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Important
Information 

Caution: Federal Law restricts this device to saleby
or on the order of a physician. 

Rx Only !USA 

Version History 

This document describes the initial release of the ASSURE systemand
Charger. 

Trademarks 

ASSURE, KESTRA, and the ASSURE heart logo are registered
trademarks and Cardiac Recovery System is a trademark of Kestra
Medical Technologies, Inc. or its affiliates. All other product and
company names herein are trademarks or registered trademarksof
their respective owners. 
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License 

The ASSURE wearable defibrillator (ASSURE system) and the ASSURE
Charger (or Charger), their proprietary software, documentation, and 
certain intellectual property associated with the system are owned
by Kestra Medical Technologies, Inc. or its affiliates (Kestra). The
system, software, and documentation provided to you must be
returned to Kestra after completing the prescribed period of use.
Kestra grants you a nonexclusive and nontransferable license to use
the system, software and intellectual property solely for use during
the prescribed period ofuse. 
You agree you will only use the ASSURE system as prescribed by your
physician. By using the ASSUREsystem and Charger, you
acknowledge that ownership of the system, software,
documentation, and the intellectual property remains with Kestra,and 
you agree you will only use the system, software, documentation,
and the intellectual property for the prescribed period of use and
keep them confidential at all times. 
Further, except as expressly permitted under applicable law that
cannot be waived, you agree you will NOT perform, aid, or condone
any party in performing any of the following: 
(i) copying or reproducing any part of the system including the
software and documentation; 
(ii) removing or destroying any proprietary copyright notices or
other legends and labeling that are part of the system including the
software and documentation; 
(iii) removing or downloading the software from the system; 
(iv) reverse engineering the system including the software (reverse
engineering as used herein includes but is not limited to modifying,
decompiling, sniffing, or reconstructing the system software). 

ASSURE Helpline 1.833.MYASSURE 
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Open SourceSoftware 

Certain software components (referred to herein as “Open Source
Components”) that are used with or in the ASSUREsystemare not
owned by Kestra but are licensed to Kestra under variousopen source
license agreements. As required by the terms of these open source
license agreements, Kestra offers to make the source code
corresponding to the Open Source Components available upon 
request. 
NO WARRANTY 
TO THE EXTENT PERMITTED BY APPLICABLE LAW, THE OPEN SOURCE 
COMPONENTS ARE PROVIDED “AS IS” WITHOUT WARRANTY OF ANY 
KIND, EITHER EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED 
TO, THE IMPLIED WARRANTIES OFMERCHANTABILITY AND FITNESS 
FOR A PARTICULAR PURPOSE OR ANYWARRANTY AGAINST 
INFRINGEMENTOR ANY VIOLATION OF INTELLECTUAL PROPERTY 
RIGHTS COVERING THE OPEN SOURCE COMPONENTS. IN NO EVENT 
UNLESS REQUIRED BY APPLICABLELAW WILL ANYPARTY, INCLUDING 
KESTRA MEDICALTECHNOLOGIES INC OR ITS AFFILIATES, BE LIABLE 
FOR DAMAGES, INCLUDING ANY GENERAL, SPECIAL, INCIDENTAL OR 
CONSEQUENTIAL DAMAGES ARISING OUT OF THE USE OR INABILITY 
TO USE THE OPEN SOURCE COMPONENTS (INCLUDINGBUT NOT
LIMITED TO LOSS OF DATA OR DATA BEING RENDEREDINACCURATE 
OR LOSSES SUSTAINED BY ANY PARTY FOR A FAILURE OF THE OPEN 
SOURCE COMPONENTS TO OPERATE WITH ANY OTHER PROGRAMS). 

For more information on open-source application licenses for the
ASSURE system, go to www.kestramedical.com/oss-attribution- notice. 

www.kestramedical.com/oss-attribution-notice
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Limited Warranty 

Subject to the limitation and exclusions set forth below, Kestra
Medical Technology Services, Inc., and its affiliated companies
(collectively “Kestra”), hereby warrant to you that your ASSURE
system (including the Monitor, Battery, Garment, and Therapy
Cable – collectively the “ASSURE system”), used in
accordance with instructions and under prescription, will be freefrom
defects in material and workmanship appearing under normal service
and use, and Kestra will provide reasonable and customary support
and services to Kestra patients for three (3) years from the date of
your first use (the “Warranty Period”). 

During the Warranty Period, Kestra will, at its cost and at its option,
repair or replace any part of the ASSURE system as deemed
reasonably necessary by Kestra, to ensure it performs to the
standards for safety and effectiveness dictated by the Food and Drug
Administration (FDA). This is the sole and exclusive remedy under
this Limited Warranty. This Limited Warranty is non- transferable and 
is exclusive to you throughout the duration of your prescription 
period. Your acknowledgment of the instructions for use, risks, and
your obligations with respect to thesafe and effective use of the
ASSURE system as outlined in your Patient Agreement and the
ASSUREWearable Defibrillator PatientHandbook are ongoing. Kestra
shall not be responsible for any defect, failure to perform any
specified function, or any other non-conformance, caused by or
attributable to any modification,use, or misuse of the ASSURE system
by you or others that is inconsistent with the instructions specified in
the labeling, ASSUREWearable Defibrillator Patient Handbook or 
ASSURE Wearable Defibrillator Quick Start Guide. 

ASSURE Helpline 1.833.MYASSURE 
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EXCEPT FOR THE WARRANTY PROVIDED ABOVE, KESTRA EXPRESSLY 
DISCLAIMS ALL OTHER WARRANTIES AND MAKES NOWARRANTY, 
EXPRESS OR IMPLIED, WRITTEN, ORAL OR STATUTORY, INCLUDING, 
BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OF 
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE, 
WARRANTIES OF TITLE OR NONINFRINGEMENT, OR WARRANTIES 
ARISING FROM COURSE OF DEALING OR USAGE OF TRADE. KESTRA 
IS NOT LIABLE FOR DIRECT OR INDIRECT, SPECIAL, INCIDENTAL OR 
CONSEQUENTIAL DAMAGES (INCLUDING LOSS OF BUSINESS OR
PROFITS) WHETHER BASED ON CONTRACT, TORT, OR ANY OTHER
LEGAL THEORY. 

Publication Date: 2021-05 REF 80022-001 Rev. F 
©2021 Kestra Medical Technologies, Inc. and its affiliated companies. All Rights
Reserved. 
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1. Overview 
This section provides general information about the ASSUREwearable
defibrillator (ASSUREsystem) including: 

 Introduction 
 Using this manual 
 How to get help 
 Information for family and caregivers 
 ASSURE System Clinical Studies Summary 
 System kit contents 
 Returning the system 
 Part descriptions 
 Glossary 
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1.1 Introduction 

The ASSUREwearable defibrillator (or ASSUREsystem) monitorsyou
for a potentially dangerous heart rhythm and provides therapy, in the
form of an electrical shock, if needed. 

If the ASSUREsystem detects a dangerously fast heart rhythm, it
notifies you with an alert before delivering a shock. After deliveringa 
shock, the system checks your heart rhythm to determine if it has
returned to normal or if more shocks are needed. 

This manual provides instructions for using the ASSURE system.See
chapter 2, Safety Information, on page 35 for warnings and 
precautions. 

1.1.1 Indications for Use 

The ASSURE system is indicated for adult patients who are at risk for
sudden cardiac arrest and are not candidates for, or refuse, an 
implantable defibrillator. 

1.1.2 Contraindications 

The ASSURE system is contraindicated for use on patients with anactive
implantable defibrillator. 

1.1.3 Intended Operator, Use, and Location 

The ASSURE system is intended for patients who have been
prescribed this device by their physician. The patient is the primary
operator. A Kestra patient service representative (PSR) fitsand trains
the patient on proper use and care of the system. 

ASSURE Helpline 1.833.MYASSURE 



    
 

 

 

      
          

     
      

   

          
   

    
 

   
 

            
      

            
 

    
 

         

      

      
   
        
         
        
   

1. Overview | 17 

The ASSURE system is intended for use by a patient during their normal
daily activities primarily in the home or community setting,but also
hospitals, medical clinics, healthcare facilities and transport. The
Charger is intended to be used in the home environment. 

1.1.4 Essential Performance 

The ASSURE system monitors the patient for dangerous heartrhythms
and determines if therapy, in the form of electrical shocks, is 
required. Unacceptable risks include the loss of detection and
therapy. 

1.2 Getting Help 

For questions or help with the ASSURE system or Charger, call thetoll-
free ASSURE Helpline at 1.833.MYASSURE (1.833.692.7787). 

You can also watch the patient video on the Kestra website at
kestramedical.com/patients. 

1.3 Using this Manual 

Note: Read this manual before using the ASSURE system. 

The manual includes the following information: 

 Description of the ASSURE system 
 Safety information 
 Using the Charger and charging the Batteries 
 Garment assembly and putting on the ASSURE system 
 Alerts and how to respond to them 
 Cleaning instructions 



    

   

 

 

 

      
 

     
          

    
    

     
           

       
     

         
           

          
  

    
          

           
        
      

          
  

        
      

        
         

           
       

    
   

       
           

 

18 | Patient Handbook 

1.4 Information for Family and Caregivers 

A doctor has prescribed the ASSURE system for your family member,
friend, or patient. The ASSUREsystem monitors them forpotentially
dangerous heart rhythms and provides treatment in the form of an
electrical shock, if needed. 
Family and caregivers should read this manual to understandthe
ASSURE system and how it works. If you do not understandhow to 
use or take care of the system, you may cause potential damage to
the system or injury to the patient. 
Some key points that family and caregivers should remember: 

 Only the patient should wear the ASSURE system. Do not
allow children or pets to play with or wear the 
ASSURE system. 

 The patient is the only one who should press the Alert
Button. You should NOT press the Alert Button for them. 

 The Battery should be replaced in the Monitor every day. 
 Keep the spare Battery in the Charger. 
 The system may issue alerts. 

– System alerts (yellow) – correct an issue with the
ASSURE system. 

– Heart alerts (red) – call 911 immediately. 
 Wash the Garment as needed. 

– Remove the Therapy Cable from the Garment. 
– Use cold water and a mild laundry detergent: 

> Such as all® free clear or Tide Free and Gentle™. 
Note: Follow the detergentmanufacturer'swarningsand

cautions listed on the packaging. 
– Air dry the Garment. 

For more information, read this handbook, call the ASSURE Helpline at
1.833.692.7787, or watch the patient video on the Kestrawebsite at
kestramedical.com/patients. 

ASSURE Helpline 1.833.MYASSURE 
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Emergency Instructions 

CAUTION 
Bystanders should avoid touching the patient, any liquids or fluids,and 
any metal objects at the same time when a shock is delivered.
Otherwise, the bystander may receive an unintentional shock. 

The patient has a heart condition and is wearing a medical device.The
ASSURE system will alert when it detects a dangerous heart rhythm. 

Step 1 - Call 911 or Emergency Medical Services 

Step 2 - Follow the voice messages from the ASSURE system Step 3 - If 

directed to do so by the ASSURE system, begin CPR 
if the patient is unconscious 

IMPORTANT 

 Do not press the Alert
Button for the patient. 

 Do not take the Battery out of the Monitor. 

 Do not remove the Garment from the patient. 

 Do not touch the patient or the system while a shock is
being delivered. 
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1.5 ASSURE System Clinical Studies Summary 

The ASSURE system was tested in two clinical studies in the UnitedStates.
Subjects included patients who were at risk for sudden cardiac arrest. 

The first study tested the ability of the ASSUREsystem to sense heart
rhythms. 130 patients took part in the study. Patients wore the
system for a month. 93% of the patients finished the study. The
average daily wear time was over 22 hours. During this time, the
system issued very few false shock alerts and the system sensed 
dangerously fast heart rhythms properly. The most reported issues
were mild skin irritation, muscle strain, and bruising. Overall, the
ASSUREsystem was well-tolerated in a broadrange of adult patients. 

The second study assessed the ability of the ASSURE system to return
a heart rhythm to normal when providing a shock for a dangerously
fast heart rhythm. This study included 13 patients. Allpatients had 
their heart rhythm restored to normal. The only reported issue was
mild skin irritation under the shock pads. 

For more information, go to www.clinicaltrials.gov and search for
NCT03887052 and NCT04132466. 

ASSURE Helpline 1.833.MYASSURE 
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1.6 System Kit Contents 

Note: You will receive two Garments during your patient training session. 

The ASSURE system kit includes the following items: 

 Monitor 
 Batteries (2) 
 Therapy Cable 
 Charger, AC adapter, and power cord 
 Carry Pack 
 Garment laundry bag and laundry detergent 
 ASSUREWearable Defibrillator Patient Handbook (this 

manual) 
 ASSUREWearable Defibrillator Quick Start Guide 

See section 1.9, Part Descriptions, on page 23 for descriptions ofthe
individual parts of the ASSURE system. 

1.7 Ordering Replacement Parts 

If any part of the ASSURE system is not working properly or is
damaged, call the ASSURE Helpline at 1.833.692.7787 to order a
replacement. 
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1.8 Returning the System 

Your doctor will decide when you no longer need to use the ASSURE
system. When you are finished with the system, you mustdo the
following: 

 Remove the Battery from the Monitor. 
 Take off the ASSURE system. 
 Find the original system kit box and follow the repacking

instructions on the inside of the lid. 
 Pack up the complete system, including all accessories, the

second Garment, Charger, and both Batteries, into the
provided system kit box. 

 Seal the lid on the system kit box according to the
instructions on the inside of the lid. 

 Return the system kit box to Kestra Medical Technologies.
The box should have a prepaid return shipping label already
on it. 

If you have any questions, call the ASSUREHelpline at1.833.692.7787. 

ASSURE Helpline 1.833.MYASSURE 
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1.9 Part Descriptions 

This section provides descriptions of the ASSUREsystem. 

1.9.1 Garment Description 

The Garment is worn on the body and contains the Sensors. It holds
both the Sensors and Therapy Pads against your bare skin. 
There are two Garment styles (style A and style B), and each styleis
available in a range of sizes. 

Garment Style A (left) and Style B (right) 

1 
1Garment Inside View 

Item Name 

1 Sensors 
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6 

5 
2 3 

6 

5 

8 9 8 

10 4 7 1 10 
Garment Outside View 

Item Name 

1 Hub Receptacle 

2 Therapy Pad 2 Pocket (back) 

3 Therapy Pad 3 Pocket (back) 

4 Therapy Pad 4 Pocket (front) 

5 Alert Button Snap 

6 Alert Button Cord Wrap 

7 Therapy Pad 4 Cord Wrap 

8 Shoulder Strap Hooks 

9 Alert Button Cord Loops (back) 

10 Front Closure Snaps 

ASSURE Helpline 1.833.MYASSURE 
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1.9.2 Therapy Cable Description 

The Therapy Cable provides the connection between theGarment
and the Monitor. 

Note: The entire Therapy Cable is a single assembly. The cordsconnected to
the Hub cannot be removed. 

3 

1 

2 
4 

5 

1 

6 

Item Name 

1 Hub 

2 Therapy Pad 2 (back) 

3 Therapy Pad 3 (back) 

4 Therapy Pad 4 (front) 

5 Alert Button 

6 Plug and Cable 
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1.9.3 Monitor and Battery Description 

The Monitor is the main electronic part of the ASSURE system. The
rechargeable Battery inserts into the Monitor and provides power to
the system. 

8 
9 

7 3 

4 
5 

6 

1 

2 

Item Name 

1 Monitor 

2 Monitor Light 

3 Monitor Screen 

4 Speaker 

5 Plug Release Button 

6 Plug Receptacle 

7 Battery 

8 Battery Handle 

9 Battery Lock 

ASSURE Helpline 1.833.MYASSURE 



    
 

 

  

  

   

 

    

          
 

  

  
 
 
 

 
 
 

 
 

 
 

  

 
  

  

 
   

   

   

1

1. Overview | 27 

1.9.4 Carry Pack Description 

The Carry Pack holds the Monitor while wearing the system. 

2 4 

1 3 

5 

6 
7 

8 

Item Name 

1 Buckle 

2 Strap Adjusters 

3 Strap 

4 Flaps 

5 Handle 

6 Strap Connectors 

7 Corner Straps 

8 Belt Clip 
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1.9.5 Charger Description 

The Charger is a separate device that charges the spare Battery. 

1 

2 

9 

3 

4 

5 6 

7 
8 

Item Name 

1 Battery Slot 

2 Charger Screen 

3 Wireless Charging Well 

4 Power Port 

5 Charger Cord Clip 

6 USB Port (output only) 

7 Battery 

8 AC Adapter with Charger Cord and Plug 

AC Adapter Power Cord with Connector and
9 Plug 

ASSURE Helpline 1.833.MYASSURE 
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1.10 Glossary 

Term Definition 

AC Adapter 

AC Adapter Power 
Cord 

AC Adapter Power
Cord Connector 

AC Adapter Power 
Cord Plug 

Alert 

Alert Button 

Alert Button Back Cord 
Loops 

Alert Button Shoulder 
Wraps 

Alert Button Snap 

ASSURE System 

Battery 

The power supply for the Charger. 

The cord that connects the AC adapter to an 
electrical wall outlet. 

The end of the AC adapter power cord thatplugs
into the AC adapter. 

The end of the AC adapter power cord that 
plugs into an electrical wall outlet. 

A message from the ASSURE system that a
condition exists that requires attention. There
are two types of alerts – Heart and System. 

An oval-shaped button on the Therapy Cable. 
Press this button to start the ASSURE system or 
to respond to alerts. 

Fabric loops that hold the Alert Button cordon
the back of the Garment. 

Fabric loops with snaps that hold the Alert Cord 
Button cord on the Garment shoulder straps. 

A connector on the Garment’s shoulder strap 
that attaches to the back of the Alert Button. 

Also known as the ASSURE wearable 
defibrillator. 

A rechargeable battery in the Monitor that
powers the ASSURE system. 
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Definition Term 

Battery Handle A lever on the top of the Battery. Slide the
Battery lock and lift the handle. Pull up on the
handle to remove the Battery from the
Monitor. Leave the handle down when 
inserting the Battery into the Monitor or
Charger. 

Battery Lock Locking mechanism on top of the Battery. 
Slide the lock until you see the yellow line and
lift the Battery handle. Pull up on the handle to
remove the Battery from the Monitor. 

Battery Slot The opening in the Charger where you insert 
the Battery to charge it. 

Carry Pack A portable case that holds the Monitor while
wearing the ASSURE system. 

Carry Pack Belt Clip A clasp on the back of the Carry Pack that 
holds it on a belt. 

Carry Pack Buckle Plastic pieces on the ends of the Carry Pack 
straps that connect together. 

Carry Pack Corner
Straps 

Elastic straps located on the back of the Carry
Pack. May be used to hold any extra length of
the cable running from the Garmentto the
Monitor. 

Carry Pack Flaps A big flap and a small flap that fasten together 
to secure the Monitor in the Carry Pack. 

Carry Pack Handle A fabric handle on the back of the Carry Pack. 

Carry Pack Strap An adjustable two-piece strap that attaches 
to the Carry Pack and fastens with a buckle. 

ASSURE Helpline 1.833.MYASSURE 
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Definition Term 

Carry Pack Strap
Adjusters 

Carry Pack Strap
Connectors 

Used to lengthen or shorten the Carry Pack
strap. There is an adjuster on the strap and
another one in the buckle. 

Plastic loops on the back of the Carry Pack.
Connect the strap ends to the loops. 

Charger A separate device that charges the Battery. 

Charger Cord The cord that connects the AC adapter to the 
Charger. 

Charger Cord Clip A plastic clip on the back of the Charger that 
holds the Charger cord. 

Charger Cord Plug 

Charger Screen 

The end of the Charger cord that plugs into 
the Charger. 

The visual display on the Charger that shows 
the Battery’s charging status. 

CPR 

Front Closure Snaps 

Cardiopulmonary resuscitation 

Connectors on the front of the Garment that 
fasten together to close it. 

Garment A fabric top that contains the Sensors that
track heart rhythm. It is worn directly on the
body against bare skin. 

Garment Shoulder 
Strap Hooks 

Adjustable hooks on the Garment’s shoulder 
straps. 

Heart Alert A critical alert that notifies you that the
system has detected a dangerous heart
rhythm and is taking action. 
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Term Definition 

Hub The central part of the Therapy Cable that 
connects the Therapy Pads, Alert Button, and 
cable. 

Hub Receptacle The plastic housing on the back of the 
Garment where the Hub is inserted. 

ICD Implantable Cardioverter Defibrillator 

Monitor The part of the ASSURE system that provides
power and displays system status information. 

Monitor Light The multi-colored light on the Monitor that 
displays the current system status. 

Monitor Screen The visual display on the Monitor that 
provides system status information. 

MRI 

Plug 

Magnetic resonance imaging 

The connector at the end of the Therapy
Cable that inserts into the Monitor. 

Plug Receptacle The side opening on the Monitor where the 
Plug inserts. 

Plug Release Button A button on the Monitor that is pressed and
held down to remove the Plug from the
Monitor. 

Power Port An opening on the back of the Charger where 
the AC adapter cord is inserted to provide 
power to the Charger. 

Sensors Round metal ECG electrodes in the Garment 
that track heart rhythm. 

ASSURE Helpline 1.833.MYASSURE 
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Definition Term 

Snaps 2-4 

Speaker 

System Alert 

Therapy 

Therapy Cable 

Therapy Pad 4 Cord
Wrap 

Therapy Pad Pockets 

Therapy Pads 

Connectors on the Therapy Pads and on the 
Garment’s pockets that fasten together to
keep the Therapy Pads inside the Garment. 

An enclosed speaker in the Monitor and Alert
Button that delivers audio voice messages and 
alert tones. 

An alert that notifies you that there is a
problem with the ASSURE system that you 
need to fix. 

An electrical shock provided by the
ASSURE system for a potentially life-
threatening heart rhythm. 

A group of connected parts consisting of the 
Hub, Therapy Pads, Alert Button, and a cable
that connects to the Monitor. The Therapy
Cable is inserted into the Garment. 

A fabric loop located near the Therapy Pad 4
pocket that fastens the Therapy Pad 4 cord to
the Garment. 

Fabric pockets in the Garment that hold the 
Therapy Pads. There are two back pockets
and one front pocket. 

Front and back Therapy Pads attached to the 
Therapy Cable that deliver an electrical shock to
the heart when needed. The Therapy Pads
contain gel that is dispersed before a shock is
delivered. 
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Definition Term 

USB Port A Universal Serial Bus 2.0 dedicated charging
port on the back of the Charger. This port is
output only, so it can only charge USB-
compatible devices. 

Wearable Defibrillator A system worn by patients at risk of sudden 
cardiac arrest that detects dangerously fast
heart rhythms and delivers a shock to restorea
normal heart rhythm. 

Wireless Charging Well A slot in the Charger that can recharge a
mobile device that supports wireless
charging. 
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2. Safety
Information 

This section provides warnings, cautions, and electromagnetic
interference (EMI) information for the ASSURE wearable defibrillator
(ASSUREsystem) and Charger. 

See chapter 8, Symbols Glossary, on page 149 for a list of symbolsthat 
appear on the ASSURE system and Charger labels and packaging. 
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2.1 Safety Labels 

The following safety labels and terms appear in this manual: 

WARNING 
Hazards or unsafe practices that may result in serious
personal injury or death. 

CAUTION 
Hazards or unsafe practices that may result in minor or
moderate personal injury, product damage, or property
damage. 

2.2 Places to Avoid 

WARNINGS 
 Keep the ASSUREsystem, Charger, and all accessories

away from open flame, flammable gases, or other
potential fire sources. Shock delivery in these environments
may pose an explosion or fire hazard risk. 

 The ASSUREsystem is magnetic resonance (MR) unsafe. Donot
wear or use the system near MR imaging equipment. 

ASSURE Helpline 1.833.MYASSURE 
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2.3 Wear 

WARNINGS 
 Always wear the ASSUREsystem when instructed to do soby

a doctor or other medical professional. A second Garment is
provided so the system can be worn while washing the used
Garment. 

 Operating a motorcycle, boat, riding lawnmower, or other
noisy vehicle, or any vehicle or equipment that emits heavy
vibrations, while wearing the ASSUREsystem may prevent you
from realizing an alert is happening. 

 Do not alter, drop, or abuse any part of the 
ASSUREsystem. Attempting to alter the equipment in anyway
may cause the system to malfunction or fail. Do not take apart
the Monitor. Dangerous high voltages may bepresent. If service
is required, call the ASSURE Helpline at1.833.692.7787. 

 When the Service Required alert is active, the 
ASSURE system is not operational and cannot protect you. Call
the ASSURE Helpline at 1.833.692.7787 immediately for 
assistance. 



    

   

 

 

 

   
 

  
    

          
    

          
      

      
         

   
 

   
    

          
 

    
           

    
     

           
   

    
    

         
    

     
   

   
          

 

38 | Patient Handbook 

2.4 Use 

WARNINGS 
 Do not place the Monitor, Therapy Cable, Charger, or

Battery in water or other liquids. Avoid spilling any liquidson 
these devices. Liquids entering these devices may cause
them to malfunction or fail. Follow the instructionsin this 
document to properly clean these devices. 

 If you will be away from home for longer than 24 hours, take
the spare, fully charged Battery and Charger with you. 

 During use, do not stack or place the ASSURE system near
other equipment. Doing so may cause the system to
malfunction or fail due to EMI exposure from the other
equipment. If such use is necessary, the ASSURE system and
the other equipment should be observed to verify thatthey are
operating normally. 

 Only use portable RF communications equipment that is
included with or intended for use with the ASSUREsystem.Do
not use any other portable RF communications equipment
(including antenna cables and external antennas) any closer
than 12 inches (30 cm) to any part ofthe system. Otherwise,
equipment performance may suffer. 

 When washing the Garment, do not use chlorine bleach,
bleach alternatives, fabric softeners, or anti-static sprays.In
addition, do not use detergents or detergent “pods” that
include bleach or fabric softener additives. 

 Do not connect line voltages, power banks, or other devices
that may attempt to use the USB port on the Charger as an 
input port. The Charger’s USB port is a dedicated charging
port that is output only and can onlycharge connected
devices. 

ASSURE Helpline 1.833.MYASSURE 
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 Always remove the Therapy Cable before washing the
Garment. 

 If the Plug is removed from the Monitor and then re- inserted
while the ASSURE system is operational, the system may issue
the Connect Plug to Monitor alert repeatedly. This alert will
continue to play even if the Plugis removed and re-inserted
into the Monitor. If this occurs,remove the Battery from the
Monitor and then re-insert itto restart the ASSURE system. 

CAUTION 
Bystanders should avoid touching the patient, any liquids or fluids,and 
any metal objects at the same time when a shock is delivered.
Otherwise, the bystander may receive an unintentional shock. 
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2.5 Electromagnetic Interference 

The ASSURE system is shielded to protect it against electromagnetic
interference (EMI) and prevent it from interferingwith common
electronic items. The system should operate normally around most
electronic household items, such as microwave ovens, televisions,
computers, kitchen appliances, mobile phones, and garage door 
openers. 

See chapter 9, Technical Information, on page 155 for more detailed
information regarding electromagnetic compatibility (EMC). 

Household Equipmentto Avoid 

Some household items can generate electromagnetic fields thatmay
interfere with the ASSURE system. To prevent this, avoid going near
the following types of household equipment: 

 Communication equipment (for example, microwave
transmitters or high-powered two-way radios) 

 Arc welding equipment 
 Large electric motors and generators 
 Power tools 
 High voltage transmissions lines 
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Hospital and Clinic Equipment to Avoid 

Certain medical equipment in hospitals and clinics can produce
uncommonly high EMI that may interfere with ASSUREsystem. To
prevent this, avoid going near the following equipment: 

 Magnetic resonance imaging (MRI) equipment 
 Advanced imaging technology equipment 
 Electrocautery systems 

Note: Remove the Battery from the Monitor and take off theASSURE
system before undergoing any imaging scans. 

Airport or Security Screening Equipment 
Avoid walking through security screening equipment commonly
found in airports, courthouses, and sporting events. Instead, showthe
security staff your patient information card, explain that you are
wearing a medical device, and ask for a different screening method,
such as a hand-held device or physical hand search. 

Retail Store ProductSecurity Stands 

Passing through the product security stands commonly found at the
entrances and exits of retail stores should not cause any issues with
the ASSURE system. Pass through the security stands at a normal
speed and get clear of them. Do not stand around thesecurity stands
for a long time. 

http:interferewithASSUREsystem.To
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2.5.1 Resolving EMI Issues with the System 

Going near an item that is generating an electromagnetic field maycause
issues with the ASSURE system. 
Always maintain a safe distance from any item that may cause
potential interference with the ASSURE system. 
Follow the steps below to fix EMI issues with the system: 

1. Check for any electronic devices nearby that could be
causing interference. 

2. Move away from those devices and check the
ASSURE system. 

– If the ASSUREsystem returns to normal operation,
one or more of those devices is likely the cause. 

– If the issue persists, go to the next step. 
3. Move to a different room or area and see if that fixes the 

issue. 
4. If the issue still occurs, call the ASSUREHelpline at

1.833.692.7787. 
Avoid touching or coming into contact with any item that is not in
proper working condition or wired properly. Items that have not
been properly maintained, or have been altered from their original
intended use, may pose an electrical shock risk. 
Only use items that are in good condition and make sure thoseitems
are used in a way intended by their original manufacturer. 
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3. Daily Life
Routine 

This section describes how to make the ASSURE wearable defibrillator 
(ASSURE system) a part of your daily life, including: 

 Wearing the ASSURE system 
 Checking the system status 
 Sleeping while wearing the ASSURE system 
 Taking a shower or bath 
 Traveling with the system 
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3.1 Wearing the ASSURE System 

The ASSURE system is designed to be worn all the time, except
while showering or bathing. You can wear it in a variety of public
settings, like going to a grocery store, attending a sporting event,or
dining out. 

Guidelines while wearing the system: 

 Wear any clothing over the Garment. 
– Do not wear or place anything between the Garment

and your body. 
– Undershirts and bras may only be worn over the

Garment (as shown below). 

Undershirt Over the Garment Bra Over the Garment 

 Check for any wear or damage once or twice a week. To 
report any damage or concerns, call the ASSURE Helpline at
1.833.692.7787. See section 6.6, Checking for Equipment
Damage, on page 130 for more information. 

 If you will be going out into heavy rain or snow, keep the
Monitor and Carry Pack covered as much as possible. 

ASSURE Helpline 1.833.MYASSURE 
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 The Carry Pack strap and Therapy Cable are potential
hazards for getting strangled. To reduce this risk: 

– Never wrap the Carry Pack around your neck. 
– Keep the Monitor and Carry Pack at or below waist

level. 
– Manage any extra length of cable between the Hub

and Monitor. 
– Remove the Carry Pack strap if sleeping with the

Monitor inside the Carry Pack. 
 Do not allow children or pets to play with the

ASSURE system. 
 If you have any skin issues underneath the Garment, like

redness, bumps, inflammation, irritation, skin breakdown,
blistering, or a cut, continue to wear the ASSURE system and
call your doctor. 
Notes: 

– The Garment contains the following materials: 
> Body fabric: 59% Polyamide, 41% Elastane (spandex) 
> Inner lining: 73% Polyamide, 27% Elastane 
> Therapy Pad pockets: 100% Silver-plated Nylon 

– The Carry Pack is 100% Polyester and the strap is 100%
Nylon. 

