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The JUXTAPID® Risk Evaluation and Mitigation Strategy (REMS) Program

A REMS Is a strategy to manage known or potential serious risks associated with a drug and i1s required by the US Food and Drug
Administration (FDA) to ensure that the benefits of the drug outweigh its risks.

The JUXTAPID REMS Program was developed with the FDA.

The purpose of the JUXTAPID REMS Program is to mitigate the risk of hepatotoxicity associated with the use of JUXTAPID by ensuring
that

1. Prescribers are educated about

« The approved indication for JUXTAFID
« The nsk of hepatotoxicity associated with the use of JUXTAPID
« The need to monitor patients during treatment with JUXTAPID, as per the product labeling

2. JUXTAPID is dispensed only to patients with a clinical or laboratory diagnosis consistent with homozygous familial
hypercholesterolemia

3. Patients are informed about the risk of hepatotoxicity associated with the use of JUXTAFID and the need for baseline and
periodic monitoring

Prescriber

All prescribers of JUXTAPID must become certified in the JUXTAPID REMS Program.
The 3-step process for Prescriber Certification i1s outlined below:
1. Review the JUXTAPID Prescnbing Information and the JUXTAPID REMS Program Fact Sheet

2. Complete the online Prescnber Training Module and Prescnber Enroliment Form

3. Agree to counsel each patient using the Patient Guide, and to complete a Patient-Prescnber Acknowledgement Form with each
patient

GO TO PRESCRIBER CERTIFICATION

INDICATIONS AND USAGE

Homozygous Familial Hypercholesterolemia

JUXTAPID 1s indicated as an adjunct to a low-fat diet and other lipid-lowering treatments, including LDL apheresis where avallable, to
reduce low-density lipoprotein cholesterol (LDLC), total cholesterol (TC), apolipoprotein B (apo B), and non-high-density lipoprotein
cholesterol (non-HDL-C) in patients with homozygous familial hypercholesterolemia (HoFH).

Limitations of Use

« The safety and effectiveness of JUXTAPID have not been established in patients with hypercholesterolemia who do not have
HoFH, including those with heterozygous familial hypercholesterolemia (HeFH).
« The effect of JUXTAPID on cardiovascular morbidity and mortality has not been determined.

For additional information about the JUXTAPID REMS Program,
please call 1-85-JUXTAPID (1-855-898-2743)
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Prescriber certification Program materials
m ;L PRESCRIBING INFORMATION
15 FACT SHEET
To prescribe JUXTAPID® healthcare professionals must be certified in the
JUXTAPID Risk Evaluation and Mitigation Strategy (REMS) Program. ao PRESCRIBER TRAINING MODULE
Prescriber certification is a 3-step process: |;L PATIENT GUIDE AND
PATIENT-PRESCRIBER
1. Review ACKNOWLEDGEMENT FORM
the Prescribing Information and Fact Sheet
|I PRESCRIBER ENROLLMENT FORM
2. Complete
* the online Prescriber Training Module, including Knowledge EL PRESCRIPTION
Accecement AUTHORIZATION FORM

* the Prescriber Enrollment Form

« 5Send the Prescriber Enrollment Form to the JUXTAFPID REMS
Coordinating Center by fax: 1-855-698-2498 or email:
REMS@amrytpharma.com

3. Agree

to counsel each new patient on the risk of hepatotoxicity and the need
for baseline and periodic monitoring using the Patient Guide.

Complete a Patient-Prescriber Acknowledgement Form with each
patient

For additional information about the JUXTAPID REMS Program,
please call 1-85-JUXTAPID (1-855-898-2743)
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Pharmacy certification Program materials

Frior to beginning certification process, please contact the JUXTAPID REMS EL PRESLRIBING
Program, 1-85-JUXTAPID (1-855-898-2743) for consideration. INFORMATION

o PHARMACY TRAINING

To purchase and dispense JUXTAPID® all pharmacies must be certified in the MODULE
JUXTAPID Risk BEvaluation and Mitigation Strategy (REMS) Program. The
pharmacy must identify an Authorized Representative to be certified in the PHARMACY ENROLLMENT
JUXTAPID REMS Program. The pharmacy must be recertified if the FORM

authorized person changes.

