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ADASUVE® REMS Program

Click here to see the REMS
Program Enrollment Information
for Healthcare Facilities

ADASUVE is a drug-device combination product that ol of the ic agent
loxapine in a single oral innalation. ADASUVE has been approved by l.he US Food and Drug
Administration (FDA) for the acute t of = or bipolar |
disorderin adults. Click the Iif;lks below to see the
r
The FDA has determined that a Risk Evaluation and Mitigati y (REMS)is y for
ADASUVE to ensure that the of i the risks of bronchospasm. © Healtt o 2 &
ealthcare Provider Brochure

The purpose of the ADASUVE REMS Program is to miti the risk of that has the

to lead to Y and respi y arrest. © Steps for Safe Use of ADASUVE
In order to mitigate the risk, the ADASUVE REMS Program requires that ADASUVE is only = .

in enrolled access on site to supplies and ° ADASUVE Education Prngran’\

personnel trained to ge acute and ready access to emergency
renhone eraen, © ADASUVE Instructions for Use

In addition. the REMS Program will inform healthcare professionals about:
© ADASUVE Order Set/iProtocol Template

- The risk of bronchospasm after ADASUVE administration
- Appropriate patient selection

- Momlonng patients after ADASUVE administration

. of br . if it occurs

Iimportant Safety Information About ADASUVE

Risk of Bronchospasm

ADASUVE can cause bronchospasm that has the p to lead to Y and
respiratory arrest.

Administer ADASUVE only in an enrolled healthcare facllrty that has immediate access on

site to and ready access to
services. iti must have a short-actmg bronchodilator (e.g.
). a and for the of
bronchospasm.
ADASUVE is in with a or history of asthma,

(COPD), or other lung disease associated with
b d risk of

y
they are at i

ADASUVE is also contraindicated in patients with acute (e.g-.
wheezing) or who are y taking to treat aimays dlseaso. such as asthma
or COPD.

ADASUVE is contraindicated in patients with a history of bronchospasm following ADASUVE
treatment.

Prior to administering ADASUVE, screen pati garding a current di or history or
symptoms of asthma, COPD and other Iung i and i i ing chest

signs. for signs and symptoms of
wnh ADASUVE.

The Use of ADASUVE Should Be Accompanied by a 4-step Process of: Screening,
ing, and

for Safe Use of ADASUVE

Ask if patient is taking medication to treat asthma or COPD and/or check
medical records

Ask if patient has a current diagnosis or history of asthma, COPD or other lung
disease and/or check medical records

Examine patients (including chest ) for y abnor
(e.g.. wheezing)

Do not use in i with acute y signs or with a
current diagnosis or history of aslhma. COPD or omer lung disease
with T with use to
treat y such as or COPD
Q Counsel patient/caregiver on potential for bronchospasm that may occur after

dosing and the need for them to report symptoms immediately

COUNSEL
Monitor patient every 15 minutes for at least 1 hour after treatment for signs

Q and sy of chest
sONITOSR Ask patient every 15 minutes about any difficulty breathing

Treat bronchospasm with an inhaled short-acting beta-agonist bronchodilator
(e.g.. albuterol)

If i Y. provide therapy for bronchospasm per
asthma gu'delmes

These risks do not constitute a complete list of all the risks associated wnth ADASUVE. Please see
the Prescrbing Information, including Boxed ing. for more i g the risks
associated with ADASUVE.
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#» Cilick here 10 see Prescribing information, including Boxed Warning.




2. REMS Program Enrollment Page

=
adasuve

{loxaping) inhalation powder

# Prescribing Informafion | Medicafion Guide | Contact Us

Healthcare
Provides Brochure

Safe Use
of ADASUVE

ADASUVE
Instructions for Use

REMS Program
Enroliment

ADASUVE® REMS Program €nrollment

« Enrolls in ADASUVE REMS Program

+ Authorized healthcare facility representative attests to
certain criteria required for receipt of ADASUVE order

© CUCK HERE TO ENROLL

HEALTHCARE

FACILITY

ADASUVE Healthcare Facility Enroliment

ADASUVE will be dispensed only to patients in healthcare facilities that are enrolled in the
ADASUVE REMS Program.

ealthcare Facility Representativi

For each healthcare facility, an authorized healthcare facility representative is required to
complete and sign the Healthcare Facility Enroliment Form acknowledging that the enrolled
healthcare facility meets specific requirements. This representative may be a pharmacist. or another
healthcare professional with the appropniate level of responsibility within the healthcare facility, who
is authorized to act on behalf of the facility.

care Facili ificati t

Each healthcare facility must be able to provide:

Immediate access on site to supplies and personnel trained to manage acute bronchospasm and
ready access to emergency response services. This healthcare facility must have a short-acting
bronchodilator (e.g. albuterol), including a nebulizer and inhalation solution, for the immediate
treatment of bronchospasm
» Medical/psychiatric (physk . nurses, etc.) staff on site at all imes (24 hours a day/7 days a
week) trained to manage acute bronchospasm.