You should temporarily remove the ASSUREsystem for thefollowing
situations only: 

 When you need to take a shower or bath, or when you will
be actively participating in a water-based activity, like 
swimming. See section 3.6, Taking a Shower or Bath,on page
55 for more information. 

 When moving the Therapy Cable from one Garment to the
other Garment. See section 6.4, Washing the Garment,on page
126 for more information. 
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3.1.1 Proper Garment Fit 

The Garment must be worn against bare skin to analyze your heart
rhythm. To keep the Sensors in contact with your body, the Garment
must be fastened securely. 

Check the fit of the Garment: 

 The shoulder straps should lie flat against your chest and
shoulders and not be loose. 

 The Therapy Pads should lie flat against your back. 
 The Garment should not be twisted around the sides or 

back. Use a mirror to check or have another person help
check. 

 The front Therapy Pad should be snug around your rib cage,
below your breast area and nipples, but above your
stomach. 

Note: Make sure your breasts are not underneath the front TherapyPad
or Sensors. 

The pictures below show examples of a Garment that fits properly. 

Proper Garment Fit 

Front Back 

ASSURE Helpline 1.833.MYASSURE 
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The following pictures show examples of a Garment that does NOTfit
properly. 

Improper Garment Fit 

Too Low Too High Twisted 

3.1.2 Using the Carry Pack 

You can wear the Carry Pack in different ways depending on your
preference. 

Over the shoulder with the strap lengthened. 
 Across the body or over the shoulder. 
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Around the waist with the strap shortened or attached to abelt
using the belt clip. 

The Carry Pack strap includes two pieces that attach to the CarryPack
strap connectors and connect together using a buckle. 

Buckle (Left) and Strap Connectors (Right) 

 To connect the buckle, press the two sides together untilyou
hear a “click”. 

 To detach the buckle, squeeze the buckle sides until they
unlock and then pull them apart. 
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You can lengthen or shorten the Carry Pack strap using the twostrap
adjusters. 

Strap Adjusters and Elastic Band 

 Slide the adjuster along the strap to lengthen or shortenthe 
strap. 

 Use the strap adjuster near the buckle to tighten the strap
when wearing the Carry Pack around the waist. You can
insert any extra strap length through the elastic band on the 
strap. 

Note: The inside of the Carry Pack (the side with the belt clip and cornerstraps)
should always face towards your body. 
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3.2 Patient Information Card 

The information card provides emergency instructions for first
responders or bystanders and it includes emergency contact
information. The patient information card is also useful when
traveling. See section 3.7, Traveling with the ASSURE System, onpage
59 for more information. 

The information card should have been filled out during your patient
training session. Make sure to place the card in the frontpocket of the
Carry Pack. 

To replace a lost card, call the ASSUREHelpline at 1.833.692.7787. 

ASSURE Helpline 1.833.MYASSURE 
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3.3 Responding to Alerts 

When you receive an alert, follow these three general steps: 

Step 1 - Press the Alert Button 

 Press once to quiet the alert. 
 For System alerts, press the Alert Button again to replay the

voice message. 

Step 2 - Look at the Monitor screen and light 

Step 3 - Respond to the alert 

 See chapter 5, Alerts, on page 77 for more information. 
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3.4 Checking System Status 

To check the status of the ASSUREsystem at any time: 

Press the Alert Button 

What you will... 

See  Solid green Monitor light 
 System Ready iconon Monitorscreen 

Hear Three-note guitarstrum 

Feel Single-pulse vibration from the Alert
Button 

Note: If a System alert is active, pressing the Alert Button will replaythe
voice message. 
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3.5 Sleeping in the ASSURE System 

Wear the ASSURE system while you sleep so it can monitor andprotect 
you during that time. 

Proper Monitor Position While Sleeping 

Note: The Carry Pack strap and Therapy Cable are potential hazards for
getting strangled, especially when sleeping. Toreduce this risk: 

– Never place the Monitor or Carry Pack near your heador
neck. 

– Keep the Monitor or Carry Pack at or below waist level. 
– Remove the Carry Pack strap if sleeping with the Monitor

inside the Carry Pack. 
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3.5.1 Responding to Alerts While Sleeping 

An alert may occur at any time, even while you are sleeping.To 

respond to alerts during sleep: 

Step 1 - Press the Alert Button 

Note: For System alerts, press the Alert Button again to replay theaudio 
message. 

Step 2 - Look at the Monitor screen and lightStep 3 -

Respond to the alert 

 See chapter 5, Alerts, on page 77 for more information. 
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3.6 Taking a Shower or Bath 

WARNING 
Do not place the Monitor, Therapy Cable, Charger, or Battery inwater or
other liquids. Avoid spilling liquids on these devices.
Liquids entering these devices may cause them to malfunction orfail.
Follow the instructions in this document to properly clean these
devices. 

You must always remove the ASSURE system before taking a bathor
shower or participating in any water-based activity, like swimming. 

Note: You will not be protected while you are not wearing the system.Try to
limit the activity to the least amount of time as possible. 

Never Wear the ASSURE System in the Bath or Shower 

Before taking a shower or bath, remove the system. 
 See section 3.6.1, Removing the ASSURE System, on the

next page for instructions. 
After taking a shower or bath and drying off, put on the system. 

 See section 6.3, Assembling and Putting on the System, on
page 109 for instructions. 
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3.6.1 Removing the ASSURE System 

To take off the ASSURE system: 

Step 1 - Open the Carry Pack flaps 

Step 2 - Slide the Battery lock until you see the yellow line andlift
the Battery handle 

Battery Lock Battery Handle 

Note: If you need help with this task, see page 144 or watch thepatient
video at kestramedical.com/patients. 
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Step 3 - Pull up to remove the Battery from the Monitor 

 Removing the Battery turns off the system. 
 To avoid setting off alerts, always remove the Battery

before taking off the ASSURE system. 

Step 4 - Take off the Carry Pack 

 Place the Carry Pack on a nearby flat surface to avoid
dropping the Monitor. 
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Step 5 - Remove any clothing above the waist 

Step 6 - Unsnap the front closure 

Step 7 - Take off the Garment 

Step 8 - Place the Garment and Carry Pack in a safe place to avoid
dropping the Monitor, getting it wet, or getting tangled in
the cables 
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3.7 Traveling with the ASSURE System 

WARNING 
If you will be away from home for longer than 24 hours, take thespare,
fully charged Battery and Charger with you. 

Air Travel 

You should always wear the ASSUREsystem while traveling. It issafe to
wear and use the ASSURE system on an airplane. 

Never place the ASSURE system in checked baggage. 

Refer to the Transportation Security Administration (TSA) websiteat
www.tsa.gov/travel/special-procedures for information on traveling
with medical devices. 

Electronic Security Check Points at the Airport 
Avoid walking through security screening equipment commonly
found in airports, courthouses, and sporting events. Instead, showthe
security staff your patient information card, explain that you are
wearing a medical device, and ask for a different screening method,
such as a hand-held device or physical hand search. 

InternationalTravel 

If you are traveling outside of North America, you may need to
purchase a power converter or adapter for the Charger to workproperly
in that country. 

www.tsa.gov/travel/special-procedures
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4. Battery and
Charger 

This section describes how to manage the Battery and Charger,
including: 

 Plugging in the Charger 
 Charging the Battery 
 Viewing the Charger screen 
 Viewing the Battery status on the Monitor 
 Replacing the Battery 
 Using the Wireless Charging Well 
 Using the USB port on the Charger 
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4.1 Plugging in the Charger 

Note: Use only the accessories provided with the ASSURE system. Thisincludes the
Batteriesand Charger. 

To plug in the Charger: 

Step 1 - Insert the Charger cord plug from the AC adapter intothe
Charger 

 Insert the plug with the cord straight up. 

 Turn the cord to the right to secure it in the clip. 

Note: Properly secure the cord in the clip. This prevents the cord
from being accidentally removed from the Charger. 
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Step 2 - Connect the power cord to the AC adapter 

Step 3 - Plug the power cord into an electrical wall outlet 

Notes: 
 Do not place the Charger in a position or location that makes it

difficult to insert or remove the Battery or unplug the AC adapter
power cord. 

 Always leave the Charger plugged into an electrical outlet to
keep the spare Battery fully charged. 

 If you must turn off the Charger for any reason, unplug the AC
Adapter power cord from the electrical wall outlet. 
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4.2 Charging the Battery 

The ASSURE system comes with two Batteries. You should replacethe
Battery at the same time every day. 

An empty Battery charges in about four hours. 

Notes: 
 Check the Charger and Batteries for any wear or damage onceor

twice a week. To report any damage or concerns, call the ASSURE
Helpline at 1.833.692.7787. See section 6.6, Checking forEquipment
Damage, on page 130 for more information. 

 Use only the accessories provided with the ASSURE system. This
includes the Batteries and Charger. 
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To charge the Battery in the Charger: 

Step 1 - Insert the Battery into the Charger 

 Do not force the Battery into the Charger. There is onlyone
way to insert the Battery. 

 Keep the fully charged spare Battery in the Charger
until you need to replace the Battery in the Monitor. 

a 

b 

Step 2 - Check the Charger screen to confirm that the Batteryis
charging 

 See the next page for more information. 
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4.2.1 Viewing the Charger Screen 

The Charger screen displays the Battery’s current charge status. 

Screen Display Description 

Insert a Battery into the Charger. 

The Battery is charging. The charging symbol
flashes and the screen displays thecurrent
progress from 0–100% in 5% increments. 

The Battery is fully charged. 

There is a problem with the Battery. Remove
the Battery and re-insert it into theCharger. If
the problem still occurs, call the ASSURE
Helpline at 1.833.692.7787. 

The Battery is too hot. Remove the Battery
from the Charger. Allow the Battery to cool
down to room temperature before using it or
putting it back in the Charger. 

There is a problem with the Charger. Unplug
the power cord and then plug it back in. If
the problem still occurs, call theASSURE
Helpline at 1.833.692.7787. 

ASSURE Helpline 1.833.MYASSURE 
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4.3 Viewing Battery Status on the Monitor 

A full Battery lasts at least 24 hours. The
Monitor screen displays the current Battery
status with the System Ready icon. 

Screen Display Description 

The Battery is fully charged (more than 24 
hours of remaining charge). 

The Battery has 18 to 24 hours of remaining
charge. 

The Battery has 12 to 18 hours of remaining
charge. 

(Solid bar) The Battery has 6 to 12 hours of 
remaining charge. 

(Blinking bar) The Battery has 2 to 6 hours of 
remaining charge. 

(Blinking) Low Battery alert – The Battery has
less than two hours of remaining charge. See
the Low Battery Alert on page 95. 
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4.4 Replacing the Battery in the Monitor 

A fully charged Battery will power the ASSURE system for at least 24
hours. Replace the Battery at the same time every day, so youdo not
forget. 

WARNING 
If you will be away from home for more than 24 hours, take thespare,
fully charged Battery and Charger with you. 

To replace the Battery: 

Step 1 - Check that the Battery in the Charger is fully charged 

 The Charger screen shows the Battery status. 

Step 2 - Open the flaps on the Carry Pack 
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Step 3 - Slide the Battery lock until you see the yellow line andlift the
Battery handle 

Battery Lock Battery Handle 

Note: If you need help with this task, see page 144 or watch thepatient
video at kestramedical.com/patients. 

Step 4 - Pull up to remove the Battery from the Monitor 

 Removing the Battery turns off the system. 
 Damaged Batteries may leak and cause personal injury or

equipment damage. Handle damaged or leaking Batteries
with extreme care. Call the ASSURE Helpline at
1.833.692.7787 to report any equipment damage. 
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Step 5 - Take the fully charged Battery out of the Charger 

Step 6 - Insert the fully charged Battery into the Monitor 

 A “click” sound means the Battery is securely inserted. 
 Do not force the Battery into the Monitor. There is only one

way to insert the Battery. 

Step 7 - Close the flaps on the Carry Pack 

ASSURE Helpline 1.833.MYASSURE 



      
 

 

 

             
 

        
   

 
 

       
 
 

    
      

     
     

        
  

       
         

        
  

  

4. Battery and Charger | 71 

Step 8 - Wait a few minutes while the ASSURE system powersup 

 The Monitor light turns blue right away
and the Monitor screen displays the
Welcome icon. 

 The System Busy icon then appears. 

 Wait for the Alert Button icon to 
appear on the Monitor screen (this
may take a few minutes). 

If a different icon appears on the Monitor 
screen, check the alert icon andrespond to
the alert. 
 See section 5.1, Identifying Alerts, on

page 78 for a list of the alert icons. 
 After responding to the alert, the Alert

Button icon should appear on the
Monitor screen. 
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Step 9 - Press the Alert Button 

Note: If you press the Alert Button and the
System Ready icon does not
immediately appear on the Monitor
screen, call the ASSURE Helpline at
1.833.692.7787. There may be an issue
with the Alert Button. 

What you will... 

See  Solid green Monitor light 
 System Ready iconon Monitorscreen 

Hear Three-note guitarstrum 

Feel Single-pulse vibration from the Alert
Button 

Note: The green light and the screen backlight turn off after fiveseconds. 
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Step 10 - Insert the used Battery into the Charger 

a 

b 

Step 11 - Check the Charger screen to confirm that the Battery is
charging 
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4.5 Using the Wireless Charging Well 

The Charger includes a wireless charging well for mobile devices.The
well provides a standard 5W charging speed and supports mobile
devices up to 6.3 x 3.3 x 0.49 inches (including a case). 

Notes: 
 Check with your mobile device manufacturer to confirm your

device supports wireless charging. 
 The Charger may not be compatible with all wireless-charging

mobile devices. 
 If your mobile device case holds items that may contain

magnetic strips or RFID chips, like credit cards or passports,
remove the case from the device before placing it in the well. 

To use the wireless charging well: 

Step 1 - Place the mobile device into the wireless charging wellwith the
device’s screen facing outwards 

Step 2 - Check the mobile device to make sure it is charging 

 The device’s screen should display an indication that the
mobile device is charging. 

Note: If there isno indication that the device is charging, you mayneed
to remove the device case, if one is installed. Remove the case 
and then repeat steps 1 and 2 above. 
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4.6 Using the USB Port on the Charger 

The Charger’s USB port can charge any USB-compatible device using a
USB cable with a type A connector. The USB port is locatedon the back
of the Charger. 

WARNING 
Do not connect line voltages, power banks, or other devices that may
attempt to use the USB port as an input port. The USB port isa
dedicated charging port that is output only and can only charge
connected devices. 

To plug in a USB-compatible device to the Charger: 

Step 1 - Insert one end of the USB cable into the device Step 2 -

Insert the USB cable’s type A connector into the USB 
port on the Charger 

Step 3 - Check the connected device to make sure it ischarging 
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4.7 What to Do During a Power Outage 

You must keep the Batteries charged for the ASSURE system tooperate
properly. 

If a power outage occurs, follow these guidelines: 

 Call your electrical company to report the outage. Tell them
that you have a medical device that requires power. 

 Call or visit your local emergency services to see if they can
help. Tell them that you have a medical device that requires
power to charge its Batteries. 

 A fully charged Battery provides at least 24 hours of
operation. If the power is out for more than 24 hours, try to
find a place with power, like a family member or friend’s
house. Take the spare Battery and Charger with you and
charge the Batteries there. 
Note: The Charger can recharge an empty Battery in about fourhours. 

The U.S. Food & Drug Administration (FDA) provides a booklet ontheir
website (www.fda.gov) titled, “Home Use Devices: How to Prepare
for and Handle Power Outages for Medical Devices that Require
Electricity”. 

After power is restored, return the Charger to its usual charginglocation
and follow the 24-hour Battery charging schedule. 
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5. Alerts 
This section describes how to identify and respond to the alertsissued
by the ASSURE wearable defibrillator (ASSUREsystem). 
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5.1 Identifying Alerts 

WARNING 
Operating a motorcycle, boat, riding lawnmower, or other noisy
vehicle, or any vehicle or equipment that emits heavy vibrations,while
wearing the ASSUREsystem may prevent you from realizingan alert is
happening. 

The ASSURE system monitors you for dangerous heart rhythms and 
itself for proper function. When the system detects a problem, it
creates an alert to let you know there is something thatneeds your
attention. 
There are two alert types: 

 Heart alerts – The ASSURE system has detected a heart
rhythm that is either too fast or too slow. These alerts are
critical and must be responded to immediately. 

with the system equipment that needs your attention. What you will... Heart Alert System Alert 
 System alerts – The ASSURE system has found a problem

See  Flashing red  Blinking yellow 
Monitor light Monitor light 

 Alert icon on Monitor  Alert icon on Monitor 
screen screen 

Hear  Harsh, alternating  Repeating, double 
low-high alarm tone 

 Voice message  Voice message 

Feel Four gentle pulses Triple-pulse vibration 
followed by an intense, from the Alert Button 
triple-buzz vibrationfrom
the Alert Button 

Note: The vibration continues throughout a Shock alert. 
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5.2 Heart Alerts 

There are two types of Heart alerts: 

Alert Name Light and Icon Reference 

Shock See page 80. 

Seek Medical Attention See page 84. 

The ASSURE system will not call 911 for you. You or someonenearby
must call 911 during Heart alerts. 
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5.2.1 Shock Alert 

WARNING 
No one should touch the patient or equipment when a shock is
being delivered. The ASSURE system delivers a large amount of
electrical energy during shock delivery. 

After the ASSURE system detects and confirms a
dangerously fast heart rhythm, it issues a Shock
alert to tell you that a shock willbe delivered. 

Do not remove the Battery from the Monitor or take off the
Garment during a Shock alert. Doing so will prevent the ASSURE
system from analyzing your heart rhythm and providing ashock if
needed. 

Responding to a Shock Alert 

Before delivering a shock, the following voice messages play: 

 “Preparing to shock. Do not touch the patient.” 
 “Do not touch the patient.” 
 “Preparing to shock in 3, 2, 1.” 
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If you notice the Shock alert: 

 Press the Alert Button immediately to cancel shock
delivery. 

– You are the only person who should press the Alert
Button. 

– Pressing the Alert Button cancels the shock. 
– The ASSURE system will confirm the shock was

canceled with a voice message and a vibration from
the Alert Button. 

 Continue to wear the ASSURE system unless a medical
professional tells you to remove it. 

 Call 911 or seek medical attention if you feeldizzy or unwell. 
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If you do not press the Alert Button: 

 The ASSURE system will automatically provide a shock, if
needed. 

 The ASSUREsystem will instruct anyone nearby to call 911. 
Notes: 

 The ASSURE system will not call 911 for you. You or someone
nearby must call 911 during Heart alerts. 

 You are the only one who should press the Alert Button. Ifyou
are unconscious, no one should press the Alert Buttonfor you. 

After delivering a shock, the following voice messages play: 
 “Shock delivered.” 
 “Call 911 now. Do not touch the patient.” 
 “Preparing to shock. Do not touch the patient.” 

The ASSUREsystem will continue to analyze your heart rhythm,and it
will instruct anyone nearby to call 911. 
Notes: 

 The ASSURE system will not call 911 for you. You or someone
nearby must call 911 during Heart alerts. 

 If at any time you hear the Shock alert again, press the Alert
Button. If you are unconscious, the ASSURE system will provideup
to five shocks, if needed. 

 The voice messages will repeat as needed. 
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After a Shock Alert 

 After the Shock alert is over, the following voice messages
play: 

– “Call 911 now.” 
– “You have received a shock.” 
– “Continue to wear your ASSURE system.” 

 Continue to wear the ASSUREsystem. 
– It will continue to analyze your

heart rhythm. 
– Press the Alert Button if you

notice another Shock alert. 
– If you are unconscious, the system will provide

additional shocks if needed. 
 Call 911 or seek medical attention. 
 Your chest area and back will be wet and covered with gel. 

– This gel was released by the Therapy Pads as part ofthe
shock delivery. 

– Leave the gelunder the Therapy Pads. Do not wipeoff 
the gel, unless directed by a medical professional. 

 You may experience some discomfort or soreness around
your chest. 

 If the Battery is removed and replaced after a shock has
been delivered, the alert will change to a Service Needed
alert. Call the ASSURE Helpline at 1.833.692.7787. 
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5.2.2 Seek Medical Attention Alert 

When the ASSURE system detects that you have
a dangerously slow heart rhythm, or it can no
longer deliver a shock, it issues a SeekMedical
Attention alert. 

Notes: 
 The ASSURE system cannot treat slow heart rhythms. 
 The ASSURE system can deliver up to five shocks. If another fastheart

rhythm is detected, the ASSURE system will deliver another five
shocks, if needed. 

The following voice message plays during this alert: “Call 

911 now. Begin CPR if patient is unconscious.” 

Responding to a Seek MedicalAttention Alert 

If you notice this alert: 

 Press the Alert Button. 
– Pressing the Alert Button quiets the alert. 
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 Continue to wear the ASSURE system unless a medical
professional tells you to remove it. 

 Call 911 or seek medical attention if you feeldizzy or unwell. 

If you do not press the Alert Button: 

 The ASSURE system will instruct anyone nearby to call 911
and begin CPR. 
Note: The ASSURE system will not call 911 for you. You or someone

nearby must call 911 during Heart alerts. 

After a Seek Medical Attention Alert 

 Continue to wear the ASSUREsystem. 
– It will continue to analyze your heart rhythm. 
– Press your Alert Button if you notice another Seek

Medication Attention alert. 
 Call 911 or seek medical attention if you feeldizzy or unwell. 

Note: You should also call your doctor to report the event. 
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5.3 System Alerts 

This section describes the alerts that the ASSURE system uses tolet
you know there is a problem with the system equipment thatyou
need to fix. 

When you receive a System alert, follow these three general steps: 

Step 1 - Press the Alert Button 

 Press once to quiet the alert. 
 Press again to replay the voice message. 

Step 2 - Look at the Monitor screen and light 
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Step 3 - Respond 

Note: The Put on Garment, Check Sensors, and Check Therapy Padsalerts 
may correct themselves automatically due to changes in Garment
positioning or movement. If this occurs, the ASSURE system will 
return to normal operation (indicated by the System Ready icon). 

Alert Name Light and Icon Reference 

Connect Plug to Monitor See page 89. 

Connect Hub to Garment See page 90. 

Put on Garment See page 91. 
Note: This alert uses a seriesof 
icons. The displayed icon will 
vary. 

Check Sensors See page 92. 
Note: The displayed icon will
vary depending on which
sensor has lost contact. 

Check Therapy Pads See page 94. 
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Alert Name Light and Icon Reference 

Low Battery See page 95. 

Shock Delivered – Seek See page 96. 
Medical Attention 

Service Required Call the ASSURE 
Helpline at
1.833.692.778 
7. 
See page 97. 

Service Needed See page 98. 
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5.3.1 Connect Plug to Monitor Alert 

Monitor Icon 

Description The Plug is not inserted properly into the 
Monitor. 

Voice Message “Connect the Plug to your Monitor.” 

Actions To respond to this alert: 
Insert the Plug into the Monitor 

If the Plug is already inserted into the Monitor,
try re-inserting it: 
Step 1 - Press and hold the Monitor’s Plug

Release button and then remove the 
Plug from the Monitor 

Step 2 - Insert the Plug back into the Monitor 

- A “click” sound means the Plug is securely
inserted. 

Note: The System Busy icon will appear onthe
Monitor screen with a yellow Monitor light
when the Monitor detects a Plug insertion.
This check may take up to a minute to
complete. 

WARNING 
If the alert continues to play, remove the Battery
from the Monitor and re-insert it to restart the 
ASSURE system. 
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5.3.2 Connect Hub to Garment Alert 

Monitor Icon 

Description The Hub is not properly inserted into the 
Garment. 

Voice Message “Connect the Hub to your Garment.” 

Actions To respond to this alert: 
Step 1 - Press the Alert Button 
Step 2 - Insert the Hub into the Garment 

If the Hub is already inserted into the back of the
Garment, try re-inserting it: 
Step 1 - Use both handsto remove the Hub 

from the Garment 
- Press down on the Garment near the 

bottom of the Hub Receptacle with your
thumb. 

- Pull up on the cable handle at the bottomof
the Hub with your other hand. 

Step 2 - Insert the Hub back into the Garment 

- A “click” sound means the Hub is securely
inserted. 
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5.3.3 Put on Garment Alert 

Note: Thisalert uses a seriesof icons. The displayed Monitor screenicon
will vary (see the examples below). 

Monitor Icons 

Description You are not wearing the Garment properly. 

Voice Message “Put on your Garment now.” 

Actions To respond to this alert: 

Step 1 - Press the Alert Button to quiet the
alert 

Step 2 - Put on the Garment 

If you are already wearing the Garment: 
- Check that the Garment is not twisted, 

there is nothing under it, and the
Therapy Pads are assembled correctly. 

- Moisten the skin under the Sensors with 
water or lotion. 
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5.3.4 Check Sensors Alert 

Note: The displayed Monitor screen icon will vary depending on whichsensor has
lost contact (see the examples below). 

Monitor Icons 

Right front sensor has lost contact. 

Right back sensor has lost contact. 

Left back sensor has lost contact. 

Left front sensor has lost contact. 

The Right Middle Sensor or multiple Sensors have
lost contact, or the ASSURE system cannotsense
your heart rhythm. 

Description One or more of the Sensors are not touching bare 
skin, there is poor skin contact, your skin may be too
dry, or the sensors cannot get a clearsignal from your
heart. 

Voice Message “Adjust your Garment now. The Sensors must 
touch your skin.” 
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To respond to this alert: Actions 
Step 1 - Press the Alert Button to quiet the

alert 
Step 2 - Try the following actions: 

- Adjust the Garment so the Sensors are flat 
and touching bare skin. 

> The Sensors should be snug around
your rib cage, just below your breast
area and nipples. 

> Make sure your breasts are not under
the front Therapy Pad or Sensors. 

Note: Female patients may wear a bra over the
Garment to provide more support. 
- Check that the Garmentis not twisted and 

there is nothing under it. 
- Stop all movement and count to 10 slowlyto 

allow the system to sense your heart
rhythm. 

If the alert continues, try the following: 
- Moisten the skin under the Sensors with 

water or lotion. 
- Tighten the Garment by adjusting the

front closure snaps and shoulder straps. 
- Call the ASSURE Helpline at 1.833.692.7787. 



    

   

 

 

 

     
 
 

   

 
          

  

           
 

      

          
 

       
        

  
   

       
    

        
      

         
    

        
   

      
       

    
  

       
      

94 | Patient Handbook 

5.3.5 Check Therapy Pads Alert 

Monitor Icon 

Description One or more of the Therapy Pads are not 
touching bare skin. 

Voice Message “Check the Therapy Pads. The pads must touchyour 
skin.” 

Actions To respond to this alert: 

Step 1 - Press the Alert Button to quiet the
alert 

Step 2 - Try the following actions: 
- Confirm the Therapy Pads are flat and

touching bare skin. 
> The front Therapy Pad should be snug

around your rib cage, just belowyour
breast area and nipples. 

> Make sure your breasts are not under
the front Therapy Pad or Sensors. 

- Check that the Garment is not twisted and 
there is nothing under it. 

- Moisten the skin under the Therapy Pads
with water or lotion. 

- Change the front closure snaps and shoulder
strap settings for a snug Garmentfit. The
shoulder straps should be comfortable but
not loose. 

- Verify the Therapy Pads are correctly
inserted and snapped in the pockets. 
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5.3.6 Low Battery Alert 

Monitor Icon 

Description The Battery has less than two hours of power 
left. Replace the Battery now. 

Voice Message “Replace your Battery now.” 

Actions To respond to this alert: 

Step 1 - Press the Alert Button to quiet the
alert 

Step 2 - Insert a fully charged Battery into the
Monitor 

- A “click” sound means the Battery is
securely inserted. 

Step 3 - When the Alert Button icon appearson
the Monitor screen, press the Alert
Button 

Note: If a different icon appears on the Monitor
screen, there is likely an alert condition on the
ASSURE system. You must respond to the alert. See
section 5.1, Identifying Alerts, on page 78 for alist of
the alert icons. 

Step 4 - Place the used Battery into the
Charger 

Step 5 - Check the Charger screen to confirmthat
the Battery is charging 
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5.3.7 Shock Delivered – Seek Medical 
Attention Alert 

Monitor Icon 

Description You have received a shock and the dangerous
heart rhythm is no longer detected. 

Voice Message “Call 911 now. You have received a shock. 
Continue to wear your ASSURE system.” 

Actions  Continue to wear the ASSURE system. 
- The system will continue to analyze your

heart rhythm. 
- Press your Alert Button if you notice

another Shock alert. 
- If you are unconscious, the system will

provide additional shocks if needed. 
 Call 911 or seek medical attention. 

Note: The ASSURE system will not call 911 for you.You
or someone nearby must call 911. 

 Your chest area and back will be wet and 
covered with gel. 
- This gel was released by the Therapy

Pads as part of the shock delivery. 
- Leave the gel under the Therapy Pads. Do

not wipe off the gel, unless directed by a
medical professional. 

 You may experience some discomfort or
soreness around your chest. 

 If the Battery is removed and replaced aftera 
shock has been delivered, the alert will 
change to a Service Needed alert. Call the
ASSURE Helpline at 1.833.692.7787. 
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5.3.8 Service Required Alert 

WARNING 
When the Service Required alert is active, the ASSURE system is not
operationaland cannot protect you. Call the ASSUREHelplineat
1.833.692.7787 immediately for assistance. 

Monitor Icon 

Description There is a problem with the ASSURE system that 
requires immediate attention. Service Required 
alerts use an “R” error code. 
Note: This alert will repeat every five minutes. 

Voice Message “Call the ASSURE Helpline now. Your device 
needs service.” 

Actions To respond to this alert: 
Call the ASSURE Helpline at 1.833.692.7787
immediately 

- Provide the ASSURE representative withthe
error code that appears on the Monitor 
screen. 
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5.3.9 Service Needed Alert 

Monitor Icon 

Description There is a problem with the ASSURE system.
Service Needed alerts use an “N” error code. 
The ASSURE system is still operational and can
still provide therapy. 

Voice Message “Call the ASSURE Helpline now. Your device 
needs service. Continue to wear your ASSURE
system.” 

Actions To respond to this alert: 

Step 1 - Press the Alert Button to quiet the
alert 

Step 2 - Call the ASSURE Helpline at
1.833.692.7787 

- Provide the ASSURE representative withthe
error code that appears on the Monitor 
screen. 

Step 3 - Continue to wear the ASSURE system 
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6. General Care 
and Cleaning 

This section describes how to care for and clean the ASSUREwearable 
defibrillator (ASSURE system) and its accessories, including: 

 Taking off the system 
 Removing the Therapy Cable from the Garment 
 Assembling and putting on the system 
 Washing the Garment 
 Cleaning the system 
 Checking for equipment damage 
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6.1 Taking Off the System to Wash the 
Garment 

Notes: 
 Read through the following steps before attempting this task. 
 If you need additional help, watch the patient video on the

Kestra website at kestramedical.com/patients or call the
ASSURE Helpline at 1.833.692.7787. 

