Initial REMS approval: 04/2015
Most recent modification: 11/2015
NDA 21338 IONSYS® (fentanyl iontophoretic transdermal system)

Fentanyl/Opioid
The Medicines Company
8 Sylvan Way, Parsippany NJ 07054

Phone: 973-290-6050

RISK EVALUATION AND MITIGATION STRATEGY (REMS)
I. GOAL

The goal of the IONSYS REMS is to mitigate the risk of respiratory depression resulting from
accidental exposure to persons for whom it is not prescribed by:

e  Ensuring dispensing to patients in certified hospitals only; and

e Informing healthcare providers of the serious risk of respiratory depression resulting from
accidental exposure.

Il. REMS Elements
A. Elements to Assure Safe Use
1. IONSYS is dispensed to patients only in hospitals that are specially certified.

a. To become specially certified to dispense IONSYS in the IONSYS REMS Program,
each certified hospital must:

i.  Designate an Authorized Representative to complete the enrollment process
by submitting the completed IONSYS REMS Hospital Enrollment Form on
behalf of the certified hospital.

ii.  Ensure the Authorized Representative will oversee implementation and
compliance with the IONSYS REMS Program requirements by the
following:

1) Review the IONSYS REMS Safety Brochure: Guide for Nurses and
Pharmacists (to which the IONSYS Instructions for Use and Disposal
and the IONSYS Guide for Patients are attached) and successfully
complete the IONSYS REMS Knowledge Assessment.

2) Ensure that all staff involved in the dispensing and administration of
IONSYS are trained on the [IONSYS REMS Program requirements as
described in the lonsys REMS Safety Brochure: Guide for Nurses and
Pharmacists (to which the IONSY'S Instructions for Use and Disposal
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and the IONSYS Guide for Patients are attached) and successfully
complete the Ionsys Knowledge Assessment. and understand the key
risk messages for patients described in the IONSYS Guide for
Patients.

3) Ensure that the certified hospital staff involved in the prescribing,
dispensing. and administration of IONSYS are informed of risk of
respiratory depression and the elements of the IONSYS REMS by
distributing the Dear Healthcare Provider Letters and Dear Hospital
Pharmacy Letter within 3 weeks of receiving notification from the
Medicines Company of certification in the IONSYS REMS Program.

4) Renew enrollment in the IONSYS REMS Program every 3 years from
initial enrollment.

5) Put processes and procedures in place to ensure that IONSY'S is not
dispensed for use outside of a certified hospital.

6) Comply with requests to be audited by The Medicines Company,
FDA. or a third party to ensure that all training, processes and
procedures for the IONSYS REMS Program are in place and are being
followed and appropriate documentation is available upon request.
b. A certified hospital must re-certify in the IONSYS REMS Program within 4 weeks if
the hospital designates a new Authorized Representative.

¢.  The Medicines Company will:
1. Ensure that IONSYS is dispensed only by hospitals that are specially certified.

ii.  Ensure that certified hospital enrollment can be completed online. faxed. or
mailed to the IONSYS REMS Program.

iii.  Ensure that certified hospital are notified when they have been certified by the
IONSYS REMS Program. Ensure that the Authorized Representative in certified
hospitals are notified following certification in the IONSYS REMS program.
This notification must include a certification notification letter, Dear Healthcare
Provider Letters and Dear Hospital Pharmacy Letter which the Authorized
Representative must distribute to fulfill certification requirements in the IONSYS
REMS Program.

iv.  Verify every year that the Authorized Representative is the current designated
Authorized Representative for the certified hospitals. If different. the hospital
will be required to re-certify with a new Authorized Representative.

IONSYS will be dispensed to patients only in certain healthcare settings. specifically certified
hospitals.

a. The Medicines Company will ensure that IONSYS will be dispensed only in certified
hospitals to ensure healthcare providers who prescribe and administer IONSYS are



informed about the serious risk of respiratory depression resulting from accidental
exposure.

3. The following materials are part of the REMS and are appended:
a. JONSYS REMS Safety Brochure: Guide for Nurses and Pharmacists
b. IONSYS REMS Knowledge Assessment
¢. JONSYS REMS Dear Healthcare Provider Letters
d. IONSYS REMS Dear Hospital Pharmacy Letter
e. IONSYS REMS Hospital Enrollment Form
II1. Implementation System

a. The Medicines Company will ensure that IONSYS is only distributed to certified hospitals
by:

i.  Ensuring that wholesalers/distributors who distribute IONSYS comply with
the program requirements for wholesalers/distributors. In order for a
wholesalers/distributor to distribute IONSYS, the wholesalers/distributor
must:

1) Put processes and procedures in place to verify. prior to distributing
IONSYS. that the hospitals are certified.

2) Train all relevant statf on the IONSYS REMS Program requirements.

3) Agree to be audited by The Medicines Company, FDA. or a third party
to ensure that all processes and procedures are in place and are being
followed for the IONSYS REMS Program and appropriate
documentation is available upon request.

4) Agree to maintain distribution records and provide distribution data to
the The Medicines Company

ii.  Ensuring that wholesalers/distributors maintain distribution records of all
shipments of IONSYS and agree to provide the data to the The Medicines
Company.

b. The Medicines Company will monitor distribution data and audit the wholesalers/ distributors
within 180 days after the wholesaler/distributor initiates participation in the REMS program
to ensure that all processes and procedures are in place and functioning to support the
requirements of the IONSYS REMS Program. Corrective action will be instituted by The
Medicines Company if noncompliance is identified. Corrective action may include de-
certifying non-compliant hospitals.

c.  The Medicines Company will maintain a validated, secure database of hospitals who are
certified to dispense IONSYS in the IONSYS REMS Program.
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d. The Medicines Company will ensure that the certified hospitals REMS requirements are met
and may de-certify non-compliant hospitals if the requirements do not continue to be met.

¢. The Medicines Company will maintain records of IONSY'S distribution to certified hospitals.
certified hospitals. and wholesalers/distributors to meet REMS requirements.

f.  The Medicines Company will ensure all materials listed in or appended to the IONSYS
REMS are available through the IONSYS REMS Program website
(www.IONSYSREMS.COM) or through the IONSYS REMS Program Call Center.The
REMS program website will include the option to print the Full Prescribing Information and
IONSYS REMS materials. including the Knowledge Assessment. The IONSYS product
website will include a prominent REMS-specific link to IONSYS REMS Program website
(Wwww.IONSYSREMS.com).

g, The Medicines Company will monitor and audit the certified hospitals within 180 days after
the hospitals places its first order of IONSYS to ensure that all processes and procedures are
in place and functioning to support the requirements of the IONSYS REMS Program. These
certified hospitals will also be included in The Medicines Company’s ongoing monitoring
and annual audit plan. Corrective action will be instituted by The Medicines Company if
noncompliance is identified. Corrective action may include de-certifying non-compliant
hospitals.

h. The Medicines Company will take reasonable steps to improve implementation of and
compliance with the requirements in the IONSYS REMS Program based on monitoring and
evaluation of the IONSYS REMS Program.

IV. Timetable for Submission of Assessments

The Medicines Company will submit REMS assessments to the FDA at 6 months and 12 months from the
approval date of the initial REMS and annually thereafter. 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 days before the submission date for that assessment.
The Medicines Company will submit each assessment so that it will be received by the FDA on or before
the due date.
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IONSYS® IONSYS® REMS SAFETY BROCHURE:

(fentanyl iontophoretic
transdermal system)@ GUIDE FOR NURSES AND PHARMACISTS

This guide is for pharmacists and nurses who dispense and/or administer IONSYS® (fentanyl iontophoretic transdermal system) for
patient use. It includes information about the very important risk messages associated with the IONSYS Risk Evaluation and Mitigation
_Strategy (REMS) required by the Food and Drug Administration (FDA).

WHAT IS IONSYS?

IONSYS is an opioid analgesic that should only be used for the short-term management of acute postoperative pain in adult patients
requiring opioid analgesia in the hospital. IONSYS is a patient-controlled analgesia product that enables surgical patients to push a

button to dispense fentanyl transdermally as needed for pain. Only the patient may activate IONSYS. Hospital pharmacies will not dispense
IONSYS for outpatient use.

WHAT IS AREMS?

ARisk Evaluation and Mitigation Strategy (REMS) is a strategy to manage known or potential serious risks associated with a drug and
is required by the US Food and Drug Administration (FDA) to ensure that the benefits of the drug outweigh its risks.

Treatment with fentanyl, the active component of IONSYS, may result in potentially life-threatening respiratory depression and death,
The Medicines Company has worked with the FDA to develop the IONSYS REMS to prevent such respiratory depression resulting from
accidental exposure to persons for whom it is not prescribed.

Educating nurses, pharmacists, and other healthcare providers about the risk of respiratory depression resulting from accidental exposure
associated with IONSY'S and ways this risk can be mitigated is an important part of this REMS. The IONSYS REMS also requires that
hospitals be certified in the IONSYS REMS Program in order to dispense IONSYS,

WHATARE THE ROLES OF NURSES AND PHARMACISTS IN THE SAFE USE OF IONSYS?

Hospital nurses play a critical role in ensuring the safe use of IONSYS. Before administering IONSYS, all nurses must be trained on its
safe use, including its assembly, application, trouble shooting, and safe removal/disposal of IONSYS before each patient leaves the hospital
This also includes understanding that IONSYS can only be used in a hospital setting Nurses should also be involved in educating the
_patient on how to use IONSYS in a safe manner, responding to alerts/notifications and alarms, ensuring proper adhesion of IONSYS,
meonitering analgesic use from the digital display on the controller screen, and discontinuing/dispesing IONSY'S after patient use.

Pharmacists must also be trained since they will play an important role in the safe use of IONSYS. Pharmacists may be asked to take
the lead in developing and implementing the processes and procedures necessary for their hospital to become certified by the IONSYS
REMS Program. They may also be asked to assist in training other hospital staff in the safe use of IONSYS. Additionally, they could
serve as a resource when IONSYS is implemented hospital-wide. Finally, pharmacists will order IONSYS from wholesalers, dispense
them to the appropriate controlled storage locations on hospital floors, help with troubleshooting, and ensure that patients do not
receive IONSYS as a medication when they leave the hospital.

Nurses and pharmacists must review this information and complete an IONSYS REMS Knowledge A prior to disp g or

administering IONSYS for patient use. Hospitals will also be required to keep a record of all nurses and pharmacists who complete the
knowledge assessment.

The
Medicines
Company If you have any questions regarding IONSY S or the IONSYS REMS Program call 677-488-6835 {
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|ONSYS® IONSYS® REMS SAFETY BROCHURE:

(fentanyl iontophoretic
transdermal system)€ GUIDE FOR NURSES AND PHARMACISTS

HOW CAN IONSYS BE USED SAFELY?
+ Hospitals must be certified in the IONSYS REMS Program to order, dispense, and administer IONSYS

+ [ONSYS should only be used by patients in a hospital setting, must be discontinued prior to the patient leaving the hospital, and cannot
be dispensed for use outside the hospital

+ Nurses and pharmacists must review key risk messages with patients using the IONSYS Guide for Patients (included with each
IONSYS and as Attachment A)

- _Only the patient should administer doses from IONSYS

- The IONSYS hydrogels should not come into contact with the patient's fingers or mouth. Ingestion or contact with mucous membranes
could lead to absorption of a potentially fatal dose of fentany!

- Patients should immediately inform their nurse or pharmacist if IONSYS falls off or it starts beeping
- Patients should never leave the hospital with IDNSYS

+ Healthcare providers and those for whom IONSYS is not prescribed should avoid contact with the hydrogel

« Accidental exposure to an intact IONSYS or to the hydrogel component, especially by children, through contact with skin or contact with
mucous membranes, can result in a fatal overdose of fentanyl

ARE THERE INSTRUCTIONS ON HOW TO USE IONSYS?

Refer to Attachment B for the IONSYS I for Use and Disposal.

HEALTHCARE PROVIDER EDUCATION AND TRAINING

It is important that healthcare providers within certified hospitals are aware of the risks associated with IONSYS; and that they are properly
trained on the assembly and appropriate use of IONSYS. It is also important to teach patients how to operate IONSYS to self-administer
doses of fentanyl as needed to manage their acute, short-term, postoperative pain. Tools for healthcare provider training and patient
training include:

IONSYS REMS MATERIALS (Available on www.IONSYSREMS. com website)

Dear Healtheare Provider Letters: Intended for Hospital Heads of Pharmacy, Nursing, General Surgery, Anesthesia, Obstetrics and
Gynecology, and Crthopedics at certified hospitals.

IONSYS REMS Hospital Enrollment Form: IONSYS can only be prescribed, dispensed, and administered in hospitals which are certified
in the IONSYS REMS Program. Among other requirements, the hospital Authorized Representative must ensure the institution has
documented processes in place to ensure that IONSYS is not dispensed for use outside of the certified hospital.

IONSYS REMS Knowledge Assessment: This document tests healthcare providers’ knowledge of the appropriate assembly and use of
IONSYS, including important risk messages associated with the safe use of IDNSYS

IONSYS REMS Website: This guide, other educational materials, letters, the IONSYS REMS Hospital Enrellment Form, and other
important safety information are available on the IONSYS REMS Website (www IONSYSREMS.com).