“

Pharmacy certification is a 3-step process:

1. Review
the Prescribing Information and Fact Sheet

2. Complete

* the online Pharmacy Training Module, including Knowledge
Assessment

+ the Pharmacy Enrolilment Form

« 5Send the Pharmacy Enrollment Form and the Certificate of
Completion for the Pharmacy Training Module to the JUXTAPID
REMS Coordinating Center by fax: 1-855-898-2498 or email:
REMS@amrytpharma.com

3. Agree
to train all relevant pharmacy staff, to implement processes and
procedures to ensure prescriber certification, to be audited If
necessary, and to provide prescription data

For additional information about the JUXTAPID REMS Program,
please call 1-85-JUXTAPID (1-855-898-2743)
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Patient education Program materials

|_lL_ PATIENT GUIDE and
PATIENT-PRESCRIBER

» JUXTAPID can cause liver problems such as increased liver enzymes ACKNOWLEDGEMENT FORM
or increased fat in the liver.

Risk of Liver Problems

« Because of the nisk of liver problems, JUXTAPID should only be taken
by people with homozygous familial hypercholesterolemia (HoFH).

« Your doctor will order blood tests to check your liver before you start
taking JUXTAPRID, if your dose is increased, and while you are taking
JUXTAPID.

The JUXTAPID REMS Program

Because of the nisk of liver damage with JUXTAFID, the Food and Drug
Administration (FDA) has required a special program called a Risk Evaluation
and Mitigation Strategy (REMS).

As part of the REMS Program your prescriber will discuss the risks of
JUXTAPID with you, and review the Patient Guide to the REMS Program.

After reviewing the JUXTAPID REMS Frogram, both you and your healthcare
provider will be asked to complete a form acknowledging that you understand
the risks with the use of JUXTAPID.

For additional information about the JUXTAPID REMS Program,
please call 1-85-JUXTAPID (1-855-898-2743)
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In order to complete your enroliment, you must
roceed to the secure area of the Juxtapid
REMS Program website

Prescriber certification ram materials

CONTINUE

RESCRIBING INFORMATION

ll' FACT SHEET
To prescribe JUXTAPID® healthcare professionals must be certified in the
JUXTAPID Risk Evaluation and Mitigation Strategy (REMS) Program. aD PRESCRIBER TRAINING MODULE
Prescriber certification is a 3-step process: E: PATIENT GUIDE AND
PATIENT-PRESCRIBER
1. Review ACKNOWLEDGEMENT FORM
the Prescribing Information and Fact Sheet
E: PRESCRIBER ENROLLMENT FORM
2. Complete _
+ the online Prescriber Training Module, including Knowledge E PRESCRIPTION
Accocement AUTHORIZATION FORM

+ the Prescriber Enrollment Form

+ 5Send the Prescriber Enrolliment Form to the JUXTAPID REMS
Coordinating Center by fax: 1-825-898-2498 or email:
REMS@amrytpharma.com

3. Agree
to counsel each new patient on the nisk of hepatotoxicity and the need
for baseline and periodic monitoring using the Patient Guide.

Complete a Patient-Prescriber Acknowledgement Form with each
patient
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PRIVACY POLICY

Amryt Pharma Plc, and its subsidiaries, ("Amryt”) . respect individual privacy and are committed to protecting personal information in
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 whenever you submit information through this site to us, you agree
with the terms of this Privacy Policy written below.

We Collect Personal Information

We only collect personal information, such as your name, address, telephone number, or e-mail address, when you voluntarily submit it
to us.

Cookies and Other 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 temporarily store non-personally identifiable
information about your visit to our website in your computer's memory. The cookie is deleted as soon as you close your browser.
Persistent or permanent cookies will uniquely identify your browser and will permanently save in your computer's memaory information
requested by the website. We may also use pixels, or transparent GIF files. These GIF files are provided by our ad management
partner. These files would enable our ad management partners to recognize a unigue cookie on your Web browser, which in turn would
enable us to learn which advertisements bring users to our website.

With both cookies and transparent GIF files, the information that we collect and share 1s anonymous and not personally identifiable. It
does not contain your name, address, telephone number, or e-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. No personal information is gathered in any of these processes.

IP Address: \WWe record the Internet Protocol (IP) address of your computer when you visit our site. We use analysis software to look at
P addresses only for the purpose of enhancing your user experience. This information i1s not used to develop a personal profile of you
and the log files are reqularly purged.