Procedures, protocols, and/or order sets to ensure the following:

— Patients are screened, prior to treatment with ADASUVE, for a history of pulmonary disease
and for acute respiratory signs and symptoms by physical exam, including taking vital signs
and chest auscultation, and inquiring if patient is taking medication to treat asthma or COPD

— Patients are monitored at least every 15 minutes for 2 minimum of 1 hour following treatment
with ADASUVE for signs and symptoms of bronchospasm. including taking vital signs and
chest auscultation

— Administration of ADASUVE is limited to 1 dose per patient within 24 hours

Healthcare providers within the facility (prescribers, nurses, monitoring staff. or pharmacists) who
are trained on the safe use of ADASUVE using the ADASUVE Education Program

These risks do not constitute a complete list of all the risks associated with ADASUVE. Please see
the Prescrbing Information, including Boxed Warning, for more information regarding the risks
associated with ADASUVE

©2017 Galen US Inc
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» Click here to see Prescribing information, inciuding Boxed Waming.

Click here to enroll as
a Healthcare Facility in
the ADASUVE REMS Program

Click on a link below to view, print or
order the corresponding material
intended for healthcare professionals
in enrolled Healthcare Facilities:

o Schedule ADASUVE Education
Program In-service

°View or print ADASUVE Education
Program online

View, print, or arder Steps for Safe
o tise of ADASUVE

View or print Healthcare Facility
° Enrollment Information Form

View or print ADASUVE Order Set/
) Protocol Template

To order any of the above materials,
contact Galen at 855-755-0492
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REMS Program
Enroliment

ADASUVE €ducation Program

Download the ADASUVE
Education Program

The ADASUVE Education Program must be reviewed by all healthcare providers within an
enrolled healthcare facility who will be prescnbing or administening ADASUVE or observing patients
after ADASUVE is administered. It ensures they understand the REMS Program requirements,
ADASUVE product information, Important Safety Information, how to use ADASUVE safely, and
how to enroll in the ADASUVE REMS Program,

To schedule an ADASUVE
Education Program In-Service,
call 855-755-0492

m——t
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» Click here to see Prescribing Information, including Boxed Warmning.
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ADASUVE Healthcare Provider Brochure
Download the ADASUVE
Healthcare Provider Brochure

The Healthcare Provider Brochure contains information about ADASUVE, as well as information
on healthcare facility enrollment requirements of the ADASUVE REMS Program.

= To order the
ADASUVE Healthcare Provider Brochure,
S contact Galen at 855-755-0492
ACASUVE J
ook Evaluation and Maigation
Strategy (REMS) Progeam
Wealthcars Brovidir Brochurs
©2017 Galen US Inc
e All rights reserved. August 2017,
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Steps for Safe Use of ADASUVE
Download the Steps for
Safe Use of ADASUVE

A healthcare facility that wants to administer ADASUVE must enroll in the ADASUVE REMS
Program, and the Steps for Safe Use of ADASUVE poster should then be posted where
ADASUVE is administered within the enrolled healthcare facility.

To order Steps for
Safe Use of ADASUVE,
Steps for Safe Use of ADASUVE" - call 855-755-0492

ADASUVE Order Set/Protocol Template Download the ADASUVE

Order Set/Protocol Template

The Order Set/Protocol Template should be used as a guideline for developing procedures,
protocols, and/or order sets around the use of ADASUVE to ensure that REMS requirements are
being met.

To order the ADASUVE
Order Set/Protocol Template,
call 855-755-0492
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ADASUVE Instructions for Use
Download the ADASUVE

Instructions for Use

ADASUVE is only administered by oral inhalation and must be administered only by a healthcare
professional in an enrolled healthcare facility.

r:..
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Access your Account

Username | |

Password | |

Need an Account?
Eorgot Username? | Forgot Password? m

For assistance, please contact the ADASUVE REMS Program at 855.755.0492
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Healthcare Safe Use ADASUVE
Provider Brochure of ADASUVE Instructions for Use

Please enter your credentials in the space provided. Your Username will be sent to your registered email address with the ADASUVE REMS Program

First Name |

Last Name |

Email Address |

For assistance, please contact the ADASUVE REMS Program at 855-755-0492

———l
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REMS Program ADASUVE Healthcare Safe Use ADASUVE
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Request Password

Please enter your Username in the space provided. Your Username is the ID you ished when ing your and this ID was also sent to you
upon completion of enroliment in the ADASUVE REMS Program

Username

Email Address

For assistance, please contact the ADASUVE REMS Program at 855-755-0492
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Registration Enrollment Form

Account Information

First Name | | Enrollment ID |
L - i {Op'ioma
Last Name | | (if you enrolied via fax, please enter your enroliment confirmation 1D)

Email Address |

Username

| Check Availability Suggest Username \
() Use Email Address as Username . = : : -

P {Your new password must be at least eight () characters in len
Password ‘ il oth

and contain at least one letter and one number)

Confirm Password | |

Create My Account

For assistance, please contact the ADASUVE REMS Program at 855-755.0492
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