The
Medicines
Company If you have any questions regarding IONSYS or the IONSYS REMS Program call B77-488-6835 2
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IONSYS® IONSYS®REMS SAFETY BROCHURE:

(fentanyl iontophoretic
transdermal system)@ GUIDE FOR NURSES AND PHARMACISTS

OTHER IONSY S MATERIAL S (Available on www IONSYSREMS com website)

IONSYS Instructions for Use and Disposal (IFUD): This is a helpful guide that explains how to safely use and dispose of IONSYS. It also
includes a section on how to trouble shoot any problems with IONSYS. This IFUD is included with each IONSYS and on the IONSYS
REMS website.

IONSYS Guide for Patients: A quick reference guide for patients with patient-friendly text describing how to use IONSYS and important
risk messages lo review with patients to promote the safe use of IONSYS. This guide is included with each IDNSYS and on the IONSYS
REMS website.

Full Prescribing Information: This document provides the full prescribing information for IONSY'S (fentanyl iontophoretic transdermal
system), which includes instructions for use and disposal. (It also includes the IONSYS Guide for Patients as an attachment).

OPTIONS FOR EDUCATION AND TRAINING

Nurses and pharmacists may complete training and the IONSYS REMS Knowledge Assessment online by accessing the Healthcare
Providers tab on the IONSYS REMS website (www. IONSYSREMS com). Alternatively, the JONSYS REMS Knowledge Assessment may
be downloaded, completed, and returned to the hospital Authorized Representative following a complete review of the training materials
available on the website.

ADVERSE EVENT REPORTING

Healthcare providers should report all suspected adverse reactions associated with the use of IONSYS. Please contact The Medicines
Company via the IONSYS REMS Program toll-free at 1-877-488-6835 or the FDA at 1-800-FDA-1088 or at hitp://www fda govimedwatch

CONTACT INFORMATION FOR THE IONSYS REMS PROGRAM
www |ONSYSREMS.com or toll free at 1-877-488-6835.

Attachment A:

Attachment B
IONSYS Guide for Patients

IONSYS Instructions for Use and Disposal

The
Medicines
Company If you have any questions regarding IONSYS or the IONSYS REMS Program call 877-488-6835
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1IONSYS*
(fentanyl iontophoretic IONSYS® REMS Knowledge Assessment

transdermal system)@

The nine questions below will test your knowledge of the appropriate use of IONSYS*® (fentanyl iontophoretic transdermal system), including
important risk messages associated with its safe use. Please review the following matenals before taking this Knowledge Assessment:

« IONSYS REMS Safety Brochure: Guide for Nurses and Pharmacists
« IONSYS Instructions for Use and Disposal

« IONSYS Guide for Patients

+ IONSYS Full Prescribing Information

After answering all questions, please fill in your details and do the following:
= If you are the Hospital Authorized Representative, please fax the completed pages to 1-877-488-8601. You may also complete and

submit this online at www IONSYSREMS com via the Hospital Certification tab.
+ If you are a Nurse or Pharmacist, please provide your completed assessment to your Authorized Representative. You may also complete
and submit this online at www.IONSYSREMS.com via the Healthcare Providers tab.

Hospital Authorized Representative, Nurse, or Pharmacist

Name (first, middle, and [ast):
Affiliation with Hospital (please check one):
[ Hospital Authorized Representative O Nurse [ Pharmacist [ Other.

Name of Hospital:

Hospital Pharmacy Street Address:

City. State: Zip Code
DEA License Number (Authorized Representative only) . -

State License Number (Optional for Authorized Representative): License State:

Question 1
The IONSYS Risk Evaluation and Mitigation Strategy (REMS) is required by the Food and Drug Administration (FDA) to: Select one option

A Prevent respiratory depression resulting from accidental exposure to persons for whom it is not prescribed
B. Educate healthcare providers about the risk of respiratory depression associated with IONSYS

C. Ensure that IONSYS is dispensed and admini d only within t
D. All of the above

Question 2

Itis important that only healthcare providers are educated about the safe use of IONSYS. Select one option.
A True
B. False

The .
Medicines
Company If you have any questions regarding IONSYS or the IONSYS REMS Program call 877-488-6835 Page 10f 3
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IONSYS®
(fentanyl iontophoretic IONSYS® REMS Knowledge Assessment
transdermal system)@

Question 3

IONSYS may be sent home with the patient upon leaving from the hospital. Sefect one option.
A True
B. False

Question 4
Healthcare providers (nurses and pharmacists) should avoid contact with the IONSYS hydrogel (i.e., wear gloves) when:
Select one option.

A Applying IONSYS

B. Monitoring Patient Use of IDNSYS

C. Removing IONSYS

D. Disposing of IONSYS

E. All of the above

Question §
The IONSYS Guide for Patients contains important information for the patient. Which one of the following statements is accurate?
Sefect one option.

A The IONSYS REMS Program will provide this guide to patients by mail after a patient has left the hospital.

B. This guide only needs to be reviewed with the patient's caregiver before initiating treatment with IONSYS, because the

patient may not be able to understand the instructions for use
C. This guide should be reviewed with patients and caregivers before initiating treatment with IONSYS
D. The IONSYS Guide for Patients can only be obtained from hospital pharmacies

Question 6
There is a risk of fatal overdose with inappropriate use or handling of IGNSYS. Which of the following answers is most accurate?
Select one option.

A IONSYS can be fatal if misused by children

B. IONSYS can be fatal if used by anyone for whom it is not prescribed

C. IONSYS can be fatal if the hydrogels are ingested of if they come into contact with a healthcare provider's or patient's

mucous membranes
D. All of the above

.rhe . Name (first, middle, and last)
Medicines
Company If you have any questions regarding IONSYS or the IONSYS REMS Program call B77-488-6835 Page 2 of 3
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(fentanyl iontophoretic IONSYS® REMS Knowledge Assessment
transdermal system)@

Question 7
Which of the following statements is accurate regarding safe disposal of IONSYS? Select one option.
A IONSYS units should be removed using gloves - assuring both hydrogels remain with the unit
B. The bottom housing containing the gels should be separated from the electronics (top housing) by pulling the red tab, and
the bottom should be folded in half with the sticky side facing in. It should be disposed by flushing down the toilet or following
institutional procedures
C. Disposal of IONSYS should comply with hospital operating policies and procedures
D. All of the above

Question 8
Which of the following factors increases the risk of overdese of fentanyl from IONSYS? Select one option
A Instructing someone other than the patient to administer doses from IONSYS
B. The patient must press the dose button twice within 3 seconds to administer a dose from IONSYS
C. Applying only one IONSYS to a patient at any time
D IONSYS should only be applied to patients who can understand how to use IONSYS without help

Question 9
What action is most likely to prevent IONSYS from being used outside of the hospital? Sefect one option.
A Having inadequate record keeping of IONSYS dispensing
B. Removing IONSYS from the patient prior to leaving the hospital
C. Having inadequate hospital procedures for IONSYS disposal
D. Applying IONSYS to the upper, outer arm, or chest

.rhe . Name (first, middle, and last)
Medicines
Company If you have any questions regarding IONSYS or the IONSYS REMS Program call B77-488-6835 Page 3 of 3
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IONSYS®
(fentanyl iontophoretic IMPORTANT DRUG WARNING

transdermal system)@

Subject: Risk of i y d ion resulting from accidental exposure to IONSYS*® (fentanyl iontophoretic transdermal system);

A P P

FDA-required Risk Evaluation and Witigation Strategy (REMS)

Dear Department Head, Nursing:

The purpose of this letter is to inform you of important safety information for IONSYS, a patient-controlled iontophoretic transdermal system
providing patient controlled analgesia of fentanyl, an opioid agonist

IONSYS has been approved by the US Food and Drug Administration (FDA) for the short term management of acute pestoperative pain in
adult patients requiring opioid analgesia while in the hospital. IONSYS contains fentanyl, a Schedule |l controlled substance (Cll) with abuse
similar to other opioid analgesics. Patients should be titrated to an acceptable level of analgesia before initiating treatment with IODNSYS.

The FDA has determined that a Risk Evaluation and Mitigation Strategy (REMS) is necessary to ensure that the benefits of IDNSYS cutweigh
the risk of respiratory depression resulting from accidental exposure y, your hospi certified in the IONSYS REMS Program.

SAFE USE OF IONSYS

+ Hospitals must be certified in the IONSYS REMS Program to order, dispense, and administer IONSYS

* Nurses and pharmacists must review key risk messages for healthcare providers using the healthcare provider education and training
listed below

+ IONSYS should only be used by patients in a hespital sefting, must be discontinued prior to leaving the hospital, and cannot be dispensed
for use outside the hospital

» Nurses and pharmacists must review key risk messages with patients using the IONSYS Guide for Patients

+ Healthcare providers should avoid contact with the hydrogel

HEALTHCARE PROVIDER EDUCATION AND TRAINING
Itis important that healthcare providers within certified hospitals are aware of the risks associated with IONSYS; and that they are properly
trained on the setup and appropriate use of IONSYS. Tools for healthcare provider training and patient education include:

1. IONSYS REMS Safety Brochure: Guide for Nurses and Pharmacists: A guide for nurses and pharmacists who dispense, set up,
and/or administer IONSYS. It includes clear information about the important risk messages associated with the IONSYS REMS Program
required by the FDA (It also includes the IONSYS I i for Use and Di: I and the IONSYS Guide for Patients as
attachments). A copy of the safety brochure is enclosed with this letter.

IONSYS REMS Knowledge Assessment: This document tests healthcare providers' knowledge of the appropriate set up and use of
IONSYS, including important risk messages associated with the safe use of IONSYS. A copy is enclosed with this letter.

[

Full Prescribing Information: This document provides the full prescribing information for IONSYS (fentanyl iontophoretic transdermal
system), which includes instructions for use and disposal. (It also includes the IONSYS Guide for Patients as an attachment),

w

Dear Healthcare Provider Letters: Intended for certified hospital Heads of Pharmacy, Nursing, General Surgery, Anesthesia, Obstetrics
and Gynecology, and Orthopedics.

&

The
Medicines
Company If you have any questions regarding IONSYS or the IONSYS REMS Program call 877-488-6835 Page 10f 2
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IONSYS®
(fentanyl iontophoretic IMPORTANT DRUG WARNING

transdermal system)@

5. IONSYS REMS Hospital Enroliment Form: IONSYS can only be ordered, dispensed, and administered in hospitals which have been
certified in the IONSYS REMS Program. The hospital Authorized Representative ensures that the institution has documented processes
in place to ensure compliance with the requirements of the IONSYS REMS including the requirement that IONSYS is not dispensed for
use outside of the certified hospital.

>

IONSYS REMS Website: Tools for healthcare provider training and patient education, letters, the IONSYS REMS Hospital Enrollment
Form, and other important safety information are available on the IDNSYS REMS Website (www IONSYSREMS.com). Nurses and
pharmacists may complete training and the IONSYS REMS Knowledge Assessment by accessing the Healthcare Providers tab on the
IONSYS REMS website (www IONSYSREMS.com)

HOSPITAL CERTIFICATION

Hospitals must certify in the IONSYS REMS Program. To become certified, an Authorized Representative of the hospital (e g, Pharmacy
and Therapeutics Chair, Pharmacy Director, Medical Chief of Staff, or Head of Nursing Staff) must review the IONSYS REMS tools for
healthcare provider training and patient education, successfully complete the JONSYS REMS Knowledge Assessment, and submit the
IONSYS REMS Hospital Enroliment Form. In order to complete certification, the Authorized Representative must train staff and develop
processes, procedures, and/or other measures (e.g., order sets) to ensure IONSYS is not dispensed for use outside of the certified hospital

Nurses and pharmacists may complete training and the IONSYS REMS Knowledge Assessment online by accessing the Healthcare
Providers tab on the IONSYS REMS website ( www IONSYSREMS com ). Alternatively, the IONSYS REMS Knowledge Assessment
may be downloaded, completed, and retumed to the hospital Authorized Representative following a complete review of the training
materials available on the IONSYS REMS website.

Healthcare providers and patients are encouraged to report adverse events in patients taking IONSYS to The Medicines Company via the
IONSYS REMS Program at 1-877-488-8835 or the FDA at 1-800-FDA-1088 (1-800-332-1088), or visit www.fda.gov/medwatch.

This letter is not a comprehensive description of the risks associated with the use of IONSYS. Refer to the full Prescribing Infermation for a
complete description of these risks.

If you have questions about the IONSYS REMS Program or how hospitals are certified in the IONSYS REMS Program, please visit
www IONSYSREMS. com for more information or call the toll-free number: 1-877-488-6825.

Sincerely,

The Medicines Company
Enclosures

Full Prescribing Information
IONSYS REMS Safety Brochure: Guide for Nurses and Pharmacists
IONSYS REMS Knowledge Assessment

The
Medicines
Company If you have any questions regarding IONSYS or the IONSYS REMS Program call 877.488.6835 Page 2 of 2
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IONSYS®
(fentanyl iontophoretic IMPORTANT DRUG WARNING

transdermal system)@

Subject: Risk of respi y depl ion resulting from accidental exposure to IONSYS*® (fentanyl iontophoretic transdermal system);
FDA-required Risk Evaluation and Mitigation Strategy (REMS)

Dear Director of Hospital Pharmacy:

The purpase of this letter is to inform you of important safety information for IONSYS, a patient-controlled iontophoretic transdermal system
providing patient controlled analgesia of fentanyl, an opioid agonist

IONSYS has been approved by the US Food and Drug Administration (FDA) for the short term management of acute postoperative pain in
adult patients requiring opioid analgesia while in the hospital. IONSYS contains fentanyl, a Schedule Il controlled substance (Cil) with abuse
similar to other opioid analgesics. Patients should be titrated to an acceptable level of analgesia before initiating treatment with IONSYS.