Step 1 - Open the Carry Pack flaps 

Step 2 - Slide the Battery lock until you see the yellow line andlift
the Battery handle 

Battery Lock Battery Handle 

Note: If you need help with this task, see page 144 or watch thepatient
video at kestramedical.com/patients. 
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Step 3 - Pull up to remove the Battery from the Monitor 

 Removing the Battery turns off the system. 
 To avoid setting off alerts, always remove the Battery

before taking off the ASSURE system. 

Step 4 - Close the Carry Pack flaps 



    

   

 

 

 

            

             
    

 

             
 

         
 

102 | Patient Handbook 

Step 5 - Remove any cable length tucked into the Carry Pack 

 The cabling may be inside the Carry Pack pockets or in the
elastic corner straps on the back. 

Step 6 - Press and hold the Plug Release button on the Monitor 

Step 7 - Remove the Plug from the Monitor 
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Step 8 - Take off the Carry Pack 

 Place the Carry Pack on a nearby flat surface to avoid
dropping the Monitor. 

Step 9 - Remove any clothing above the waist 
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Step 10 - Unsnap the front closure 

Step 11 - Take off the Garment 
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6.2 Removing the Therapy Cable from the 
Garment 

Notes: 
 The Therapy Cable is a complete assembly. The cords and cable

cannot be removed from the Hub. 
 Read through the following steps before attempting this task. 
 If you need additional help, watch the patient video on the

Kestra website at kestramedical.com/patients or call the
ASSURE Helpline at 1.833.692.7787. 

Step 1 - Take off the Garment and place it on a flat surface, likea
table or desk 
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Step 2 - Open the cord wrap near pocket 4 

Step 3 - Unsnap and remove the Therapy Pad from pocket 4 
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Step 4 - Unsnap and remove the Therapy Pads from pockets 2and 3 

Step 5 - Unsnap and remove the Alert Button from theshoulder strap 
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Step 6 - Gently pull the Alert Button cord through the loops onthe back
of the Garment until the cord is free 

Step 7 - Use both hands to remove the Hub from the Garment 

 Press down on the Garment near the bottom of the Hub 
Receptacle with your thumb. 

 Pull up firmly on the cable handle at the bottom of the Hub
with your other hand. 
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6.3 Assembling and Putting on the System 

Notes: 
 See chapter 1, Part Descriptions, on page 23 for the names and

descriptions of the ASSURE system parts. 
 Read through the following steps before attempting this task. 
 If you need additional help, watch the patient video on the

Kestra website at kestramedical.com/patients or call the
ASSURE Helpline at 1.833.692.7787. 

The ASSURE system comes with two Garments, so you can wash one
Garment while continuing to wear the system with the other Garment.
Before washing the used Garment, assemble and put onthe clean
Garment so you will continue to be protected. 

Follow these steps to assemble and put on the ASSUREsystem. 

Step 1 - If needed, connect each end of the shoulderstrap byinserting
the adjustable hook into a slot on the strap 

 The shoulder straps should be comfortable but not loose. 
 Place any extra shoulder strap length behind the strap (as

shown below). 
Notes: 

 Additional adjustments to the shoulder strap settings maybe
necessary after putting on the Garment. 

 Make sure the shoulder straps are not twisted when you
connect them. 
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Step 2 - Place the Garment on a flat surface with the numbersfacing up 

 Find the hub receptacle (number 1) and snaps (numbers 2-5)
on the Garment. 

5 
2 3 

4 1 

Step 3 - Lay the Therapy Cable near the Garment with theyellow side
of the Therapy Pads facing up 

 Untangle any cords. 
 Use the numbers on the Therapy Cable and the Garment to

guide you through the assembly process. 
Note: The Hub and Alert Button numbers are located on the back. 

2 
5 

3 

4 1 

1 
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Step 4 - Insert the Hub into the Garment and press down firmlyuntil
the Hub clicks into the Hub Receptacle 

 Insert the Hub at a slight angle so it fits under the lip of the
Hub Receptacle. 

Step 5 - Insert Therapy Pads 2 and 3 into the back pockets 

Note: There is a divider between the pockets. 
 Make sure the yellow side is facing up. 
 Make sure the Therapy Pads are on each side of the dividerand

completely inside their pockets. 
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Step 6 - Snap Therapy Pads 2 and 3 to the pocket tabs 

Step 7 - Insert Therapy Pad 4 into the front pocket 

 Make sure the yellow side is facing up. 
 The loop of cord should lie flat on top of the pad inside

pocket 4. 
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Step 8 - Loop any extra length of cord and place it on top ofthe pad
inside pocket 4 

Step 9 - Snap Therapy Pad 4 to the pocket tab 
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Step 10 - Fasten the cord wrap around the Therapy Pad 4 cord 

Note: If there isextra cord length, open the pocketand repeat steps8 and
9. 

Step 11 - Pull the Alert Button and cord through the loops onthe
back of the Garment 

a. Thread the Alert Button through the center loops on the
back of the Garment (above the Hub Receptacle). 

b. Select the left or right side, and then thread the Alert
Button through the angled loop for that side. 

b 

a 
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Step 12 - Snap the Alert Button (number5) to the shoulderstrap 

Note: The right shoulder strap does not have a label number, butthe
snap is in the same location as on the left side. 

Step 13 - Place the cord wrap over the Alert Button cord andsnap it to
the shoulder strap 

Note: There may be some extra Alert Button cord length after threading
the cord through the Garment and fastening it tothe shoulder
strap properly. This allows for flexibility while wearing the
assembled Garment. 
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The assembled Garment should look like the picture below. 

Step 14 - (Optional) Insert a bra pad (provided) into the openingbetween
the fabric layers of each cup in the Style B Garment 
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Step 15 - Put on the assembled Garment with the Sensorsagainst
bare skin 

 Remove all clothing, including bras and undershirts, from
your upper body. 

 Insert your arms between the shoulder straps and the backof
the Garment. 

 Pull the straps over your shoulders. 

Notes: 

 Always wear the Garment against bare skin. 
 The Garment contains the following materials: 

– Body fabric: 59% Polyamide, 41% Elastane (spandex) 
– Inner lining: 73% Polyamide, 27% Elastane 
– Therapy Pad pockets: 100% Silver-plated Nylon 
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Step 16 - Pull the Garment snug around your rib cage and thenfasten the
front closure snaps 

Note: The Garment must have a snug fit to keep the Sensors incontact
with bare skin. 

Step 17 - Adjust the shoulder straps to lie flat against the chestand
shoulders 

 The shoulder straps should be comfortable but not loose. 
 Any extra upper strap length should go behind the lower

strap (as shown below). 
Note: Remove the Garment before adjusting the shoulder strapsusing the

adjustable hooks. 
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Step 18 - Check the Garment's fit 

 The straps should lie flat against the chest and shoulders. 
 The Therapy Pads should lie flat against the back. 
 Check that the Garment is not twisted around the sides or 

back. Use a mirror or have another person help check. 
 The front Therapy Pad should be snug around your rib

cage, below your breast area and nipples but above your
stomach. 

Note: Make sure your breasts are not underneath the front TherapyPad or
Sensors. 

Proper Garment Fit 

Front Back 

ImproperGarmentFit 

Too Low Too High Twisted 
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Step 19 - Put on clothes over the Garment 

Notes: 
 Do not wear or place anything between the Garment and your

body. The Sensors must touch bare skin. 
 Undershirts and bras may only be worn over the Garment (as

shown below). 

Undershirt Over the Garment Bra Over the Garment 
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Step 20 - Put on the Carry Pack with the Monitor inside 

Note: The inside of the Carry Pack (the side with the belt clip and cornerstraps)
should always face towards your body. This prevents the cable from
getting snagged or caught on something. 

 See section 3.1.2, Using the Carry Pack, on page 47 for more
information on how to wear and use the Carry Pack. 

Step 21 - Adjust the Carry Pack strap (if necessary) 

Strap Adjusters 

 Slide the adjuster along the strap to lengthen or shortenthe 
strap. 
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Step 22 - Insert the Plug into the Monitor 

 The Plug can be inserted in one direction only. 
 A “click” sound means the Plug is securely inserted. 

Step 23 - Manage the extra cable length to avoid catching thecable on
anything 

 Options for managing extra cable length: 
– Use the back corner straps of the Carry Pack. 
– Place it in the Carry Pack pocket. 
– Tuck it into your pants or pocket. 
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Step 24 - Open the flaps on the Carry Pack 

Step 25 - Insert a fully charged Battery into the Monitor 

 A “click” sound means the Battery is securely inserted. 

Step 26 - Close the Carry Pack flaps 
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Step 27 - Wait a few minutes while the ASSURE system powersup 

 The Monitor light turns blue right away
and the Monitor screen displays the
Welcome icon. 

 The System Busy icon then appears. 

 Wait for the Alert Button icon to 
appear on the Monitor screen (this
may take a few minutes). 

If a different icon appears on the Monitor 
screen, check the alert icon andrespond to
the alert. 
 See section 5.1, Identifying Alerts, on

page 78 for a list of the alert icons. 
 After responding to the alert, the Alert

Button icon should appear on the
Monitor screen. 
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Step 28 - Press the Alert Button 

Note: If you press the Alert Button and the
System Ready icon does not
immediately appear on the Monitor
screen, call the ASSURE Helpline at
1.833.692.7787. There may be an issue
with the Alert Button. 

What you will... 

See  Solid green Monitor light 
 System Ready iconon Monitorscreen 

Hear Three-note guitarstrum 

Feel Single-pulse vibration from the Alert
Button 

Note: The green light and the screen backlight turn off after fiveseconds. 

Go to the next page for the
Garmentwashinginstructions 
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6.4 Washing the Garment 

Wash the Garment as needed. The ASSURE system comes with two
Garments, so you can wash one Garment while continuing towear the
system with the other Garment. 

Before washing the Garment: For instructions 

1. See section 6.1, Taking
Off the System to Wash
the   Garment, on page
100 for instructions. 

Take off the system. 

2. Remove the Therapy Cable from the
used Garment. 

See section 6.2, 
Removing the Therapy
Cable from the 
Garment, on page 105
for instructions. 

See section 6.3, 
3. Place the Therapy Cable into the clean Assembling and Putting

Garment and put on the system. on the System, on page
109 for instructions. 

Go to the next page 
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WARNING 
Always remove the Therapy Cable before washing the Garment. 

To wash the Garment: 

Step 1 - Place the Garment in the washing machine 

Notes: 
 The five round metal Sensors and the Hub receptacle are 

permanent parts of the Garment and may be washed. 
 A laundry bag is provided in the system kit if you want to useit. 

Step 2 - Machine wash in cold water on a gentle cycle 

 Use a mild laundry detergent only, such as all® free clear orTide 
Free and Gentle™. 
Note: Follow the detergentmanufacturer'swarningsandcautions

listed on the packaging. 
 If you prefer, you may hand wash the Garment. 

WARNING 
Do not use chlorine bleach, bleach alternatives, fabric softeners, or 
anti-static sprays. Also, do not use detergents ordetergent “pods”
that include bleach or fabric softener additives. 
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Step 3 - Hang the Garment or place it on a flat surface to airdry 

 Make sure that the Garment is dry before using it. 
 Do not dry clean or iron the Garment. 
 Do not dry the Garment in a clothes dryer, microwave

oven, or any other oven. 
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6.5 Cleaning the ASSURE System 

The Garment has specific cleaning instructions, see section6.4,
Washing the Garment, on page 126. 

In general, the ASSURE system parts and accessories do not require
maintenance, other than cleaning as needed. If there appears to be
any damage or if you have any concerns about theequipment, call the
ASSURE Helpline at 1.833.692.7787. 

WARNING 
Do not place the Monitor, Therapy Cable, Batteries, or Charger inwater
or any other liquids. Avoid spilling any liquids on these devices. Liquids
entering these devices may cause them to malfunction or fail. 

To clean the equipment: 

Step 1 - Gently wipe the equipment with a clean, soft clothdampened
slightly with water only 

Step 2 - Use a separate dry, soft cloth to dry the equipmentbefore
using it 

Notes: 
 Avoid wiping the Hub connectors and pins. 
 Do not allow any liquid or moisture to remain on the equipmentor

its connectors and pins after cleaning. 
 Do not dry clean the Carry Pack. 
 Do not dry the Carry Pack in a clothes dryer, microwave oven, orany

other oven. 
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6.6 Checking for Equipment Damage 

You should check the ASSUREsystem for any wear or damageonce or
twice a week. 

Some examples of potential damage or improper use include: 

 Gel leaking from the Therapy Pads (see below) 
 Sensors peeling off from the Garment (see below) 
 Worn cables or cords 
 Cracked or broken Monitor case 
 Broken snaps on Garment 
 Tamper-evident seal on Monitor (below the Plug

Receptacle) shows “VOID” and “KESTRA” markings 

If there appears to be any damage or if you have any concerns about
the equipment, call the ASSURE Helpline at 1.833.692.7787. 

Examples of Potential Damage to the ASSURE System 
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7. Help 
This section provides help with wearing and using the ASSUREwearable
defibrillator (ASSURE system). 

The following information is available: 

 Alerts quick reference chart 
 System status icon descriptions 
 Frequently-Asked Questions (FAQs) 

If you need help, call the ASSUREHelpline at 1.833.692.7787. 
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7.1 Alerts Quick Reference 

Heart Alerts 

Actions Alert Icon 

If you notice this alert: 
 Press the Alert Button to cancel shock 

delivery. 
 Continue to wear the system unless a

medical professional tells you to remove it. 
 Call 911 or seek medical attention if you feel

dizzy or unwell. 

If you do not pressthe Alert Button: 
 The ASSURE system will automatically

provide a shock, if needed. 
 The ASSURE system will instruct anyone

nearby to call 911. 
Note: The ASSURE system will not call 911
for you. You or someone nearby must call
911 during Heart alerts. 

See "Shock Alert" on page 80 for more
information. 
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If you notice this alert: 
 Press the Alert Button. 
 Continue to wear the system unless a

medical professional tells you to remove it. 
 Call 911 or seek medical attention if you feel

Heart Alerts 

Actions Alert Icon 

dizzy or unwell. 

If you do not pressthe Alert Button: 
 The ASSURE system will instruct anyone

nearby to call 911 and begin CPR. 
Note: The ASSURE system will not call 911for
you. You or someone nearby must call911
during Heart alerts. 

See "Seek Medical Attention Alert" on page 84
for more information. 
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System Alerts 
Insert the Plug into the Monitor. - or -
Remove the Plug from the Monitor and then
re-insert it. 

WARNING 
If the alert continues to play, remove the Battery
from the Monitor and re-insert it torestart the 
ASSURE system. 

See "Connect Plug to Monitor Alert" on page 89for
more information. 

Note: The System Busy icon will appear on the
Monitor screen with a yellow Monitor light
when the Monitor detects a Plug insertion.
This check may take up to a minute to
complete. 

Press the Alert Button to quiet the alert. 
Then try the following: 
 Insert the Hub into the Garment. 
 Remove the Hub from the Garment and 

then re-insert it. 

See "Connect Hub to Garment Alert" on 
page 90 for more information. 
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System Alerts 
Press the Alert Button to quiet the alert.Then try the following: 
 Put on the Garment. 
 Check that the Garment is not twisted, 

there is nothing under it, and the Therapy
Pads are assembled correctly. 

 Moisten the skin under the Sensors and 
Therapy Pads with water or lotion. 

See "Put on Garment Alert" on page 91 for more
information. 
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System Alerts 
Press the Alert Button to quiet the alert. 
Then try the following: 
 Adjust the Garment so the Sensors are flat 

and touching bare skin. 
 Check that the Garment is not twisted,

there is nothing under it, and the Therapy
Pads are assembled correctly. 

 Stop all movement and count to 10 slowly to
allow the system to sense your heart rhythm. 

 Moisten the skin under the Sensors with 
water or lotion. 

 Tighten the Garment by adjusting the front
closure snaps and shoulder straps. 

 Call the ASSURE Helpline at 1.833.692.7787. 
 See "Check Sensors Alert" on page 92 for

more information. 
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System Alerts 
Press the Alert ButtonThen try the following: to quiet the alert. 
 Confirm the Therapy Pads are flat and

touching bare skin. 
 Check that the Garment is not twisted and 

there is nothing under it. 
 Moisten the skin under the Therapy Pads

with water or lotion. 
 Change the front closure snaps and shoulder

strap settings for a snug Garmentfit. The
shoulder straps should be comfortable but
not loose. 

 Verify the Therapy Pads are correctly
inserted and snapped in the pockets. 

See "Check Therapy Pads Alert" on page 94 formore
information. 

Press the Alert Button to quiet the alert. 
Insert a fully charged Battery into the Monitor. 

See "Low Battery Alert" on page 95 for more
information. 
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System Alerts 
Press the Alert ButtonThen do the following: to quiet the alert. 
 Call 911 or seek medical attention. 

Note: The ASSURE system will not call 911
for you. You or someone nearby must call
911 during Heart alerts. 

 Continue to wear the ASSURE system. 

See "Shock Delivered – Seek Medical Attention 
Alert" on page 96 for more information. 

WARNING 
When the Service 
Required alert is
active, the system is
not operational and 
cannot protect you. 

 Call the ASSURE Helpline at 1.833.692.7787
immediately. 

 Provide the error code that appears on the
Monitor screen to the ASSURE representative. 

See "Service Required Alert" on page 97 for
more information. 

Press the Alert Button to quiet the alert. 
 Call the ASSURE Helpline at 1.833.692.7787. 
 Provide the error code that appears on the

Monitor screen to the ASSURE representative. 
 Continue to wear the ASSURE system. 

See "Service Needed Alert" on page 98 for
more information. 
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7.2 System Status Icons 

7.2.1 System Welcome 

Description The Battery has been inserted into the Monitorto 
turn on the ASSURE system. 

Notifications  Blue Monitor light 
 Icon displayed on the Monitor screen 

Action Wait for the System Busy icon to appear on the 
Monitor screen. 



    

   

 

 

 
 

 

 

   

       

     
       

           
   

       
 
     

      
  

    
 

    
    

     
      

  

140 | Patient Handbook 

7.2.2 System Busy 

Description The ASSURE system is powering up. 

Notifications  Blue Monitor light 
 Icon displayed on the Monitor screen 

Action Wait for the Alert Button icon to appear on the 
Monitor screen (this may take a few minutes). See
section 7.2.3, Alert Button, on page 141. 
Notes: 

 If the System Busy icon displays for more
than five minutes, try re-insertingthe
Battery into the Monitor. If this does not
work, call the ASSURE Helpline at
1.833.692.7787. 

 The System Busy icon will appear on the
Monitor screen with a yellow Monitor
light when the Monitor detectsa Plug 
insertion. This check may take up to a
minute to complete. 
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7.2.3 Alert Button 

Description The ASSURE system has finished powering up 
and is operational. 
Press the Alert Button to confirm it is operating
properly. 

Notifications  Blinking, green Monitor light 
 Icon displayed on the Monitor screen 
 Single-pulse vibration from the Alert Button 
 Voice message stating, “Press your Alert

Button now.” 

Actions Press the Alert Button 
After pressing the Alert Button, the System Ready
icon appears on the Monitor screen. Seesection
7.2.4, System Ready, on page 142. 
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7.2.4 System Ready 

Description The ASSURE system is working properly 
(normal operating mode). 

Notifications  Green Monitor light 
Note: The light turns on for the first five
seconds and then turns off. 

 Icon displayed on the Monitor screen 
 Single-pulse vibration from the Alert Button 
 Three-note guitar strum 

Action None. You can press the Alert Button to checkthe 
system status at any time. 
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7.3 Frequently-Asked Questions 

Where can I gethelp with the ASSURE system? 

If you have any questions or need help related to the ASSURE
system, call the ASSUREHelpline at 1.833.692.7787. 

You can also watch the patient video on the Kestra website at
kestramedical.com/patients. 

What can I do if I experience discomfort while
wearing the ASSURE system? 

 Try adjusting the Garment or Carry Pack to improve
comfort and fit. 

 Check for any skin issues underneath the Garment, like
redness, bumps, inflammation, irritation, skin breakdown,
blistering, or a cut. 

Notes: 

 The Garment contains the following materials: 
– Body fabric: 59% Polyamide, 41% Elastane (spandex) 
– Inner lining: 73% Polyamide, 27% Elastane 
– Therapy Pad pockets: 100% Silver-plated Nylon 

 The Carry Pack is 100% Polyester and the strap is 100%
Nylon. 

If you still have a problem or if you need to report a skin issue: 

 Continue to wear the ASSUREsystem. 
 Call your doctor. 
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How do I remove theBattery from the Monitor? 

The Battery includes a lock on the top that locks the battery intothe
Monitor to avoid accidentally removing the Battery. If you arehaving
issues with removing the Battery from the Monitor, try following the
instructions below. 

Note: When removing the Battery from the Monitor, it is important to
remember to perform the following steps at the same time. 

1. Slide the Battery lock until you see the yellow line. 

Battery Lock 

2. With the Battery unlocked (yellow line is shown), lift the
Battery handle. 

Battery Handle 
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3. Pull up to remove the Battery from the Monitor. 

Note: If you still need help, watch the patient video at
kestramedical.com/patients or call the ASSURE Helplineat
1.833.692.7787. 

Whatshould I do if the Charger does notcharge the
Battery? 

When you insert a Battery into the Charger, the Charger screenwill 
display its status. See section 4.2.1, Viewing the Charger Screen, on 
page 66 for an explanation of what the different screens mean. 

You can also check the following: 

 The Charger is plugged into an electrical wall outlet. 
 The Charger cord is plugged into the back of the Charger. 
 The Battery is properly inserted into the Charger. 
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What does the symbol on the Monitorscreen mean? 

When you insert the Battery into the Monitor to turn on theASSURE
system, the System Welcome icon appears on the Monitor screen. 

After a few seconds, the System Busy icon appears on the screen. 

The System Busy icon can appear for a few minutes while thesystem is
powering up. 

Note: If the System Busy icon displays for more than five minutes, try re-
inserting the Battery into the Monitor. If this does not work, call the
ASSURE Helpline at 1.833.692.7787. 

After the system is operational, the Alert Button icon appears. Press
the Alert button to confirm that the Alert Button is workingproperly. 
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When the ASSURE system is working properly, the System Readyicon
appears on the Monitor screen. 

An alert icon appears on the Monitor screen when the system needs
your attention. Use the reference charts at the beginning ofthis
chapter (see page 132) to identify the alert and what actions you can
take. 

How do I disconnect the cable from the Monitor? 

The Plug is designed to not come out of the Monitor easily. Toremove
the Plug from the Monitor, follow these steps: 

1. Press and hold down the Monitor’s Plug Release button. 

2. Remove the Plug from the Monitor. 
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What should I do if the ASSURE system doesnot turnon
when I insert the Battery? 

 Make sure the Battery is properly seated in the Monitor.
When you insert the Battery, you should hear a “click”
sound. This means the Battery is securely inserted. 

 Make sure the Battery you are using is fully charged. Placethe
Battery into the Charger to check its current charge status.
See section 4.2.1, Viewing the Charger Screen, on page 66
for more information. 

 Try inserting the spare Battery into the Monitor. If the spare
Battery works, place the other Battery in the Charger to check
its status. 

What should I do if the Connect Plug to Monitor alert
keeps playing after removing and re-inserting the Plug
into theMonitor whilethe ASSURE system ison? 

 Remove the Battery from the Monitor and then re-insert itto
restart the ASSURE system. 

What should I take with me when I travel, or when Iwill
be away from home for more than 24 hours? 

If you will be away from home for longer than 24 hours, take the
spare, fully charged Battery and Charger with you. 

How do I clean the ASSURE system? 

Other than washing the Garment, you should not have to clean theASSURE
system very often. 

See chapter 6, GeneralCare and Cleaning, on page 99 for moreinformation. 
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8. Symbols
Glossary 

This section defines the symbols used on the ASSURE wearable
defibrillator (ASSUREsystem) and Charger labels and packaging. 
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Symbol Description and Reference Document
Consult instructions for use. 
IEC/TR 60878, Graphical symbols for electricalequipment in
medical practice. Symbol 1641 

Follow the instructions for use 
IEC/TR 60878, Graphical symbols for electrical
equipment in medical practice. Symbol ISO 7010-
M002 

Do not dispose of in fire. 
IEC 60086-4, Primary batteries - Part 4: Safety oflithium 
batteries. Symbol C 

Do not deform or damage. 
IEC 60086-4, Primary batteries - Part 4: Safety oflithium 
batteries. Symbol B 

Do not open or dismantle. 
IEC 60086-4, Primary batteries - Part 4: Safety oflithium 
batteries. Symbol H 

MR unsafe – Keep away from magnetic resonance
imaging (MRI) equipment 
IEC/TR 60878, Graphical symbols for electrical equipment in
medical practice. Symbol 62570-7.3.3 

Recommended storage temperature (from low tohigh) 
IEC/TR 60878, Graphical symbols for electricalequipment in
medical practice. Symbol 0632 

Battery 
ISO 7000, Graphical symbols for use on equipment –
Registered symbols. Symbol 5001B 
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Symbol Description and Reference Document 

Do not wash. 
ISO 7000, Graphical symbols for use on equipment –
Registered symbols. Symbol 3123 

Wash in cold or mildly warm water with a maximum
temperature of 104°F (40°C) on a gentle or delicate
setting. 
ISO 7000, Graphical symbols for use on equipment – 
Registered symbols. Symbol 3089 

Do not use bleach. 
ASTM D5489-14, Standard Guide for Care Symbolsfor
Care Instructions on Textile Products. 

Do not iron. 
ISO 7000, Graphical symbols for use on equipment –
Registered symbols. Symbol 3113 

Do not dry clean. 
ISO 7000, Graphical symbols for use on equipment – 
Registered symbols. Symbol 3114 

Do not tumble dry. 
ISO 7000, Graphical symbols for use on equipment –
Registered symbols. Symbol 3109 

Manufacturer 
IEC/TR 60878, Graphical symbols for electricalequipment
in medical practice. Symbol 3082 

Date of manufacture: YYYY-MM-DD 
IEC/TR 60878, Graphical symbols for electricalequipment
in medical practice. Symbol 2497 
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Symbol Description and Reference Document 
IPxx Enclosure ingress protection code 

IEC 60529, Degrees of protection provided byenclosures
(IP Code) 

Type BF applied part 
IEC/TR 60878, Graphical symbols for electricalequipment
in medical practice. Symbol 5333 

For USA audiences only 
21 CFR 801.109, Labeling: Prescription Devices Rx Only !USA 

Serial number 
IEC/TR 60878, Graphical symbols for electricalequipment
in medical practice. Symbol 2498 

SN 

Catalogue number 
IEC/TR 60878, Graphical symbols for electricalequipment
in medical practice. Symbol 2493 

REF 

Batch code 
IEC/TR 60878, Graphical symbols for electricalequipment
in medical practice. Symbol 2492 

LOT 

Rechargeable battery 
IEC 60417, Graphical symbols for use on equipment.
Symbol 5639 

Recognized component mark for Canada and theUnited
States. 

USB port 
ISO 7000, Graphical symbols for use on equipment –
Registered symbols. Symbol 3650 
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IEC 60417, Graphical symbols for use on equipment.
Symbol 5031 

Symbol Description and Reference Document 

Charger power port 

Lock 
ISO 7000, Graphical symbols for use on equipment –
Registered symbols. Symbol 1656 

Unlock 
ISO 7000, Graphical symbols for use on equipment –
Registered symbols. Symbol 3305 

Wireless charging 
No applicable standard 

Class II equipment 
IEC 60417, Graphical symbols for use on equipment.
Symbol 5172 

Input 
IEC 60417, Graphical symbols for use on equipment.
Symbol 5034 

Output 
IEC 60417, Graphical symbols for use on equipment.
Symbol 5035 

Rated power output, direct current 
IEC 60417, Graphical symbols for use on equipment.
Symbol 6048 

Polarity of Direct Current Power Connector 
IEC 60417, Graphical symbols for use on equipment.
Symbol 5926 
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Symbol Description and Reference Document
Do not use this device in a bathtub, shower or 
water-filled reservoir. 
ISO 7010, Graphical symbols – Safety colours and safety
signs – Registered safety signs. Symbol P026 

Recognized UL Classification Marking for Canada 
and the United States. 

Recognized safety certification mark for the United
States. 
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9. Technical 
Information 

This section is provided in compliance with European standards.The
following information is provided: 

 Technical specifications 
 Voice prompts 
 Electromagnetic Compatibility (EMC) compliance 
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9.1 Specifications 

This sectionprovides technical specifications and performance characteristicsfor the
ASSURE system. 

All specifications are at 68°F (20°C) unlessotherwise stated. 
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9.1.1 ASSURE System 

Item Detail 
Classification Internally powered equipment per IEC 60601-

1 (Group 1, Class B per IEC 60601-1-2),
transportable, body-worn, infrequent use 
AED 

Electrical Protection Therapy Pads are type BF applied parts. ECG 
electrodes are type CF applied partsper IEC 
60601-2-4. 

Operation Mode Continuous; automatic detection and 
treatment of dangerously fast heart
rhythms, automatic detection of 
dangerously slow heart rhythms, collectionof 
patient data and current system status 

Accessible Parts (per IEC 60601-1) Monitor’s Plug Receptacle 
Hub Connector 

Communications Near Field Communication (NFC) 13.56 MHz
RFID, ASK Modulation, 124 dBuV/m, 0.12 in (3 
mm) communication range 
802.11 wireless networking 

System Temperature Range: Operating 32°F to 122°F (0°C to 50°C) 
Note: The Garment, which is worn directly on 
the skin, operates to a maximum of 105.8°F 
(41°C). The Garment does not generate
additional heat. When the Garment is on the 
body, the Sensors will notexceed skin 
temperature. 

Relative Humidity 5 to 95% (non-condensing) 

Operating Altitude -1253 to 9878 feet (-382 to 3011 meters) 
above sea level 
700 to 1060 hPa (atmospheric pressure) 

System Temperature Range: Storage -4°F to 122°F (-20 to 50°C) 
and Transport 

Liquid and Solid Ingress (per IEC 60529) IP22 (Monitor and Therapy Cable) 

Monitor Weight (including Battery) 1.8 lb (0.82 kg) 
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Item Detail 

Part Numbers Garment (Style A) – 80015 
Garment (Style B) – 80016 
Monitor – 80008 
Therapy Cable – 80004 
Carry Pack – 3326502 

9.1.2 Battery 
Item Detail 

Classification Secondary rechargeable battery per IEC 
62133 

Type Single Lithium Ion rechargeable battery 

Voltage Typical: 10.8 V 
Operating Range: 7.5 V – 12.6 V 

Capacity 3.2 Ah, 34.5 Wh rated capacity 

Temperature Range: Operating 32°F to 131°F (0°C to 55°C) 

Temperature Range: Charging 32°F to 113°F (0°C to 45°C) 

Relative Humidity 5 to 95% (non-condensing) 

Operating Altitude -1253 to 9878 feet (-382 to 3011 meters) 
above sea level 
700 to 1060 hPa (atmospheric pressure) 

Liquid and Solid Ingress (per IEC 60529) IP55 

Part Number 3322882 
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9.1.3 Charger 
Item Detail 

Classification Class II ME Equipment per IEC 60601-1, Portable,
Continuous Operation (CISPR 11 Group 1, Class B per 
IEC 60601-1-2), Type BF applied part 

Charging Capacity One Lithium Ion battery with up to a 2 A charge 
current in the Battery slot. 