In some countries, you will need to log in with DocCheck to access the professional area of this website. For information on how
DocCheck uses your data visit http:/finfo.doccheck.com/icom/privacy/ . An encrypted value for validating your DocCheck login 1s
stored in a cookie on your device until your session 15 closed. Beyond that, we do not store any data when registering via DocCheck.
The Service/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 see Google's privacy

policy: www.google.com/intl/de_en/policies/privacy/. 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

We will not sell or share your name or any detailed information about you to independent companies so that those companies can
solicit you for the purpose of selling their goods or services. We use the information about your use of the services and activities on our
site to monitor user traffic patterns and try to 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

You do not have to submit your personal information to access most 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 provide you with
information that you may be interested in, to provide you with technical assistance, or to respond to your questions. If you have
indicated that you are interested in receiving information about our preducts 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 account. and in some cases, we may need to use the information in order to contact you if required by
law.

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
on our site. In our sites that require passwords, you are giving us explicit permission to use a "persistent cookie,” which is a small data
file that is generated when you enter your assigned user |D and password and access the site. This file 1s saved in your computer’s
memory and enables your browser to access each page that i1s in the password-protected area. [P Address: In addition to using the IP
address of your computer to maintain communications with you as you move 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: WWe may use third-party companies to provide services and information on
the site (see the paragraph about vendors and suppliers above). We also may use third-party vendors or agents to analyze data
collected on the site. If we allow a third-party contractor to have access to your information. they will only be permitted to take it or use it
for purposes that are consistent with this Privacy Policy. In addition, these vendors and agents will have to ensure the confidentiality
and security of their information processing and implement adequate measures to protect this information. As reqguired by Law: In
certain limited circumstances, we may be called upon to release your personal information in response to a court order, subpoena,
search warrant, law, or regulation. We also may need 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 receive. We also reserve the right to cooperate with law enforcement authorities in investigating and
prosecuting users who violate our rules or engage in behaviour that is illegal or harmful to other users of the site.

Other Disclosures: Other than as disclosed in this Privacy Policy, we will not use or disclose any personally identifying information you
have provided to us to an unrelated third party without your consent.

Your Privacy Choices
Personal Information

I, at any time, you wish to stop receiving e-mails or other communications from us, or if you have submitted personal information
through our site and would like 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 a correction or amendment to your perscnal data.
MNotify 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. Conseguently, your employer may have the ability to review your
personal information sent via e-mail. Please note that although we attempt to adhere to requests to remove personal data from our
records, it may not be possible to remove all copies depending on the manner in which the information was submitted to us. In addition,
we reserve the right to not remove or amend information provided to us regarding an adverse drug effect, and information i1s otherwise
required to be retained by law.

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 a cookie
15 sent to you. If your browser 1s set to reject cookies, sites like ours that are cookie-enabled will not recognize you when you return to
the site and some site functionality may be lost.

Motice About Internet Security

While we make every reasonable effort to protect the information collected through its websites, including this site, please be aware that
there Is always some risk involved when submitting data over the Internet. We cannot guarantee that our website i1s 100% safe from
llegal tampering or “hacking.” Any data transmitted over the Internet may be at risk: however, once it is received by us and entered 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 number of other sites that we believe may offer useful information.
The Privacy Policy does not apply to those sites. These links are not under our control, 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 does not indicate or imply any
endorsement by Amryt of the hyperlinked sites. You should contact these sites directly for information on their privacy policies,
confidentiality agreements, and data collection/distribution procedures. Please note that linked sites may also use cookies. We cannot
control the use of cookies by these sites. In addition, when you link from our website to another website, that site may have the ability to
recognize that you have come from our site. If you do not want any other websites to know that you have been 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 designed to attract underage users. [f we
learn that an under-13 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 right 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.

For additional information about the JUXTAPID REMS Program,
please call 1-85-JUXTAPID (1-855-898-2743)
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TERMS OF USE

These Terms of Use and Website Privacy Statement (“ Terms™) govern the use of the Amryt Pharma Flc 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 modify these Terms at any time, and such modification
shall be effective immediately upon posting on the Site. Your continued access or use of the Site after the modifications have become
effective shall be deemed your conclusive acceptance of the modified Terms.

1. LicenceThe contents of our Site, including its “look and feel” ( e.qg., text, graphics, images, logos, and button icons), editorial
content, notices, software (Iincluding HTML or XML-based computer programs) and other matenal, are protected under both
United States and foreign copyright, trademark, and other laws. These contents belong or are licensed to Amryt. We hereby
grant you the right to view and use the Site subject to these Terms. You may download or print a copy of information provided in
the Site for internal use or distribution only. Permission to reprint or electronically reproduce any document or graphic in whole or
In part for any other purpose I1s expressly prohibited, unless prior written consent is obtained from us.