The FDA has determined that a Risk Evaluation and Mitigation Strategy (REMS) is necessary to ensure that the benefits of IONSYS outweigh
the risk of respiratory depression resulting from accidental exposure. Recently, your hospital was certified in the IONSYS REMS Program.

SAFE USE OF IONSYS

+ Hospitals must be certified in the IDNSYS REMS Program to order, dispense, and administer IONSYS

« Nurses and pharmacists must review key risk messages for healthcare providers using the healthcare provider education and training
listed below

+ IONSYS should only be used by patients in a hospital setting, must be discontinued prior to leaving the hospital, and cannot be dispensed
for use outside the hospital

+ Nurses and pharmacists must review key risk messages with patients using the IONSYS Guide for Patients

+ Healthcare providers should avoid contact with the hydrogel

HEALTHCARE PROVIDER EDUCATION AND TRAINING

Itis important that healthcare providers within certified hospitals are aware of the risks associated with IONSYS; and that they are properly
trained on the setup and appropriate use of IONSYS. Tools for healthcare provider training and patient education include:

1. IONSYS REMS Safety Brochure: Guide for Nurses and Pharmacists: A guide for nurses and pharmacists who dispense, set up,
and/or administer IONSYS. It includes clear information about the important risk messages associated with the IONSYS REMS Program
required by the FDA. (It also includes the FONSYS Instructions for Use and Disposal and the IONSYS Guide for Patients as
attachments). A copy of the safety brochure is enclosed with this letter.

r

IONSYS REMS Knowledge Assessment: This document tests healthcare providers' knowledge of the appropriate set up and use of
IONSYS, including important risk messages associated with the safe use of IONSYS. A copy is enclosed with this letter:

w

Full Prescribing Information: This document provides the full prescribing information for IONSY'S (fentanyl iontophoretic transdermal
system), which includes the instructions for use and disposal. (It also includes the IONSYS Guide for Patients as an attachment)

4. Dear Healthcare Provider Letters: Intended for certified hospital Heads of Pharmacy, Nursing, General Surgery, Anesthesia, Obstetrics
and Gynecology, and Orthopedics.

The
Medicines
Company If you have any questions regarding IONSYS or the IONSYS REMS Program call 877-488-6835 Page 10f 3
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IONSYS®
(fentanyl iontophoretic IMPORTANT DRUG WARNING

transdermal system)@

5. IONSYS REMS Hospital Enrollment Form: IONSYS can only be ordered, dispensed, and administered in hospitals which are certified
in the IONSYS REMS Program. The hospital Authorized Representative ensures that the institution has documented processes in place
to ensure compliance with the requirements of the IONSY'S REMS including the requirement that IDNSYS is not dispensed for use
outside of the certified hospital

IONSYS REMS Website: Tools for healthcare provider fraining and patient education, letters, the JONSYS REMS Hospital Enroliment
Form, and other important safety information are available on the IONSYS REMS Website (www IONSYSREMS com). Pharmacists and
nurses may complete training and the IONSYS REMS Knowledge A by accessing the Healthcare Providers tab on the
IONSYS REMS website (www.IONSYSREMS com).

o

IONSYS REMS HOSPITAL CERTIFICATION

Hospitals must be certified in the IONSYS REMS Program. To become certified, an Authorized Representative of the hospital (e.g., Pharmacy
and Therapeutics Chair, Pharmacy Director, Medical Chief of Staff, or Head of Nursing Staff) must review the IONSYS REMS tools for
healthcare provider training and patient education, successfully complete the IONSYS REMS Knowledge Assessment, and submit the
IONSYS REMS Hospital Enrollment Form In order to complete certification, Authorized Representative must train staff and develop
processes, procedures, and/or other measures (e.g., order sets) to ensure IONSYS is not dispensed for use outside of the certified hospital.

Pharmacists and nurses may complete training and the IONSYS REMS Knowledge Assessment online by accessing the Healthcare
Providers tab on the IONSYS REMS website (www IONSYSREMS com). Alternatively, the IONSYS REMS Knowledge Assessment may be
downloaded, completed, and returned to the hospital Authorized Representative following a complete review of the training materials
available on the IONSYS REMS website.

ROLE OF THE DEPARTMENT OF PHARMACY

The Department of Pharmacy plays an impoertant role in the enroliment and certification of the hospital, as they may be asked to take the lead in:
+ certifying their hospital in the IONSYS REMS Program,
« developing processes, procedures, and/or other measures to ensure IONSYS is not dispensed for outpatient use or to a patient leaving
the hospital,
+ training hospital staff in the safe use of IONSYS which includes informing health care providers of the serious risk of respiratory
depression resulting from accidental exposure and the need to counsel patients on the aforementioned risks,
+ serving as a resource when IONSYS is implemented hospital-wide

Healthcare providers and patients are encouraged to report adverse events in patients taking IONSYS to The Medicines Company via the
IONSYS REMS Program at 1-877-488-6835 or the FDA at 1-300-FDA-1088 (1-800-332-1088), or visit www fda.govimedwatch.

This letter is not a comprehensive description of the risks associated with the use of IONSYS. Refer to the full Prescribing Infermation for a
complete description of these risks.

The
Medicines
Company If you have any questions regarding IONSYS or the IONSYS REMS Program call 877.488-6835 Page 2 of 3
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If you have questions about the IONSYS REMS Program or how hospitals are cerfified in the [ONSYS REMS Program, please visit
www |IONSYSREMS.com for more information or call the toll-free number: 1-877-488-6835.

Sincerely,

The Medicines Company

Enclosures:

Full Prescribing Information

IONSYS REMS Safety Brochure: Guide for Nurses and Pharmacists
1ONSYS REMS Knowledge Assessment

The

Medicines
Company If you have any questions regarding IONSYS or the IONSYS REMS Program call 877.488-6835 Page 3of 3

Version 2.0- Seplember 20, 2015
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IONSYS® IONSYS®REMS

(fentanyl iontophoretic
transdermal system)€ HOSPITAL ENROLLMENT FORM

IONSYS* (fentanyl iontophorectic transdermal system) is only available through the IDNSYS Risk Evaluation and Mitigation Strategy
(REMS) developed by The Medicines Company. Under the IONSYS REMS Program, IONSYS can only be ordered, prescribed, dispensed,
and administered in hospitals that are certified in the REMS Program.

To initiate certification for your hospital, an Authorized Representative must confirm his or her understanding of the IONSYS REMS

Program requirements by reviewing the tools for healthcare provider training and patient education and completing, signing, and submitting
the IONSYS REMS Hospital Enroliment Form and the IONSYS REMS Knowledge Assessment Submission may be completed online at
www IONSYSREMS.com, by fax to 1-877-483-8501, or by mailing the forms to the IONSYS REMS Program to P.O. Box 28242, Phoenix,
AZ 85038-8242. Once the IONSYS REMS Program processes the IJONSYS REMS Hospital Enroliment Form, a hospital certification
notification letter and the IONSYS REMS materials will be provided to the Authorized Representative. The Authorized Representative must
follow IONSYS REMS requirements and utilize the educational tools to train hospital staff involved in the prescribing, dispensing, and
administration of IONSYS. Following certification, the hospital may order, prescribe, dispense, and administer IONSYS.

| understand that IONSYS is only available through the IONSYS REMS Program. As the designated Authorized Representative, | must
comply with the following program requirements for hospitals to ensure that IONSYS is only ordered, prescribed, dispensed, and
administered in certified hospitals. | acknowledge that:

1. | am the Authonized Representative designated by my hospital to complete certification on behalf of the hospital and oversee
implementation and compliance with the IONSYS REMS Program

. | attest that this hospital provides acute care, treats patients in the hospital, and offers post-operative pain management

| have reviewed the IONSYS Prescribing Information, IONSYS REMS Safety Brochure: Guide for Nurses and Pharmacists
(to which the IONSYS Instruetions for Use and Disposal and the IONSYS Guide for Patients are attached); and | have
successfully completed the IONSYS REMS Knowledge Assessment.

| understand the benefits and risks associated with IONSYS and the requirements of the IONSYS REMS Program

| will ensure all staff, including pharmacy and nursing staff, involved in dispensing or administering IONSYS have been trained
on the IONSYS REMS Program requirements as described in the JONSYS REMS Safety Brochure: Guide for Nurses and
Pharmacists (to which the IONSYS Instructions for Use and Disposal and the IONSYS Guide for Patients are attached) and
have successfully completed the IONSYS REMS Knowledge Assessment This training will be documented.

| will establish or oversee the processes, procedures, systems, order sets, protecols, and/or other measures to help ensure compliance
with the requirements of the IONSYS REMS Program. These processes, procedures, and/or other measures will be documented.

| understand that the hospital will not sell, loan, or transfer IONSY'S inventory to any other pharmacy, institution, distributor, or prescriber.

. | will ensure that the certified hospital staff invoived in the prescribing, dispensing, and administration of IONSY'S are informed of
risk of respiratory depression and the elements of the IONSYS REMS by distributing the Dear Healthcare Provider Letters and
Dear Hospital Pharmacy Letter within 3 weeks of receiving notification of certification in the IONSYS REMS Program.

| understand that the hospital pharmacy is not to dispense IONSYS for use outside the hospital
10. | understand that IONSYS must be removed from the patient prior to the patient leaving the hospital
1

woN

EIES

=3

® ~

©

| will report any adverse events suggestive of respiratory depression resulting from accidental exposure associated with the
use of [IONSYS to The Medicines Company or the FDA.

| will comply with requests to be audited by The Medicines Company to ensure that all processes and precedures are in place
and are being followed for the IONSYS REMS Program and appropriate documentation is available upon request.

13. | will renew this hospital’s certification in the IONSYS REMS Program every 3 years after initial certification.
14. | understand this hospital must have a new Authorized Representative complete an IONSYS REMS Hospital Enrollment Form

12,

~

and successfully complete the IONSYS REMS Knowlfedge A within 4 weeks of the hospital designating a new
Authorized Representative.
The
Medicines
Company If you have any questions regarding IONSY S or the IONSYS REMS Program call 677-488-6835 Page 10of 2
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IONSYS® IONSYS®REMS

{ﬁgg@%@{{j}g’pgﬂm g HOSPITAL ENROLLMENT FORM

All Fields Required Unless Otherwise Indicated.

Authorized Representative Signature: Date:
Authorized Representative Printed Name (First, Last): Title:
If State License Number is provided, License State and State License Type fields are required.

Aithorized Representative State License Number (optional): \ License State

State License Type: O MD [ DO OPA ORN ONP O RPh [ PhamD [ Other

Name of Hospital:

Hospital Pharmacy Street Address

City: State: Zip Code:
State Hospital License Number. License State:
Phone Number: Fax Number.

Email Address:

Preferred Method of Communication (Please choose one): [ Email O Fax

Hospital Pharmacy DEA License Number:
Hospital Pharmacy DEA License Number Expiration Date (optional):

Ifyou have any questions, require additional information, or need further copies of all IONSYS REMS materials, please visit
www IONSYSREMS.com, or contact the IONSYS REMS Program at 1-877-488-6835.

The Medicines Company
This form is part of an FDA-approved REMS

For more information about IONSYS, please see Full Prescribing Information, including Boxed Wamings.

The
Medicines
ompany If you have any questions regarding IONSYS or the IONSYS REMS Program call 877-488-6835 Page 2 of 2

Verson 20 - Seprmber 20 2015
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1. Footer

Footer is included on every web page. To reduce the length of the document, the screenshot is
included once.

The |
Medicines
Company For additional information about the IONSYS REMS Program, please call 877-488-6835.

Privacy Policy | Terms of Use | Contact Us

TONSYS_REMS_Website_Mockups_V6
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2. Home Page

IONSYS®

(fentanyl iontophoretic
transdermal system)€&

Home Patient Information

Frmget nememw " Fomgst Pavwwomy? Need an Assount’

important Sately informaton | Full Prescnbing informaton

Hospital Certification

orms & Resources

IONSYS® Risk Evaluation and Mitigation Strategy (REMS) Program

AREMS I a strategy to manage known or potential serious risks
associaled with a drug product and is required by the Food and
Drug Administration (FDA) to ensure Ihe benefits of a drug outweigh
s risks. The goal of the IONSYS REMS Is to mitigate the risks
of respiratory dep trom Xp o
persons for whom Is it not p The Comp
has worked with the FDA to develop the IONSYS REMS Program to
mitigate this potential risk.

Safe Use of IONSYS
+ Hospitals must be certified in the IONSYS REMS Program lo order, dispense, and admunister IONSYS

the hospital, and cannot be dispensed for use cutside the hospital

(mncluded with sach IONSYS)
= Only the patient should administer doses from IONSYS

with mucous

could lead 1o ofa tatal dose of fentanyl
- Patients should immediately inform thewr nurse or pharmacest f IONSY'S falls off or it starts beeping

with skin or contact with mucous membranes, can result in a fatal overdose of fentanyl

+ IONSYS should only be used by pabents n a hospital setting, must be discontinued prior fo the patent leaving

+ Nurses and pharmacssts must review key risk messages with patients using the IONSYS Guide for Pationts

= Thi IONSYS hydrogels should not come mto contact with the patient’s fingers of mouth. Ingestion or contact

+ Healthcare providers and those for whom IONSYS is not prescribed should avosd contact with the hydrogel
* Accdental exposure to an ntact IONSYS or 1o the hydrogel component, especially by children, through contact

What is IONSYS?
IONSYS is an opioid analgesic that should only be used for the shorl-lerm management of acute

postoperative pain in adult patients requiring opioid analgesia in the hospital IONSYS is a patient-

controlied anaigesia product that enables surgical patients to push a button 1o dispense fentamy!
transdermally as needed for pain. Only the patient may activate IONSYS. Hospital phamacies will
not dispense IONSYS for outpatient use.