Battery Charge Time (from Approximately 4 hours 
empty to fully charged) 

Power Supply Delta MDS-060BAS19 A 
15-20 VDC, Class II 

Wireless Charging Power output: 5W 
Wireless charging well - maximum device dimensions 
including case: 
Height: 6.3 in (160.02 mm) 
Width: 3.33 in (84.58 mm) 
Depth: 0.49 in (12.45 mm) 

USB Dedicated Charging Port USB 2.0 Standard Type A 
Output voltage and current: 5VDC at 1.5A 

AC Adapter Class II, Line Voltage 100-240V AC, 50-60Hz 

Power Jack Diameter and Diameter 2.1mm or 2.5mm 
Polarity Support for up to 3A output current to Charger 

UL Rating 94-V0 

Liquid and Solid Ingress (per IP2 
IEC 60529) 

Temperature Range: Operating 32°F to 113°F (0°C to 45°C) 

Temperature Range: Storage -4°F to 122°F (-20 to 50°C) 
and Transport 

Operating Humidity 15 to 90% non-condensing 

Operating Altitude -1253 to 9878 feet (-382 to 3011 meters) above sea 
level 
700 to 1060 hPa (atmospheric pressure) 

Part Numbers Charger – 3326633 AC 
Adapter – 3337063 
Power Cord – 3336093 
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9.1.4 Alerts 
Item Detail 

Audible Notifications Alert notifications may include audio tones and
instructions. 
Alert notifications and tones play through the 
Monitor and Alert Button speakers. 

- Heart alert tone volume range is 70 ±5 dBA. 
- System alert tone volume range is 58 ±5 dBA. 

The time between first notification and instructions is 
approximately six seconds. 
Alert volume is non-adjustable. 
The tone assignments for each type of alert include: 

- The Heart alert tone is used to indicate that 
there is a rhythm issue with the patient. The
tone is 2 low-high chords repeated twice a 
second. 

- The System alert tone is used to indicate that
there is an equipment or system issue. The 
tone is a single chord played twice at a low
volume, then automatically repeated at a 
slightly increased volume with a total play time
of 2.45 seconds for the set of paired chords. 

Vibration Notifications Alerts are indicated by a vibration through the Alert 
Button. 

Visual Notifications Alerts are indicated by an alert icon on the Monitor 
screen and the color of the Monitor light. 

- Heart alerts display a flashing red Monitor light 
and an alert icon on the Monitor screen. 

- System alerts display a blinking yellow Monitor 
light and an alert icon on the Monitor screen. 

- Heart alerts – Four gentle pulses followed byan
intense, triple-buzz vibration from the Alert 
Button. 

- System alerts – Triple-pulse vibration from
the Alert Button. 
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Item Detail 

System Alert Detection Delays The following System alerts have a delay time to allow 
the system to confirm the alert condition beforenotifying 
the patient. 

- Check Sensors alert (1–15 minutes) 
- Check Therapy Pads alert (15 minutes) 

Note: The time between the first detection and 
instructions is approximately six seconds. 

System Alert Replay Delays If a System alert is not silenced, there is a delay time 
before the System alert is replayed ranging from 30 
seconds to 30 minutes depending on the specific alert. 

System Alert Silence Delays If the System alert is silenced, there is a delay time 
before the System alert is replayed ranging from 5
minutes to 30 minutes depending on the specific 
alert. 

Alert and System Status The lists below show the priorities from highest (1) to 
Priorities lowest. 

1. Service Required alert 
2. Check Sensors alert (with a 1–2-minute delay) 
3. Shock and Seek Medical Attention alerts 
4. Check Therapy Pads alert 
5. Low Battery alert 
6. Check Sensors alert (with a 15-minute delay) 
7. Shock Delivered – Seek Medical Attention alert 
8. Service Needed alert 
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9.1.5 Detection 
Note: This sectionprovides information regardingthe ASSURE detectionalgorithm’s

performance and test methods per IEC 60601-2-4. 

Item Detail 

Detection The ASSURE detection algorithm uses ECG signals to 
analyze the rhythm and to detect shockable rhythms
(ventricular tachycardia and ventricular fibrillation). 
Note: The default VT rate threshold is 170 BPM. 
The ASSURE detection algorithm automatically initiates 
analysis without requiring any input from the patient. 

Performance of the ASSURE detection algorithm has been evaluated using a Test 
Dataset of electrocardiogram (ECG) segments. The Test Dataset was adjudicated by
cardiac electrophysiology experts using manual methods to determine the heart
rate. The Test Dataset includes a total of 1,287 ECG segments from a variety of
sources. EachECG segment is at least 6 secondsinduration. Sources for the Test
Dataset include: 

 Prospective data collection from electrophysiology (EP) labs using a
commercialdata acquisition system and standardadhesive electrodes
placed in ASSURE ECG leadlocations 

 University of Alabama Birmingham Medical Center EP Lab12-lead ECG
recordings 

 Los Angeles Fire Department LIFEPAK12 andLIFEPAK1512-lead ECG
recordings 

 ResuscitationOutcomes Consortium (ROC) single-leadECG recordings 
 A series of single-lead ECG recordings gathered from emergency medical

services with locations in North America and Europe in whichpatients
were treated with a LIFEPAK 1000 or a LIFEPAK12 

 Amsterdam emergency medical services spontaneous VF single-leadECG
recordings 

The ASSURE detection algorithm's performance meets or exceeds the American
Heart Association (AHA) recommendations forperformance asrequired by IEC
60601-2-4. 
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Rhythms:

2. Disorganized ventricular rhythm with peak to peak amplitude ≥ 200µV, and-
without consistently identifiable QRS complexes 

Positive Predictive Value > 93% 

9. Technical Information | 163 

Rhythm Min. Test Performance Observed 
Classification Sample Sample Goal Performance1 

Size Size 

Shockable Rhythm: 200 211 >90% sensitivity Met 
Coarse VF2 

Shockable Rhythm: 50 107 >90% sensitivity Met 
Rapid VT3 

Non-Shockable 100 248 >99% specificity Met 
Rhythm: 
Normal Sinus Rhythm 
(NSR)4 

Non-Shockable 

AF, Sinus Bradycardia, 
SVT, Heart Block, 
idioventricular, PVCs 

30 397 >95% specificity Met 

Rhythm: 
Non-Shockable 100 117 >95% specificity Met 

Asystole5 

Intermediate Rhythm: 25 28 Report Only > 74% sensitivity 
Fine VF6 

Intermediate Rhythm: 
Other VT7 25 37 Report Only > 89% sensitivity 

Slow VT8 - 142 Report Only > 97% specificity 

Overall Test Results 

Sensitivity >90% sensitivity Met 

Specificity >95% specificity Met 1. ASSURE system nominal therapy zone settings (VT 170 bpm, VF 200 bpm) 
- Report Only 

3. Ventricular rhythm (Monomorphic/Polymorphic/Pleomorphic VT) Report Only < 3% False Positive Rate 
adjudicated heart rate > 187 bpm (nominal VT rate threshold + 10%) 

4. Heart rate > 60 bpm and < 100 bpm, and p-waves consistent with sino-atrial
origin 
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5. Rhythms with peak-to-peak amplitude < 75 µV 
6. Disorganized ventricular rhythm with a peak-to-peak amplitude ≥ 100 µVand 

≤ 200 µV 
7. Ventricular rhythm (Monomorphic/Polymorphic/Pleomorphic VT) adjudicated 

heart rate ≥ 170 bpm (nominal VT rate threshold) and ≤ 187 bpm(nominal VT 
rate threshold + 10%) 

8. Ventricular rhythm (Monomorphic/Polymorphic/Pleomorphic VT)
adjudicated heart rate < 170 bpm (nominal VT rate threshold) 

Notes: 

 American Heart Association(AHA)AED Task Force, Subcommittee on 
AED Safety & Efficacy. “Automatic External Defibrillators for Public
Access Defibrillation: Recommendations for Specifying andReporting
Arrhythmia Analysis Algorithm Performance, IncorporatingNew
Waveforms, andEnhancing Safety.” Circulation95, no. 6 (1997): 1677–
82. 

 The studies and data cited above are the result of extremely
challenging rhythms that deliberately test the limits of AEDs.
Clinically, the actual sensitivityandspecificitymay be equal or
better. 
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9.1.6 Defibrillation 
Note: This section provides information regardingdefibrillation per IEC 60601-2-4. 

Item Detail 

Shock Waveform A Biphasic Truncated Exponential (BTE) waveform 
that provides synchronous cardioversion 
defibrillation therapy. 

Device Capacity With a new Battery: 
- Provides up to 25 170J defibrillation shocks

(per IEC 60601-2-4 for an infrequent use 
AED) or at least 24 hours of operation time. 

At a Low Battery alert indication: 
- Provides three 170J defibrillation shocks or 

two hours of operation time. 

Shock Ready Time 

Maximum Charging Time After 
Shocks 

There is a delay of approximately 20 seconds from 
the Shock alert notification to the actual shock delivery.
This allows time for the patient to press theAlert Button 
to divert the shock. 
If rate recovery or a non-shockable rhythm occurs
after the initial Shock alert notification, the system 
will cancel the shock sequence and issue a “No shock 
needed” message within 30 seconds. 

Within 20 seconds6 

Maximum Time from Initiation 
of Rhythm Analysis to
Readiness for Discharge After6 
Shocks 

Within 35 seconds 

VF Shock Delivery Time A shock is delivered within approximately 40 secondsof 
the onset of VF, unless a conscious patient diverts 
therapy by pressing the Alert Button or the rhythm 
returns to normal. 

VT Shock Delivery Time A shock is delivered within approximately 80 seconds 
of the onset of VT, unless a conscious patient diverts 
therapy by pressing the Alert Button or the rhythm returns
to normal. 
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Detail Item 
Shock Energy Output and 
Accuracy 

Impedance at which the shockis 

The shock energy output is 170 joules (non-
configurable). 
The energy accuracy for shock energy delivered intoa 
50Ω resistor is equal to 170 joules ± 8%. 

not delivered 
A shock is delivered regardless of the impedance 
reading. 

The complete ASSURE system biphasic waveform is shownbelow. 

Current flow is maintained during phase 1 fora time T1, afterwhich there is ashort 
400µS pause between phases (T3). Current flow is then reversed for phase 2. 

The peak current (I1)is determined by the charge voltage/patient resistance. 

The phase durations (T1 and T2) are microprocessor-controlled and are adjusted
based on the patient impedance. Patient impedance is derived fromthe rate of
decay of the capacitorvoltage. 

The waveform “tilt” is a measure of the amount the capacitor voltage has decayed
during a shock. It is calculatedwith the formula Tilt = (I1 - |I4|)/I1. Forthe ASSURE 
system’s defibrillation waveform, the tilt is greatest at low impedances and less at 
high impedances. 

Nominal shock waveform parameters are providedin the following table. 
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Patient Peak Phase 1 Phase 2 Measured Energy 
Resistance Current (T1) (T2) Tilt Output (I1) 

25 63 A 3.54 ms 3.54 ms 86.2% 156 to 184 joules 

50 32 A 4.96 ms 4.96 ms 75.7% 156 to 184 joules 

75 21 A 6.33 ms 6.33 ms 70.2% 156 to 184 joules 

100 16 A 8.08 ms 5.60 ms 63.6% 143 to 168 joules 

125 13 A 8.85 ms 5.28 ms 55.7% 136 to 158 joules 

150 11 A 9.50 ms 5.08 ms 50.4% 126 to 148 joules 

175 9 A 10.07 ms 5.02 ms 46.3% 117 to 138 joules 

200 8 A 10.58 ms 5.01 ms 43.0% 109 to 128 joules 

Shocks per Sequence 
The ASSURE system can deliver up to five shocks in a row for a single event (or
episode). If the ASSURE system detects a rate recovery after a shock, additional
shocks are canceled and the ASSURE system resets. If a new episode occurs, the
shock sequence begins again. 

Synchronized Defibrillation Shock Delivery 
The ASSURE system will deliver a synchronous defibrillation shock after
charging under the following conditions: 

 If an R-wave is detected within three seconds after the ASSURE system
finishes charging, the maximum time delay from the peak of the R-wave to
the peak of the ASSURE system output waveform is 60 ms. 

 If an R-wave is not detected within three seconds after the ASSURE 
system finishes charging, the ASSURE system delivers the
defibrillationshock asynchronously. 

http:episode).If
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9.2 Voice Prompts 

This section lists the voice prompts that are used bythe ASSURE system. 

Voice Prompt Description 

Heart Alerts 

Shock Alert 

Before the shock: Preparing to shock.
Do not touch the 
patient. 

The device is charging for defibrillation. 

Do not touch the 
patient. 

Instructs anyone nearby not to touch the 
patient as a shock is imminent. 

Preparing to shock in 
3, 2, 1. 

The device provides a warning that the 
shock is about to be delivered. 

After the shock: Shock delivered. The device has successfully delivered a 
shock. 

Call 911 now. Do not 
touch the patient. 

Instructs anyone nearby to call 911 and not 
touch the patient because additional shocks 
may occur. 

Preparing to shock. 
Do not touch the 
patient. 

The device is charging for defibrillation. 

Seek Medical 
Attention Alert 

Call 911 now. Begin 
CPR is patient is 
unconscious. 

Instructs anyone nearby to call 911 and 
begin CPR if the patient is unconscious. 

System Alerts 

Connect Plug to 
Monitor Alert 

Connect the Plug to 
your Monitor. 

The device cannot detect that the Plug is 
connected to the Monitor. 

Connect Hub to 
Garment Alert 

Connect the Hub to 
your Garment. 

The device cannot detect that the Hub is 
inserted into the Garment. 

Put on Garment Put on your Garment The device cannot detect that the patient 
Alert now. is wearing the Garment. 
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Voice Prompt Description 

Low Battery Replace your Battery The battery has less than two hours of 
Alert now. power left. 

Check Sensors Adjust your Garment The device has lost contact with one or 
Alert now. The Sensors more Sensors in the Garment. 

must touch your skin. 

Check Therapy Check the Therapy The device has lost contact with one or 
Pads Alert Pads. The pads must more of the Therapy Pads. 

touch your skin. 

Shock Delivered Call 911 now. You The device has successfully delivered a 
– Seek Medical have received a shock and the dangerous heart rate is no 
Attention Alert shock. Continue to longer detected. 

wear your ASSURE 
system. 

Service Required Call the ASSURE The device has detected a problem with 
Alert Helpline now. Your the system and the device is not 

device needs operational. 
service. 

Service Needed Call the ASSURE The device has detected a problem with 
Alert Helpline now. Your the system, but the system is still 

device needs operational. 
service. Continue to 
wear your ASSURE 
system. 

System Status Messages 

Alert Button Press your Alert The device is requesting interaction with 
Button now. the Alert Button to confirm operation. 

Shock Diverted Shock has been The Alert Button was pressed to cancel
(shock not canceled. the shock delivery. 
delivered) 

Shock Diverted Shock has been The device successfully delivered a shock. 
(shock delivered) canceled. Call 911 However, a dangerously fast heart rhythmwas 

now. You have still detected so another shock sequence 
received a shock. started, and the patient pressedthe Alert 
Continue to wear Button to cancel the shock delivery. 
your ASSURE system. 
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Voice Prompt Description 

Shock Not No shock was The ASSURE system has detected a rate
Delivered needed. recovery, so the shock was canceled. 

Therapy
Depleted
(additional
shocks still 
available) 

You have reset the 
system. Call 911 now.
You have received a 
shock. Continue to 
wear your ASSURE 
system. 

The device successfully delivered five 
shocks. The device has been reset and an 
additional five shocks are available if a 
dangerously fast heart rhythm is detected
again. 

9.3 Wireless Interference 

If there is any indication of interference between a wireless device and the ASSURE
system, move away from the wireless device or turn it off, if possible. Call the
ASSURE Helpline at 1.833.692.7787if youcontinue to have interferenceproblems. 

9.4 Electromagnetic Compatibility 

The ASSURE wearable defibrillator is shielded to protect it against electromagnetic
interference (EMI) and prevent it from interfering with commonelectronic items.
The ASSURE system shouldoperate normally aroundmost electronic household 
items, such as microwave ovens, televisions, computers, kitchenappliances, mobile
phones, and garage door openers. 

However, the patient shouldalways use cautionwhenwearingthe
ASSURE system around household equipment that could potentially produce
uncommonly high electromagnetic interference, such as high-powered two- way
radios, arc welding equipment, highvoltage transmission lines, large electricmotors
and generators, and power tools. These types of devices generate electromagnetic
fields that may interfere with the normal operation of the ASSURE system. 

ASSURE Helpline 1.833.MYASSURE 
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9.4.1 Electromagnetic Emissions - Guidanceand 
Manufacturer's Declaration 

The ASSURE system is intended for use in the electromagnetic environment
specifiedbelow. The patient or the userof the ASSURE system should ensurethat it
is used in such an environment. 

Electromagnetic Environment -
Emissions Test Compliance Guidance 

RF emissions Group 1 The ASSURE system transmits RF energy onlyfor 
CISPR 11 low power Bluetooth® communication. ItsRF 

emissions are very low and are not likely to 
cause any interference in nearby electronic 
equipment. 

RF emissions 
CISPR 11 

Harmonic emissions 
IEC 61000-3-2 

Class B 

Class A 

The ASSURE system is suitable for use in all 
establishments, including domestic
establishments and those directly connected 
to the public low-voltage power supply 
network that supplies buildings used for
domestic purposes. 

Voltage fluctuations/ 
flicker emissions IEC 

Complies 

61000-3-3 

9.4.2 Federal Communications Commission 
(FCC) Declaration 

This device complieswith Part 15of the FCCrules, and its operation is subjectto the
following two conditions: (1) this device may not cause harmful interference, and 
(2) this device must accept any interference received, including interference that
may cause undesired operation. 
This device contains: 

 Transmitter Module FCC ID: YKP1024119 

CAUTION 
Changes or modifications to this device not expressly approved by Kestra Medical
Technologies, Inc. could voidthe patient's authorityto operate thedevice. 
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9.4.3 Electromagnetic Immunity - Guidanceand
Manufacturer's Declaration 

The ASSURE system is intended for use in the electromagnetic environment
specifiedbelow. The patient or the userof the ASSURE system should ensurethat it
is used in such an environment. 

Test Level 
Immunity Test IEC 60601 Electromagnetic 

Compliance Environment -
Guidance 

Electrostatic ±8 kV contact 
discharge (ESD) ±15 kV air 
IEC 61000-4-2 

Monitor, Battery, 
Garment, and 
Charger: 
±8 kV contact 
±15 kV air 

Therapy Cable: 
±6 kV contact 
±15 kV air 

No precautions 
necessary 

Electrical fast ±2 kV for power Complies Mains power quality 
transient/burst supply lines should be that of a 
IEC 61000-4-4 ±1 kV for input/ typical home 

output lines environment. 

Surge ±1 kV line(s) to Complies Mains power quality 
line(s) should be that of a IEC 61000-4-5 typical home ±2 kV line(s) to

environment. earth 

ASSURE Helpline 1.833.MYASSURE 
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Test Level 
Immunity Test IEC 60601 Electromagnetic 

Compliance Environment -
Guidance 

Voltage dips, short <5% UT 
Complies Mains power quality

interruptions and should be that of a (>95% dip in UT) voltage variations typical home
on power supply for 0.5 cycle environment. 
input lines If the user of the ASSURE 
IEC 61000-4-11 40% UT system requires

continued operation (60% dip in UT) 
during power mainsfor 5 cycles interruptions, the 
ASSURE system’s Charger 

70% UT should be connected to 
(30% dip in UT) an uninterruptible power

supply. for 25 cycles 

<5% UT 
(>95% dip in UT) 
for 5 sec 

Power frequency 30 A/m 30 A/m Power frequency
(50/60 Hz) magnetic fields should 
magnetic field be at levels 

characteristic of a 
IEC 61000-4-8 typical location in a

typical home 
environment. 

Note: UT is the AC Mains voltage prior to application of the test level. 
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The ASSURE system is intended for use in the electromagnetic environment
specifiedbelow. The patient or the userof the ASSURE system should ensurethat it
is used in such an environment. 

Test Level 
Immunity Test IEC 60601 Electromagnetic 

Compliance Environment -
Guidance 

Portable and mobile RF 
communications 
equipment should be
used no closer to any 
part of the defibrillator,
including cables, than 
the recommended 
separation distance 
calculated from the 
equation applicable to 
the frequency of the
transmitter. 

Recommended 
separation distance 

Conducted RF 3 Vrms 3 Vrms d = 1.2 
IEC 61000-4-6 150 kHz to 80 MHz 

outside ISM 
bands1 

6 Vrms 6 Vrms d = 1.2 
150 kHz to 80 MHz 
in ISM bands1 

ASSURE Helpline 1.833.MYASSURE 
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Test Level 
Immunity Test IEC 60601 Electromagnetic 

Compliance Environment -
Guidance 

Radiated RF IEC 10 V/m 10 V/m 
61000-4-3 80 MHz to 2.5 80 MHz to 2.5 GHz 

GHz 

d = 1.2 80 MHz to 
800 MHz 

d = 2.3 800 MHz to 
2.5 GHz Where 
P is the 
maximum output power 
rating of the transmitter
in watts (W) according to 
the transmitter 
manufacturer and d is 
the recommended 
separation distance in 
meters (m).2 

Field strengths from 
fixed RF transmitters, as 
determined by an 
electromagnetic site 
survey3, should be less 
than the compliance 
level in each frequency 
range. 
Interference may occurin 
the vicinity of equipment
marked withthe 
following symbol: 

Notes: 
- At 80 MHz and 800 MHz, the higher frequency range applies. 
- These guidelines may not apply in all situations. Electromagnetic propagation is 

affected by absorption and reflection from structures, objects and people. 
- No deviations or allowances to the standards have been used. 

1. The ISM (industrial, scientific and medical) bands between 150 kHz and 80 
MHz are 6.765 MHz to 6.795 MHz; 13.553 MHz to 13.567 MHz; 26.957 MHz to 
27.283 MHz; and 40.66 MHz to 40.70 MHz. 
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2. The compliance levels in the ISM frequency bands between 150 kHz and 80
MHz and in the frequency range 80 MHz to 2.5 GHz are intended to decrease 
the likelihood that mobile/portable communications equipment could cause
interference if it is inadvertently brought into patient areas. Forthis reason, an 
additional factor of 10/3 is used in calculating the recommended separation 
distance for transmitters in these frequency ranges. 

3. Field strengths from fixed transmitters, such as base stations for radio 
(cellular/cordless) telephones and land mobile radios, amateur radio, AM and 
FM radio broadcast and TV broadcast cannot be predicted theoretically with 
accuracy. To assess the electromagnetic environment due to fixed RF
transmitters, an electromagnetic site survey should be considered. If the 
measured field strength in the location in which the ASSURE system is used 
exceeds the applicable RF compliance level above,the ASSURE system should 
be observed to verify normal operation. If abnormal performance is observed,
additional measures may be necessary,such as increasing the distance between 
the ASSURE system and the RF transmitter. 

9.4.4 Recommended Separation Distances 
The ASSURE system is intended for use in an electromagnetic environment in which 
radiated RF disturbances are controlled. The patient or the user of the ASSURE
system can helpprevent electromagnetic interference by maintaining aminimum 
distance between portable and mobile RF communications equipment
(transmitters) and the ASSURE system as recommended below, according to the
maximum output power of the communications equipment. 

Rated 
maximum 

Separation distance accordingto frequency of
transmitter (m) 

150 kHz to 
80 MHz 
outside ISM 
bands 

d = 1.2 

150 kHz to 
80 MHz in 
ISM bands 

d = 1.2 

output power 80 MHz to 
800 MHz 

800 MHz to 2.5 
GHz of 

transmitter 
(W) d = 1.2 d = 2.3 

0.01 0.12 0.12 0.12 0.23 

0.1 0.38 0.38 0.38 0.73 

1 1.2 1.2 1.2 2.3 

10 3.8 3.8 3.8 7.3 

100 12 12 12 23 

ASSURE Helpline 1.833.MYASSURE 
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Rated 
maximum 

Separation distance accordingto frequency of
transmitter (m) 

150 kHz to 
80 MHz 
outside ISM 
bands 

d = 1.2 

150 kHz to 
80 MHz in 
ISM bands 

d = 1.2 

output power 80 MHz to 
800 MHz 

800 MHz to 2.5 
GHz of 

transmitter 
(W) d = 1.2 d = 2.3 

For transmitters rated at a maximum output power not listed above, the 
recommended separation distance d in meters (m) can be determined using the
equation applicable to the frequency of the transmitter, where P is the maximum 
output power rating of the transmitter in watts (W) according to the transmitter
manufacturer. 

Notes: 
- At 80 MHz and 800 MHz, the separation distance for the higher frequencyrange 

applies. 
- The ISM (industrial, scientific and medical) bands between 150 kHz and 80MHz 

are 6.765 MHz to 6.795 MHz; 13.553 MHz to 13.567 MHz; 26.957 MHz to 
27.283 MHz; and 40.66 MHz to 40.70 MHz. 

- An additional factor of 10/3 is used in calculating the recommended separation 
distance for transmitters in the ISM frequency bands between 150kHz and 80 MHz
and in the frequency range 80 MHz to 2.5 GHz to decrease the likelihood that 
mobile/portable communications equipment could causeinterference if it is 
inadvertently brought into patient areas. 

- These guidelines may not apply in all situations. Electromagnetic propagationis 
affected by absorption and reflection from structures, objects and people. 

9.4.5 Radio Frequency (RF) Transmissions 
The ASSURE system transmits using Bluetooth® Classic with Class 2 power
management, 4 dBm (2.5mW) maximum output power. The frequency of operation 
is 2.400 to 2.4835 GHz including guard bands 2 MHz wide at thebottom end and 3.5
MHz wide at the top. It uses Gaussian Frequency ShiftKeying, GFSKmodulation, and
frequencyhopping over 79channels. 
Note: The Monitor has not undergone the Bluetooth SIG certification processand

no claim is made that the Monitor is certified by the BluetoothSIG. 
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Index 
A 
adjusting 

the Carry Pack 47–49 
the Garment 46–47 

after a Shock alert 83 air 
travel 59 
airport security 41, 59 
Alert Button 25, 29 

cord loops 24 
cord wrap 24, 29, 115 
icon 71, 95, 124, 140, 141, 
146 
pressing 51–52, 54, 72, 81–

86, 90–91, 93–98, 
125, 132–138, 141– 
142, 
146 

snap 24, 29 
alerts 29, 77–98 

Check Sensors 87, 92–93, 
136 

Check Therapy Pads 87, 94,
137 

Connect Hub to Garment 
90, 134 

Connect Plug to Monitor 89,
134 

Heart 18, 31, 78–85, 132– 

identifying 78 
Low Battery 67, 95, 137
Put on Garment 91, 135 
quick reference 132–138
responding to while

sleeping 54
Seek Medical Attention 84– 

85, 133 
Service Needed 96, 98, 138 
Service Required 37, 97, 138 
Shock 80–83, 132 
Shock Delivered - Seek 

Medical Attention 
96, 138 

specifications 160–161 
System 33, 86–98 
troubleshooting 132–138 

assembling the Garment 109– 
116 
assistance 17, 131–148 
ASSURE Helpline 17 
ASSURE system 

cleaning 129 
clinical studies summary 20
issues while using 38–39
issues while wearing 37
Monitor icons 132–138 

133 
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part numbers 158
places to avoid 36
removing 56–58
returning 22 
setup 109–125 
sleeping 53–54 
specifications 156–167 
starting 123–125
status icons 139–142 
taking off to wash the

Garment 100–104 
technical information 155– 

177 
temperature, operating 157 
traveling 59, 148 
using 43–59 

B 

back cord loops 29 
bathing 55–58 
Battery 26, 61–76 

changing 68–76 
charging 64–65
cleaning 129
description 29
handle 26, 30 
Low Battery alert 95
operating temperature 158
part number 158 
power outages 76
replacement 68–76
slot 30 
specifications 158
status 67 

belt clip 27, 30 
buckle 27, 30 

C 
caregiver information 18–19 
Carry Pack 30 

adjusting the strap 47–49 
belt clip 27, 30 
buckle 27 
card 50 cleaning
129 
corner straps 27, 30
description 27 flaps 
27, 30 
handle 27, 30 
materials 143 
strap 27, 30 
strap adjusters 27, 31 
strap buckle 30
strap connectors 27, 31 
wearing 47–49 

cautions 35–39 
changing the Battery 68–76 
Charger 31, 61–76 

AC adapter 28, 29 
AC adapter power cord 29
AC adapter power cord 

connector 29 AC 
adapter power cordplug

29 
Battery slot 28, 30
cleaning  129 cord 
28, 31 
cord clip 28, 31 
cord connector 28 
cord plug 31
description 28 part
numbers 159 
plugging in 62–63 
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power connector 32
power loss 76 power
port 28
screen 28 
specifications 159 
status screen 31, 66 
temperature, operating 159 
USB port 28, 34, 75
wireless charging 74, 159 

charging 
the Battery 64–65 
USB devices 75 

Check Pads alert 94 
Check Sensors alert 87, 92–93, 
136 
Check Therapy Pads alert 87, 
94, 137 
checking 

for equipment damage 130 
system status 52 

cleaning instructions 99–129 
Battery 129 
Carry Pack 129
Charger 129
Garment 126–128 
Monitor 129 
Therapy Cable 129 

clinical information 
contraindications 16 
essential performance 17 
indications for use 16 
intended location 16 
intended operator 16
intended use 16 clinical 

studies summary 20 

Index | 181 

Connect Hub to Garment alert 
90, 134 
Connect Plug to Monitor alert
89, 134 
connecting, Charger to power
62–63 
contraindications 16 
cord wrap 

Alert Button 24, 29, 115 
Therapy Pad 4 24, 33 

corner straps 27, 30 

D 
daily life, using in 43–59 
damage, equipment 130 
defibrillator, wearable 34 
detergent, laundry 18, 127 
discomfort 143 

E 
electromagnetic compatibility
170–177 

emissions 171 
immunity 172
separation distances 176

electromagnetic interference
40–42 

how to tell 42 
MRI 41 
security screening 41 
store security 41 
what to do 42 

essential performance 17 
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F 
family member information 18–

FAQs 143–148 
FCC declaration 171 
flaps 27 
flying 59 
frequently-asked questions
143–148 
front closure snaps 24, 31 

G 
Garment 31 

Alert Button 29 
assembling 109–116
back cord loops 29
cleaning 126–128
description 23–24
front closure snaps 24, 31 
hooks 31 
Hub receptacle 32
laundry bag 127
materials 143 
proper fit 46–47
putting on 117–
120 
Sensors 32 
shoulder cord wrap 29 
snaps 29, 33 
styles 23
Therapy Pad 4 cord wrap 33
Therapy Pad pockets 33
washing 126–128 
wearing 44–45 

gel 33, 83, 96, 130 
glossary 

symbols 149–154 

H 
handle, Carry Pack 27, 30 
hazards 35–39 
Heart alerts 18, 31, 78–85, 132– 
133 