2. Your ResponsibilityYou assume all responsibility 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 officers,
directors, employees. agents and affiliates in connection therewith.

3. Third-Party Resources On Our Site. This Site may contain links to websites operated by other parties. The linked sites are not
under the control of Amryt, and we are not responsible for the content available on any other Internet 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 Internet sites as a convenience to users, and access to any other Internet
sites linked to this Site is at your own risk.

4. Disclaimer. THIS SITE AND THE INFORMATION IT CONTAINS IS MADE AVAILABLE “AS5 15," WITHOUT WARRANTY OF
ANY KIND, EITHER EXPRESS OR IMPLIED. WE MAKE NO GUARANTEE THAT THE INFORMATION ON THIS SITE IS 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
MANIFEST CONTAMINATING OR DESTRUCTIVE PROPERTIES. Changes are pericdically made to the information herein;
these changes will be incorporated in new editions of the Site.

5. Indemnity. You agree to indemnify, defend and hold harmless Amryt, and their respective officers, directors, employees, agents
and affiliates from and against all losses, expenses, damages and costs, including reasonable attorneys’ fees, arising out of or
relating to any violation of these Terms or any activity related to 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.

6. Privacy. We do not collect personally identifying information from visitors to the Site unless you voluntarily decide to provide it to
us through one of the provided e-mail addresses. Visitors are invited to make inguiries about Amryt and our research, or to
inquire about job opportunities. We will use the information you provide us in those communications to respond to your inquiry,
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 functions on our behalf — for example, an information technology service provider or human
resources consultant. Those contractors and service providers are permitted 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 Rights Reserved. AMRY' T, AEGERION, AEGERION
FHARMACEUTICALS, JUXTAPID LOJUXTA and MYALEPT trademarks and logos, and any other logos or trademarks of
Amryt, are registered logos and trademarks of Amryt and protected under the laws of the United States and other countries.

8. Contacting Us. To inquire about linking to the Site or about trademark or copyright matters or if you have any questions or
concerns about these Terms, please contact us at dpo@amrytpharma.com

9. This Site Does Not Provide Medical or Professional Services Advice. The content on the Site is intended to be a general
information 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 i1s intended to be instruction for
medical diagnosis or treatment. Any information provided should not be considered complete, nor should it be relied on to
suggest a course of treatment for a particular 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, consultation or the advice
of your physician or other qualified healthcare provider. Should you have any healthcare related questions, please consult with
yvour physician or other qualified healthcare provider promptly.

10.Updates. Amryt may make improvements and/or changes to the Site at any time. Although we attempt to periodically update
information on this Site, the information, matenals and services provided on or through this Site may occasionally be inaccurate,
incomplete or out of date. Amryt does not have a duty to update information contained in the Site, and we will not be liable for
any faillure to update such information. We make no representation as to the completeness, accuracy or currentness of any
information on the Site, and we undertake no obligation to update or revise the information contained on the Site, whether as a
result of new information, future events or circumstances or otherwise. It iIs your responsibility to verify any information contained
In the Site before relying upon It.

For additional information about the JUXTAPID REMS Program,
please call 1-85-JUXTAPID (1-855-898-2743)
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For additional information about the JUXTAPID REMS Program,
please call 1-85-JUXTAPID (1-855-898-2743)
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Amryt Pharmaceuticals DAC
45 Mespil Road

Dublin 4, Ireland
+353 1 518 0200

To contact the Amryt Pharma Group in the US, please call (617) 500-7867

For additional information about the JUXTAPID REMS Program,
please call 1-85-JUXTAPID (1-855-898-2743)
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Note to Reviewer:

The Juxtapid REMS Pharmacy Training and Knowledge Assessment can be accessed
online by clicking the link on the website. The participant will need to register to enter
the training and knowledge assessment module. The registration page requires the
participant to indicate that they are an authorized representative of the pharmacy.

Participants will be required to enter their name, pharmacy name, city, state and zip
code. The participant'’s email address will be requested; if this is not provided the
participant will be able to continue. These items will be used to generate a Certificate

of Completion at the end of the program that will be required to be submitted to enroll
the pharmacy in the JUXTAPID REMS program.
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