pragram was developed with the FDA:

To educale presoribers about
« the development of an-metreleptin antbodies thast neutralize endogenous leplin andfor MYALEPT and the sevious
wdverse events that masy resull froen Siese antibodes,
« the risk of lymphomss, and
« Eppropiate patient selection

Program Requirements 1 ‘

MYALEPT ix anvaileble only through the MYALEPT REMS Program. The MYALEPT REMS Program
requirements incude:

For Prescribers:
« Certification of prescribers of MYALEPT
» Certification consists of completion of training, and enrcliment in the MYALEPT REMS Program
« Complefion of = Prescripion Authanzation form for 88ch new prescaiption

Find out more sbout Traning

For Pharmacies:
« Restricted distribution of MYALEPT w patients with compleled Presaipton Autharzation Foeres rom presaribers who
e vertified in the MYALEPT REMS Program

Training & Enroliment d ‘

Healthcare providers wha prescribe MYALEPT must review the prescriber ranng malenials o enroll in the MYALEPT
REMS Program

Steps to Prescriber Certification
1. Raview the Prescribsr Education Materials

2. Compiebs am aubmlt the MYALEPT REMS Program Prescribar Enroliment Farm

« Pri L olinent Fonm ar reques! py by caling 1-855-669 2537
« Submil the "‘fm via Fax Ip 1 E" 328-09662

By completing the Proscriber Ervoiment Form, the prescriber agrees to comply with the MYALEPT REMS Program
requirements. A confirmation of your cerification in the MYALEPT REMS prograen wil be sent ta you 50 you Gn bagin 1o

prescnbe MYALEPT.
se Reactions i ‘

Healthcare providers should repod al suspecied adverse events
Plese contact the compeany ot 1-855-665-2537 or FDA at 1-300-FDA-1088 or waw.fda. govimedwatch.coemn.

Reporting Ad

REMS Materials \

MYALEPT REMS Program
Contact Us

Phone: 1-855-860-2527
Fax: 1-877-328-2882
Hours of Operation:
Monday - Friday,
8:00am-2:00pm

Eastern Time

o

US Full Prescribing informatian | Medicalion Guide | Privacy Policy | Terms of Usa
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MYALEPT® REMS Program

Terms and Conditions

These Terms of Use and Website Privacy Statement ("Terms”) govemn the use of the Amryt Pharma Plc and its subsidiaries
websites (the “Site”). ANYONE ACCESSING THE SITE AGREES TO ABIDE BY THESE TERMS.

Amryt Pharma Plc and its subsidiaries, (together “Amryt”, “we” or “us”) may medify these Terms at any time, and such
madification shall be effective immediately upon posting on the Site. Your continued access or use of the Site after the
madifications have become effective shall be deemed your conclusive acceptance of the modified Terms.

1. License. The contents of our Site. including its “look and feel” [ e.g., text, graphics, images, logoes, and bution icons),
editerial content, notices, software (including HTML or XML-based computer programs) and other material, are
protected under both United States and foreign copyright, trademark. and other laws. These contents belong or are
licensed fo Amryt. We hereby grant you the right to view and use the Site subject fo these Terms. You may download or
print a copy of information provided in the Site for internal use or distribution only. Permission fo reprint or elecironically
reproduce any document or graphic in whole or in part for any other purpose is expressly prohibited, unless prior written
consent is obtained from us.

K

- Your Responsibility. You assume all respoensibility for your use of, or access to, this Site, including your access to any
Amryt or other literature obtained through the Site, and waive all claims or causes of action against Amryt or their
respective the offiicers. directors, employees, agents and affilizies in connection therawith.

(=]

. Third-Party Resources on Our Site. This Site may contain links to websites operated by other parfies. The linked sites
are not under the contrel of Amryt, and we are not responsible for the content available on any other Intemet sites
linked to this Site. Such links do not imply our endorsement of material on any other site. and Amryt disclaims all liability
with regard to your access to such linked websites. Amryt provides links to other Intemet sites as a convenience to
users, and access to any other Internet sites linked to this Site is at your own risk.