Seek Medical Attention 84– 
85 

Shock alert 80–83 
help 17, 131–148 
Helpline 17 
Hub 25, 32 
Hub receptacle 24, 32 

I 
ICD 32 
icons, Monitor 132–138 
icons, status 139–142 
identifying alerts 78 
indications for use 16 
intended 

location 16 
operator 16
use 16 

international travel 59 
introduction 16 

L 
labels, safety 36 
laundering the Garment 126–
128 
laundry bag 127 
laundry detergent 18, 127 
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losing power 76 
Low Battery alert 67, 95, 137 

M 
Monitor 26, 32 

Alert Button icon 141 
Battery 61–76
Battery replacement 68–76
Battery status 67
cleaning 129
description 26
Light 32
Plug receptacle 32 Plug
release button 32 
screen 32 
speaker 33 

Monitor light 26 
Monitor screen 26 
MRI interference 41 

O 
operating ranges 157 ordering 
replacement parts 21overview
15–34 

P 
Pad 2 25 
Pad 2 pocket 24 
Pad 3 25 
Pad 3 pocket 24 
Pad 4 25 
Pad 4 pocket 24 
part numbers 158 
parts, replacement 21 

patient information card 50 
places to avoid 36 
Plug 25, 32 
Plug receptacle 26, 32 
Plug release button 26, 32 
plugging in the Charger 62–63 
power connector 32 
power outage 76 pressing
the Alert Button 51–52,54, 72, 
81–86, 90–91, 93–98, 125, 
132–138, 141–142, 146 
proper fit, Garment 46–47 
Put on Garment alert 91, 135 
putting on the Garment 117–120 

Q 
questions 143–148 
quick reference, alerts 132–138 

R 
rash 143 
recharging the Battery 68–76 
recycling 22 
removal 56–58 
removing the Therapy Cable
105–108 
replacement parts 21 
replacing the Battery 68–76 
responding to 

Seek Medical Attention alert 
84–85 

Shock alert 81–82 
responding to alerts 

while sleeping 54 
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returning the system 22
RF transmissions 177 
risks 35–39 

S 
safety information 35–42 

labels 36 
security 

airport 59 
security screening 41 
Seek Medical Attention alert 
84–85, 133 

responding to 84–85 
Sensors 23, 32 

Check Sensors alert 92–93 
separation distances 176 Service 
Needed alert 96, 98, 138Service 
Required alert 37, 97, 
138 
setting up the system 109–125 
shock 80–83 

after a Shock alert 83 
Shock alert 80–83, 132 

after 83 
responding to 81–82 Shock

Delivered - Seek Medical 
Attention alert 96, 138 
shoulder cord wrap 29 
shoulder strap hooks 24 
showering 55–58 
skin irritation 143 
sleeping 53–54 
snaps 29, 33 

front closure 31 
speaker 26, 33 
specifications 156–167

alerts 160–161 
Battery 158 
Charger 159

starting the system 123–125 
status 

Battery 67 
Battery charging 66 
Charger screen 28 
checking system 52 
icons 139–142 

strap 27, 30 
strap adjusters 27, 31 
strap connectors 27, 31 
support 17 
symbols glossary 149–154 
System alerts 33, 86–98

Check Pads 94 Check 
Sensors 92–93 
Connect Hub to Garment 

90 
Connect Plug to Monitor 89
Put on Garment 91 
Shock Delivered - Seek 

Medical Attention 96 
System Busy icon 140 
System Ready icon 142 
System Welcome icon 139 
system, returning 22 

T 
taking a bath or shower 55–58 
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taking off the system 56–58
taking off the system to wash
the Garment 100–104 
technical information 155–177 
temperatures 

ASSURE system 157 
Battery 158 
Charger 159 

therapy 80–83 
definition 33 

Therapy Cable 33
cleaning 129
description 25
Hub 32 
Plug 32 removing
105–108 Therapy
Pads 33 

Therapy Pad 2 25 
Therapy Pad 2 pocket 24 
Therapy Pad 3 25 
Therapy Pad 3 pocket 24 
Therapy Pad 4 25 
Therapy Pad 4 cord wrap 24, 33 
Therapy Pad 4 pocket 24 
Therapy Pad pockets 33 Therapy 
Pads 33 
travel, international 59 
traveling 59, 148 
troubleshooting 131–148 
turning on the system 123–125 

U 
USB port 34, 75 
using the system 43–59 
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V 
voice prompts 168 

W 
warnings 35–39 
washing 

laundry detergent 18, 127 
shower or bath 55–58 
the Garment 126–128 

wearable defibrillator 34 
wearing 

the Carry Pack 47–49 
the Garment 44–45, 117–120
while sleeping 53–54 

wireless charging 74, 159 
wireless interference 170 
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Quick Start Guide 

When You Get Home Your Daily Routine 

Insert the Charger cord plug fromthe
1 

1 Wear the ASSURE® Wearable AC adapter into the Charger and Defibrillator, even while you sleep rotate the cord to secure it 

Connect the power cord to the AC
adapter and plug the Chargerinto an
electrical outlet 2 

3 Insert the spare Battery into the
Charger 

1 2 

Need help? 
• Read the ASSURE Wearable Defibrillator 

Patient Handbook. 
• Watch the patient video on the Kestra

website at kestramedical.com/patients. 
• Call the toll-free ASSURE Helpline at 

1.833.MYASSURE (1.833.692.7787). 

Note: 

3 

2 Replace the Battery daily 

Remove the ASSURE system before
taking a shower or bath 

4 
Check the system status at any timeby
pressing the Alert Button 

• You should see a green light and the
System Ready iconon the Monitor. 

• You should hear a guitar strum. 
Note: 
If a System alert is active, pressing the Alert 
Button will replay the alert. 

See the ASSURE Wearable Defibrillator Patient Handbook for product label and packaging symbol descriptions. 



 

 
 
 
 

      

     
   

 

 
 

    
 

 

  
 

         
 

   

      
 

  
        

 
 
 
 

    
       

     
        

      
          

  

        
         
  

        
       
   

         
        
   

   

   

 
       

 

 
      

  
            

 

  
         

 

  
   

 
       

 

 

 

 

Responding to a System Alert 

PATIENTSONLY: Press the Alert 
1 Button to quiet the alert 

2 
Look at the Monitor Light and
Screen 

3 Respond to the alert 
Note: 
Press the Alert Button again to replay the alert. 

Other Important Alerts 

Responding to a Shock Alert 

When the ASSURE system detects and confirms a
dangerouslyfast heart rhythm, it issuesa Shock
alert. 

If you notice the Shock alert: 
• PATIENTS ONLY: Press the Alert Button 

immediately to cancel shockdelivery. 
• Continue to wearthe system unless a

doctor tells you to remove it. 
• Call 911 or seek medicalattentionif you feel

dizzy or unwell. 

If you do not press the Alert Button: 
• The system will delivera shock, if needed. 
• CAREGIVERS/FAMILY: 

• After a shock, the system will instruct
anyone nearby to call 911. The system
will not call 911 for you. 

• The patient is the only one who should
press the Alert Button. Do not press the
Alert Button for them. 

Icon Description Response 

The Battery has less than two hours Replace the Battery in the Monitor. remaining. 

Call 911 and continue to wear the ASSURE Emergencyhelpis needed. system. 

Service is required. 1.833.692.7787. 

Check the Sensors. Adjust the Garment or moisten your skin. 

Immediately call the ASSURE Helpline at



 
 
 
 
 
 
 
 
 
 
 

 
 

 
   

 
 
 
 
 
 
 

   
   

 

    
       

    
 

                          

 

   
            

    

ASSURE 
Cardiac Recovery System 

For assistance, call the ASSURE 
Helpline at 1.833.692.7787. 

Kestra Medical Technologies,Inc.
3933 Lake Washington Blvd. NE, Suite 200 
Kirkland,WA 98033USA 

* ASSURE, Kestra, and the ASSURE heart logo are registered trademarksand Cardiac Recovery System is a trademark of Kestra Medical Technologies, Inc. or its affiliates. 

REF 80023-001 Rev. C Publication Date:2020-04 
©2020 KestraMedicalTechnologies,Inc.and its affiliatedcompanies. AllRights Reserved. 
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Important Information 
Rx Only !USA Caution: Federal Law restricts this device to sale byor onthe orderof a physician. 

Version History 

This document is based on the initial release of the ASSURE system andCharger. 

Trademarks 

ASSURE, KESTRA, and the ASSURE heart logoare registeredtrademarks andCardiac RecoverySystem is a trademark ofKestra
Medical Technologies, Inc. or its affiliates. All other product and company names herein are trademarks or registered trademarks
of their respective owners. 

Confidentialand Proprietary Information 

The ASSURE system documentation providedto the patient service representative (PSR)for training, programming, fitting,
maintaining, and troubleshooting (including the Training Manual) are confidential and proprietary information of Kestra Medical
Technologies, Inc. or its affiliates (collectively “Kestra”). By accepting the documentation the PSR agrees to the following: 

(i)the PSR will not share the documentationwith thirdparties; 
(ii)the PSR will not make copies of the documentation; 
(iii)the PSR will keepthe documentationunder their direct control andconfidential when using the documentation;and 
(iv)the PSR will store the documentationin a secure manner whenthey are not using the documentation. 
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License 

The ASSURE system, including the ASSURE Charger and Tablet, its proprietary software, documentation, and certain intellectual
property associatedwith the system are owned byKestra. The system, software, anddocumentation providedto the PSR must be
returned to Kestra aftercompleting the term of their agreement with Kestra. Kestra grants the PSR a nonexclusive license to use
the system, software, and intellectual property solely for use during the term of their agreement with Kestra. 

The PSR agrees they will only use the ASSURE system as authorized in their agreement with Kestra. By using the ASSURE
system, the PSR acknowledges that ownershipof the system, software, anddocumentationremains with Kestra,andthe PSR
agrees theywill use the system, software, documentation, and intellectual propertyonly during the term in their agreement
with Kestra. 

Further, except as expressly permittedunder applicable law that cannot be waived, the PSRagrees theywill NOT perform,aid, or
condone any party in performing any of the following: 

(i)copying or reproducingany part of the system including the software anddocumentation; 
(ii)removing or destroying anyproprietarycopyright notices or other legends andlabelingthat are part of the system
including the software and documentation; 
(iii)removing or downloading the software from the system; 
(iv)reverse engineeringthe system including the software (reverse engineeringas usedhereinincludes but is not
limited to modifying, decompiling, sniffing, or reconstructing the system software). 

Open Source Software 

Certain software components (referred to herein as “Open Source Components”) that are used with or in the ASSURE
system are not ownedKestra but are licensed to Kestra under various open source license agreements. As
required by the terms of these open source license agreements, Kestra offers to make the source code corresponding tothe Open
Source Components available upon request. 

NO WARRANTY 

TO THE EXTENT PERMITTED BY APPLICABLE LAW, THE OPEN SOURCE COMPONENTS ARE PROVIDED “AS IS” WITHOUT 
WARRANTY OF ANY KIND, EITHER EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, THE IMPLIED WARRANTIES OF
MERCHANTABILITY ANDFITNESS FOR A PARTICULAR PURPOSE OR ANY WARRANTY AGAINST INFRINGEMENT OR ANYVIOLATION 
OF INTELLECTUAL PROPERTY RIGHTS COVERING THE OPEN SOURCE COMPONENTS. IN NO EVENT UNLESSREQUIRED BY 
APPLICABLE LAW WILL ANY PARTY, INCLUDING KESTRA MEDICAL TECHNOLOGIES INC OR ITS AFFILIATES,BE LIABLE FOR
DAMAGES, INCLUDING ANY GENERAL, SPECIAL, INCIDENTAL OR CONSEQUENTIAL DAMAGES ARISING OUT OF THE USE OR 
INABILITY TO USE THE OPEN SOURCE COMPONENTS (INCLUDING BUT NOT LIMITED TO LOSS OF DATA OR DATA BEING
RENDERED INACCURATE OR LOSSES SUSTAINED BY ANY PARTY FOR A FAILURE OF THE OPEN SOURCE COMPONENTS TO 
OPERATE WITH ANY OTHER PROGRAMS). 

For more informationon open-source application licenses for the ASSURE system, go to www.kestramedical.com/oss-
attribution-notice. 

Publication Date: 2021-05 80026-001 Rev. H 
©2021 Kestra Medical Technologies, Inc. and its affiliated companies. All Rights Reserved. 

ASSURE Helpline 1.833.MYASSURE 

REF 

www.kestramedical.com/oss
http:licenseagreements.As
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1. Overview 
This section provides general information about the ASSURE wearable defibrillator (ASSURE system)including: 

• Introduction 
• Using this manual 
• How to get help 
• Information for familyand caregivers 
• System kit contents 
• Returning the ASSURE system 
• Part descriptions 
• Glossary 
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1.1 Introduction 
Note: The PSR shouldbe familiar with the ASSURE Wearable Defibrillator Patient Handbook, the ASSURE system, andits 

components. 

The ASSURE wearable defibrillator (or ASSURE system) is used to treat SuddenCardiac Arrest (SCA). SCA is when the heartstops 
pumping without warning and typically results in death because there is insufficient time to seektreatment. The ASSURE
system analyzes and treats patients fora potentially life-threatening heart rhythm. In order for the 
ASSURE system to work properly, it must be properly fitted andprogrammedfor eachpatient. 

The ASSURE system has two main wearable components: the Garment and the Carry Pack. The patient services representative 
(PSR) is responsible for fitting the patient with these components and demonstrating how the patient should wear them. The
ASSURE system is designedto be wornon the body at all times, can be used by manydifferent types of users, and can be
discreetly worn in public settings (forexample, going to a grocerystore, attending a footballgame, or eating at a restaurant). 

The ASSURE system is worn by the patient and provides continuous electrocardiogram (ECG) acquisition and rhythm analysis
and, if necessary, delivers a therapeutic shock to the patient without the assistance of another person. The ASSURE system
provides ongoing detection of the following arrhythmias: Ventricular Fibrillation (VF), Ventricular Tachycardia (VT), Bradycardia,
and Asystole. The ASSURE system provides synchronous and asynchronous defibrillationtherapy using a Biphasic Truncated
Exponential (BTE) waveform and is able to deliverup to 170J energy. The 
ASSURE system supports configurable rate zone management of ventricular arrhythmias. 

When the ASSURE system detects a dangerously fast heart rate, it alerts the patient through a series of vibrations, visual,and
audio notifications (called a Heart alert). If therapy is required, the ASSURE system notifies bystanders that a shock isgoing to be
delivered and to not touch the patient. The ASSURE system will then deliver a defibrillating shock and continueanalyzing the
patient. If the patient is conscious and realizes a Heart alert is occurring, they must immediately press the Alert Button. Doing so
notifies the ASSURE system that the patient is conscious and diverts therapy to the patient. The ASSURE system continually
analyzes the patient's ECG rhythm and determines if additional therapy is required. After therapy is delivered, the ASSURE
system instructs the patient or bystanders to call emergency services. 

During the patient session, the PSR uses the Tablet to communicate withthe ASSURE system andfit and trainthe patient.The
Tablet connects to the main electronics unit of the ASSURE system, the Monitor, via a secure wireless link. The ASSURE
application enables the PSR to determine proper functionality of ASSURE system components, program the ASSURE system
accordingto the patient's prescription, and verify fit of the ASSURE system. For more information onthe Tablet, see chapter 3,
Using the Tablet, on page 33. 

Note: The Tablet is not intended to be used for patient diagnosis or treatment. 

ASSURE Helpline 1.833.MYASSURE 

http:treatspatientsforapotentiallylife-threateningheartrhythm.In
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1.1.1 Indications for Use 
The ASSURE system is indicated foradult patients who are at riskfor suddencardiac arrest and are not candidates for, orrefuse, an
implantable defibrillator. 

1.1.2 Contraindications 
The ASSURE system is contraindicatedfor use onpatients with an active implantable defibrillator. 

1.1.3 Intended Use, Operators, and Location 
The ASSURE system is intended for patients who have been prescribed this device by their physician. The patient is the
primary operator. A Kestra patient service representative (PSR) fits andtrainsthe patient onproper use and care of thesystem. 

The ASSURE system is intendedforuse bya patient duringtheirnormal daily activities primarily in the home or communitysettings,
but also hospitals, medical clinics, healthcare facilities, and transport. The Charger is intended to be used in thehome
environment. 

1.1.4 Essential Performance 
The ASSURE system monitors the patient for dangerous heart rhythms anddetermines if therapy, in the form of electricalshocks, is
required. Unacceptable risks include the loss of detection and therapy. 

1.2 Using this Manual 
This manual is intended for Kestra Medical Technologies employees, Patient Service Representatives (PSRs), and other
contractedrepresentatives, who are responsible for fitting and training patients with the ASSURE system. 

This manual includes the following information: 
• Descriptionof the ASSURE system and its components 
• Safety information 
• An overview of the Tablet and its features 
• Instructions forpreparing for the initial patient session 
• Instructions for fitting the patient with a Garment and how to assemble the ASSURE system 
• Instructions for training the patient on the ASSURE system 
• A checklist for performing the patient fitting and training tasks 
• A patient comprehensiontest 

1.3 Product Assistance 
For questions or help concerning the ASSURE system, Charger, orpatient set up and training, call the toll-free ASSUREHelpline
at 1.833.MYASSURE (1.833.692.7787). 
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1.4 System Kit Contents 
The ASSURE system is packaged in a sealedsystem kit boxfrom the factory. 

Note: In additionto the system kit, the PSR will alsoprovide the patient with two Garments after the fitting. 

The system kit includes the following items: 

• Monitor 
• Batteries (2) 
• Therapy Cable 
• Charger, ACadapter, andpower cord 
• Carry Pack 
• Garment laundrybag and laundry detergent 
• ASSURE Wearable Defibrillator Patient Handbook 
• ASSURE Wearable Defibrillator Quick Start Guide 

Note: If any part of the ASSURE system is not working properlyor is damaged, the patient shouldcall the ASSURE Helplineat
1.833.692.7787 to order a replacement. 

1.5 Kit Return after Prescription Completion 
The prescriberwill determine whenthe patient no longer needs to wearoruse the ASSURE system. Whenthe patient isfinished
with the system, they should do the following: 

• Remove the Battery from the Monitor. 
• Take off the ASSURE system. 
• Find the original system kit boxand follow the repacking instructions on the inside of the lid. 
• Pack up the complete system, including all accessories, the second Garment, Charger, andbothBatteries, intothe

providedsystem kit box. 
• Seal the lid on the system kit boxaccording to the instructions on the inside of the lid. 
• Return the system kit box to Kestra Medical Technologies. The boxshouldhave a prepaid return shipping label

already on it. 
If the patient has any questions, theycan call the ASSURE Helpline at 1.833.692.7787. 

ASSURE Helpline 1.833.MYASSURE 
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1.6 Patient TrainingVideo 
A video is available to assist with training patients on how to use the ASSURE system. Have the patient watchthis videoprior to
assembling the ASSURE system. The video is approximately 15 minutes long and is available at www.kestramedical.com. 

The video includes the following topics: 

• Chapter 1 – YourASSURE System 
• Chapter 2 – Putting yourASSURE System Together 
• Chapter 3 – Putting on your ASSURE System 
• Chapter 4 – Turning onyourASSURE System 
• Chapter 5 – Wearing yourASSURE System 
• Chapter 6 – Caring foryourASSURE System 
• Chapter 7 – Therapy from your ASSURE System 

Note: Encourage patients to pause the video for any comments or questions. 

1.7 Patient Information Card 
The informationcard provides emergencyinstructions for first responders orbystanders andit includes emergencycontact
information. 

Instructions: 

Step 1 The PSR should ensure the patient contactinformationis completed 

• Patient name 
• Emergencycontact name 
• Emergencycontact phone number 

Step 2 The patient should insert the cardinto the Carry Pack’sfront pocket 

Note: To replace a lost card, the patient shouldcall the ASSUREHelpline at
1.833.692.7787. 

http:atwww.kestramedical.com
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1.8 Information for Family and Caregivers 
Note: If possible, caregivers or familymembers wholive with the patient shouldattendthe patient training session. 

Family members and caregivers are encouraged to readthe ASSURE Wearable Defibrillator Patient Handbook orwatchthe patient 
video (available at www.kestramedical.com) to understandthe ASSURE system and how it works. 

Responding to HeartAlerts for Family and Caregivers 

During an emergency event, the family member orcaregiver must remember the following: 

• Do not press the Alert Buttonfor the patient. 
• Do not take the Battery out of the Monitor. 
• Do not remove the Garment from the patient. 
• Do not touch the patient or the system while a shock is being delivered.The 

family member or caregiver shouldfollow these instructions: 

Step 1 Call 911 or Emergency Medical Services 

Step 2 Follow the voice messages from the ASSUREsystem 

Step 3 If directed to do so by the ASSURE system,begin CPR if the patient is unconscious 

ASSURE Helpline 1.833.MYASSURE 
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1.9 Part Descriptions 
This section provides descriptions of the ASSURE system, Charger, and Tablet. 

1.9.1 Garment Description 
The Garment is worn on the bodyand containsthe Sensors. It holds both the Sensors and Therapy Pads against thepatient’s bare
skin. 

There are two Garment styles (style A and style B), and eachstyle is available in a range of sizes. 

Garment Style A (left) and Style B (right) 

1 

Garment (Interior) 

Item Name 

1 Sensors 
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8 
9 

8 

6 6 

5 5 

2 3 

10 4 7 1 10 

Garment (Exterior) 

Item Name 

1 Hub Receptacle 

2 Therapy Pad 2 Pocket (back) 

3 Therapy Pad 3 Pocket (back) 

4 Therapy Pad 4 Pocket (front) 

5 Alert Button Snap 

6 Alert Button CordWrap 

7 Therapy Pad 4 Cord Wrap 

8 Shoulder Strap Hooks 

9 Alert Button CordLoops (back) 

10 Front Closure Snaps 

ASSURE Helpline 1.833.MYASSURE 
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1.9.2 Therapy Cable Description 
The Therapy Cable provides the connection betweenthe Garment and the Monitor. The Therapy Pads contain gel that isdispersed
prior to delivering a shock. 

Note: The entire Therapy Cable is a single assembly. The cordsconnectedto the Hubcannot be removed. 

3 

2 

4 

5 

1 

6 

Item Name 

1 Hub 

2 Therapy Pad 2 (back) 

3 Therapy Pad 3 (back) 

4 Therapy Pad 4 (front) 

5 Alert Button 

6 Plug and Cable 
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1.9.3 Monitor and Battery Description 
The Monitor is the primary electronic component of the ASSURE system. The rechargeable Battery inserts into theMonitor and
provides power to the system. 

7 3 

4 

8 9 

2 
5 

6 
1 

Item Name 

1 Monitor 

2 Monitor Light 

3 Monitor Screen 

4 Speaker 

5 Plug Release Button 

6 Plug Receptacle 

7 Battery 

8 Battery Handle 

9 Battery Lock 

ASSURE Helpline 1.833.MYASSURE 
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1.9.4 Carry Pack Description 
The Carry Packholds the Monitor while the patient is wearing the system. 

2 4 

3 

5 

6 

7 
8 

Item Name 

1 Buckle 

2 

3 

4 

5 

6 

7 

8 

1 

Strap Adjusters 

Strap 

Flaps 

Handle 

Strap Connectors 

Corner Straps 

Belt Clip 
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1.9.5 Charger 
The Charger is a separate device that charges the spare Battery. 

1 3 

4 

5 
2 

6 

7 
8 9 

Item Name 

1 Battery Slot 

2 Charger Screen 

3 WirelessChargingWell 

4 Power Port 

5 Charger Cord Clip 

6 USB Port (output only) 

7 Battery 

8 AC Adapter with ChargerCordand Plug 

9 AC Adapter Power Cordwith Connector and Plug 

ASSURE Helpline 1.833.MYASSURE 
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1.10 Tablet Description 
The Tablet is a mobile wireless device that uses custom applications to program the ASSURE system forthe patient. 

1 

2 3 

Item Name 

1 Tablet 

2 Tablet USB Type C to Type A Cable 

3 Tablet USB Charger 

Note: The Tablet also includes a protective case (not shown). 
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1.11 ASSURE Application Screen Description 

1 9 10 
11 

2 

12 13 14 

15 

3 
4 
5 
6 
7 16 

8 

ASSURE Application Screen 

Item Name 
1 Navigation Menu (Highlighted icon information appearsin the ScreenContent section) 
2 • ASSURE Heart Logo (Tap or slide to expand the menu, or exit the application) 

3 • Patient InformationScreen 

4 • WCD Settings Screen 

5 • WCD Status Screen 
6 • Clinical Data Screen 

7 • Session Report Screen 

8 • About Screen 

9 Tablet Screen Header 
10 • Patient Name 

11 • WCD Status Summary (Mirrors the status on the Monitor) 

1 • Segment-Based Algorithm Results and Heart Rate (As measuredby the 
ASSURE system) 

13 • ECG Channel Selection 
14 • ECG Display (6-second strips of ECG data) 

15 • Scaling Controls 

16 ScreenContent 

ASSURE Helpline 1.833.MYASSURE 
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1.12 Glossary 

Term Definition 

AC Adapter The power supply for the Charger. 

AC Adapter Power Cord The cord that connects the AC adapter to an electrical wall outlet. 

AC Adapter Power Cord
Connector 

The end of the AC adapter power cordthat plugs into the AC adapter. 

AC Adapter Power Cord Plug The end of the AC adapter power cord that plugsinto an electrical wall outlet. 

Alert A message from the ASSURE system that a condition exists that requires attention. 
There are two types of alerts – Heart and System. 

Alert Button An oval-shaped button onthe Therapy Cable. The patient presses this button to startthe 
ASSURE system or to respondto alerts. 

Alert Button Back Cord Loops Fabric loops that hold the Alert Button cord on the back ofthe Garment. 

Alert Button Shoulder Cord 
Wraps 

Fabric loops with snaps that holdthe Alert Button cord onthe Garment shoulder 
straps. 

Alert Button Snap A connector on the Garment’s shoulder strap that attaches to the back of the Alert
Button. 

ASSURE System Also known as the ASSURE wearable defibrillator. 

Battery A rechargeable battery in the Monitor that powersthe ASSURE system. 

Battery Handle A lever on the top of the Battery. Slide the Battery lock and lift the handle. Pull uponthe 
handle to remove the Battery from the Monitor. Leave the handle down when inserting
the Battery into the Monitor or Charger. 

Battery Lock Locking mechanism on top of the Battery. Slide the lock until yousee the yellow lineand 
lift the Battery handle. Pull up on the handle to remove the Battery from the Monitor. 

Carry Pack A portable case that holds the Monitor while wearing the ASSURE system. 

Battery Slot The opening in the Charger where the Battery is inserted to charge it. 

Carry Pack Belt Clip A clasp on the back of the Carry Pack that holdsit on a belt. 

Carry Pack Buckle Plastic pieces on the ends of the Carry Pack straps that connect together. 

Carry Pack Corner Strap Elastic straps located onthe back of the Carry Pack. May be used to hold any extra 
length of the cable running from the Garment to the Monitor. 

Carry Pack Flaps A big flap and a small flap that fasten together to secure the Monitor in the Carry Pack. 

Carry Pack Handle A fabric handle on the back of the Carry Pack. 

Carry Pack Strap An adjustable two-piece strap that attaches to the Carry Pack and fastens with a
buckle. 
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Term Definition 

Carry Pack Strap Adjusters Used to lengthen or shorten the Carry Pack strap. There is an adjuster on the strapand 
another one in the buckle. 

Carry Pack Strap Connectors Plastic loops on the back of the CarryPack. Connect the strap ends to the loops. 

Charger A separate device that charges the Battery. 

Charger Cord The cord that connects the ACadapter to the Charger. 

Charger Cord Clip A plastic clip on the back of the Charger that holds the Charger cord. 

Charger Cord Plug The end of the Charger cord that plugs into the Charger. 

Charger Screen The visual display on the Charger that shows the Battery’s charging status. 

CPR Cardiopulmonaryresuscitation 

ECG Electrocardiogram 

Front Closure Snaps Connectors on the front of the Garment that fasten together to close it. 

Garment A fabric top that contains the Sensors that track heart rhythm. It is worn directly onthe 
body against bare skin. 

Garment Shoulder Strap Hooks Adjustable hooks on the Garment’s shoulder straps. 

Heart Alert A critical physiological alert that notifies the patient that the system has detected a 
dangerous heart rhythm and is taking action. 

Hub The central part of the Therapy Cable that connects the TherapyPads, Alert Button,and
cable. 

Hub Receptacle The plastic housing on the back of the Garment where the Hubis inserted. 

ICD Implantable Cardioverter Defibrillator 

Monitor The part of the ASSURE system that provides power and displays system status 
information. 

Monitor Light The multi-colored light onthe Monitor that displays the current system status. 

Monitor Screen The visual display onthe Monitor that provides system status information. 

MRI Magnetic resonance imaging 

Plug The connector at the end of the TherapyCable that inserts into the Monitor. 

Plug Receptacle The side opening on the Monitor where the Plug inserts. 

Plug Release Button A button on the Monitor that is pressed and held down to remove the Plug from the 
Monitor. 

Power Port An opening onthe back of the Charger where the ACadapter cord is inserted to
provide power to the Charger. 

PSR Patient Service Representative 

ASSURE Helpline 1.833.MYASSURE 
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Term Definition 

SCA Sudden Cardiac Arrest 

Sensors Round metal ECG electrodes in the Garment that track heart rhythm. 

Snaps 2-4 

Speaker 

Connectors on the Therapy Pads and on the Garment’s pockets that fasten togetherto
keep the Therapy Pads inside the Garment. 

An enclosed speaker in the Monitor and Alert Button that delivers audio voice 
messages and alert tones. 

System Alert An alert that notifies the patient that there is a problem with the ASSURE system thatthey
need to fix. 

Tablet An electronic device used to program the ASSURE system and assist in patient fittingand 
training. 

Tablet Case 

Tablet USB Cable 

Tablet USB Port 

The protective cover for the Tablet. 

The cable that connects the Tablet to the USB charger. 

The USB cable plugsinto this standard connectionon the Tablet to charge or provide
power to the device. 

Tablet USB Charger 

Therapy 

Therapy Cable 

Therapy Pad 4 Cord Wrap 

The part that plugs into an electrical wall outlet and, when connectedwith the USB 
cable, charges the Tablet. 

A defibrillating electricalshock providedby the ASSURE system for a potentially life-
threatening heart rhythm. 

A group of connected parts consisting of the Hub, Alert Button, Therapy Pads, and acable 
that connects to the Monitor. The Therapy Cable is inserted into the Garment. 

A fabric loop located near the TherapyPad 4 pocket that fastens the TherapyPad 4cord
to the Garment. 

Therapy Pad Pockets Fabric pockets in the Garment that hold the Therapy Pads. There are two back 
pockets and one front pocket. 

Therapy Pads Front and back pads attached to the TherapyCable that deliver an electrical shock tothe 
heart when needed. The Therapy Pads also contain gel that is dispersed prior to delivering
a shock. 

USB Port A Universal SerialBus 2.0 dedicated charging port on the back of the Charger. Thisport 
is output only, so it can only charge USB-compatible devices. 