IONSYS_REMS_Website_Mockups_V6
Page |6
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Get Started Now!

Certify your hospital in
the IONSYS REMS Program.

Resources for Healthcare
Providers

L 1ONSYS REMS Hospital Enroliment
Form

"L 1ONSYS REMS Safoty Brochurs:
Guide for Nurses and Pharmacists

“L IONSYS REMS Knowledge

Assessment

t Dear Hoalthcare Provider Lotter -
Department Head: Surgery

L Dear Hoatthcare Provider Letrer -
Department Head: Anesthesia

'3 Dear Hoalthcare Provider Letter -
Department Head: Nursing

"% Dear Healtheare Providor Lotter -
Department Head: Obstetrics and
Gynecology

“% Dear Healthcare Provider Lotter -
Department Head: Orthopedics

"% Dear Hospital Pharmacy Letter

ﬁ IONSYS Instructions for Use and
Disposal

“L Full Prescribing information

Resources for Patients

% IONSYS Guide for Pationts



3. Home Page - Signed-In

I0ONSYS® BRI ) Dactvows |

(fentanyl iontophoretic
transdermal system)&

imporiant Satety informaton | Fuil Prescribing information

‘Home Patent Information Hospital Certification Heafthcare Providers | Forms & Resources

IONSYS® Risk Evaluation and Mitigation Strategy (REMS) Program

A REMS is a strategy to manage known or polential serious risks associated with a drug product and is required o [
by the Food and Drug Administration (FDA) to ensure the benefits of a drug outweigh iis risks. The goal of the at '%\5\
IONSYS REMS Is to mitigate the risks of respiratory g from p \(\}
o persons for whom is it not p! The e nas worked with the FDA to develop the
IONSYS REMS Program to mitigate this polential risk.

Resources for Healthcare
Safe Use of IONSYS Providers

+ Hospitals must be certified in the IONSYS REMS Program 1o order, dispense, and administer IONSYS
+ IONSYS should only be used by patients in a hospital setting, must be dscontinued prior 1o the patient leaving
the hospital, and cannot be dispensed for use outside the hospital

) “L lonsys Rems Brochure:
- Nurses and phamacists must review key risk messages with paients using the IONSYS Guide for Patients i toc RS s Pheeat Rt

“L IONSYS REMS Hospital Enroliment
Form

(included with each IONSYS) -

- Only the patient should administer doses from IONSYS 2 [ONSYS REMS Knowiedge

« The IONSYS hydrogels should not come nto contact with the patient's fingers or mouth. Ingestion or contact Assessment

with mucous could lead to da fatal dose of fentanyl '& Dear Healthcare Provider Letter -
« Patients should immediately inform their nurse of pharmacist if IONSYS falls off of it starts beeping Department Head: Surgery

- Patents should never leave the hospital with IONSYS "% Dear Hoalthcars Provider Letier -
* Healthcare provders and those for whom IONSYS s not prescnbed should avosd contact with the hydrogel Department Head: Anesthesia

» Acodental exposure 1o an intact IONSYS or to the hydrogel component, especially by children, through contact

with skin or contact with mucous membranes, can result in a fatal overdase of fentany! " Dear Hoalthcars Provider Letter -

Department Head: Nursing
1 Dear Healthcare Provider Letter -

What is IONSYS? % Qostotries and

IONSYS is an opioid analgesic that should only be used for the short-lerm management of acute 3 i v L
D"l' ..‘uml’- Vi 0 =

postoperative pain in adult palients requiring opioid analgesia in the hospital IONSYS is a patient- Department Head: Orthopodics

controlled anaigesia product that enables surgical patients to push a button to dispense fentanyl B Dear i 1 Pharmacy Letter
transdermally as needed for pain. Only the patient may activate IONSYS. Hospital pharmacies will % NSV B e
not dispense IONSYS for outpatient use Disposal

“L Full Proscribing information

Resources for Patients

L IONSYS Guide for Patients

TONSYS_REMS_Website_Mockups_V6
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4. Patient Information 1°* Section

|ONSYS® cmne .

(fentanyl iontophoretic O A T
transdermal system)& I

all P
“ Patient Information Hospital Cerfification Healthcare Providers Forms & Resources

IONSYS Guide for Patients

= Important

e Light

escribing info

aton

= IONSYS is only for use in the hospital. Do nol leave the hospital with
an IONSYS on your skin
= IONSYS can cause life breathing p! ordeath ifitis

Digital
used other than described in the section “How do | use IONSYS?" below Display

+ Keep the IONSYS out of the reach of children

* IONSYS

* Do not use IONSYS if you are allergic to

* Your healthcare provider

* How do | use IONSYS?

* Tell your healthcare provider right away if

*+ Do not

TONSYS_REMS_Website_Mockups_V6
Page |8
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5. Patient Information 2" Section

IoNsYs® - =
(fentanyl iontophoretic Formet Usamame? Fargot Passuced? Nesd an Account?
transdermal system)e T S ——

ICNSYS Guide for Patients

» Important

- Contains the prescription medicine, fentanyl. Fentanyl is a very strong narcolic pain medicine (opioid)

= Is only used in the hospital for adults with short-lerm pain after surgery

- Is a patient-controlied medicine system hat sticks 1o the skin. It will be applied by your healthcare provider on your upper outer arm or chest

» Do not use IONSYS if you are allergic to

+ Your healthcare provider

» How do | use IONSYS?

» Tell your healthcare provider right away if

» Do not

IONSYS_REMS_Website_Mockups_V6
Page |9
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6. Patient Information 3™ Section

IONSYS®
(fentanyl iontophoretic
transdermal system)@& e e

IONSYS Guide for Patients

GOt Passwons? >

+ Important

+ IONSYS

= Do not use IONSYS if you are allergic to

= Fentanyl
+ Cepacol (cetylpiridinum chioride)

+ Your healthcare provider
* How do | use IONSYS?
+ Tell your healthcare provider right away if

» Do not

IONSYS_REMS_Website_Mockups_V6
Page |10
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7. Patient Information 4" Section

IONSYS®

(fentanyl iontophoretic Famgot Utemama? Foget Pa
transdermal system)e

mportant Satety Information | Full Prescribing Information
Patient Information Hospital Ceriification Healthcare Providers Forms & Resources

IONSYS Guide for Patients

» Important
» IONSYS

» Do not use IONSYS if you are allergic to

~ Your healthcare provider

« Will tell you about IONSYS and teach you how 1o use it

= Will put IONSYS on your skin (on your upper outer anm or chest) after your surgery

+ Will control pain from your surgery with other pain medicines until you are awake enough o use IONSYS

+ Will check you for side effects from IONSYS

= Must repiace your IONSYS as needed. You should not replace your IONSYS yourself

= Will remove your IONSYS before you leave the hospital. Do not leave the hospital with an IONSYS on your skin

» How do | use IONSYS?
» Tell your healthcare provider right away if

+» Do not

TONSYS_REMS_Website_Mockups_V6
Page |11
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8. Patient Information 5" Section

IONSYS®

(fentanyl iontophoretic Forgot Usemarme? Farget Passmont? )
transdermal system)& P

o tg bing in n
Patient information Hospital Certification Healthcare Providers Forms & Resources

IONSYS Guide for Patients

an!

» Important

» IONSYS

* Do not use IONSYS if you are allergic to
* Your healthcare provider

* How do | use IONSYS?

= You can push the IDNSYS dosing bution when you need lo control your pain or just before you do an
activity thal may increase your pain - such as physical therapy or gelting oul of bed
» To get a dose of pain medicine from IONSYS, press and release the dosing button twice within 3 seconds

= When you push the dosing button you will hear a single beep and the green light will start blinking quickly.
The green light will continue 10 blink quickty for the 10 minutes it takes 10 deliver a dose of IONSYS

- During this time, IONSYS will not defiver another dose even If you press the dosing button again

= IONSYS can only be activated every 10 minutes

« When IONSYS s finished delivering a dose, the green light will start biinking slowly. This means you can
give yoursell more pain medicine, if needed. Just press and release the dosing button twice within 3 seconds
like you did before. The digital disptay will tell your healthcare provider how many doses you have received
Each IONSYS may be used for up lo 24 hours or a maximum of B0 doses, whichever comes first

« If IONSYS starts beeping al any time tell your healthcare provider right away

» Tell your healthcare provider right away if

» Do not

TONSYS_REMS_Website_Mockups_V6
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9. Patient Information 6 Section

IONSYS®
(fentanyl iontophoretic 9t Lsemama? Fa
transdermal system)€& e e

IONSYS Guide for Patients

pscribing informason

+ Important

+ IONSYS

» Do not use IONSYS if you are allergic to

» Your healthcare provider

» How do | use IONSYS?

= Tell your healthcare provider right away if

= You have any questions aboul IONSYS

* You are still having pain

« IONSYS falls off your skin

= You have trouble using IONSYS. Your healthcare provider will check your IONSYS to make sure it is working

» Do not

IONSYS_REMS_Website_Mockups_V6
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10. Patient Information 7" Section

IONSYS®

(fentanyl iontophoretic R N PN
transdermal system)e

mportan

ty Information | Full Pres

Patient Information Hospital Certification Healthcare Providers Forms & Resources

IONSYS Guide for Patients

hing Info

on

» Important

» IONSYS

» Do not use IONSYS if you are allergic to
» Your healthcare provider

» How do | use IONSYS?

» Tell your healthcare provider right away if

« Do not let anyone else press the IONSYS dosing button for you. You are the only person who should push the dosing button

+ Do not touch IONSYS If it falls off of your skin. Tell your healthcare provider right away if your IONSYS comes off of your skin. Rinse your
hands with water (do not use soap) right away if you accidentally touch the sticky side of IONSYS, and tell your healthcare provider right
away

« Do not let others touch IONSYS

+ Do not remove or replace IONSYS yourself

= Do not leave the hospital with an IONSYS on your skin. Make sure your healthcare provider removes your IONSYS before you leave
the hospital

IONSYS_REMS_Website_Mockups_V6
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11. Hospital Certification
IONSYS® Password En

(fentanyl iontophoretic Forget Usemame? Forget Pessasrd? liowd an Acoount?
transdermal system)e

Home Patien! Information Healthcare Providers Forms & Resources

Hospital Certification

important Safety Information | Full Prascribing information

Steps for Hospital Certification Education Resources

All hospitals must be certified in the IONSYS REMS Program In ordef to and IONSYS. v B "
Certification requires the of an A Rep for the hospital to compiete the Form

certification process % IONSYS REMS Safety Brochure:

+ Hospitals will be notified that they have been certified in the IONSYS REMS Program. Guide for Nurses and Pharmacists

« Hospitals must put processes and procedures in place to ensure that IONSYS is not dispensed for use '; IONSYS REMS Knowledge

Assessment
oulside of a certified hospital s
= The Medicines Company will verify every year that the Authorized Represeniative is the current .z —:“I:m "::‘r::d ]S‘*”--
Department Head: Surgery
A P
"% Dear Healthcare Provider Letter -
Certification in the IONSYS REMS Program includes the following steps: Department Head: Anesthesia

“% Dear Healthcare Provider Letfer -
Department Head: Nursing

“%. Dear Healthcare Provider Letfer -

Distribute Train

Designate an | Review  Successiuly Completeand Distnbute Dear Healthcare| Trainaistaff | Maintain the

Authorized | the complete the 'sign the Provider Letters along with who dispense | listof the Department Head: Obstetrics and
Representatve| IONSYS  JONSYS  IONSYS REMS IONSYS REMS Program | ofadminster | healthcare Gynecology
for the hosptal | REMS  REMS Hospital education materials 1othe | IONSYS (nurses | providers
Program | Knowledge Enroliment  following hospital and pharmacists), trained in "L Doar Healthcaro Provider Lotter -
eoucation  Assessment Form The depanment heads. and ensure they | the IONSYS Department Head: Orthopedics
TESOUrCes canification Surgery, Anesthesia, | compiete the REMS
fmustbe Nursing, Obstetrics! IONSYS REMS | Program L Dear Hospital Pharmacy Latter
renowed avery o
tvoe (3)yoars  and Pharmacy Assessment “% IONSYS instructions for Use and
Disposal

It you have been designaled as your hospital's Authonzed Representative, please use the Start
Certification button to start your certification today. You can also downioad the print version of the
‘education resources and fax or mail your IONSYS REMS Hospital Enroliment Form and IONSYS
REMS Knowiedge Assessment to the IONSYS REMS Program at fax number 877-488-8601 or mail

o IONSYS REMS Program P.O. Box 29242, Phoenix, AZ 85038-9242.