e

- Dizclaimer. THIS SITE AND THE INFORMATION IT CONTAINS IS MADE AVAILABLE “AS I15," WITHOUT
WARRANTY OF ANY KIND, EITHER EXPRESS OR IMPLIED. WE MAKE NO GUARANTEE THAT THE
INFORMATION ON THIS SITE 15 UP-TO-DATE, ACCURATE, OR COMPLETE, AND YOU SHOULD NOT RELY ON
IT FOR ANY DECISION OR TO TAKE ANY ACTION. WE HEREBY DISCLAIM ANY WARRANTY THAT THE
INFORMATION ON THIS SITE WILL BE FREE OF INTERRUPTION, OR THAT THE SITE IS FREE OF VIRUSES,
WORMS, TROJAN HORSES OR OTHER CODE THAT MAMIFEST CONTAMINATING OR DESTRUCTIVE
PROPERTIES. Changes are pericdically made to the information herein; these changes will be incorperated in new
editions of the Site.

n

Indemnity. Wou agree fo indemnify, defend and hold hammless Amryt, and their respective ofiicers, directors,
employees, agents and affiliates from and against all losses, expenses, damages and costs, including reasonable
atforneys’ fees, arising out of or relating fo any violation of these Terms or any activify related fo use of the Site
(including but not limited to infringement of third parties’ worldwide intellectual property rights or negligent or wrongful
conduct) by you or any other person accessing the Site on your behalf.

o

. Privacy. We do not collect personally identifying information from wvisitors to the Site unless you voluntarily decide to
provide it fo us through one of the provided e-mail addresses. Visitors are invited to make inquiries about Amryt and our
research, or fo ingquire about job opporiunities. We will use the information you provide us in those communications fo

U.5. Full Prescribing Information | Medication Guide

This site is for U.5. Healthcare Professionals only.
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&. Privacy. We do not collect personally identifying information from visiters te the Site unless you voluntarily decide to
provide it to us through one of the provided e-mail addresses. Visitors are invited to make inquiries about Amryt and our
research, or to inquire about job opporiunities. We will use the information you provide us in those communications fo
respond to your inguiry, but will not use or disclose it in any other way without your express consent, except to
contractors or service providers who may provide services or perform funclions on our behalf - for example, an
information technology service provider or human resources consuliant. Those contractors and service providers are
permitied to use your personal information only for the purpose for which it has been provided and may not disclose it
to any other third party except at our express direction and consistently with this paragraph. This paragraph applies only
to information collected from visitors through the Site and not to personal information that Amryt may collect in its
research or through any off-line or other activities.

-

. Copyright and Trademarks. Copyright (C) 2020 Amryt Pharma Plc. All Righis Reserved. AMRYT, AEGERION,
AEGERION PHARMACEUTICALS, JUXTAPID, LOJUXTA and MYALEPT frademarks and logos, and any other logos or
trademarks of Amryt, are registered logoes and frademarks of Amryt and protected under the laws of the United States
and other counfries.

ca

. Contacting Us. To inguire about linking to the Site or about trademark or copyright matters or if you have any questions
om

w

- This Site Does Not Provide Medical or Professional Services Advice. The content on the Site is infended fo be a
general informafion resource in regard to the subject matter covered. Amryt does not directly or indirectly practice
medicine, render medical advice, or dispense medical services via the Site, and nothing contained in the Site is
intended to be instruction for medical diagnosis or treatment. Any infermation provided should not be considered
complete, nor should it be relied on to suggest a course of treatment for a paricular individual. Information received
from the Site should not be relied upon for personal, medical, legal, technical, or financial decisions. It should not be
used in place of a visit, call, consuliation or the advice of your physician or other qualified healthcare provider. Should
you have any healthcare related guestions, please consult with your physician or other qualified healthcare provider
prompfly.

10. Updates. Amryt may make improvements andfor changes to the Site at any time. Although we attempt to pericdically
update information on this Site, the information, materials and services provided on or through this Site may
occasionally be inaccurate, incomplete or out of date. Amiyt does not have a duty to update information contained in
the Site, and we will not be liable for any failure fo update such information. We make no representation as to the
completeness, accuracy or curreniness of any information on the Site, and we undertake no obligation to update or
revise the information confained on the Site, whether as a result of new information, fulure evenis or circumstances or
otherwise. It is your responsibility to verify any information contained in the Site before relying upon it.