VF Ventricular Fibrillation 

VT 

WCD 

Wearable Defibrillator 

Ventricular Tachycardia 

Wearable Cardioverter Defibrillator 

A system worn by patients at risk of SCA that detects dangerouslyfast heart rhythmsand 
delivers a defibrillating shock to restore a normal heart rhythm. 

WirelessChargingWell A slot in the Charger that can recharge a mobile device that supports wireless 
charging. 
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2. Safety Information 
This section provides warnings, cautions, and electromagnetic interference (EMI) information that are applicable to PSRs,or
other Kestra representatives, while using or training with the ASSURE wearable defibrillator (ASSURE system), Charger, and 
Tablet. 

See chapter 9, Symbols Glossary, on page 131 for a list of symbols that appear on the ASSURE system and Charger labels and
packaging. 
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2.1 Safety Labels 
The following safetylabelsand terms appear in this manual: 

WARNING 
Hazards or unsafe practices that mayresult in serious personal injuryor death. 

CAUTION 
Hazards or unsafepractices that may result in minor or moderate personal injury, product damage, or propertydamage. 

2.2 ASSURE System Safety Information 

WARNINGS 
• Keep the ASSURE system, Charger, andall accessories awayfrom openflame, flammable gases, or other

potential fire sources. Shockdeliveryin these environments may pose an explosion or fire hazardrisk. 
• The ASSURE system is magnetic resonance (MR) unsafe. Do not wear or use the device near MR imaging

equipment. 
• Do not place the Monitor, Therapy Cable, Charger, or Battery inwater or other liquids. Avoidspillingany liquidson

these devices. Liquids enteringthese devices maycause them to malfunction or fail. 
• Do not alter, drop, or abuse any part of the ASSURE system. Attempting to alter the equipment in any way maycause

the system to malfunctionor fail. Donot take apart the Monitor. Dangerous highvoltages maybe present.If service is
required, call the ASSURE Helpline at 1.833.692.7787. 

• During use, do not stack or place the ASSURE system near other equipment. Doing so may cause the system to
malfunction or fail due to EMI exposure from the other equipment. If such use is necessary, the ASSURE systemand the
other equipment should be observed to verify that they are operating normally. 

• Only use portable RF communications equipment that is included with or intended for use with the
ASSURE system. Do not use any other portable RF communicationsequipment (includingantennacablesandexternal
antennas) any closer than 12 inches (30 cm) to any part of the system. Otherwise, equipment performance may suffer. 

2.3 ImplantablePacemakers 

WARNING 
The ASSURE system is not intended for use on patients with an implantable pacemaker that produces a pacemaker pulse
artifact greater than 0.5 mV on any ASSURE system ECG channel. This artifact may interfere with the system’s ability to
detect dangerous heart rhythms and prevent shock delivery. 

2.4 Tablet Safety Information 
Safety informationfor the Tablet can be found in section 11.4, User Information, onpage 143. 
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2.5 Federal Communications Commission (FCC) Declaration 
The ASSURE system and Tablet comply with Part 15of the FCCrules, and theiroperation is subject to the following twoconditions:
(1) these devices may not cause harmful interference, and (2) these devices must accept any interference received, including
interference that may cause undesiredoperation. 

CAUTION 
Changes or modifications to these devices not expresslyapprovedbyKestra Medical Technologies, Inc. couldvoidtheuser's
authority to operate the devices. 

2.6 Electromagnetic Interference 

ASSURE System 

Refer to the ASSURE Wearable Defibrillator Patient Handbook formore information onelectromagnetic interference,what type
of equipment to avoid, and how to resolve potential EMI issues while wearing the ASSURE system. 

Tablet 

Refer to section11.4, User Information, on page 143formore informationon potential electromagnetic interference whileusing
the Tablet. 
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3. Using the Tablet 
This section provides information and instructions for: 

• Charging the Tablet 
• Turning on the Tablet 
• Unlocking the Tablet 
• Viewing the Home screen 
• Opening applications 
• Restarting the Tablet 
• Turning off the Tablet 
• General care and cleaning 

For device specifications andadditional information, see chapter 11, Tablet Specifications andUser Information, onpage
139. 
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3.1 Charging the Tablet 
Read the following information before charging the Tablet: 

• After receiving the Tablet, plug in and charge the Tablet forat least 30minutes before turning onthe Tablet forthe
first time. 

• Use only the accessories provided with the Tablet. This includes the USB cable andcharger.To 

charge the Tablet: 

Step 1 Connect the USB cable to the Tablet Step 2 

Connect the USB cable to the USB charger 

Step 3 Plug the USB charger into an electrical outlet 

3.1.1 Charging Status 
While the Tablet is charging, the charging status is displayed onthe Lock screen andin the Status Bar. 

Note: To keep the Tablet fullycharged, leave it connected to theUSB charger when it is not in use. 
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3.2 Changing the Access Code 
The Tablet requires youto enteran access code (orPIN) to unlockit. The default accesscode is providedto you byKestraMedical
Technologies. When you receive your Tablet, make sure it is charged and then follow the instructions below to change the access
code. 

Step 1 Turn on the Tablet by pressing andholdingthe power buttonfor a fewseconds 
• The Tablet vibratesand then displaysa start up screen. 
• The Tablet is ready whenthe Lock screenappears. 

Step 2 Unlock the Tablet by swiping upon the screenStep 

3 Enter the default access code 
• Call the ASSURE Helpline at 1.833.692.7787 if you forgot or lost the default access code. 
• After unlocking the Tablet, the Home screen appears. 

Step 4 Tap Settings on the Home screen 

Step 5 Scroll to the Personalsectionand tapSecurityStep 

6 Tap Screen Lock 

Step 7 Enter the default access code 

Step 8 Tap the PIN option 

Step 9 When promptedto use the PIN to secure start up,tap No ThanksStep 

10 Enter the new access code (PIN) 
• Call the ASSURE Helpline at 1.833.692.7787 to report the new access code. 

Step 11 Enter the new access code (PIN) again to confirm itStep 12 

Return to the Home screen 



   

   

 

 

 

   
 

         

                    
           

 

     
     

          

           
          

 

36 | Training Manual 

3.3 Basic Operation 
This section describes the basic functionalityof the Tablet. 

Note: The Tablet meets electrical safety requirements whenusedor stored intemperatures of 41°F to 95°F (5°C to 35°C). 
The Tablet should onlybe usedor stored withinthis range. 

3.3.1 Turning On the Tablet 
To turn on the Tablet: 

Press and hold the power button for a few seconds 

• The Tablet vibratesand then displaysa start up screen. 
• The Tablet is ready whenthe Lock screenappears. 
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3.3.2 Unlocking the Tablet 
The Lock screen appears after turning on the Tablet orwhen the Tablet wakes up from Standby mode. 

Note: See section 3.3.5, EnteringStandby Mode, on page 39 for more information onStandby mode. 

The Lock screen displays the time anddate, batterycharge status, and connectivity status. A lockiconis displayed at thebottom of
the Lock screen to indicate that the Tablet is locked. 

To unlock the Tablet: 

Step 1 Swipe up on the screen 

Step 2 Enter the access code 
• The access code is specific to the Tablet and cannot be changed. Call the ASSURE Helpline at 1.833.692.7787 if theaccess

code has beenlost or forgotten. 
• After unlocking the Tablet, the Home screen appears. 
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3.3.3 Viewing the Home Screen 
After starting up andunlocking the Tablet, the Home screen is displayed. The Home screen is divided into multiplesections. 

Status Bar 

Date and 
Time 

Description 

Status bar Appears at the top of the screen and displays the time, battery charge status, and
connectivity status. 

Date and Time Displays the current date and time 

ASSURE Opens the ASSURE application 

Report Queue Opens the Report Queue application 

Settings Opens the Settings screen to configure the date, time, and otherdevice settings. 

About Displays license, software, and legalinformation 
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3.3.4 Viewing and Opening Applications 
The Home screen displays the applications installed on the Tablet. 

To open an application onthe Home screen, tap the specific application icon. 

Note: After exiting an application, the Home screen appears. 

3.3.5 Entering Standby Mode 
If the ASSURE applicationis not open, the Tablet enters Standby mode aftera period of noactivity. When the Tablet is inStandby
mode, it is locked and the screenis off. 

Note: Place the Tablet into Standbymode at any time to conserve battery life, as longasthe ASSURE applicationis notopen. 

To place the Tablet into Standby mode: 

Press the power buttononthe Tablet 

To wake up the Tablet from Standby mode: 

Press the power button 

Note: Plugging inthe Tablet to a power source will alsobringthe Tablet out ofStandby mode. 
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3.3.6 Restarting the Tablet 
To restart the Tablet: 

Step 1 Press and hold the power buttonfor 1-2 seconds 
• A menu appears. 

Step 2 Tap Reboot 
• The Tablet turns off and then turns back on. 

3.3.7 Turning Off the Tablet 
To turn off the Tablet: 

Step 1 Press and hold the Power button for 1-2 seconds 
• A menu appears. 

Step 2 Tap Power off 
• The Tablet turns off. 

3.3.8 Changing the Date and Time 
To change the date and time on the Tablet: 

Step 1 Tap the Settings application onthe Home screen 

Step 2 Under Settings, gothe System sectionand tap Date & time 
• Select whether to set the date andtime automaticallyusing the network-provided information, or set it manually. 

3.3.9 Connecting to a Wireless Network 
A wireless network connection is required to transmit a Session Report to the remote server.To 

connect to a wireless network: 

Step 1 Tap the Settings application onthe Home screen 

Step 2 Under Settings, gothe Wireless & networks section andtap WLAN 
• Select the wireless network to connect to or adda network if one is not shown. 
Note: A password may be required when connecting to a wireless network. 
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3.4 Starting the ASSURE Application 
After starting the ASSURE application, a connectionmust be established between the Tablet and the ASSURE system’sMonitor.
After connecting the Tablet and Monitor, the ASSURE system and Tablet are in a “session”. Each session is independent, so
patient data from one sessiondoes not exist in another session. 

Instructions: 

Step 1 Ensure the ASSURE system’s Monitor is turnedon andhascompletedthepower upprocessStep 2 

Ensure the Tablet is powered on and unlocked 

Step 3 Tap ASSURE on the Home screen 

• The Connect Devices screenappearsshowing
how to align the Tablet to the Monitor. 

• If help is needed with connecting the Tablet and
ASSURE system, tap Help on the Connect Devices 
screen. 

Step 4 

• When the Tablet and ASSURE system connect, an
audio tone plays (if the volume is on) and a
“Connecting/Connected” animation appears onthe 
screen. 

Align the top left corners of the Tablet and Monitoras shown on the screen 
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Step 5 After connecting the Monitor to the Tablet, the System Setup screen appears 

Note: If the ASSURE system is alreadyconnected tothe
Monitor, the Patient Information screen appears. 

• See section 4.3.2, Creating a New Patient
Record, on page 48for instructions on how toset
up the ASSURE system. 

3.5 General Tablet Care and Cleaning 
The Tablet should be kept clean andits batteryshould stay fully charged ona daily basis. See the cleaninginstructionsbelow. For
battery charging instructions, see section3.1, Charging the Tablet, on page 34. 

Check the Tablet and its accessoriesforany damage (for example, a crackedscreenor a frayedcable)prior to use.Contact Kestra
Medical Technologies forassistance with repairing orreplacing the Tablet if it appears damaged. 

3.5.1 Tablet Cleaning Instructions 
The Tablet is intended foruse by a Kestra Medical Technologies representative ina clinic or hospital environment. Duringthe
Tablet’s service life, the Tablet may be exposed to dirt, fluids, environmental contaminants, orother substances and may require
cleaning. This sectionprovidesinstructions andrequirements for cleaning the Tablet and its accessories. 

Note: Do not clean anypart of the Tablet or its accessories with bleach, bleachdilution, or phenolic compounds. Do notuse
abrasive or flammable cleaning agents. Do not attempt to sterilize the Tablet or its accessories. Follow the cleaning
instructions providedin this document. 

To clean the Tablet screen: 

Gently wipe the screen with a clean soft cloth or microfiber towel 

To clean the backof the Tablet and its accessories: 

Step 1 Unplug the USB power cord(if connected) from the Tablet and remove the USB charger fromthe
electrical outlet 

Step 2 Gently wipe the Tablet and accessories with a clean, slightly dampened, soft cloth 
• Do not use harsh chemicals, cleaning solvents, or aerosols to clean the Tablet or its accessories. 
• Do not allow any liquid ormoisture to remainin the connectors or openings afterwiping the Tablet and

accessories. 

Step 3 Allow the Tablet or accessories to air dry or use a dry soft cloth to wipe them down 

Step 4 Reconnect the USB cable to the Tablet and plug the USB charger back into the electrical outlet 
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4. Initial Patient Session 
Preparation 

This section provides the following information andinstructions: 

• Starting the ASSURE application 
• Setting up the ASSURE wearable defibrillator (ASSURE system) 

Note: The PSR shouldbe familiar with the ASSURE Wearable Defibrillator Patient Handbook, the ASSURE system, andits 
components. 
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4.1 Overview 

WARNINGS 
• The ASSURE system is not intended for use on patients with an implantable pacemaker that produces a pacemaker

pulse artifact greater than 0.5 mV in any ECG channel. This artifact may interfere with the system’sability to detect
dangerous heart rhythms andprevent shock delivery. 

Complete the following tasks before the patient session: 

• Start the ASSURE application. 
• Set up the ASSURE system. 

– Verify the ASSURE system date and time. 
– Create a new patient in the ASSURE application. 
– Write down the patient code, as it is requiredto enroll the patient in the remote server. 

4.2 Starting the ASSURE Application 
After starting the ASSURE application, a connectionmust be established between the Tablet and the ASSURE system’sMonitor.
After connecting the Tablet and Monitor, the ASSURE system and Tablet are in a “session”. Each session is independent, so
patient data from one sessiondoes not exist in another session. 

Instructions: 

Step 1 Ensure the ASSURE system’s Monitor is turned on and has completed the power up processStep 2 If 

the Monitor is in the Carry Pack, remove the Monitor from the Carry Pack and lay it on a flat 
surface 

Step 3 Ensure the Tablet is powered onandunlockedStep 

Tap ASSURE on the Home screen 
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• The Connect Devices screenappearsshowing
how to align the Tablet to the Monitor. 

• If help is needed with connecting the Tablet and
ASSURE system, tap Help on the Connect Devices 
screen. 

Step 5 

• When the Tablet and ASSURE system connect, an
audio tone plays (if the volume is on) and a
“Connecting/Connected” animation appears onthe 
screen. 

Step 6 
session 

• See section4.3, Setting Up the ASSURE System,on
page 46 for more information. 

Align the top left corners of the Tablet and Monitoras shown on the screen 

After connectingthe Monitor to the Tablet, the System Setup screen appears, which begins thepatient
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4.3 Setting Up the ASSURE System 
When the Tablet initially connects with a Monitor that hasnot been programmed, the system setupappears. A new systemsetup 
can also be initiated on a Monitor that has already been programmed by selecting Create a New Patient on the Patient 
Management screen. Completing the system setup ensures the Patient Code is generated with the correct date and time for
accuracyof data collection, and ensures the ASSURE system is configured properlyand operational. 

The system setup consists of the followingsteps: 

1. Verifying the basic ASSURE system settings. 
2. Entering patient informationand creating the patient’s record. 

The initial System Setupscreenappears when the Tablet connects to a Monitor for the first time. For instructionson howto
connect the Tablet with the Monitor, see section4.2, Starting the ASSURE Application, on page 44. 

Note: If the Monitor hasalready been programmed, the initialSystem Setupscreen will appear after selectingCreate aNew
Patient on the Patient Management screen. 

The initial System Setupscreenprovidesconfirmation ofthe date, time, and time zone onthe ASSURE system. 
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4.3.1 Verifying the ASSURE SystemDateand Time 
The ASSURE system date, time, and time zone settings must be verified, so the patient data is stored properly. If the ASSURE
system’s date and time settings are incorrect, synchronize the ASSURE system with the Tablet’s date andtimesettings, or manually
set the date and time settings from the System Setup screen. 

To synchronize the ASSURE system time with the Tablet 

Step 1 Tap Sync WCD to Tablet onthe System Setupscreen 

Step 2 After setting up the WCD Date and Time, tap Next to proceed 

• The System Setup – Step 2 screen appears. See
section 4.3.2, Creating a New Patient Record, on
page 48 for more information. 
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4.3.2 Creating a New Patient Record 
When a new patient record is createdfor the ASSURE system, any existing patient data on the ASSURE system is deleted. 

Note: Always create a new patient on the Monitor before fittingthe patient. Otherwise, a Service Neededalert willappear when
the Battery is inserted into the Monitor for the first time. 

To create a new patient record on the Tablet: 

Step 1 Enter the patient’s information 

• Tap in a field to display a virtual keyboard onthe 
screen. 

• To hide the keyboard, tap the keyboardicon 

. 
• Enter the relevant patient information. 
• To enter the date ofbirth, tap the fieldto display

the Date of Birth screen. 
– Select the appropriate month, day, and 

year. 
– When finished, tap OK. 

Step 2 After entering the information,tap SAVE 

• A Programming Successfulmessage appears
after saving the changes. 

Step 3 Tap OK to close the screen 
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4.3.3 Recording the Patient Code 
After creatinga new patient, write down the Patient Code. The Patient Code is requiredto enrollthe patient in theremote 
server. 

To find the Patient Code: 

Step 1 Tap the Patient Information icon on theNavigationmenu 

• The Patient Information screen appears. 
• The Patient Code is locatedon the right side. 

Step 2 Record the Patient Code to activate the patienton the remote server later 
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5. Patient Fit 
The patient must wear the ASSURE wearable defibrillator (ASSURE system) all the time, except while showering or bathing,for the
prescribed duration. The ASSURE system must fit the patient properly and comfortably. In addition, the patient shouldfeel
comfortable using the ASSURE system in their everyday life. 

This section provides the following patient sessioninformation andinstructions: 

• Fitting the patient with the ASSURE system 
• Starting the ASSURE system 
• Using the Carry Pack 
• Starting the ASSURE application 
• Confirming proper fit of the Garment on the patient 
• Programming the ASSURE system 
• Creating a Session Report 
• Viewing the Report Queue application 
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5.1 Fitting the Patient with the ASSURE System 
This section includes: 

• Measuring the patient for proper Garment fit 
• Assembling the Garment with the patient 
• Putting the assembled Garment on the patient 

5.1.1 Measuring for Proper Garment Fit 
Requireditem: 

• Flexible measuring tape 

Instructions: 

Step 1 Ask the patient to remove any outer wear (jacket, sweater, pullover) 
• Patient should be wearing a t-shirt, bra, or thin top only. 

Step 2 Instruct the patientto stand with their arms down at their sides 

Step 3 Measure the patient's underbust chest circumference over their clothing 
• Wrap the measuring tape tightly aroundthe patient's rib cage atthe

lower border of the sternum. 
• Measure to the nearest half-inch. Round down all measurements. 
• Proper fit must be made according to the underbust

measurement, regardless of bust or shoulder size. 
• For certain bodytypes, both Garment styles may be considered

regardless of gender. 

Step 4 Determine the appropriatesize Garment for the patient 

28” 1 32” 

35.5” 

39” 

42.5” 

46” 

6 45.5” 

5 42” 

4 38.5” 

3 35” 

2 31.5” 

49” 

• If the patient falls in between two sizes, attempt to fit the patient with the smaller-sized Garment. 

52” 

• If the patient falls outside the size range (lessthan 28” or more than 52”), donot proceed. Contact the prescriber. 

7 48.5” 
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5.1.2 Helping the Patient Assemble the Garment 
Note: Before assembling the Garment, introduce the ASSURE system kit to the patient, reassure them that they willbe taught

how to use the system, and have the patient watch the training video. Encourage patients to pause the videofor any
comments or questions. For more informationonthe patient trainingvideo, see section 1.6, PatientTrainingVideo, on
page 15. 

Use the following instructions to assist the patient with inserting the TherapyCable into the Garment. 

The PSR should encourage familymembers and caregivers to readthe ASSURE Wearable Defibrillator Patient Handbook 
or watch the patient video (available at www.kestramedical.com) to understand how to assemble anduse the
ASSURE system. 

Required Items: 

• Garment fitted for the patient 
• Therapy Cable 
• Flat, clean surface to lay out the Garment and Therapy Cable 

Instructions: 

Step 1 If necessary,help the patient connectthe shoulder straps onthe Garment 

• Using your best judgment, place the shoulder strap
hooks in a suitable setting for the patient’s body size. 

• For taller patients, place the hooks in a lowersetting. For
average-sized patients, place the hooks in a middle setting. 

• For Style B Garments, placingthe straps in a higher
setting provides more support. 

• The shoulder straps should be comfortable but not loose.
Extra shoulder straplength should go behind thestrap(as
shown to the right). 

Step 2 The patient shouldplace the Garment on a flat surface with the numbers facing up 

• Show the patient the assembly sequence numbers onthe
Garment. 

• Point out the hub receptacle (number 1) and snaps
(numbers 2-5). 

4 1 

5 
2 3 

http:availableatwww.kestramedical.com
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Step 3 The patient should lay the TherapyCable near the Garmentwith yellowside ofthe TherapyPads
facing up 

• Untangle any cords. 
• Point out the numbering on the Therapy Cable and show

how it correlates to the numberingon the Garment. 
Note: Ensure the patient understands that the Huband Alert

Button numbers are on the back of the parts. 

Step 4 
Hub Receptacle 

• The patient should insert the Hub at a slight angle so itfits
under the lip of the HubReceptacle. 
Note: Have the patient practice inserting and removingthe

Hub. 

The patient should insert the Hub into the Garment and press down firmly until the Hub clicksinto the

2 

5 

3 

4 1 

Step 5 The patient shouldinsert TherapyPads 2 and 3 into the back pockets 

Note: There is a divider between the pockets. 
• Make sure the yellow side is facingup. 
• Show the patient how to use the tabs to openthe

pockets on the Garment. 
• Make sure the TherapyPads are oneach side of the

divider and completely inside their pockets. 

Step 6 The patient shouldsnapTherapy Pads 2 and 3 to the pocket tabs 
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Step 7 The patient should insert TherapyPad 4 into the front pocket 

• Make sure the yellow side is facingup. 
• The loop of the cord should lie flat on top of the pad

inside the pocket. 

Step 8 

• Remind the patient that the looped cord should go on TOP
of the Therapy Padin the pocket, not underneath it
(between the pad and the pocket mesh). 

Step 9 The patient shouldsnapTherapy Pad 4 to the pockettab 

The patient should loopany extra length of cord and place it on top of pad inside pocket 4 

Step 10 The patient should fasten the cord wrap aroundthe TherapyPad 4 cord 

Note: If there is extra cord length, the patient shouldopenthe
pocket and repeat steps 8 and 9. 
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Step 11 The patient shouldpull the Alert Buttonand cord throughthe loops on the back of theGarment 

a. Determine the side on which the patient wants to wear
the Alert Button. There are Alert Button snaps on both
sides of the Garment. 
Note: If the patient has animplanteddevice, like a

pacemaker, the Alert Button may be more
comfortable on the opposite shoulder. 

b. Have the patient thread the Alert Button through the
center loops onthe back ofthe Garment (above the Hub
Receptacle). 

c. The patient should pull the Alert Button through the
angled loop for the side they selected. 

Step 12 The patient should snapthe Alert Button (number 5) to the shoulder strap 

• Show the patient that the right shoulder strap does not
have a number on it, but the snap is in the same locationas
on the left side. 

Step 13 The patient shouldplace the cord wrap over the Alert Button cord andsnap it to the shoulderstrap 

Note: There may be some extra Alert Button cord length after 
threading the cord through the Garment and fastening it
to the shoulder strap properly. This allowsfor flexibility
while wearing the assembled Garment. 

• The assembled Garment should look like the picture below. 

c 

b 
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Step 14 (Optional) Insert a bra pad (provided) into the opening betweenthe fabric layers ofeach cupinthe Style
B Garment 
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5.1.3 Helping the Patient Put on the Assembled Garment 
Use the following instructionsto assist the patient with putting on the assembled Garment. After completing these steps,the
patient should be wearing the assembled Garment. 

Instructions: 

Step 1 Ask the patient to remove their shirt and anyundergarments (including bras) 

Step 2 Examine the patient’s torso for anyskin abnormalities that may become an issue whenwearingthe
Garment for an extended length of time 

Note: Do not place the ASSURE system on a patient if they have anopenwoundthat will come in contact with theASSURE
system. 

Step 3 Help the patient put on the assembled Garment with the Sensorsagainsttheir bare skin 

• The patient should: 
– Insert their arms through the shoulder straps

and the back of the Garment. 
– Pull the straps over their shoulders. 

• Point out the Sensorsto the patient and explainthat the
Sensors must touch theirbare skin at all times. 

Note: The Garment contains the followingmaterials: 
• Body fabric: 59% Polyamide, 41% Elastane (spandex) 
• Inner lining: 73% Polyamide, 27% Elastane 
• Therapy Pad pockets: 100% Silver-platedNylon 

Step 4 The patient should pull the Garment snugaroundtheir rib cage andthen fasten the frontclosure 
snaps 

• The Garment must have a snug fit to keep the Sensors in
contact with bare skin. 

• Ensure the superior aspect of the Garment band (StyleA),
or the bottom edge of the bra cup (Style B), is beloweither
the top of the areola or the inframammary fold,
whichever is higher. 

Step 5 The patient shouldadjust theshoulder straps to lie flat against their chest andshoulders 

• The shoulder strapsshould be comfortable but not
loose. 

• Demonstrate to the patient that any extra upper strap
length goes behind the lower strap (as shown to the
right). 

Note: It may be easier to adjust the shoulder straps if the
Garment is removed. 
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Step 6 Teach the patient howto assessGarment fit 

• Use the Garment Fit images to emphasize that the front Proper Garment Fit Therapy Pad should be snug around the patient’s rib cage,
below their breast areaand nipples, but above thepatient’s
stomach. 

• The shoulder straps should lie flat against the patient’s
chest and shoulders. 

• The Therapy Pads should lie flat against their back. 
• Check that the Garment is not twisted around the sidesor 

back. Use a mirror if one is available or have another 
person help check. 
Note: Patients should make sure their breast tissue is not 

underneath the front TherapyPador Sensors. Improper Garment Fit 

Too High Too Low 

Twisted 

Step 7 After confirming the Garment's fit, the patient can put their clotheson overthe Garment 

• Ensure that the patient understands the following: 
– The patient must not place anything between the

Garment and theirbody, evenif theywant to
increase their comfort. The Sensors must touch 
bare skin. 

– Undershirts and bras may only be worn over the
Garment (as shown). 

– If the patient has any comfort issues with the
Garment, they should try adjusting the Garmentor
call the ASSURE Helpline at 1.833.692.7787. 

– It will take a little time to get used to wearingthe
Garment. If the patient has ongoing comfort
issues, they should call the ASSURE Helpline at
1.833.692.7787. 

Step 8 Set up the shoulder strapsonthe secondGarment usingthe settings from the first Garment 

• Explain the purpose of the secondGarment, including that it may be worn while washing a used Garment. 
• Place the second Garment in the system kit 
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5.1.4 Starting the ASSURE System 
Use the following instructions to assist the patient with starting the ASSURE system. 

RequiredItems: 

• AssembledGarment (wornby patient) 
• Monitor 
• Carry Pack 
• Battery 

Instructions: 

Step 1 The patient should insertthe Plug into the Monitor 

• The Plug can be inserted in one direction only. 
• A “click” sound means the Plug is securelyinserted. 
Note: Have the patient practice inserting and removing the Plug. 

Step 2 The patient should insert a fully chargedBatteryinto the
Monitor 

• Demonstrate that the Battery can only be properly insertedone way. 
• A “click” sound meansthe Battery is securely inserted. 
Note: Have the patient practice inserting and removing the Battery. 

Step 3 Wait a few minutes while the ASSURE system powers up 

• Explain the start up Monitor icons to the patient. 
• The Monitor light turns blue right away and the Monitor screen displaysthe

Welcome icon. 

• The System Busy iconthenappears. 

• Wait for the Alert Button icon to appearon the Monitor screen (this may
take a few minutes). 

Notes: 
• This time may be used to explainhow to charge the Battery. See

section 6.2, Managingthe Battery andCharger, on page 79”. 
• Always create a new patient onthe Monitor before fittingthe patient.

Otherwise, a Service Needed alert will appear when the Battery is
inserted into the Monitor for the first time. 
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• If a different icon appears on the Monitor screen, check the alert iconand 
respond to the alert. 

– See section 6.7, Alerts, on page 102for a list of the alert icons. 
– After responding to the alert, the Alert Button iconshould appearon

the Monitor screen. 
Note: This is an opportunity to discuss the different alerts andhow topress

the Alert Button to respond to alerts. 

Step 4 The patient shouldpressthe Alert Buttonto finish setup 

• If the system is working properly, the patient will: 
– See a solid greenMonitor light and the System Ready icon onthe

Monitor screen (shown at right). 
– Hear a three-note guitar strum. 
– Feel a single-pulse vibration from the Alert Button. 

Note: The green light andthe screen backlight turn off after five seconds. 

5.1.5 Using the Carry Pack 
Use the following instructions to explainhow to wearthe CarryPack and how to insert the Monitor into the Carry Pack.After
completing these steps, the patient will be wearing the complete ASSURE system. 

RequiredItems: 

• Patient wearing the assembled Garment 
• Monitor and Carry Pack 

Instructions: 

Step 1 Help the patient put on the Carry Pack 

Demonstrate how the patient canwearthe Carry Pack: 
• Over the shoulder (with the straplengthened) 

– Across the body orover the shoulder 

• Around the waist 
– With the strap shortenedor attachedto a belt

using the belt clip. 
Note: The inside of the Carry Pack (the side with the belt clipand 

corner straps) should always face towards the patient’s
body. 

Step 2 Demonstrate Carry Pack strapadjustments 

• The Carry Packstrap includes a buckle, two strap
adjusters, and an elastic band. 
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Using the buckle 
– To connect the buckle, press the two sides

together until there is a “click”. 
– To detach the buckle, squeeze the buckle sides

until they unlock and thenpull them apart. 

Adjusting the strap 
– Slide the adjuster along the strap to lengthen or

shorten the strap. 
– Use the buckle’s strap adjuster to tighten the

strap when wearing the Carry Pack around the
waist. 

– Insert the strap throughthe elastic band. 

Step 3 The patient should open the flaps on the Carry Pack 

Step 4 The patient shouldinsert the Monitor into the Carry Pack 

Step 5 Showthe patient howto manage the extra cable length toavoid catchingthe cable on anything 

• Options for managing extra cable length: 
– Use the back corner straps of the Carry Pack. 
– Place it in the CarryPack pocket. 
– Tuck it into their pants orpocket. 

After completing all the steps, ensure that the Carry Pack with the Monitor inside fits comfortablyon the patient. Makeany
adjustments as necessary. 

Note: Ensure patients understandthat they canchange how theywear the Carry Pack as needed throughout the day. 
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5.2 Starting the ASSURE Application 
After starting the ASSURE application, a connectionmust be established between the Tablet and the ASSURE system’sMonitor.
After connecting the Tablet and Monitor, the ASSURE system and Tablet are in a “session”. Each session is independent, so
patient data from one sessiondoes not exist in another session. 