“% IONSYS Guide for Patients

"% Eull Prescribing information

TONSYS_REMS_Website_Mockups_V6
Page |15

32

Reference ID: 3844928



12. Hospital Certification - Signed-In

IONSYS®
(fentanyl iontophoretic
transdermal system)e

Home Patient Informalion Hospital Certification

Hospital Certification

Steps for Hospital Certification Education Resources

All hospitals must be cerlified in the IONSYS REMS Program in order to dispense and administer IONSYS 1 IONSYS REMS Hosphal Enrciiment
o e

Certification requires the identification of an Authorized Representative for the hospital to compiete the Form
certification process. & IONSYS REMS Safety Brochure:
- Hospitals will be notified that they have been certified in the IONSYS REMS Program. Suicte fov Nurses sl Pharmacists
- Hospitals must put p and in place to ensure that IONSYS Is nol dispensed foruse | IONSYS REMS Knowledge
Assessment
outside of a certified hospital. =

"% Dear Healthcare Provider Letter -
Department Head: Surgery

'3 Dear Healthcare Provider Letter -
Certification in the IONSYS REMS Program includes the following steps: Department Head: Anesthesia

- The Medicines Company will verify every year that the Authorized Representative is the current

L Dear Heaithcare Providar Letter -
Department Head: Nursing

% Doar Healthcare Providar Letter —

Department Head: Obstetrics and
Gynecology

"L Doar Healthcare Providar Letter -
Department Head: Orthopedics

'z Dear Hospital Pharmacy Letter

‘3 IONSYS Instructions for Use and
Disposal

Y. IONSYS Guide for Patients

Maintain

g Full Prescribing Information
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13. Nurses and Pharmacists - Not Signed-In

Ionsvsu SEIMame Tassword

(fentanyl iontophoretic Forgot Unermarme? Forot Passeword? Nead an &

transdermal system)e . . ) .
Important Sately Information | Full Prescribing information

Home Patient Information Hospital Certification Healthcare Providers Forms & Resources

What are the Roles of Nurses and Pharmacists in the Safe Use of IONSYS?

Hospital nurses piay a critical role in ensuring the safe use of IONSYS. Before administering IONSYS, all nurses must be trained on ils safe use,
including its assembly, application, trouble shooting, and safe removal/disposal of IONSYS before each patient leaves the hospital. This also includes
understanding that IONSYS can only be used in a hospital setting. Nurses should also be involved in educating the patient on how to use IONSYS
In @ safe manner, responding to alertsinotifications and alarms, ensuring proper adhesion of IONSYS, monitoring analgesic use from the digital display
on the conlroller screen, and discontinuing/disposing IONSYS after patient use

Pharmacists must also be trained since they will play an important role in the safe use of IONSYS. Pharmacists may be asked to take the lead in

and

P ia

may also be asked lo assist in Iraining other hospital staff in the safe use of IONSYS. Additionally, they could serve as a resource when IONSYS is

g the and y for their hospilal to become certified by the IONSYS REMS Program. They

implemented hospital-wide. Finally, pharmacists will order IONSYS from } them to the controlled storage locations

on hospital floors, help with troubleshooting, and ensure that patients do not receive IONSYS as a medication when they leave the hospital.

Nurses and pharmacists must review this information and complete an IONSYS REMS K ig prior to of administering
IONSYS for patient use. Hospitals will also be required to keep a record of all nurses and who the K q
To compiete the education and take the IONSYS REMS Ki Ig . the g steps should be followed.

Educate y ; Maintain
Review the following IONSYS REMS Program complete the IONSYS REMS Provide the Knowledge Assessment
. Knowledge Assessment confirmation code (if completed

IONSYS REMS m Brochure: @ﬁ for Nurses and Pharmacists Jor the
IONSYS Instructions for Use and Disposal

Assessmenl (if completed on paper)
{ONSYS Gowde for Fauents 10 the Authorized Representative of
[Full Prescribing information your hospital for the training record

Hospitals can choose whether nurses or pharmacists complete training online or on paper.

Please use the Start button to create an account, complete the education, and submil the JONSYS REMS Knowledge Assessment online. Once
you have successfully c your K A please provide the Knowledge confirmation code to your
Authorized Representative of your Hospital for the training record.
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14. Nurses and Pharmacists - Signed-In
IONSYS® A

(fentanyl iontophoretic
transdermal system)& y - ‘
important Safety informaton | Full Prescribing Information

Home Patien! Information Haspital Certification Healthcare Providers Forms & Resources

What are the Roles of Nurses and Pharmacists in the Safe Use of IONSYS?

Hospital nurses play a critical role in ensuring the safe use of IONSYS. Before administering IONSYS, all nurses must be trained on its safe use,

including its Y, trouble ing. and safe posal of IONSYS before each patient leaves the hospital. This aiso includes
understanding that IONSYS can only be used in a hospital setting. Nurses should also be involved in educaling the patient on how 1o use IONSYS
in a safe manner, o and alarms, g proper of IONSYS, monitonng analgesic use from the digital display
on the screen, and i posing IONSYS afler patient use

Pharmacists must also be trained since they will play an important role in the safe use of IONSYS. Pharmacists may be asked o lake the lead in
ping and g the p and pr y for their hospital o become certified by the IONSYS REMS Program. They

may also be asked to assist in raining other hospital staff in the safe use of IONSYS, Additionally, they could serve as a resource when IONSYS is

implemented hospital-wide. Finally, pharmacists will order IONSYS from , dispense them to the approp storage

on nospital floors, help with troubleshooting, and ensure that patients do not recelve IONSYS as a medication when they leave the hospital.

Nurses and pharmacists must review this information and complete an /ONSYS REMS K ige A prior to disp g or
IONSYS for patient use. Hospitals will also be required to keep a record of all nurses and who the K o
To complete the education and take the IONSYS REMS Ki g , the i steps should be followed:

Educate Maintain

Review the lolowing IONSYS REMS Program complete the JONSYS REMS | Provide the Knowledge Assessment
Knowledge Assessment confimation (f compieted

IONSYS REMS Safety Brochure: Guide for Nurses and Pharmacists ! m:av::éwxm

IONSYS nstructions for Use ana Dispasal

IONSYS Guide for Patients sl oy

ﬁ“mm;:‘ o the Authorized Representative of

Full Prescribing informatio your hospdal for the training record
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15. Create an Account

IONSYS® o o
(fentanyl iontophoretic
transdermal system)€

Forgot Usemame? Fomot Password? Need an Account?

mportant Sataty information | Full Prescribing informaton

Home Palient Information Hospital Certificalion Healthcare Providers Forms & Resources

Create an Account

To create your web account for the IONSYS REMS Program, please complete the fields below. The Usemname you specify must be unique within the
IONSYS REMS Program websile. All fiekds below are required unless otherwise indicated.

First Name
Last Name
Email Address

Certification ID | Optional °

(i you certified via fax, please enler your Certification ID)

Username

[ SuggestUsemame O}, Check Usemanne Avaitabdity

| Use Email Address as Username

Password | e

Confirm Password

TONSYS_REMS_Website_Mockups_V6
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16. Stakeholder Identification Page

I O n SHJ Sw Frank Adam «
(fentanyl iontophoretic
tranSdermal sYstem)E Important Safety iInformaton | Full Presc

Home Patient Information Hospital Certification Healthcare Providers Forms & Resources

Stakeholder Identification

ng Information

Please seiect one of the following stakenholder types (o ensure you are directed to the process that is appropriate 10 your roie:

Hospital Repr ~The individual for certifying their Hospital in the IONSYS REMS
Program. This individual is 1o attest to the requirements and to oversee implementation and compliance:
with the IONSY.S REMS Program. Hospital Authorized Representatives must be trained on the IONSYS REMS Program
requirements and complete the IONSYS REMS Prog ge A prior to to the program

requirements.

Nurses and Pharmacists — Pharmacy and Nursing staff in dispensing or ing IONSYS must be frained on
the IONSYS REMS Program requirements as described in the IONSYS REMS Safety Brochure: Guide for Nurses and
Pharmacists (to which the IONSYS for Use and D and the JONSYS Guide for Patients are attached)
and must complete and submit the IONSYS REMS Program Knowledge Assessment to the Authorized Representative of
their hospital prior 1o dispensing or administering IONSYS for patient use.
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17. Hospital Intake
|On S"IJS- Frank Adam »

(fentanyl iontophoretic
transdermal system)& §
mportant Safety information | Full Prescribing Informaton

Home Patient Information Hospital Certification Healihcare Providers Forms & Resources

Hospital Intake

To certify your hospital in the IONSYS REMS Program, please compiéle the form below and submit. Once certified, you will receive a certification

confirmation via your p methoda of . Al fields below are required uniess olnerwise ingicated

Authorized Representative Intake
First Name
Last Name
Title

State License Number | State .

State License Type - Other
Phone | Ext
Fax
Email Address
Preferred Method of Communication Email Fax
Hospital Intake
Hospital Name
Hospital Address

Hospital Address 2

Hospital City
Hospital State |~ | Hospital Zip
State Hospital License Number | st B

Hospital DEA Number

DEA License Expiration =

e
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18. Nurses and Pharmacists Intake
10NSYSs® Bl 1y Dashboara

(fentanyl iontophoretic
transdermal system)e : o
mportant Satety Information | Full Prescribing Information

Home Patient Information Hospital Certification Healthcare Providers Forms & Resources

Nurses and Pharmacists Intake

Please complete the form below and submit. Once you have the K 9 1t, you will receive a confirmation via your contact

ppreference. All fields below are required unless otherwise Indicated

First Name

Last Name
State License Number - 7' State | =~
State License Type -
Phone Ext
Fax

Email Address

Preferred Method of Communication O Email Fax

M
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19. Hospital Lookup for Nurses and Pharmacists
Ionsvs Frank Adam «

(fentanyl iontophoretic
transdermal system)e " )
important Safety information | Full Prescribing Information

Home Patient Information Hospital Certification Healthcare Providers

Hospital Lookup for Nurses and Pharmacists
Please use the search function below to find the hospital in which you are affiliated. Linking to your affiliated hospital will allow your Authorized

Representative to track the completion of your fraining and Knowledge Assessment.

Zip Code City State

TONSYS_REMS_Website_Mockups_V6
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20. Hospital Lookup for Nurses and Pharmacists with Search
Result
IONSYS”

(fentanyl iontophoretic
transdermal system)€

Rl 11 Dashboard

Important Satety Information | Full Prescnbing Information

Forms & Resources

Home Patient Information

Hospital Certification

Hospital Lookup for Nurses and Pharmacists

Heallncare Providers

Please use the search function beiow to find the hospital in which you are affiliated. Linking to your affiliated hospital will allow your Authorized

Rep to track the 1 of your training and Knowledge Assessment
Zip Code City State
10201 “or- ~and- :
Show 10 ~ entries
Name Address city State Zip Code
Floyd Valley Hospital 890 Main Street New York NY 10201
|| Health & Hospital Com of Marion Co 15 Park Avenue New York NY 10201
1-20f2tems

" | cannot find my Hospital location.
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21. Education Landing Page for Hospital
IONSYS® -

(fentanyl iontophoretic
transdermal system)e - ,
Important Safety Information | Full Prescribing information

Home Patient Information Hospital Certification Healthcare Providers

' Thank you! Your intake was successful.

To review the tools for healthcare provider training and patient education for IONSYS please use the Start bution when you are ready o begin

Education Resources Overview

The IONSYS REMS tools for healthcare provider training and patient education include:

+ IONSYS REMS Safety Brochure: Guide for Nurses and Pharmacists
« IONSYS instructions for Use and Disposal
« IONSYS Guide for Patients

 Full Prescribing information
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22. Education Landing Page for Nurses and Pharmacists

Frank Adam «

My Dashboard

IONSYS®
(fentanyl iontophoretic
transdermal system)e mpartant Satety information | Full Prescribing Informagon

|
Home ‘ Patient Information Hospital Certification Healthcare Provigers Forms & Resources

+/ Thank you! You have successfully linked your account to a Hospital. ‘

To review the tools for healthcare provider training and patient education for IONSYS please use the Start button when you are ready to begin

Education Resources Overview

The IONSYS REMS tools for healthcare provider training and patient education include:

* IONSYS REMS Safety Brochure: Guide for Nurses and Pharmacists
* JONSYS Instructions for Use and Disposal
* IONSYS Guide for Patients

* Full Prescribing Information

23. Header of the Education Page and Knowledge Assessment
for Hospital

« If Hospital Authorized Representative is taking the Education Program and Knowledge
Assessment the Hospital Certification tab will be highlighted as shown below.

Frank Adam »

My Dashboard

1I0NSYS”
(fentanyl iontophoretic
tranSdEfmal 5y5tem,@ mportant Safety information | Full Prescribing Information

Home Palient Information Haospital Certification Healthcare Providers

24. Header of the Education Page and Knowledge Assessment
for Nurses and Pharmacists

s If Nurses and Pharmacists are taking the Education Program and Knowledge Assessment
the Healthcare Providers tab will be highlighted as shown below.
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IONSYS* r—

(fentanyl iontophoretic
transdermal system)e . i ‘
Important Safety Information | Full Prescribing Information

Home ‘ Patient Information Hospital Certification Heaithcare Providers

Note: For the purpose of the mockup document, the header for Education page and Knowledge
Assessment will display with Hospital Certification tab.

25. Education Page 1

Ions\r’s. Frank Adam +

(fentanyl iontophoretic
transdermal system)e& 2 s :
important Safety Information | Full Prescribing information

Home Patient Information Hospital Certification Healthcare Providers Forms & Resources

IONSYS® REMS Safety Brochure: Guide For Nurses and Pharmacists

This guide is for pharmacists and nurses who disp and/or admi IONSYS i ic transdermal system) for patient use.
It includes information about the very imp risk i with the IONSYS Risk Evaluation and Mitigation Strategy (REMS) required
by the Food and Drug Administration (FDA).