US Full Prescribing Information | Medication Guide | Privacy Policy | Terms of Use

AMRYY

Myalept is a registered trademark and the properiy of the Amryt Pharma Group. & 2020 All righis reserved.
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MYALEPT®" REMS Program

.S, Full Prescribing Information | Medication Guide

This site is for U.5. Healthcare Professionals only.

PRIVACY POLICY

Armnryt Pharma Ple and its subsidiaries ("Amryt") respect individual privacy and are committed to protecting personal information
n conformity with applicable legal and ethical standards. This Privacy Policy sets forth our practices regarding the collection,
use, and disclosure of information that you may provide through this site. Please read this entire Privacy Policy before using
this site or submitting information to us through this site. By using this site and whenewver you submit information through this
site to us, you agree with the terms of this Privacy Policy writien below.

We Collect Personal Information
Ve only collect personal information, such as your name, address, telephone numbser, or e-mail address, when you voluntanky
submit it to us.

Cookies and Cther Non-Personal Information

Cookies: We collect information about your usage of our site through cookies and similar technology. There are two types of
cookies: session cookies (non-persistent cookies) and persistent cookies. Session cookies temporarnly store non-paersonally
dentifiable information about your visit to cur website in your computer's memory. The cookie is deleted a5 soon 3= you close
your browser. Persistent or permanent cookies will uniguely identify your browser and will permanenty save in your computer's
memory information requested by the website. We may also use piels, or transparent GIF files. These GIF files are provided
by qur ad management partner. These files would enable our ad management pariners to recognize a unigue cookie on your
\Web browser, which in tum would enable us to learn which advertisements bring users to our website.

\Afth both cookies and fransparent GIF files, the information that we collect and share is anonymous and not personally
dentifizble. |t does not contain your name, address, telephona number, or 2-mail address. Session Information: We also track
the total number of visitors to our website, the number of visitors to each page of the website, and the domain names of our
visitors' Internet service providers. Mo personal information iz gathered in any of these processas.

IF Address: e record the Internet Protocol {IP) address of your computer when you visit our site. We use analysis software to
ook at IP addresses only for the purpose of enhancing your user experience. This information is not used to dewelop a
personal profile of you and the log files are regularly purged.

In same countries, you will need to kog in with DocChechk to access the professional area of this website. For information on
how DocCheck uses your data visit hitp:finfo.doccheck. comicom/privacy! . &n encrypted value for validating your
DiociCheck bogin is stored in 3 cookie on your device until your session is closed. Beyond that, we do not store any data when
registering via DocCheck. The Servica'treatment centres page of this website uses Google-maps and your data will be
collected by Google. For more information on the purpose and scope of data collection and processing by Google, please s=e
Google's privacy policy: www.google.comiintlide en/policies/privacyl. This will also provide you with further information
about your rights in this regard and setting options to protect your privacy.

How We Use This Information

‘e will not sell or share your name or any detailed information about you to independent companies so that those companies
can soligit you for the purpose of seling their goods or senvices. We use the information about your use of the services and
activities on our site to monitor user traffic patterns and try fo analyze user preferences so that we can better tailor your site
experience and customize the information provided to you by us for your specific interests.

Personal Information

“fou do not have to submit your personal information to access maost of the information available to you on our site. However, if
you choose to provide such information to us, we may use this information to follow up with you on specific matters or to
orowide you with information that you may be interested in, to provide you with technical assistancs, or fo respond to your
questions. If you have indicated that you are inferested in receiving information about our products and services, we and
companies operating on our behalf (see below) may use your data to send you this information or contact you directly. We also
may need to send you specific administrative notices about your acocount, and in some cases, we may need o use the
nformation in order to contact you if required by lawe

Cookies and Cther Non-Personal Information
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Cookies and Other Non-Personal Information

Cookies: Cookies allow us to bring you the content and features likely to be of greatest interest to you based on your previous
activities an our site. In our sites that require passwords, you are giving us exgolicit permission to use a "persistent cookie,"
which is 3 small data file that iz generated when you enter your assigned user |0 and passwoed and access the site. This fle is
=sawed in your computer's memaory and enables your browser to acocess esach page that is in the password-protected area. IP
Address: In additon to using the IP address of your computer to maintain communications with you as you mowve about our
site, we also may use your |P address to personalize content provided on the site.