Instructions: 

Step 1 Ensure the ASSURE system’s Monitor is turnedon andhascompletedthepower upprocessStep 2 

Remove the Monitor from the Carry Pack and lay it on a flat surface 

Step 3 Ensure the Tablet is powered onandunlocked 

Step 4 Tap ASSURE on the Home screen 

• The Connect Devices screenappearsshowing
how to align the Tablet to the Monitor. 

• If help is needed with connecting the Tablet and
ASSURE system, tap Help on the Connect Devices 
screen. 
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Step 5 Align the top left corners of the Tablet and Monitor as shown on thescreen 

• When the Tablet and ASSURE system connect, an
audio tone plays (if the volume is on) and a
“Connecting/Connected” animation appears onthe 
screen. 

Step 6 After connectingthe Monitor tothe Tablet, the Patient Informationscreen appears, which
continues the patientsession 
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5.3 Viewing the ECG 
Note: Display of the ECG is not intended to be used as a diagnostic tool. 

The ECG displays two waves of streaming ECG data or the amount of motion (measured by the built-in accelerometer)
acquired through the currently connected ASSURE system. Select from four available waveforms or the motion option. The
waveforms display the most recent six seconds of data. 

To select a specific ECG waveform: 

Step 1 Tap the down arrowicon under the electrode setting 

Step 2 Select one of the following options: 

• Right Front > Left Back (default selection) 
• Left Front > Right Back (default selection) 
• Right Front > Left Front 
• Left Back > Right Back 
• Motion 

Note: The same waveform or motion cannot be selected to displayin both fields at the same time. 

The waveformsuse automatic scaling by default.To 

manually scale the waveforms: 

Step 1 Tap Auto to turnoffautomatic scaling 

Step 2 Tap the “+” or “-” buttonsto scale the waveform up or down 

Note: Scaling the waveforms may be useful to assess the presence of pacemaker spikes. 

http:waveformsuseautomaticscalingbydefault.To
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5.4 Confirming Fit with the Tablet 
During a patient session, confirm the fit of the ASSURE system using the Tablet. The Tablet displays the current ASSURE
system status information on the Device Status screen. Use the patient avatar onthe Device Status screen to
verify that the patient is wearing the Garment correctly. If the system is readyand the Garment is in contact with the skin,all
indicators on the patient avatar will be highlightedin green. Otherwise, any issues will be indicated in yellow. 

To view the WCD Status screen: 

Tap the WCD Status icon on the Navigationmenu 

• The WCD Status screen appears. 

Note: The WCD Status screen can also be viewed by tapping in the WCD Status Summary section of the header. 

To confirm the fit of the ASSURE system on the patient: 

Step 1 Make sure the patient haspressed the Alert ButtonStep 

Tap the WCD Status icon onthe Navigationmenu 
• The WCD Status screen appears. 

Step 3 Verify there are no Sensors or TherapyPads off (the Sensors andTherapyPads willappearyellowif
there is an issue) 

Note: Patient avatar status is near real-time anddoes not include the latency built into the header’s WCDStatusSummary. 
• Ensure the patient avatar is solid green with nointermittent yellow indicators. 
• Verify contact with the patient’s skin. All indicators should remain green even with patient movement. 
• If any of the patient avatar indicators are yellow (even intermittently), try the following:For 

Sensors: 
– Adjust the Garment so the Sensorsare flat and touching bare skin. 
– Check that the Garment is not twisted, there is nothing under it, and the TherapyPads are assembled

correctly. 
– Moisten the skin under the Sensors with wateror lotion. 
– Tighten the Garment by adjusting the front closure snaps and shoulder straps. 
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For Therapy Pads: 
– Confirm the TherapyPads are flat and touching bare skin. 
– Check that the Garment is not twistedand there is nothing under it. 
– Moisten the skin under the Therapy Padswith water or lotion. 
– Change the front closure snaps andshoulder strapsettings fora snug Garment fit. The shoulder strapsshould

be comfortable but not loose. 
– Verify the TherapyPads are correctly insertedand snappedin the pockets. 

Step 4 Verify both channels of the ECG signal are clean in the top right portion of the screen 
• See section5.3, Viewingthe ECG, on page 65for more information. 

Step 5 Address anyother issues highlightedin yellow 
• Refer to section 8.1, Alerts QuickReference, onpage 124 forhowto respondto the System alerts. 
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5.5 ASSURE SystemProgramming 
The ASSURE system includes settings that are programmable using the Tablet. These settings allow customizationof thedevice
behavior according to the patient's prescription. 

The following settingscan be programmed: 

• ASSURE system’s time zone setting (if the time zone setting was not set properlyduring the new patient creation
process) 

• VT Rate Threshold setting and the VF Rate Threshold setting – Program the rates specifiedin the patient’s
prescription, and select whether the VT Zone will be monitoredor will deliver therapy. 

Any changes to the settings are highlighted in yellowto identify them as proposedsettings. These settingswill not takeeffect until
they are programmed into the Monitor. See the following sections for more information on changing the settings and
programming the ASSURE system. 

5.5.1 Viewing ASSURE SystemSettings 
A summary of the current ASSURE system settings canbe viewedon the WCD Settings screen. The WCD Settings screenallows for
changes to the settings. 

To view the ASSURE system settings on the WCDSettings screen: 

Step 1 Tap the WCD Settings icon on the Navigation menu 

• The WCD Settings screen appears. 

Step 2 Verify the current ASSURE system settings 

The following options are available from the WCD Settings screen: 

• View the date and time on the ASSURE system 
• Set the time zone on the ASSURE system 
• Adjust the VT/VF rate thresholds for the ASSURE system andselect the VT Zone operation(monitor ordeliver

therapy) 
• Identify proposed changes to the settings 
• Program the settings on the ASSURE system 
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Patient Fit | 69 

5.5.1.1 Viewing the ASSURE System’s Date and Time Settings 
To check the date andtime settings on the ASSURE system: 

Step 1 Tap the Show button next to Date & Time 

• The date and time are displayed forabout five
seconds before the Show buttonre-appears. 

5.5.1.2 Setting the Time Zone 
To set the ASSURE system’s time zone: 

Step 1 Tap the Time Zone drop-down list 

Step 2 Select the appropriate time zone for the desired location 

Step 3 When finished, program the proposedchanges intothe ASSURE system 

• See section5.5.3, Programming Changesto Settings, on page 71. 
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5.5.1.3 Adjusting the VF and VT Rate Settings 
Set the VT/VF rate thresholds to values according to the patient’s prescription. If the prescription does not include thethreshold
values, use the default values for the rate thresholds orcontact the prescriber. 

Note: Programming changes are not effective until the programmingis confirmedusingthe Tablet. 

To set the VT Zone setting: 

Select the appropriate VT Zone setting 

• Set to Treat to enable Therapyin the VT zone 
range. 

• Set to Monitor to disable Therapy inthe VT zone 
range. 
Note: Episode information willstill be storedwhenthe

VT Zone is set to Monitor. 

To set the rate threshold: 

Step 1 Tap the VT Rate slider or the VF rate slider on the Rate Bar 

Step 2 Move the slider to the left or right to select the appropriate rate 

• The VT rate range is 130to (VF rate - 10) bpm in 10bpm intervals. The default setting is 170 bpm. 
• The VF rate range is 180 to 220 bpm in 10 bpm intervals. The default settingis 200bpm. 
Notes: 

• The VF Rate Threshold value must be higher thanthe VT Rate Thresholdvalue. 
• The sliders cannot cross over each other. To increase the VT Rate Threshold value, move the VF Rate Threshold 

slider to the right before moving the VT Rate Thresholdslider. Conversely, to decrease the VF Rate Threshold
value, move the VT Rate Thresholdslider to the left before movingthe VF Rate Thresholdslider. 
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5.5.2 Identifying Pending Changes to WCD Settings 
Any pending changes to the ASSURE system settings are indicated by highlighting those changes in yellow in the Settings
section on the WCDSettings screen. A yellow dot indicator also appears next to the WCDSettings icon in the Navigationmenu. 

Pending Changes Indicators 

5.5.3 ProgrammingChanges to Settings 
After making changes to the ASSURE system settings, program those changes into the Monitor. Note: 

Programmingchanges are not effective until the programming is confirmed using the Tablet.To program 

any changes into the Monitor: 

Step 1 Tap Program on the WCD Settingsscreen 

http:theTablet.To
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• A message screenappears while the Tablet programsthe
ASSURE system. 

Step 2 Tap Program on the message screen 

• A confirmationscreenappears after the changes have
been successfully programmed. 

Step 3 Tap OK to close the confirmationscreen 
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5.6 Creating a Session Report 
After fitting the patient, generate a report for the current session. The sessionreport contains a summaryof the patient’s
information and identifies what changes were made to the ASSURE systemduring the session. 

To create a Session Report: 

Step 1 Tap the Session Report icon onthe Navigation menu 

• The Session Report screenappears. 

Step 2 Tap Create Report to proceed 

• The session report is created and sent to the remote serverwhenthe Tablet has a wireless network connection. 
• Check the Report Queue application for the sessionreport’s delivery status. 

Note: Session reports can be viewed and printed from the remote server only. 
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5.7 Viewing the Report Queue Application 
The Report Queue applicationis available on the Home screen. The application displaysa list of generated reports, theircurrent
transmission status to the remote server, and provides an option to delete reports from the Tablet. 

5.7.1 Starting the Report Queue Application 
To launch the Report Queue application: 

Tap the Report Queueicon on the Home screen 

• The Report Queue screen appears. 

The Report Queue screendisplays the following information: 

• Date and time the report was created 
• Patient name 
• Patient code 
• Transmission status 

– Sent 
– Not Sent 

The following options are available from the Report Queue screen: 

• Manually upload reports from the Tablet to the remote server 
• Delete a report in the Report Queue 
• Return to the Home screen 
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5.7.2 Manually Uploading to the Remote Server 
Note: The Tablet requires access to a wireless connection to communicate with the remote server. 

The Tablet automatically performs regular background transmissions of all reports to the remote server. To 

force the Tablet to synchronize with the remote server, tap the Sync icon onthe Report Queue screen. 

5.7.3 Removing a Report from the Report Queue 
A report canbe removedfrom the Report Queue. If a report has not beensuccessfully transmitted to the remote server,the
Report Queue application will provide a notification that the report has not beentransmitted and request confirmationto
continue with the removal of the report. 

Note: Removing areport that has not been sent to the remote server is irreversible. After a report has beendeleted, itcannot be
recovered. 

To remove a report: 

Step 1 Find the desired report on the Report Queue screen 

Step 2 Tap the Remove Report icon 

• A confirmationscreen appears. 

Step 3 Tap Remove on the confirmationscreen 

5.7.4 Returning to the Home Screen 
To return to the Home screen, tap the Back iconon the screen. 

http:ReportQueue.If
http:server.To
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6. PatientTraining 
This section provides information andtraining for teachingthe patient how to incorporate the ASSURE wearabledefibrillator
(ASSURE system) into their daily routine, including: 

• Daily Routine Checklist 
• Charging the Batteryand replacing the Battery in the Monitor 
• Taking a shower or bath 
• Wearing the ASSURE system while sleeping 
• General care and cleaning instructions 
• Alerts 

Note: In additionto the training providedin this section, it is important to review the chapter 2, Safety Information, onpage 29
with the patient. 



   

   

 

 

 

     
 

                  
            

 
    

 
                     

       
           

 

   
 

                   
  

 

    

     

        
      
              

        
     

 

     

         
    
    
              

 
       
         

  
          
                 

           
 

          

        

  
                  

               

78 | Training Manual 

6.1 Patient Daily Routine Checklist 
Assist the patient with understanding the dailyprocedures for wearing and using the ASSURE system. Review the Safety
Information section in the ASSURE Wearable Defibrillator Patient Handbookwith the patient. 

Wear the ASSURE system 

• The patient must wear the ASSURE system all the time, except when they needto take a showerorbath
or participate in water-basedactivities, like swimming. 

• The patient should wear the ASSURE system while they sleep. 

Charge the Battery 

• The patient should replace the Battery at the same time every day to ensure the ASSURE systemhas
adequate power. 

Respond to anyalerts 

When an alert happens, the patient should: 

1. Press the Alert Button to quiet the alert 
– Press once to quiet the alert. 
– For System alerts, press the Alert Buttonagain to replay the voice message. 

2. Look at the Monitor light and screen 
3. Respond to the alert 

Wash the Garment when necessary 

• Use cold water and a mild laundrydetergent, like: 
– all® free clear 
– Tide Free and Gentle™ 

Note: The patient should followthe detergent manufacturer's warnings and cautions listed on the
packaging. 

• Hang the Garment to air dry. 
• Review the following safetyinformationwith the patient: 

WARNINGS 
• Always remove the Therapy Cable before washingthe Garment. 
• Do not use chlorine bleach, bleach alternatives, fabric softeners, or anti-static sprays. Also, donotuse

detergents or detergent “pods” that include bleach or fabric softener additives. 

Remove the ASSURE system before takinga shower or bath 

Review the followingwarning text with the patient: 

WARNING 
Do not place the Monitor, Therapy Cable, Charger, or Battery in water or other liquids. Avoid spillingany
liquids on these devices. Liquidsentering these devices may cause them tomalfunction or fail. 

ASSURE Helpline 1.833.MYASSURE 
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6.2 Managing the Battery and Charger 
The ASSURE system comes with a Charger andtwo Monitor batteries. One Battery shouldremain in the Chargerwhile theother
Battery is in the Monitor. 

6.2.1 Plugging in the Charger 
Note: The patient shoulduse onlythe accessories providedwith the ASSURE system, including the Batteries and Charger. 

Instructions: 

Step 1 Instruct the patient to insertthe Charger cord plug from the AC adapter into the Charger 

• The patient should insert the plug with the cord straightup. 

• Turn the cordto the right to secure it in the clip. 
Note: Properly secure the cord inthe clip. Thispreventsthe

cord from being accidentally removed from the
Charger. 

Step 2 Connect the power cord to theAC adapter 

Step 3 Plug the power cord into an electrical wall outlet 

Notes: 
• Do not place the Charger in a positionor locationthat

makes it difficult to insert or remove the Battery or unplug 
the AC adapter power cord. 

• If the patient must turn off the Charger for any reason,
unplug the power cord from the electrical wall outlet. 

• Always leave the Charger pluggedintoanelectrical
outlet to keep the spare Battery fully charged. 
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6.2.2 Charging the Battery 
The ASSURE system comes with two Batteries. The patient shouldreplace the Batteryat the same time every day.An 

empty Battery charges in about fourhours. 

Notes: 
• The patient shouldcheck the Charger and Batteries for anywear or damageonce or twice a week. To reportany

damage or concerns, the patient should call the ASSURE Helpline at 1.833.692.7787. See section 6.6, Checking for
Equipment Damage, on page 101 for more information. 

• The patient should use onlythe accessories provided with the ASSURE system. Thisincludes the Batteries andCharger. 

Instructions: 

Step 1 Insert the Battery into the Charger 

• Do not force the Battery intothe Charger. There is only one wayto
insert the Battery. 

• Keep the fully chargedspare Batteryin the Charger until you
need to replace the Battery in the Monitor. 

Step 2 Check the Charger screen to confirm that the Batteryis charging 

a 

b 

• See the next page for more information. 

ASSURE Helpline 1.833.MYASSURE 
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6.2.2.1 Charger Screen 
The Chargerscreen displays the Battery’s current charge status. 

Screen Display Description 

Insert a Battery into the Charger. 

The Battery is charging. The charging symbol flashes andthe screendisplays thecurrent
progress from 0–100% in 5% increments. 

The Battery is fully charged. 

There is a problem with the Battery. Remove the Battery andre-insert it into theCharger. If
the problem still occurs, call the ASSURE Helpline at 1.833.692.7787. 

The Battery is too hot. Remove the Batteryfrom the Charger. Allow the Battery to cooldownto
room temperature before using it or putting it back in the Charger. 

There is a problem with the Charger. Unplug the powercord and then plug it back in. Ifthe
problem still occurs, call the ASSURE Helpline at 1.833.692.7787. 

http:theCharger.If
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6.2.3 Viewing Battery Status on the Monitor 

A full Battery lasts at least 24 hours. The Monitor screen displays the current Battery status withthe
System Ready icon. 

Screen Display Description 

The Battery is fully charged(more than24hours of remaining charge). 

The Battery has 18to 24 hours of remaining charge. 

The Battery has 12 to 18hours of remaining charge. 

(Solid bar) The Batteryhas 6 to 12 hoursof remaining charge. 

(Blinking bar) The Battery has2 to 6 hours of remaining charge. 

(Blinking) Low Battery alert – The Batteryhas less than two hours of remaining charge. Seesection
6.7.2.6, Low Battery Alert, on page 113. 

ASSURE Helpline 1.833.MYASSURE 
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6.2.4 Replacing the Battery in the Monitor 
A fully charged Battery will powerthe ASSURE system for a minimum of 24hours. The patient should replace the Batteryat the
same time every day. 

Review the followingwarning text with the patient: 

WARNING 
If you will be away from home for longer than24hours, take the spare, fully chargedBattery and Charger with you. 

Instructions: 

Step 1 Check that the Battery in the Charger is fully charged 

• The Charger’s screenshows the Battery status. 

Step 2 Open the flaps on the Carry Pack 

Step 3 Slide the Battery lock untilyou see the yellowline andlift
the Battery handle 

• Remind the patient that they can also watch the patient video at
kestramedical.com/patients, if they need assistance with thistask
after they go home. 
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Step 4 Pull up to remove the Battery from the Monitor 

• Removing the Battery turns off the system. 
• Damaged Batteries may leak and cause personal injury or

equipment damage. Handle damagedor leaking Batteries with
extreme care. Call the ASSURE Helpline at 1.833.692.7787 to
report any equipment damage. 

Step 5 Take the fully charged Battery out of the Charger 

Step 6 Insert the fully charged Batteryinto the Monitor 

• A “click” sound meansthe Battery is securely inserted. 
• The patient shouldnot force the Battery intothe Monitor. Thereis

only one way to insert the Battery. 

Step 7 Close the flaps on the Carry Pack 

Step 8 Wait a few minutes while the system powers up 

• The Monitor light turns blue right away and the Monitor screen
displays the Welcome icon. 

• The System Busy iconthenappears. 

ASSURE Helpline 1.833.MYASSURE 
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• Wait for the Alert Button icon to appearon the Monitor screen
(this may take a few minutes). 

• If a different icon appears on the Monitor screen, checkthealert 
icon and respond to the alert. 

– See section 6.7, Alerts, on page 102for a list of the alert
icons. 

– After responding to the alert, the Alert Button icon
should appearon the Monitor screen. 

Step 9 The patient should press theAlert Button 

• If the system is working properly, the patient will: 
– See a solid greenMonitor light and the System Ready

icon on the Monitor screen(shownat right). 
– Hear a three-note guitar strum. 
– Feel a single-pulse vibration from the Alert Button. 

Note: The green light andthe screen backlight turn off after fiveseconds. 

Step 10 Insert the used Batteryinto the Charger 

Step 11 Check the Charger screen to confirm that the Batteryis charging 
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6.2.5 Using the Wireless Charging Well 
The Charger includes a wirelesschargingwellfor mobile devices. The well providesa standard5Wcharging speed andsupports
mobile devices upto 6.3 x 3.3 x 0.49 inches (including a case). 

Notes: 
• Check with your mobile device manufacturer to confirm your device supports wireless charging. 
• The Charger may not be compatible with allwireless-charging mobile devices. 
• If your mobile device case holdsitems that maycontain magnetic strips or RFID chips, like credit cards or

passports, remove the case from the device before placing it in the well. 

Instructions: 

Step 1 Place the mobile device into the wireless chargingwellwith the device’s screen facing
outwards 

Step 2 Check the mobile device to make sure it is charging 

• The device screen should displayan indication that the mobile
device is charging. 

Note: If there is no indication that the device is charging, you may need to
remove the device case, if one is installed. Remove thecase and 
then repeat steps 1 and 2 above. 

ASSURE Helpline 1.833.MYASSURE 
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6.2.6 Using the USB Port on the Charger 
The Charger’s USB port cancharge any USB-compatible device using a USB cable with a type Aconnector. The USB portis located
on the back of the Charger. 

WARNING 
Do not connect line voltages, power banks, or other devices that may attempt to use the USB port as an input port. TheUSB port is a
dedicated chargingport that is output only and canonlycharge connected devices. 

Instructions: 

Step 1 Insert one end of the USB cable into the device 

Step 2 Insert the USB cable’s type A connector intothe USB port onthe Charger 

Step 3 Check the connecteddevice to make sure it is charging 

6.2.7 Loss of Power or Power Outage 
The patient must keep the batteries charged for the ASSURE system to operate properly.If a 

power outage occurs, the patient shouldfollow these guidelines: 

• Contact their electrical company to report the outage. The patient should inform the electrical companythatthey
have a medical device that requires power. 

• The patient should call or visit their local emergencyservices to see if theycan help. The patient should informthe
emergencyservices personnel that they have a medical device that requires powerto charge its batteries. 

• A fully charged Battery provides at least 24 hours of operation. If the power is out for more than 24 hours, the patient
should try to find a place with power, like a family member or friend’s house. The patient shouldtake thespare Battery
and Charger with them to charge the batteries there. 
Note: The Charger can recharge anempty Battery in about four hours. 

The U.S. Food & Drug Administration(FDA) provides a booklet on their website (www.fda.gov) titled, “Home Use Devices:How
to Prepare forand Handle PowerOutagesfor Medical Devices that Require Electricity”. 

After power is restored, the patient shouldreturn the Charger to its usualcharging locationand follow the 24-hourBattery
charging schedule. 

http:operateproperly.If
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6.3 Wearing the ASSURE System 
The ASSURE system is designed to be wornall the time, except while showering or bathing. The patient canwear it in avariety of
public settings, like going to a grocerystore, attending a sporting event, or dining out. 

The patient shouldfollow these guidelines while wearing the ASSURE system: 

• Wear any clothing over the Garment 
– The patient should not wear orplace anythingbetween the Garment and theirbody. 
– Undershirts and bras may onlybe wornoverthe Garment. 

• Check for any wear or damage once or twice a week. 
• If the patient needs to go out in heavy rain or snow, they should keep theMonitor and Carry Pack coveredas much

as possible. 
• The Carry Pack strap and Therapy Cable are potential hazards for getting strangled. 

To reduce this risk, the patient should: 
– Never wrap the Carry Pack aroundtheirneck. 
– Keep the Monitor and Carry Pack at or below waist level. 
– Manage any extra length ofcable betweenthe Hub and Monitor. 
– Remove the Carry Packstrap if sleeping with the Monitor inside the Carry Pack. 

• Do not allow children or pets to play withtheASSURE system. 
• If the patient has any skin issues underneath the Garment, like redness, bumps, inflammation, irritation,skin

breakdown, blistering, or a cut, the patient should continue to wear the system and seek medical attention. 
Notes: 

– The Garment contains the followingmaterials: 
• Body fabric: 59% Polyamide, 41% Elastane (spandex) 
• Inner lining: 73% Polyamide, 27% Elastane 
• Therapy Pad pockets: 100% Silver-platedNylon 

– The Carry Pack is 100% Polyester andthe strap is 100% Nylon. 

The patient should temporarily removetheASSURE systemfor thefollowing situations only: 

• When the patient needs to take a showeror bath, orwhentheywill be activelyparticipating in a water-based
activity, like swimming. 

• When movingthe Therapy Cable from one Garment to the other Garment. 

ASSURE Helpline 1.833.MYASSURE 
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6.3.1 Checking the ASSURE SystemStatus 
To check the status of the ASSURE system at any time: 

Press the Alert Button 

What the patient will... 

See • Solid greenMonitor light 
• System Ready icon on Monitor screen 

Hear Three-note guitarstrum 

Feel Single-pulse vibrationfrom the Alert Button 

Notes: 
– The green light and the screen backlight turn off after five seconds. 
– If a System alert is active, pressing the Alert Button will replay the voice message. 
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6.3.2 Sleeping in the ASSURE System 
The patient must wear the ASSURE system while they are sleepingto ensure they are monitoredandprotected duringthat
time. 

Notes: 

Proper Monitor Position While Sleeping 

• Keeping the Monitor in the Carry Pack while sleeping is recommended to protect the Monitor and Battery. 
• The Carry Pack strap and TherapyCable are potential hazards for gettingstrangled, especially whensleeping.

To reduce this risk, the patient should: 
– Never place the Monitor or Carry Pack near their head or neck. 
– Keep the Monitor or Carry Pack at or below waist level. 
– Remove the Carry Pack strap if sleeping with the Monitor inside the Carry Pack. 

6.3.3 Responding to Alerts While Sleeping 
Instructions: 

Step 1 Press the Alert Button 

• Press once to quiet the alert. 
• For System alerts, press the Alert Buttonagain to replaythe voice 

message. 

Step 2 Look at the Monitor screenandlight 

Step 3 Respond 
• Refer the patient to the ASSURE Wearable Defibrillator Patient Handbook for alert information 
• For System alert information see section6.7.2, System Alerts, onpage 106. 

ASSURE Helpline 1.833.MYASSURE 
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6.3.4 Taking a Shower or Bath 
Review the followingwarning text with the patient: 

WARNING 
Do not place the Monitor, Therapy Cable, Charger, or Battery in water or other liquids. Avoid spilling any liquids on these
devices. Liquids entering these devices may cause them to malfunction or fail. Follow the instructions in the ASSURE
Wearable Defibrillator Patient Handbookto properly cleanthese devices. 

The patient must always remove the ASSURE system before taking a bath or shower or participating in a water-based
activity, like swimming. 

Note: The patient will not be protected while theyare not wearing the ASSURE system. The patient shouldtry to limit theactivity to
the least amount of time as possible. 

Never Wear the ASSURE System in the Bath or Shower 

Before taking a shower orbath, the patient must remove the system. 
• See section6.3.4.1, Removingthe ASSURE System, onthe next page for instructions. 

After taking a shower orbath and drying off, the patient must put on the system. 
• See the instructions in sections 5.1.3-5.1.4starting on page 58. 
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6.3.4.1 Removing the ASSURE System 
Instructions: 

Step 1 Open the Carry Pack flaps 

Step 2 Slide the Battery lock untilyou see the yellowline
and lift the Battery handle 

• Remind the patient that they can also watch the patient
video at kestramedical.com/patients, if they need
assistance with this task after they go home. 

Step 3 Pull up to remove the Battery from the Monitor 

Notes: 
• Removing the Battery turns off the system. 
• To avoid setting off alerts, the patient should always

remove the Battery before taking off thesystem. 

Step 4 Take off the Carry Pack 

• Place the Carry Pack ona nearby flat surface to avoid dropping the Monitor. 

ASSURE Helpline 1.833.MYASSURE 
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Step 5 Remove any clothing above the waist 

Step 6 Unsnap the front closure 

Step 7 Take off the Garment 

Step 8 Place the Garment and Carry Pack in a safe place to avoid dropping the Monitor,gettingit wet,or
getting tangled in the cables 
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6.4 Traveling with the ASSURE System 
Review the followingwarning text with the patient: 

WARNING 
If you will be away fromhome for longer than24hours, take the spare, fully chargedBattery and Charger with you. 

6.4.1 Air Travel 
Before making reservations, the patient should speak to anairline representative about any specific restrictions forwearing
medical electronic equipment onthe airplane. 

Refer the patient to the Transportation Security Administration(TSA) website at www.tsa.gov/travel/special-proceduresfor
information on traveling with medical devices. 

6.4.2 Electronic SecurityCheck Points at the Airport 
Patients should avoid walking through security screening equipment commonly found in airports, courthouses, and sporting
events. Instead, the patient should show the security staff theirpatient informationcard, explain that theyare wearing a medical
device, andrequest an alternate screening method, like a hand-held device orphysical handsearch. 

6.4.3 International Travel 
If the patient will be traveling outside of NorthAmerica, theymay needto purchase a powerconverter or adapterso theCharger
will work in that particular country. 

ASSURE Helpline 1.833.MYASSURE 
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6.5 General ASSURE System Care and Cleaning Instructions 

This section provides an overview of the care and cleaning instructions for the ASSURE system and its components. The PSR 

should encourage family members and caregivers to read the ASSURE Wearable Defibrillator Patient Handbook 
or watch the patient video (available at www.kestramedical.com) to understandhow to wash the Garment andclean theASSURE
system. 

Patient Information: 

• Review the information in the ASSURE Wearable Defibrillator Patient Handbookwith the patient. 
• The patient should washthe Garment as needed. The ASSURE system comes with two Garments, so the patientcan

wash the used Garment while continuing to wear the ASSURE system. 
• Before washing the Garment, the patient must do the following: 

1. Take off the ASSURE system. 
• See section6.5.1, Taking Off the System to Wash the Garment, on page 96 for instructions. 

2. Remove the Therapy Cable from the used Garment. 
• See section6.5.2, Removing the Therapy Cable from the Garment, on page 99 for instructions. 

3. Place the TherapyCable into the cleanGarment andput on the system. 
• See sections 5.1.2-5.1.3starting onpage 53 for instructions. 

• After washing the Garment, the patient should hang the Garment orplace it on a flat surface to air dry. 
– The patient should NOT dry cleanor iron the Garment. 
– The patient should NOT dry the Garment in a clothesdryer, microwave oven, or anyother oven. 

• To clean the otherequipment: 
1. Gently wipe the equipment with a clean, soft cloth dampenedslightly with wateronly. 
2. Use a separate dry, soft cloth to dry the equipment before using it. 

Notes: 
– Avoid wiping the Hub connectors andpins. 
– Do not allow any liquid or moisture to remainon theequipment or its connectors and pins after

cleaning. 
– Do not dry clean the Carry Pack. 
– Do not dry the Carry Pack in a clothes dryer, microwave oven, or any other oven. 

Review the following safetyinformationwith the patient: 

WARNINGS 
• Do not use chlorine bleach, bleach alternatives, fabric softeners, or anti-static sprays. Also, do not use

detergents or detergent “pods” that include bleach or fabric softener additives. 
• Do not place the Monitor, Therapy Cable, Charger, or Battery inwater or other liquids. Avoidspillingany liquidson

these devices. Liquids enteringthese devices maycause them to malfunction or fail. 
• Always remove the Therapy Cable before washingthe Garment. 

http:availableatwww.kestramedical.com
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6.5.1 Taking Off the System to Wash the Garment 
Instructions: 

Step 1 Open the Carry Pack flaps 

Step 2 Slide the Battery lock untilyou see the yellowline
and lift the Battery handle 

Step 3 Pull up to remove the Battery from the Monitor 

• Lift up the Battery handle and pull up. 
Notes: 

• Removing the Battery turns off the system. 
• To avoid setting off alerts, the patient should always

remove the Battery before taking off thesystem. 

Step 4 Close the Carry Pack flaps 
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Patient Training | 97 

Step 5 Remove any cable length tucked into the Carry Pack 

• The cabling may be inside the Carry Pack pockets or inthe
elastic corner straps on the back. 

Step 6 Press and hold the Plug Release button onthe Monitor 

Step 7 Remove the Plug from the Monitor 

Step 8 Take off the Carry Pack 

• Place the Carry Pack ona nearby flat surface to avoid
dropping the Monitor. 