What is IONSYS?

IONSYS is an opioid analgesic that should only be used for the short-term a1 of acute pain in adult patients requiring
opioid analgesia in a hospital. IONSYS s a patient-controlled analgesia product that enables surgical patients to push a button to dispense fentanyl
transdermaily as needed for pain. Only the patient may activate IONSYS. Hospital pharmacies will not dispense IONSYS for outpatient use.

What is a REMS?
A Risk Evaluation and Mitigation Strategy (REMS) Is a strategy to manage known or potential serious risks associated with a drug and is required by
the US Food and Drug Administration (FDA) to ensure that the benefils of the drug outweigh its risks. Treatment with fentanyl, the active component

of IONSYS, may result in fe g y depr and death. The Medicines Company has worked with the FDA to develop
the IONSYS REMS 1o prevent such y dep g from acc posure to persons for whom it is not prescrived.
Educating nurses, pharmacists, and other healthcare providers about the risk of r y dep g from P

with IONSYS and ways this risk can be mitigated is an Important part of this REMS. The IONSYS REMS also requires that hospitals be certified in the
IONSYS REMS Program in order to dispense IONSYS.

DEENEDEDDDDEE
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26. Education Page 2

IONSYS® Frank Adam - [P
(fentanyl iontophoretic
transdermal system)€

Home Patient Information Hospital Certification Healthcare Providers Forms & Resources

mportant Safety information | Full Preseribing information

IONSYS® REMS Safety Brochure: Guide For Nurses and Pharmacists (continued)

What Are The Roles Of Nurses And Pharmacists In The Safe Use Of IONSYS?
Hospital nurses piay a critical role in ensuring the safe use of IONSYS. Before administering IONSYS, all nurses must be trained on its safe use,

g its Irouble g, and safe of IONSYS before each patient leaves the hospital. This also includes
understanding that IONSYS can only be used in a hospital setting. Nurses shouid also be involved in educating the patient on how 1o use IONSYS
in a safe manner, resp to and alarms, g proper of IONSYS, monitoring anaigesic use from the digital display

on the screen, and g IONSYS after patient use.

Pharmacists must also be trained since they will play an important role in the safe use of IONSYS. Pharmacists may be asked 1o lake the lead in

ping and the p and p y for their hospilal to become certified by the IONSYS REMS Program. They
may also be asked to assist in training other hospital staff in the safe use of IONSYS. Additionally, they could serve as a resource when IONSYS is

implemented hospital-wide. Finally, pharmacists will order IONSYS from pense them to the approp storage
on hospital fioars, help with troubleshooling, and ensure that patients do not receive IONSYS as a medication when they leave the hospital.

Nurses and pharmacists must review this information and complete an IONSYS REMS g prior o or
IONSYS for palient use. Hospitals will also be required to keep a record of all nurses and ists who complete the a

DEEOBO0EDnD
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27. Education Page 3
IONSYS®

(fentanyl iontophoretic
transdermal system)e

important Safety information | Full Prescribing Information
Home Patient Information

Frank Adam «

Hospital Certification Healthcare Providers Forms & Resources

IONSYS® REMS Safety Brochure: Guide For Nurses and Pharmacists (continued)

How Can IONSYS Be Used Safely?

+ Hospitals must be certified in the IONSYS REMS Program to order, dispense, and administer IONSYS

+ IONSYS should only be used by patients in a hospital selting, must be discontinued prior to the patient leaving the hospital, and cannot be
dispensed for use outside the hospital

+ Nurses and pharmacists must review key risk messages with patients using the IONSYS Guide for Patients (Included with each IONSYS)
- Only the patient should administer doses from IONSYS

- The IONSYS hydrogels shoutkd not come into contact with the patient's fingers or mouth. Ingestion of contact with mucous membranes could lead
to absorption of a potentially fatal dose of fentanyl

- Patients should immediately inform their nurse or pharmacist If IONSY'S falls off of It starts beeping
- Patients should never leave the hospital with IONSYS

- Healthcare providers and those for whom IONSYS s not prescribed should avoid contact with the hydrogel

- Accidental exposure 1o an intact IONSYS of 1o the hydrogel component, especially by children, through contact with skin o contact with mucous
membranes, can resull in a fatal overdose of fentanyl

m
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28. Education Page 4
Ionsvs. Frank Adam «

(fentanyl iontophoretic
transdermal system)& e

Home Patient Information Hospital Certification Healthcare Providers

IONSYS® REMS Safety Brochure: Guide For Nurses and Pharmacists (continued)

oty Informabon | Full Prescribing Information

Healthcare Provider Education And Training

It is important that healthcare provigers within certified hospitals are aware of the risks associated with IONSYS; and that they are propeiy trained on
the assembly and appropriate use of IONSYS. It is also important to teach patients how lo operate IONSYS to self-administer doses of fentanyl as
needed to manage their acute, short-term, postoperative pain. Tools for healthcare provider training and patient training include:

IONSYS REMS Materials

Dear Heaithcare Provider Letters: intended for Hospital Heads of Pharmacy, Nursing, General Surgery, O and Gy gy,
and Orthopedics at certified hospitals.

IONSYS REMS Hospital Enroliment Form: IONSYS can only be p , disp , and in which are certified in the
IONSYS REMS Program. Among other req . the hospital A p must ensure the has doc p

in place to ensure that IONSYS is nol dispensed for use oulside of the certified hospilal

IONSYS REMS g This tests p 1 of the approp: and use of IONSYS,
including important risk messages associated with the safe use of IONSYS

IONSYS REMS Website: This guide, other educational maltenals, letters, the JONSYS REMS Hospital Enrcliment Form, and other important safety
Information are available on the IONSYS REMS Website (www.IONSYSREMS com)

[1]2]3] 4 [s)s]#]s]alwfnioial
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29. Education Page 5

IONSYS' -

(fentanyl iontophoretic
transdermal system)e& o i i
important Satety Informaton | Full Presanbing information

Home Patient Information Hospital Certification Healthcare Providers Forms & Resources

IONSYS® REMS Safety Brochure: Guide For Nurses and Pharmacists (continued)

Other IONSYS Materials
IONSYS Instructions for Use and Disposal (IFUD): This is a helpful guide (hat explains how 10 safely use and dispose of IONSYS. It also includes
a section on how 1o trouble shool any problems with IONSYS. This IFUD is inciuded with each IONSYS and on the IONSYS REMS website.

IONSYS Guide for Patients: A quick reference guige for patients with patient-friendly text describing how to use IONSYS and important risk
messages lo review with patients to promole the safe use of IONSYS. This guide is inciuded with each IONSYS and on the IONSYS REMS websile.

Full F g This P the full for IONSYS system), which
for use and (It also the IONSYS Guide for Patients as an attachment)

Adverse Event Reporting
= Healthcare providers should report all suspected adverse reactions associated with the use of IONSYS. Please contact The Medicines Company
via the IONSYS REMS Program loll-ree at 1-877-488-6835 of the FDA al 1-800-FDA-1088 or al hitp:/\www fda gov/medwalch.

Contact Information For The IDNSYS REMS Program
Www.IONSYSREMS.com of toll free at 1-877-488-6835,
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30. Education Page 6

IonSVS\ Frank Adam »

(fentanyl iontophoretic
transdermal system)€ i Sk i

Home | Patienl Information Hospital Certification Heallhcare Providers Forms & Resources

Instructions for Use and Disposal

IONSYS
Drug Unit Controller

fentanyl iontophoretic transdermal system, 40mcg/aciivation

For single use only. Up to 24 hours or 80 doses, whichever comes first.

Refer to the '] (P1) and the g
materials for more information about IONSYS:
« IONSYS Guide for Patients

* IONSYS REMS Safety Brochure: Guide for Nurses and Pharmacists

Barcode

mEEnEEECoE el
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31. Education Page 7
IONSYS® B

(fentanyl iontophoretic
transdermal system)& i R s ki ”
Important Safety information | Full Prescribing Information

Instructions for Use and Disposal (continued)

1. Prepare Patient Site

A ONLY 1 IONSYS system should be applied at any given time,

a. Choose healthy, unbroken skin on the upper outer arm or chest ONLY
(see Figure 13).

b. Clip excessive hair if necessary. Do not shave—this irritates skin.

. Clean with alcohol and let dry. Do not use soaps, lotions, or other agents.

d. When replacing an IONSYS system, the new system must be applied lo a
different site on the upper outer arm or chest.

[1]2]314]5]6] 7 falatiol
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32. Education Page 8

Ionsvsﬁ Frank Adam «
(fentanyl iontophoretic
transdermal system)e ST S
important Satety information | Full Prescnbing information

Home Patient Information Hospital Certification Heallhcare Providers Forms & Resources

Instructions for Use and Disposal (continued)

2. Assemble IONSYS

A\ Always wear gioves when handiing IONSYS.

A Complete this step before applying IONSYS to patient.

a. Peel back tray lid (see Figure 2a). Remove foil pouch and the controlier.

b. Remove drug unit from foil pouch and place on a hard, flat surface
(see Figure 20)

Continued on next panel.

= Py ey s ey ey Back xt
mEEnEOEECSEEEDED =R
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33. Education Page 9

Ionsvs. Frank Adam «
(fentanyl iontophoretic
transdermal system)e& =

important Salety Information | Full Prescnbing Information

Home Patient Information Hospital Certification Healthcare Providers

Instructions for Use and Disposal (continued)

2. Assemble IONSYS (cont.)

¢ Align the malching shapes (see Figure 2c).

d. Press on both ends of the device 1o ensure that snaps al both ends are fully engaged (see Figure 2d).
. Wait for system 1o complete self-test and the digital display to read 0" (see Figure 2e).

Fig. 2¢c Fig. 2e

3. Train Patient on Proper Use of IONSYS
A Refer to the IONSYS Guide for Patients to counsel your patient on the safe use of JONSYS

(1]2]3]4]sl6]7] ] s holulainlshsis ““
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34. Education Page 10
IoNsSYs®

(fentanyl iontophoretic
transdermal system)&

Home Patient Information Hospital Certification

Instructions for Use and Disposal (continued)

4. Apply IONSYS to Patient

A\ Always wear gloves when handling IONSYS.

a Peel off clear liner and apply IONSYS to the prepared sile (see Figure 4a).

b. Press and hold IONSYS onto patient for 15 seconds by pressing the edges
with fingers (see Figure 4b). Do not press dosing button.

C. INFONSYS Is not securely adhered, see IONSY'S Troubleshooling — Poor
skin contact.

NOTE: Ensure proper display orientation by reading “Doses Delivered” printed

Dbelow the digital display.

[1]2]3]als]e]7]6]s ol

BEEDEE
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35. Education Page 11

IONSYS®
(fentanyl iontophoretic
transdermal system)&

Home Patient Information

Hospital Certification

Instructions for Use and Disposal (continued)

5. Verify Proper Use of IONSYS

A Remember that ONLY the patient should press the dasing button.

A Remove before MRI or graphic p as y.

+ Patient will initiate a dose by pressing and releasing the button twice in 3 seconds

« Each dose will be delivered over 10 minutes. During this lime IONSYS is locked-
out and will not respond 1o additional button presses

+ During the 10 minutes the light will blink green at a fast rate and the display will
alternate between a walking circle and the number of doses delivered

(see Figure 5)

DEEDEOEDEDEEERDNDD
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Fig. 5

Walking circle
during dosing
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36. Education Page 12

IoNsYs*
(fentanyl iontophoretic
transdermal system)€

mportant Safety Information | Full Prescnbing Information

Home Palien! information Hospital Certification Healthcare Providers

Instructions for Use and Disposal (continued)

6. Remove IONSYS from Patient and Dispose

A Foliow your ' for g or refer lo the P! for more information.

A Always wear gioves when handling IONSYS.

A Important: If drug gel contacts your skin, thoroughly rinse area with water. Do not use soap.

a With gloves on, remove IONSYS from the patient (see Figure 6a).

b. Pull the red tab lo separate the red housing containing the drug (see Figure 6b).

¢ Fold the red housing in half and dispose per your institution’s procedures of fiush down the loilet (see Figure 6¢).
. Hold down dosing button until dispiay goes blank and dispose in waste designated for batteries.

.

NEBNE0EBREDEDNED [ sacx | e |

Fig. 6¢c

)
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37. Education Page 13

IonSVS- Frank Adam «
(fentanyl iontophoretic
transdermal system)&

important Safety Infarmation | Full Prescribing Information

Home Patient Information Hospital Certification Healthcare Providers

Instructions for Use and Disposal (continued)

IONSYS Troubleshooting
After successtul assembly or anytime during use:

Reference ID: 3844928

If you see or hear this... ..then do this:
Blirﬂcipgradfof‘lﬁm Poor Skin Contact
'\W?gevinubr a. Il IONSYS appears 1o be loose or lifling from skin, secure it to patient's skin by
ynconds pressing the edges with fingers or securing with nonallergenic tape.
Steady b. If using tape, apply it along the long edges to secure IONSYS to patient's skin
IGNEVSIS nit J Do not cover the button or display.
mnly’:dmed . After taping, If IONSYS beeps again, remove and dispose. Place a new IONSYS
on a different skin site.
I 1—-Tapem d. Do not tape if evidence of blistered or broken skin.
J  long edges
Nolight Low Battery or Defective System
—No beeps a. Do not use the system.
: b. Dispose of IONSYS per instructions in section 6.
~Blank display c. Place a new IONSYS on a different skin site.
Blinking red By stany Emor
%_mm a. Remove from patient.
( continuously b. Hold down dosing button until beeping stops and display goes blank.
Steady ¢ Dispose of IONSYS per inslructions in section 6.
number d. Place a new IONSYS on a different skin sile
No light End-of-Use (80 doses or 24 hours)
) ®*N°W a. Remove from patient
b. Hold down dosing button until display goes blank.
Blinking ¢ Dispose of IONSYS per instructions in section 6.
manber d. Place a new IONSYS on a different skin site.
uBODEOEDBCEEE: [ eocx | e |
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38. Education Page 14

IONSYS:

(fentanyl iontophoretic
transdermal system)€ s B W P S

e | ruenomaen [P ..