How We Disclose Your Information

Our Relationships With Other Third-Party Companies: We may use thind-party companies to provide services and
nformation on the site {s=e the paragraph about wendors and suppliers above). We also may use third-pary vendors or agents
1o analyze data collected on the site. If we allow a third-party contractor to hawe access to your information, they will only be
permitted to take it or use it for purposes that are consistent with this Privacy Palicy. In addition, these wendors and agents will
have to ensure the confidentiality and security of their information processing and implement adequate measures to protect this
nformation. As required by Law: In certain Emited circumnstances, we may be called upon to release your personal information
n response to 3 court arder, subpoena, search wamant, 3w, or regulstion. We also may nesd to use your information to
contact you if required by law. \We plan to cooperate in responding to such requests, taking appropriate measures to ensure
that the requester understands the sensitive nature of the information that they may recenve. We also reserve the right io
cooperate with law enforcement authorities in investigating and prosecuting users whe viclate our rules or engage in behaviour
that is illegal or harmful to other users of the site.

Other Disclosures: Other than as dischosed in this Privacy Policy, we will not use or disciose any personally identifying
nfiormation you hawve provided to us to an unrelated third party without your consent

Your Privacy Choices

Personal Information
If, at any time, you wish to stop receiving e-mails or other communications from ws, or if you have submitted personal
nformation through our site and would Fke to have that information deleted from our records, please notify us. You may also
request access to personal data about you that we hold, and you may have the opportunity to request 3 comection or
amendment to your personal data. Motify us directly at dpo@amrytpharma.com As a reminder to you when exchanging e-
mails, any e-mail that you send or receive on your employer's e-mail system may be the property of your employer.
Consequently, your employer may hawve the abilty to review your personal information sent via e-mail. Please note that
although we attempt to adhere to requests to remove personal data from ocur records, it may not be possible o remove all
copies depending on the manner in which the information was submitied to us. In addition, we resenve the right to not remove
or amend information provided to us regarding an adwerse drug effiect, and information is otherwise required to be refained by
3w

Cookies and Other Non-Personal Information

“Your \Web browser can be set to allow you to control whether you will accept cookies, reject cookies, or to notify you each time
= cookie is sent to you. | your browser is set to reject cookies, sites like ours that are cockie-enabled wil not recognize you
when you return to the site and some site functionality may be lost.

Notice About Internet Security

While we make every reasonable effort to protect the information collected through its websites, including this site, please be
aware that thera is always some risk involved when submitting data over the Internet. We cannot guarantes that cur website is
1003 =afe from ikegal tampering or "hacking." Any data transmitted over the Intemet may be at risk; howswver, once itis
received by us and eniered into our database, it has the same protection that we extend to its own confidential information.

Links to Third-Party Sites

As a convenience to our visitors, our site currently contains links to a numiber of other sites that we bealieve may offer usefu
nformation. The Privacy Policy does not apply to those sites. These links are not under our condrol, and we are not responsible
for the content of, or potential damage caused by, any hyperlinked sites. The inclusion of any link on an Amryt site doas not
ndicate or imply any endorsement by Amnyt of the hyperlinked sites. “You should contact these sites directly for information on
their privacy polices, confidentiality agreements, and data collection/distribution procedures. Flease note that linked sites may
also use cockies. We cannot conirol the use of cookies by these sites. In addition, when you link from our website to ancther
website, that site may have the ability to recognize that you have come fram our site. If you do not want any other websites 1o
knowr that you have besn on this website, we recommend that you do not use the links provided in our site.

Children’s Policy

The site content and services are intended for adult users over the age of 13. The site is not designad to attract underage
users. If we leam that an under-12 user has provided personal information. we will delete such information frem our active
databases.

Privacy Policy Updates
‘Wi will only use persanal information in the manner described in the Privacy Policy in effect when the information was



Children's Policy

The site content and services are intended for adult users over the age of 12, The site is not designad to attract underage
users. If we leam that an under-12 user has provided personal information, we will delete such information from our active
databases.

Privacy Policy Updates

‘We will only use personal information in the manner described in the Privacy Policy in effect when the information was
collected from you. However, we reserve the night to change the terms of this Privacy Policy at any time by posting revisions to
the site. This privacy policy was last updated May 2020
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