IONSYS Guide for Patients

Important
Parts of the IONSYS system:
« IONSYS is only for use in the hospital. Do not leave the hospital with an IONSYS
on your skin | Light
- IONSYS can cause lifi ing g p of death if it is used other
. — Dosing
than described in the section “How do | use IONSYS?" below Button
« Keep the IONSYS out of the reach of children
IONSYS — Digital
Display
= Contains the prescription medicine, fentanyl. Fentanyl is a very strong narcotic
pain medicine (opioid)
« Is only used in the hospital for adults with short-term pain after surgery
« Is a patient-controlied medicine system that sticks lo the skin. It will be applied by
your healthcare provider on your upper outer amm or chest -
Do not use IONSYS if you are allergic to
- Fentanyl
- Cepacol (cetylpindinum chioride)
Back Next
DEEODEOEDODOEDD i
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39. Education Page 15

Ionsvsm Frank Adam «
(fentanyl iontophoretic
transdermal system)€ y

Important Safaty Information | Full Prescribing information

Home Patient Information Hospital Certification Healthcare Providers

IONSYS Guide for Patients (continued)

Your heaithcare provider:

= Wil tell you about IONSY'S and teach you how to use it

= Will put an IONSYS on your skin (on your upper outer arm o chest) after your surgery

« Will control pain from your surgery with other pain medicines until you are awake enough 10 use IONSYS

= Will check you for side effects from IONSYS

= Must replace your IDNSYS as needed. You should not replace your IONSYS yourself

« Will remove your IONSYS before you leave the hospital. Do not leave the hospital with an IONSYS on your skin

How do | use IONSYS?

= You can push the IONSYS dosing button when you need to control your pain or
just before you do an activity that may increase your pain such as physical therapy
or getting out of bed

+ To get a dose of pain medicine from IONSYS, press and release the dosing button
twice within 3 seconds

+ When you push the dosing bulton you will hear a single beep and the green light
will start blinking quickly. The green light will continue to blink quickly for the 10
minutes It takes 10 deliver a dose of IONSYS

+ During this time, IONSYS will not deliver another dose even if you press the cosing button again

+ IONSYS can only be activated every 10 minutes

« When IONSYS is finished delivering a dose, the green light will start blinking slowly. This means you can give yourself more pain medicine, i
needed. Just press and release the dosing button twice within 3 seconds like you did before. The digital display will tell your heaithcare provider
how many doses you have received. Each IONSYS may be used for up to 24 hours or a maximum of 80 doses, whichever comes first

« NIONSYS starts beeping at any time tell your healthcare provider right away

Next
DEE0E0H00DNDERDED “
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40. Education Page 16
IONSYS®

(fentanyl iontophoretic
transdermal system)&

Home Patient Information

IONSYS Guide for Patients (continued)

Hospital Certification

Tell your healthcare provider right away if:
« You have any questions about IONSYS
+ You are still having pain
+ IONSYS falls off your skin

Frank Adam -

mportant Safely informaton | Full Prescribing informaton

Heallhcare Providers Forms & Resources

* You have trouble using IONSYS. Your healthcare provider will check your IONSYS to make sure it is working

Do not:

+ Do not let anyone eise press the IONSYS dosing button for you. You are the only person who should push the dosing button

+ Do not touch IONSYS If it falls off of your skin. Tell your healthcare provider right away if your IONSYS comes off of your skin. Rinse your hands

with water (do not use soap) right away It you accidentally touch the sticky side of IONSYS, and tell your healthcare provider right away

+ Do not et others louch IONSYS
« Do not remove or replace IONSYS yourself

= Do nol leave the hospital with an IONSYS on your skin. Make sure your healthcare provider removes your IONSYS before you leave

the hospital

DHEOBEEHDODDERRDED
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41. Knowledge Assessment Landing Page

IONSYS®

(fentanyl iontophoretic
transdermal system)e

Home Patient Information Haspital Certification

Knowledge Assessment

You are now going 1o review questions that will test your knowledge of the
appropriate use of IONSYS® (fentanyl iontophoretic transdermal system) -

i Wi

in the IONSYS REMS Program you will need to answer ALL questions
correctly, Please select the best oplion for each question,

You will have a maxi of six 1o pass the After three

unsuccessfiul attempts, the educalion resources are required to be reviewed
again before retaking the Knowledge Assessment

42. Knowledge Assessment #1
IONSYS®

(fentanyl iontophoretic
transdermal system)e

Home Patient Information Hospital Certification

Knowledge Assessment

Question 1

risk with its safe use. To be certified

Frank Adam »

mportant Safety information | Full Prescribing information

Healthcare Providers Forms & Resources

Frank Adam «

My Dashboard

imponant Safety informaton | Full Prescribing informaton

Healthcare Providers Forms & Resources

The IONSYS Risk Evaluation and Mitigation Strategy (REMS) is required by the Food and Drug Administration (FDA) to:
' A. Prevent respiratory depression resulting from accidental exposure to persons for whom it is not prescribed

B. Educate heaithcare providers about the risk of

P Y Gep

C. Ensure that IONSYS is

isp and only within
) D. All of the above
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43. Knowledge Assessment #2

Ionsvs. Frank Adam »

(fentanyl iontophoretic
transdermal system)e ) :
Important Satety information | Full Prescribing informaton

Home Patient Information Hospital Certification Healthcare Providers

Knowledge Assessment

Question 2

It is important that only P s are about the safe use of IONSYS.
A True

B. Faise

44. Knowledge Assessment #3

IOnS"IJSA Frank Adam «

(fentanyl iontophoretic
transdermal system)e S

Home Patient Information Hospital Certification Healthcare Providers

Knowledge Assessment

Information | Full Prescribing Information

Question 3

IONSYS may be sent home with the patient upon leaving the hospital.
A True
B. Faise
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45. Knowledge Assessment #4

IONSYS®
(fentanyl iontophoretic
trar‘Sdermal SyStem)E important Satety Infarmatoen | Full P

Home Patient Information Hospital Certification Healthcare Providers.

Knowledge Assessment
Question 4
Healthcare providers (nurses and pharmacists) should avoid contact with the IONSYS hydrogel (i.e.. wear gloves) when:
A_ Applying IONSYS
8. Monitoring Patient Use of IONSYS
C. Removing IONSYS
D. Disposing of IONSYS
E_All of the above

Next

bing infarmaton

46. Knowledge Assessment #5

(fentanyl iontophoretic
transdermal system)& 5
important Satety Information | Full Prescribing informaton

Home Patient Information Hospital Certification Healihcare Providers Forms & Resources

Knowledge Assessment

Frank Adam »

¢ Dashboard

Question 5
The IONSYS Guide for Patients contains important information for the patient. Which one of the g is
A. The IONSYS REMS Program will provide this guide to patients by mail after a patient has left the hospital
B. This guide only needs to be reviewed with the patient's caregiver before initiating treatment with IONSYS, because the patient may not be

able to understand the instructions for use
€. This guide should be reviewed with patients and caregivers before initi with IONSYS
D. The IONSYS Guide for Patients can only be from hospital
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47. Knowledge Assessment #6
IONSYS®

(fentanyl iontophoretic
transdermal system)&

Home Palient Information Hospital Certification Healthcare Providers

Knowledge Assessment

Question &
There is a risk of fatal overdose with inappropriate use or handling of IONSYS. Which of the following answers is most accurate?
) A, IONSYS can be fatal if misused by children
B. IONSYS can be fatal if used by anyone for whom it is not prescribed
C. IONSYS can be fatal if the hydrogels are ingested or if they come info contact with a healthcare provider's or patient's mucous membranes
_) D. All of the above

48. Knowledge Assessment #7

|OﬂSVS Frank Adam » m

(fentanyl iontophoretic
transdermal system)e _— . .
Important Safety information | Full Prescribing information

Knowledge Assessment
Question 7
Which of the g is regarding safe disposal of IONSYS?
A, IONSYS unils should be removed using gloves - assuring boih hydrogeis remain with the unit
B. The bottom housing containing the gels should be separaled from the electronics (top housing) by pulling the red tab, and the bottom should be
folded in haif with the sticky side facing in. It should be disposed by flushing down the toilet o g
C. Disposal of IONSYS shouid comply with hospital operating policies and procedures
D. All of the above
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49. Knowledge Assessment #8
Ionsvs. Frank Adam «

(fentanyl iontophoretic
transdermal system)e )
Imponant Safety Information | Full Prescnibing Informaton

Home Patient Information Haospital Certification Healthcare Providers

Knowledge Assessment

Question 8
Which of the following factors increases the risk of overdose of fentanyl from IONSYS?
A Instructing someone other than the patient to administer doses from IONSYS
B. The patient must press the dose button twice within 3 seconds to administer a dose from IONSYS
C. Applying only one IONSYS to a patient at any time
D. IONSYS should only be applied to patients who can understand how 10 use IONSYS without help

50. Knowledge Assessment #9
IOnSVS- Frank Adam «

(fentanyl iontophoretic
transdermal system)& AUEIOEy - o
mportant Safely information | Full Prescribing information

Home Patient Information Hospital Certification Healthcare Providers Forms & Resources

Knowledge Assessment

Question 9
What action is most likely to prevent IONSYS from being used outside of the hospital?
A. Having Inadequate record keeping of IONSYS dispensing
B. Removing IONSYS from the patient prior to leaving the hospital
C. Having inadequate hospital procedures for IONSYS disposal
D. Applying IONSYS to the upper, outer arm, or chest
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51. Knowledge Assessment - Success Page for Hospital

Ionsvs. Frank Adam »

(fentanyl iontophoretic
transdermal system)e

mportant Safety informanon | Full Prescribing informaton
Home Patient Information Hospital Certification Healthcare Providers Forms & Resources

Knowledge Assessment Results

" Congratulations! You have now pleted the it

You answered all the questions correctly and have passed the assessment. Please press the Next button to complete your hospital's certification in the
IONSYS REMS Program.

Knowledge Assessment Code: 1425-F545-S89P &=

QUESTION 1
The IONSYS Risk Evaluation and Mitigation Strategy (REMS) is required by the Food and Drug Administration (FDA) to: ]
" D All of the above

QUESTION 2
It s important that only heaithcare providers are educated about the safe use of IONSYS.
v B.False

QUESTION 3
IONSYS may be sent home with the patient upon leaving the hospital.
v B False
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52. Knowledge Assessment - Success Page for Nurses and
Pharmacists
IONSYS®

(fentanyl iontophoretic
transdermal system)€

mporiant Satety inlormason | Full Prescribing informason

Home Patienl Information Hospital Cerifficalion Forms & Resources

Knowledge Assessment Results

' Congratulations! You have now leted the

‘You answered all the questions comectly and have passed the assessment. Below is your IONSYS REMS Program Knowledge Assessment Code
‘You and your Hospital Authorized Representative (if applicable) will receive an email confirmation

Knowledge Assessment Code: 1545-H454.P545 =

QUESTION 1
The IONSYS Risk Evaluation and Mitigation Strategy (REMS) is required by the Food and Drug Administration (FDA) to:

' D. All of the above

QUESTION 2
It is important that only healthcare providers are educated about the safe use of IONSYS.
+ B False

QUESTION 3
IONSYS may be sent home with the patient upon leaving the hospital.
v B.Faise
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53. Knowledge Assessment - Failed Attempt Page

Note: For the purpose of the mockup document the header will display with Hospital Certification
tab; however, depending on the stakeholder type the appropriate tab will be highlighted.

IOﬂSVS. Frank Adam

(fentanyl iontophoretic
transdermal system)& mportant Safaty informaton | Full P

Home Patient Information Hospital Certification Healthcare Providers

Knowledge Assessment Results

cribing informason

We're sorry, you did not pass the Knowledge Assessment. ‘

Below Is a summary of your response. Afler three falled attempts, you must review Ihe IONSYS REMS education resources before retaking the
assessment. You have a of six pis to pass the Piease use ihe Retake Assessment button below 10 cormect your

answers. Alternalively, you may revisit the IONSYS REMS education resources then lake the assessment again

QUESTION 1 |
The IONSYS Risk Evaluation and Mitigation Strategy (REMS) is required by the Food and Drug Administration (FDA) to: {
" D. All of the above

QUESTION 2
It is important that only healthcare providers are educated about the safe use of IONSYS.

X B Tue

QUESTION 3
IONSYS may be sent home with the patient upon leaving the hospital.

' B. False

Education Resources Retake Assessment
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54. Knowledge Assessment - Failed 3™ Attempts

Note: For the purpose of the mockup document the header will display with Hospital Certification
tab; however, depending on the stakeholder type the appropriate tab will be highlighted.

IonSvS» Frank Adam «

(fentanyl iontophoretic
transdermal system)& ) -
mportant Satety informaton | Full Prescribing inlormaton

Home Patient Information Hospital Certification Heallhcare Providers

Knowledge Assessment Results

We're sorry, you did not pass the Knowledge Assessment.

Below Is a summary of your response. You must review the IONSYS REMS education resources again before you attempt to retake the Knowledge
Assessment. Please use the Education Resources bution to review the education resources. Once your review is compleie, you can retake the

assessment again

QUESTION 1
The IONSYS Risk Evaluation and Mitigation Strategy (REMS) is required by the Food and Drug Administration (FDA) to: H

+" D. All of the above

QUESTION 2
It is important that only healthcare providers are educated about the safe use of IONSYS.

X B True

QUESTION 3
IONSYS may be sent home with the patient upon leaving the hospital.
+ B False

arremet EIEEIC E00
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55. Knowledge Assessment - Failed 6™ Attempts

Note: For the purpose of the mockup document the header will display with Hospital Certification
tab, however, depending on the stakeholder type the appropriate tab will be highlighted.

IOnSHJSs Frank Adam «

(fentanyl iontophoretic

transdermal system)& T TR Ry e
mportant Safety Informaton | Full Prescriting Information

Knowledge Assessment Results

We're sorry, you did not pass the Knowledge Assessment.

Because this was your sixth failed atlempt at the Knowledge Assessment your ability to take the Kn A has been
In order to reset your Knowledge Assessment attempts you must contact the IONSYS REMS Program at 877-488-6835.

arrenet DEBBOBE0O
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56. Hospital Attestation
1I0NSYS® freoksan - [T

(fentanyl iontophoretic
transdermal system)e€

Hospital Attestation

Imponant Satety Wiermaton | Full Pretcbing nkamaton

To compiéte the cerification for Health & Hospital Corp of Marion Co into the IONSYS REMS Program oniine, please review the altestation
‘section beiow 10 provide your along with sign and sigr date

Altematively, you may print your online enfoliment form and fax it 1o the IONSYS REMS Program ol B77-486-5835. &

As an for the hospaal, 1, Frank Adam. attest to the folowing IONSYS REMS Program requirements:
1 understand that IONSY'S is only avaliable through the IONSYS REMS Program. As the | must
comply with the proge for 1o ensure that IONSYS s only ordered, prescribed. dispensed, and

In certified o that
1. 1 am the by My hospital 1o compiete ceriMcation on behall of the hospital and oversee

implementation and compiiance with the IDNSYS REMS Program

2. 1atest that this hoSPRA! provides acule care, treats Palients in the hospital, and offers post-operative pain management

3. 1have reviewed Ihe IONSYS Prescribing information, JONSYS REMS Safety Brochure: Guide for Nurses and Pharmacists (lo which

he IONSYS for Use and and the IONSYS Guide for are . and | have

e IONSYS REMS Knowledge Assessment.

1 understand the benefits and risks associated wih IONSY'S and the requirements of the IONSYS REMS Program.

5. | will ensure all stall, including pharmacy and nursing stal, involved in dispensing or adminisiering IONSYS have been lrained on the
IONSYS REMS Program as in the REMS Safety Brochure: Guide for Nurses and Pharmacists (1o
which the IONSYS for Use and and the IONSYS Guide for e and have
completed the IONSYS REMS Knowiledge Assessment. This training will be documented

6. 1 'wil estabiish Of Oversee INe [YOCESSES, ProCEdures, SySIems, ofder sets, Drolocols, and/or ofher measures 10 help ensure complance

with the requirements of the IONSYS REMS Program. These processes, procedures, andior ofher measures will be documented

| understand that the hospal will not sefl, ioan, of ranster IONSYS y to any other or

1 wil ensure that the cerlified hospital mvolved in the and of IONSYS are informed of risks of

Y and ihe of the IONSYS REMS by dstributing the Dear Healthcare Provider Letiers and Dear Hospital

Phamacy Letter within 3 weeks of 1 of in the IONSY'S REMS Program.

9. Iunderstand ihat the hospital pharmacy s noft o dispense IONSYS for use cutside the hospital

10. 1 understand that IONSYS must be removed from the patient pros 1o the patient leaving the hospital

11. 1 will report any adverse events suggestive of ¥ resuiting from with the use of
JONSYS to The Mediones Company of the FDA.

12 1 will comply with requests 1o be audited by The Medicnes Company 1o ensure thal all processes and procedures are in place and are
being followed for Ine IONSYS REMS Prograim and app L] Upon request.

13 1 will renew this hospital's certification in the IONSYS REMS Program every 3 years afler inisal certibcation

14 1 understand this hospital must have a new tepr an IONSYS REMS Hospital Enroliment Form ana
successiully compiete the IONSYS REMS Knowledge Assessment within 4 weeks of Bve hospital designating a new Authorized
Representative

-

~

] By checking ths box. | agree 1 the responaibiity outined above and hereby state that 3l of the information | have submited i truthiul and accurate.

Signature l Mt match First and Last name (txmve ] Signature Date =
e |
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57. My Dashboard - View Hospitals

Frank Adam »

I0NSYS®

(fentanyl iontophoretic

transdermal system)& ) E )
mportant Safety Information | Full Presenibing informason

My Dashboard
Welcome to your IONSYS REMS Program dashboard

View Hospitals View Nurses and Pharmacists

Below is/are your Hospital location(s) cerlification details. Piease use the Add Hospital button to add a new hospital location

Show 10 ~ entres

Nome Address Certification ID  Certification Status ~ Certified Date  Expiration Date  Actions

Health & Hospital Corp of Manion Co 15 Park Avenue, New York NY 10201 FACS49482299 Centified 03152015 03152018 View
Floyd Valley Hospital 890 Main Streat, Phoenix AZ 84747 FACS48484848  Incompiete Resume
‘Westem State Hospital 24E T7th Street, Los Angeles CA90027 FAC845656656 Deactivated 0311572015 07272015 Re-ceriify
1-30f3items 1

Add Hospital —
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58. My Dashboard - View Nurses and Pharmacists

IONSYS® s

(fentanyl iontophoretic
transdermal system)€

mportant Safaty informaton | Full Prescnbing information
Home Patient Information Hospital Certification Healthcare Providers Forms & Resources

My Dashboard
Welcome to your IONSYS REMS Program dashboard

] View Nurses and Pharmacists

Below are the nurses and pharmacists associated with your Hospital location(s) along with their Knowledge Assessment
slatus. Please use the Add Nurses and Pharmacists button to affiliate a new nurse and/or pharmacist.

Show (10 ~ | entries

Name Hospital Name Hospital Address

Status  Code Completion Date  Expiration Date
John Doe Healtn & Hospital Corp of Marion Co 15 Park Avenue, New York NY 10201 Complete  1425-F545-830P 0511572015 05/152018
John Smith Floyd Valley Hospital 890 Main Street, Phoenix AZ B4747  Incomplate
1-20f 2 items g
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59. My Dashboard - View Nurses and Pharmacists with Add
Nurses and Pharmacists Functionality

Ionsvs. Frank Adam »

(fentanyl iontophoretic
transdermal system)&

important Sately Intorrmation | Full Prescribing information

Patient Information Hospital Certification Healthcare Providers Forms & Resources

My Dashboard
Weicome 10 your IONSYS REMS Program dashboard

[ View Hospias | T

Below are the nurses and pharmacists associaled with your Hospital location(s) along with their Knowledge Assessment
stalus. Piease use the Add Nurses and Pharmacists butlon to affiliate a new nurse and/or pharmacist.

Show |10 « | entries

Name Hospital Name Hospital Address

Status Code Completion Date  Expiration Date
John Doe Heatth & Hospital Corp of Marion Co 15 Park Avenue, New York NY 10201 Complete  1425-F545-380P (0SNS2015 05152018
dohnSmith  Floyd Valley Hospital 500 Main Street, Phoenix AZ 84747 Incompiete
1-202 Rems L I

Add Nurse Pharmacists -5

Add Nurses and Pharmacists
To add affiliate nurses and/or pharmacists to your Hospital, please enter their Ki = Code and press Search. If your search
results contain the nurses of pharmacists you were looking for, please use the Add button to affiliate them to your hospital.

Knowledge Assessment Confirmation Code

Knowledge Assessment Code Name Address Phone
1425-F545-580° John Do 123 Main Strest, New York. NY 10001 555-555-5555
1-10f1items 1
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60. Hospital Certification Progress - Certified

Ionsvsn Frank Adam «

(fentanyl iontophoretic
transdermal system)& == . P "
mportant Safety informaton | Full Frescribing Information

Home Patient Information Hospital Certification Heallhcare Providers

Health & Hospital Corp of Marion Co

From the table below you can view and track your certification progress fof the hospital

Activity Progress Action
I Account Regisiration v Completed

Enroliment Form v Compieted

Education Resources + Compieted Download Education Resources
| m = 2 i

Certification Attestation + Compieted Print Confirmation

My Profile '  Available View

61. Hospital Certification Progress — Incomplete Certification

IO n S\l‘, Sd Frank Adam «

(fentanyl iontophoretic
transdermal system)e a . B
mportant Safety informaton | Full Prescribing informaton

Home Patient Information Hospital Certification Heafthcare Providers

Floyd Valley Hospital

From (he table below you can view and track your certification progress for the hospital

Activity Progress Action

Account Registration « Completed

Enroliment Form Incomplete Edit Enrollment Form
Education Resources Incomplete Start Education Program
Certification Attestation Incomplete

My Profile ' Available View
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62. Nurses and Pharmacists Progress - KA Incomplete

Ionsvs. Frank Adam «
(fentanyl iontophoretic
transdermal system)& - ) )

mportant Satety Information | Full Prescribing Information

Home Patient Information Hospital Certification Healthcare Providers

Frank Adam

From the table below you can view and track your progress

Activity Progress Action

Account Regisiration « Completed

Education Resources Incomplete Start Education Program
Ki

63. Nurses and Pharmacists Progress — KA Completed

Ionsvs. Frank Adam «
(fentanyl iontophoretic
transdermal system)e

important Safety Information | Full Prescribing infarmation

Home Patient Information Hospilal Cerfification Healthcare Providers

Frank Adam

From the table beiow you can view and (rack your progress.

Activity Progress Action

Account Registration « Completed

Educalion Resources « Completed Download Education Resources.
Knowledge Assessment + Completed Print Confirmation
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64. Hospital Certification Confirmation

|OnSVS Frank Adam «

(fentanyl iontophoretic
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Certification Confirmation

Congratulations! Your hospital is now certified in the IONSYS REMS Program.

Below Is your IONSYS REMS Program Cerfification |D. Please retain this information for your records.
Certification ID: FAC84747474 &

You may now.
* Manage your hospitals
+ View your profile
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65. Authorized Representative Profile

0 Frank Adam «
IONSYS My Dashboard
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Home Patient Information Hospital Certification Healthcare Providers

Authorized Representative Profile

Your profile information is displayed below. If you need to make any changes to your profile please contact the IONSYS REMS Program at
877-488-6835. To go back to your Dashboard please use the My Dashboard button in the top right comer of this website

Name <First and Last Name>

Title  Nurse
Phone 898-938-8484
Ext 8558

Fax 585-383-3838
Email <email address>

Preferred Method of Communication Email
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66. Forms & Resources

IONSYS®
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Forms & Resources

Fargat Uhermane™ F

Forms

% IONSYS REMS Hospital Enrollment Form

Resources

IONSYS REMS Safety Brochure: Guide for Nurses and Pharmacists

IONSYS REMS Knowledge Assessment

Dear Healthcare Provider Letter - Department Head: Surgery

Dear Healthcare Provider Letter - Department Head: Anesthesia

Dear Healthcare Provider Letter - Department Head: Nursing

Dear Healthcare Provider Letter - Department Head: Obstetrics and Gynecology

Dear Healthcare Provider Letter - Department Head: edics

Dear Hospital Pharmacy Letter

IONSYS Instructions for Use and Disposal
IONSYS Guide for Patients

il pf g R b pf B R gl R R

Full Prescribing information
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67. Request Username
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Request Username

Please enter your cr in the spaces pi below. Your will be sent to your registered email address with the IONSYS REMS
Program

First Name

Last Name

Email Address
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68. Request Password

(fentanyl iontophoretic Forgot Unermame? Forgot Pasrmnt? Newd an Account?
transdermal system)& _ " .
Imporiant Safety information | Full Prescribing information

Home Patient Information Hospital Certification Healthcare Providers

Request Password

Please enter the usemame and email address you used to register in the IONSYS REMS Program below. You will receive an email with a temporary
password. Please follow the instructions in the email to reset your password.

Username

Email Address

69. Change Password

IONSYS® Frooknien - |F—]
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Home Paltient Information Hospital Certification Healthcare Providers Forms & Resources

Change Password

To change your password, please use the fields below. Your new password must be at least eight (8) characters in length and confain at least one
letter and one number. Passwords are case sensitive

Current Password
New Password |@

Confirm New Password
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70. Contact Us
IONSYS®

(fentanyl iontophoretic Forgot Usermara? Forot Prssword? Heed an Account?
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Home Patient Information Hospital Certification Healthcare Providers

Contact Us

If you have any questions or require additional information, please contact the IONSYS REMS Program utilizing the information provided below.

Phone Number
877-488-6835

Fax Number
877-488-8601

Mailing Address
IONSYS REMS Program

P.O. BOX 26242
PHOENIX, AZ 85038-9242
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

JUDITH A RACOOSIN
11/12/2015
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