Step 9 Remove any clothing above the waist 
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Step 10 Unsnap the front closure 

Step 11 Take off the Garment 
• See section6.5.2, Removing the Therapy Cable from the Garment, on page 99for the next steps. 

ASSURE Helpline 1.833.MYASSURE 
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6.5.2 Removing the Therapy Cable from the Garment 
Note: The Therapy Cable is a complete assembly. The cords and cable cannot be removed from the Hub. 

Instructions: 

Step 1 Take off the Garment and place it on a flat surface, like a table or desk 

Step 2 Open the cord wrap near pocket 4 

Step 3 Unsnap and remove the TherapyPad from pocket 4 

Step 4 Unsnap and remove the TherapyPads from pockets2 and 3 
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Step 5 Unsnap and remove the Alert Buttonfrom the shoulder strap 

a b 

Step 6 Gently pull the Alert Button cordthrough theloopson the backofthe Garment until the cordis free 

Step 7 Use both handsto removethe Hubfrom the Garment 

• Press down on the Garment near the bottom of the Hub 
Receptacle with your thumb. 

• Pull up firmly on the cable handle at the bottom of the
Hub with your other hand. 

After the patient has removed the TherapyCable from the usedGarment, theymust place it into the clean Garment andput on 
the ASSURE system before washing the used Garment. See section 5.1.2, Helping the Patient Assemble the Garment, on page
53 for instructions. 
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6.6 Checking for Equipment Damage 
The patient should check the ASSURE system for anywearordamage once ortwice a week.Some 

examples of potential damage or improper use include: 

• Gel leaking from the Therapy Pads (see below) 
• Sensors peeling off from the Garment (see below) 
• Worn cables orcords 
• Cracked orbrokenMonitor case 
• Broken snaps onGarment 
• Tamper-evident sealon Monitor (below the Plug Receptacle) shows “VOID” and“KESTRA” markings 

If there appears to be anydamage, or if the patient has anyconcerns about the equipment, the patient shouldcall theASSURE
Helpline at 1.833.692.7787. 

Examples of Potential Damage to the ASSURE System 
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6.7 Alerts 
Note: Use the ASSURE Wearable Defibrillator Quick Start Guide toensure patients understandthe followingimportantalerts: 

• Low Battery 
• Service Required 
• Shock 
• Check Sensors 

Review the following information and warning text with the patient to ensure the patient understands how to respond toalerts. 

WARNING 
Operating a motorcycle, boat, riding lawnmower, or other noisyvehicle, or anyvehicle or equipment that emitsheavy
vibrations, while wearing the ASSURE system may prevent youfrom realizing analert is happening. 

The ASSURE system analyzes the patient fordangerous heart rhythms and itself forproper function. When the systemdetects a
problem, it createsan alert to notify the patient that there is something that needs theirattention. 

There are two alert types: 

• Heart alerts – The ASSURE system has detected a heart rhythm that is either too fast or too slow. These alerts arecritical
and the patient must respond to them immediately. 

• System alerts – The ASSURE system has discovered a problemwith the system equipment that requires the
patient’s attention, like the Garment not fitting correctlyor a low Battery. 

What the patient will... Heart Alert System Alert 

See • Flashing red Monitor light • Blinking yellow Monitor light 
• Alert icon on Monitor screen • Alert icon on Monitor screen 

Hear • Harsh, alternating low-high • Repeating, double tone 
alarm • Voice message 

• Voice message 

Feel • Four gentle pulses followed by • Triple-pulse vibrationfrom the
an intense, triple-buzz vibration Alert Button 
from the Alert Button 

Notes: 
• The Heart alert vibration continues throughout the Shock alert. 
• For more information on Heart alerts, see section 6.7.1, Heart Alerts, on page 103. 
• For more information onSystem alerts, see section 6.7.2, System Alerts, on page 106. 
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6.7.1 Heart Alerts 
There are two types of Heart alerts: 

Alert Name Light and Icon Reference 

Shock See page 103 

Seek Medical Attention See page 105 

6.7.1.1 Shock Alert 

Review the following information andwarning text with the patient to ensure the patient understandshow to respond to aShock 
alert. 

WARNING 
No one should touch the patient or equipment when a shock is beingdelivered. The ASSURE system delivers a largeamount of
electrical energy during shock delivery. 

After the ASSURE system detects and confirms a dangerously fast heart rate in the patient, it issuesaShock
alert to tell the patient that an electrical shock will be delivered. 

The patient should not remove the Battery from the Monitor or take off the Garment during a Shock alert.
Doing so will prevent the ASSURE system from analyzing the patient’s heart rhythm and providing ashock if
needed. 

Responding to a Shock Alert 

Before deliveringshock, the following voice messages play: 

• “Preparingto shock. Do not touch the patient.” 
• “Do not touch the patient.” 
• “Preparingto shock in 3, 2, 1.” 

If the patient notices the Shock alert: 

• The patient must immediatelypress the Alert Button to cancel shock delivery. 
– The patient is the only person who shouldpress the Alert Button. 
– Pressing the Alert Button cancels the shock. 
– The ASSURE system will confirm the shock was canceled with a voice message and a vibrationfrom theAlert

Button. 
• The patient shouldcontinue to wearthe ASSURE system unless a medical professional tells them to remove it. 
• The patient should call 911orseek medical attentionif they feeldizzy orunwell. 

If the patient does not press the Alert Button: 
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• The ASSURE system will automatically provide a shock, if needed. 
• The ASSURE system will instruct anyone nearby to call 911. 
Note: The patient is the only person who should press the Alert Button. If the patient is unconscious, noone shouldpress the

Alert Button for them. 

After delivering a shock, the followingvoice messages play: 

• “Shock delivered.” 
• “Call 911 now. Do not touch the patient.” 
• “Preparingto shock. Do not touch the patient.” 

The ASSURE system will continue to analyze the patient’s heart rhythm, and it will instruct anyone nearby to call 911. Thesystem
can deliverup to five shocksin a row for a single episode. 

Notes: 
• If at any time the patient hears the Shock alert again, theyshouldpress the Alert Button. 
• The voice messages will repeat as needed during the episode. 

After a Shock Alert 
• After the Shockalert is over, the following voice messages play: 

– “Call 911 now.” 
– “You have receiveda shock.” 
– “Continue to wear yourASSURE system.” 

• The patient should continue to wearthe ASSURE system. 
– It will continue to analyze the patient’s heart rhythm. 
– If the patient notices anotherShock alert, theyshould press the Alert Button 
– If the patient is unconscious, the ASSURE system will provide up to five shocks per

episode (if needed) forup to five episodes. 
• The Shock Delivered - Seek Medical Attention alert is displayed sothe patient understands that theyreceived

therapy and are encouraged to seek medicalattention orcall 911. 
• After a shock is delivered, gel remains viable forat least an hour. 
• The patient’s chest and back will be wet and covered with gel. 

– This gel was released by the TherapyPads as part of the shock delivery. 
– The patient should leave the gel under the Therapy Pads. They should not wipe off the gel, unless

directedby a medicalprofessional. 
• The patient may experience some discomfort orsorenessaroundtheirchest. 
• Remind the patient that they will still receive additional therapy (if needed) while these otheralert icons are

displayed. 
• If the battery is removed andreplacedaftera shock has been delivered, the alert will change to a Service Neededalert. 
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6.7.1.2 Seek Medical Attention Alert 
When the ASSURE system detects that the patient has a low heart rate, or it can nolongerdeliver ashock
during this episode, it issues a Seek Medical Attention alert. 

Notes: 
• The ASSURE system can deliver up to five shocks per a single episode. If a new episode is detected, the ASSURE

system can deliver an additional five shocks, if needed. The ASSURE system will continue to shock(when
necessary) until the battery runs out of power. 

• The ASSURE system cannot treat low heart rates. 

The following voice message plays during this alert: “Call 

911 now. Begin CPR if patient is unconscious.” 

Note: The ASSURE system does not call 911for the patient. The patient or someonenearby must call 911. 

Responding to a Seek MedicalAttention Alert 

If the patient notices this alert: 

• The patient should press the Alert Button. 
– Pressing the Alert Button quiets the alert. 

• The patient shouldcontinue to wearthe ASSURE system
unless a medical professional tells them to remove it. 

• The patient should call 911 orseek medical attention if
they feel dizzy or unwell. 

If the patient does not press the Alert Button: 

• The ASSURE system will instruct anyone nearby to call 911 and begin CPR. 
Note: The ASSURE system does not call 911 for the patient. The patient or someone nearby must call 911. 

After a Seek Medical Attention Alert 

• The patient should continue to wearthe ASSURE system. 
– It will continue to analyze their heart rhythm. 
– If the patient hearsanother Seek Medical Attentionalert, theyshouldpress the Alert Button. 

• The patient should call 911orseek medical attentionif they feeldizzy orunwell. 
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6.7.2 System Alerts 
This section describes the alerts that the ASSURE system usesto notify the patient that there is a problem with thesystem
equipment that they needto fix. 

Note: The Put on Garment, Check Sensors, and Check TherapyPads alerts may correct themselves automatically due tochanges in 
Garment positioning or movement. If this occurs, the ASSURE system will return to normal operation (indicatedby the
green Monitor light, System Readyicon, guitar strum, and vibration). 

When the patient receives a System alert, theyshould follow three general steps. 

Instructions: 

Step 1 Press the Alert Button 
• Press once to quiet the alert. 
• Press again to replay the voice message. 

Step 2 Look at the Monitor screen and light 

Step 3 Respond 
• Refer the patient to the ASSURE Wearable Defibrillator Patient Handbook for System alert information. 

Alert Name Light and Icon Reference 

Connect Plug to Monitor See page 108 

Connect Hubto Garment See page 109 
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Alert Name Light and Icon Reference 

Put on Garment See page 110 

Note: This alert uses a series of icons. The displayed iconwill vary(see
examples). 

Check Sensors 
See page 111 

Note: The displayediconwill vary depending onwhich Sensor haslost
contact. 

Check TherapyPads See page 112 

Low Battery See page 113 

Shock Delivered – SeekMedicalAttention See page 113 

Service Required Call the ASSURE 
Helpline at
1.833.692.778 
7. 

See page 114 

Service Needed See page 114 
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6.7.2.1 Connect Plug to Monitor Alert 

Monitor Icon 

Description The Plug is not inserted properlyinto the Monitor. 

Voice Message “Connect the Plug to your Monitor.” 

Instructions To respond to this alert: 

Insert the Plug into the Monitor 

If the Plug is already insertedinto the Monitor, try re-inserting it: 

Step 1 Press and hold the Monitor’s Plug Release button and then removethe
Plug from the Monitor 

Step 2 Insert the Plug back into the Monitor 
• A “click” sound means the Plug is securely inserted. 

Note: The System Busy icon will appear onthe Monitor screen with a yellow Monitor lightwhen the 
Monitor detects a Plug insertion. This check may take up to a minute tocomplete. 

WARNING 
If the alert continues to play, remove the Battery from the Monitor and re-insert it torestart the
ASSURE system. 
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6.7.2.2 Connect Hub to Garment Alert 

Monitor Icon 

Description The Hub is not properlyinserted into the Garment. 

Voice Message “Connect the Hub to your Garment.” 

Instructions To respond to this alert: 

Step 1 Press the Alert Button to quiet the alert 

Step 2 Insert the Hub into the Garment 

If the Hub is already insertedinto the back ofthe Garment, try re-insertingit: 

Step 1 Use both handsto remove the Hub from the Garment 
• Press down on the Garment near the bottom of the Hub Receptacle with your

thumb. 
• Pull up on the cable handle at the bottom of the Hub with your other hand. 

Step 2 Insert the Hub back into the Garment 
• A “click” sound means the Hub is securelyinserted. 
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6.7.2.3 Put on Garment Alert 
Note: This alert uses a series of icons. The displayed Monitor screen icon will vary (see the examples below). 

Monitor Icons 

Description The patient is not wearing the Garment properly. 

Voice Message “Put on your Garment now.” 

Instructions To respond to this alert: 

Step 1 Press the Alert Button to quiet the alert 

Step 2 Put on the Garment 

If the patient is already wearing the Garment, they should follow these suggestions: 

• Check that the Garment is not twisted, there is nothing under it, and the TherapyPads
are assembled correctly. 

• Moisten the skin under the Sensors with water or lotion. 
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6.7.2.4 Check Sensors Alert 
Note: The displayedMonitor screen icon will vary dependingon which Sensor has lost contact (see the examplesbelow). 

Monitor Icons 

Right front Sensor has lost contact. 

Right back Sensor has lost contact. 

Left back Sensor has lost contact. 

Left front Sensor haslost contact. 

The Right Middle Sensor or multiple Sensors have lost contact, or the system cannot sensethe
patient’s heart rhythm. 

Description One or more Sensors are not touching bare skin, there is poor skincontact, the patient’sskin may 
be too dry, or the sensors cannot get a clear signal from the patient’s heart. 

Voice Message “Adjust your Garment now. The Sensors must touch your skin.” 

Instructions To respond to this alert: 

Step 1 Press the Alert Button to quiet the alert 

Step 2 Try the following actions: 
• Adjust the Garment so the Sensors are flat and touching bare skin. 

– The Sensors shouldbe snug aroundthe patient’s ribcage, just below their
breast area and nipples. 

– Patients should make sure their breast tissue is not under the front 
Therapy Pad or Sensors. 

Note: Female patients may wear a bra over the Garment for more support. 
• Check that the Garment is not twisted and there is nothing under it. 
• Stop all movement for 15 secondsto allow the system to sense a heart rhythm.If 
the alert continues, try the following: 
• Moisten the skin under the Sensors with water or lotion. 
• Tighten the Garment by adjustingthe front closure snapsand shoulder straps. 
• Call the ASSURE Helpline at 1.833.692.7787. 
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6.7.2.5 Check Therapy Pads Alert 

Monitor Icon 

Description One or more of the Therapy Pads are not touching bare skin. 

Voice Message “Check the TherapyPads. The pads must touch your skin.” 

Instructions To respond to this alert: 

Step 1 Press the Alert Button to quiet thealert 

Step 2 Try the following actions: 
• Confirm the Therapy Padsare flat and touching bare skin. 

– The front Therapy Pad should be snug aroundthe patient’s rib cage, just
below their breast area and nipples. 

– Patients should make sure their breast tissue is not under the front 
Therapy Pad or Sensors. 

• Check that the Garment is not twisted and there is nothing under it. 
• Moisten the skin under the Therapy Pads with water or lotion. 
• Change the front closure snaps and shoulder strap settings for a snug Garment fit.The

shoulder straps should be comfortable but not loose. 
• Verify the TherapyPads are correctly inserted and snapped in the pockets. 
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6.7.2.6 Low Battery Alert 

Monitor Icon 

Description The Battery has less than two hours of power left. Replace the Battery now. 

Voice Message “Replace your Battery now.” 

Instructions To respond to this alert: 

Step 1 Press the Alert Button to quiet the alert Step 2 

Insert a fully charged Batteryinto the Monitor 
• A “click” sound meansthe Battery is securely inserted. 

Step 3 After the Alert Button icon appears on the Monitor screen, press theAlert
Button 

Note: If a different icon appears on the Monitor screen, there is likely an alert condition on
the ASSURE system. See section 6.7.2, System Alerts, onpage 106for a list of alert
icons and respond to the alert. 

Step 4 Place the used Battery into the Charger 

Step 5 Check the Charger screen to confirm the Battery is charging 

6.7.2.7 Shock Delivered – Seek Medical Attention Alert 

Monitor Icon 

Description The patient has received a shock and the dangerous heart rate is no longer detected. 

Voice Message “Call 911 now. You have received a shock. Continue to wear your ASSURE system.” 

Instructions • The patient shouldcontinue to wear the ASSURE system. 
• It will continue to analyze the patient’s heart rhythm. 

• If the patient hears another Shock alert, they shouldpress the Alert Button. 
• If the patient is unconscious, the ASSURE system will provide additional shocks if

needed. 
• The patient should call 911 or seekmedical attention. 
• The patient may experience some discomfort or soreness around their chest. 
• The patient’s chest and back may be wet and covered with gel. 

• This gel was released by the Therapy Pads as part of the shock delivery. 
• The patient should leave the gel under the TherapyPads. The patient should notwipe

off the gel, unless directedby a medical professional. 
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6.7.2.8 Service Required Alert 

WARNING 
When the Service Required alert is active, the ASSURE system is not operational andcannot protect the patient. Thepatient must
immediately call the ASSURE Helpline at 1.833.692.7787 for assistance. 

Monitor Icon 

Description There is a problem with the ASSURE system that requires immediate attention. ServiceRequired 
alerts are designated by an “R” error code. 
Note: This alert will repeat every five minutes. 

Voice Message “Call the ASSURE Helpline now. Your device needsservice.” 

Instructions To respond to this alert: 

Call the ASSURE Helpline at 1.833.692.7787 

• Provide the ASSURE representative with the error code that appears on the
Monitor screen. 

6.7.2.9 Service Needed Alert 

Monitor Icon 

Description There is a problem with the ASSURE system. Service Needed alerts are designated byan “N”error 
code. The ASSURE system is still operational and can still provide therapy. 

Voice Message “Call the ASSURE Helpline now. Your device needs service. Continue to wear your ASSUREsystem.” 

Instructions To respond to this alert: 

Step 1 Press the Alert Button 

Step 2 Call the ASSURE Helpline at 1.833.692.7787 
• Provide the ASSURE representative with the error code that appears on the

Monitor screen. 

Step 3 Continue to wear the ASSURE system 
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Patient Training | 115 

6.8 System Status Icons 
This section identifies the system status icons that are displayed when the system is powering onor operational. 

System Status Icon Name Light and Icon Reference 

System Welcome See page 116 

System Busy See page 116 

Alert Button See page 117 

System Ready See page 117 
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6.8.1 System Welcome 
Monitor Icon 

Description The Battery has been insertedinto the Monitor to turn onthe ASSURE system. 

Notification • Blue Monitor light 
• Icon displayedon the Monitor screen 

Instructions Wait for the System Busy icon to appear on the Monitor screen. 

6.8.2 System Busy 
Monitor Icon 

Description The ASSURE system is powering up. 

Notification • Blue Monitor light 
• Icon displayedon the Monitor screen 

Instructions Wait for the Alert Button iconto appear onthe Monitor screen(may take a fewminutes). 

Notes: 
• If the System Busy icon displays for more than five minutes, try re-inserting the

Battery into the Monitor. If this does not work, call the ASSURE Helpline at 
1.833.692.7787. 

• The System Busy icon will appear on the Monitor screen with a yellow Monitor
light when the Monitor detects a Plug insertion. This check maytakeup to a
minute to complete. 
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6.8.3 Alert Button 
Monitor Icon 

Description The ASSURE system has finishedpowering upand is operational. 
The patient should press the Alert Button to confirm it is operating properly. 

Notifications • Blinking green Monitor Light 
• Icon displayedon the Monitor screen 
• Single-pulse vibrationfrom the Alert Button 
• Voice message stating, “Press your Alert Button now.” 

Instructions Press the Alert Button 

After pressing the Alert Button, the System Ready icon appears on the Monitorscreen. 

6.8.4 System Ready 
Monitor Icon 

Description The system is in workingproperly (normal operating mode). 

Notifications • Green Monitor Light 
Note: The light turns on for the first five seconds and then turnsoff. 

• Icon displayedon the Monitor screen 
• Single-pulse vibrationfrom the Alert Button 
• Three-note guitar strum 

Instructions None. The patient can pressthe Alert Button to check the system status at any time. 



   

   

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

      

118 | Training Manual 

This page is intentionallyleft blank. 

ASSURE Helpline 1.833.MYASSURE 



 

 
 
 

    
 

          

7. Concluding the Patient
Session 

This section provides instructions foradministering the Patient Comprehension Test. 
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7.1 Overview 
Before concluding the patient session, the PSR must administer the Patient ComprehensionTest to the patient to ensurethey
understandhow to wear and use the ASSURE system. 

Note: Prescribers should ensure the patient is willing and capable of using the ASSURE system before prescribing it. This includes
the considerationof any cognitive, visual, physical, or auditory limitations that thepatient mayhave thatcould affect their
use of the ASSURE system. 

Note: The Tablet is not intended to be used for patient diagnosis or treatment. 

7.2 Administering the Patient Comprehension Test 
The Patient Comprehension Test evaluates the patient’s understanding of the ASSURE system andhow to use and wear itafter
receiving training. 
To administer the Patient Comprehension Test: 

Step 1 Have a printed copy of the test available for the patient session 

Step 2 Administer the test to the patientat the end ofthe patient session 

• If the patient answers incorrectly to any question, reteach that point and confirm the patient understands. If
there's any doubt regarding the patient’s understanding of the ASSURE system and how to use it, contact the
prescriber. 

ASSURE Helpline 1.833.MYASSURE 



 

 
    

       

 

 
              

           

         
         
         

 
                    

          
          
       

 
          

        
              

    
       

 
        

      
     
             

 
             

   
    
  

 
 
 

      

  
      
      

 
       

 
 

Concluding the Patient Session | 121 

7.3 Patient Comprehension Test 

Circle one or more appropriate responsesto the followingquestions about your ASSURE system 

1. What should you do when you get a Heart alert? 

A. Pull the battery out to stop the alarm. 
B. Ask someone else to press the Alert Button. 
C. Press the Alert Button to cancel the shock. 

2. What will happen if there is a Heart alert but you do not notice it because you are asleep? 

A. The ASSURE system will notify EMS of your location. 
B. The ASSURE system will delivera shockif needed. 
C. The ASSURE system will turn off. 

3. What should you do when you get a System alert? 

A. Pull the battery out to stop the alert. 
B. Press the Alert Button. Look at the Monitor screen. Respond to thealert 

to fix the problem. 
C. Wait until it stops on its own. 

4. When should you wear the ASSURE system? 

A. Only if I don’t feel well. 
B. Only when I’m home alone. 
C. All the time, except when I take a bath, shower, orswim. 

5. How often should you change the Batteryin the ASSURE system’s Monitor? 

A. Every day. 
B. Once per week. 
C. Never. 

6. How should the Garment fit? 

A. Loose. 
B. Snug around my rib cage. 
C. Over my undershirt (or bra). 

Patient signatureand date: 
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8. Troubleshooting 
This section provides help withwearing andusing both the ASSURE wearable defibrillator (ASSURE system) andTablet.The 

following information is available: 

• Alerts quick reference chart 
• System status icon descriptions 
• Frequently-Asked-Questions (FAQs) 

For assistance, callthe ASSURE Helpline at 1.833.692.7787. 
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8.1 Alerts Quick Reference 

Heart Alerts 

Actions Alert Icon 

If the patient hears this alert: 
• The patient shouldpress the Alert Button to cancelshockdelivery. 
• The patient should continue to wear the system unless a medical professionaltells themto

remove it. 
• The patient or anyone nearby shouldcall 911. 
• The patient shouldseek medical attentionif theyfeel dizzy or unwell. 

If the patient does not press theAlert Button: 
• The ASSURE system will automatically provide a shock, if needed. 
• The ASSURE system will instruct anyone nearby to call 911. See 

section 6.7.1.1, ShockAlert, on page 103 formore information. 

If the patient hears this alert: 
• The patient should press the Alert Button. 
• The patient should continue to wearthe system unless a medical professionaltells themto

remove it. 
• The patient or anyone nearby shouldcall 911. 
• The patient shouldseek medical attentionif theyfeel dizzy or unwell. 

If the patient does not press the Alert Button: 
• The ASSURE system will instruct anyone nearby to call 911 and begin CPR. See 

section 6.7.1.2, SeekMedical AttentionAlert, on page 105formore information. 

System Alerts 

The patient should try the following: 
• Insert the Plug into the Monitor. 

- or -
• Remove the Plug from the Monitor and then re-insert it. 

WARNING 
If the alert continues to play, remove the Battery from the Monitor and re-insert it to restartthe 
ASSURE system. 

Note: The System Busy iconwill appear onthe Monitor screen with a yellow Monitor light whenthe
Monitor detects a Plug insertion. This check maytake upto a minute to complete. 

See section6.7.2.1, Connect Plug to Monitor Alert, on page 108 for more information. 
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Actions Alert Icon 

System Alerts 

The patient should press the Alert Button to quiet the alert.Then, 
the patient should try the following: 
• Insert the Hubinto the Garment. 

- or -
• Remove the Hubfrom the Garment and then re-insert it. 
See section6.7.2.2, Connect Hub to Garment Alert, on page 109formore information. 

The patient should press the Alert Button to quiet the alert.Then, 
the patient should try the following: 
• Put on the Garment. 
• Check that the Garment is not twisted, there is nothingunder it, and the Therapy Pads are

assembled correctly. 
• Moisten the skin under the Sensors andTherapyPads with wateror lotion.See 

section 6.7.2.3, Put on Garment Alert, on page 110formore information. 

The patient should press the Alert Button to quiet the alert.Then, 
the patient should try the following: 
• Adjust the Garment so the Sensors are flat and touching bare skin. 
• Check that the Garment is not twisted, there is nothingunder it, and the Therapy Pads are

assembled correctly. 
• Stop all movement for15seconds to allow the system to sense a heart rhythm. 
• Moisten the skin under the Sensors with water or lotion. 
• Tighten the Garment byadjustingthe front closure snaps and shoulder straps. 
• Call the ASSURE Helpline at 1.833.692.7787. 

See section6.7.2.4, Check Sensors Alert, on page 111 formore information. 
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Actions Alert Icon 

System Alerts 

WARNING 
When the Service 
Required alert is
active, the system is
not operational and
cannot protect the
patient. 

The patient should press the Alert Button to quiet the alert.Then, 
the patient should try the following: 
• Confirm the Therapy Padsare flat and touching bare skin. 
• Check that the Garment is not twisted and there is nothing under it. 
• Moisten the skin under the TherapyPads with wateror lotion. 
• Change the front closure snaps and shoulder strap settings for a snug Garment fit. The

shoulder straps should be comfortable but not loose. 
• Verify the Therapy Pads are correctlyinserted andsnapped in the pockets. 

See section6.7.2.5, CheckTherapyPads Alert, onpage 112formore information.The 

patient should press the Alert Button to quiet the alert. 
Then, the patient should insert a fully charged Battery intotheMonitor.See 

section 6.7.2.6, Low BatteryAlert, on page 113 for more information. 

1. The patient should press the Alert Button to quiet the alert. 
2. The patient shouldcontinue to wear the system. 
3. The patient should call 911 or seek medical attention. 

See section6.7.2.7, Shock Delivered – Seek Medical Attention Alert, on page 113formore 
information. 

1. The patient shouldcall the ASSURE Helplineat 1.833.692.7787immediately. 
2. The patient shouldprovide the errorcode that appears on the Monitor screento the

ASSURE representative. 

See section6.7.2.8, Service RequiredAlert, on page 114formore information. 

1. The patient should press the Alert Button to quiet the alert. 
2. The patient shouldcall the ASSURE Helplineat 1.833.692.7787. 
3. The patient shouldprovide the errorcode that appears on the Monitor screento the

ASSURE representative. 
4. The patient shouldcontinue to wear the ASSURE system. 

See section6.7.2.9, Service NeededAlert, on page 114 formore information. 
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8.2 Frequently-Asked Questions 

Who do I call for help? 

For questions or assistance with the ASSURE system or patient training, callthe ASSURE Helpline at 1.833.692.7787. 

Where can I find the patient code if I forgot to write it down? 

If a Session Report was generatedfor the patient visit, look in the Report Queue application. 

If the patient is still present, connect the Tablet to the Monitor again andcheck for the Patient Code on the PatientInformation 
screen. 

If the patient has left and a SessionReport was not generated, another patient visit will be necessary. See "How do I createa
Session Report if I forgot to do it during the patient visit?" on page 129 for information on generating a new Session Report. 

What should I do if the Tablet does not respond when I try to connect to theMonitor using
the ASSURE application? 

If the Connect Devices screenis displayed but the Tablet is not responding whenyouplace it in the proper pairinglocation, you
may need to perform the following steps: 

1. Tap Settings on the Home screen. 
2. Under Wireless & networks, select More > NFC > tap to toggle On. 
3. Return to the ASSURE applicationand try connectingto the Monitor again. 

Whatshould I do if the data transmission from theTabletto theremoteserverfails? 

If the Tablet has access to the remote server througha Wi-Fi connectionbut the transmission fails, the Tablet will attemptto
transmit the information again. 

Check the transmission status of any reports in the Report Queue application. If any reports have not beensent, checkthe 
Tablet’s wireless network connection. If the Tablet has a wireless network connection, verify that the password is correct
using another device connected to the same wireless network. 

Note: The Tablet cannot connect to a wireless network that requires aweb-basedauthenticationmethod. 

What should I do if the Tablet does not turn on? 

1. Press and holdthe Power button fora few seconds. If nothing appears onthe screen, the batterymay be verylow. 
2. Charge the Tablet with the Tablet USB charger for1-2hours and then tryto turnon the Tablet. Continue chargingthe

Tablet until it is fully charged. 
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What can I do if the Tablet is not charging? 

If the Tablet is not charging despite being pluggedinto an electrical wall outlet, try the following suggested actions: 

• Make sure that the electrical wall outlet is not controlled by a switch that is currently turned off. If it is, moving the
Tablet’s USB charger to a wall outlet not controlled by a switch is advised. If that is not possible, turn on the switch. 

• Try plugging the Tablet’s USB charger into a different electrical walloutlet. 
• Confirm the USB charger that came with the Tablet is being used. Use onlythe accessories that came with theTablet. 
• Try connecting the USB cable that came with the Tablet to the Tablet and a computer. If the Tablet starts

charging, the Tablet’s USB chargermay be defective. 
• If the Charger is available, try plugging the Tablet's USB cable into the USB port on the back of the Charger. 

Note: If the Tablet battery life is verylow (almost zero), it may take several hours of chargingbefore the Tablet indicatesthat it is
being charged. To prevent this, charge the Tablet when the battery life falls below 25%. 

What can I do if the Tablet’s battery life seems shorter than normal? 
The Tablet requiresapproximately fourhours of continuous charge time to reach a fully charged batterywhen connectedtoan
electrical wall outlet. Charge times forUSB connections to computers or otherdevices may be longer. 
Ensure the Tablet is charging with the supplied USB charger. Use only the accessories that came with the Tablet. 

Whatshould I do if I get an error or WARNING message while using the Tabletwiththe
Monitor? 

• For the “Unable to connect to the ASSURE system” errormessage, follow these steps: 
– Exit out of the ASSURE application. Wait five seconds and thentry again. 
– If that does not work, try restartingthe ASSURE system byremoving and re-inserting the Battery. You canalso

restart the Tablet while the ASSURE system is powering up. 
• For the following error messages, call the ASSURE Helpline at 1.833.692.7787: 

– The ASSURE system is not compatible with this Tablet. 
– The NFC tag of this ASSURE system is not valid. 
– Unable to authenticate the connectionto the ASSURE system. 

• A WARNING message appears when you attempt to leave a patient session before saving any programming changes.
The WARNING message will inform youthat settings have not been programmedto the ASSURE system. 

– If you want to save the changes to the settings, tap CANCEL, save the programming changes, and thenexit 
the ASSURE application. 

– If you do not want to save the changes, tap EXIT. 
• If a WARNING message appearsduring a patient session, it may indicate that the Tablet or ASSURE system has

malfunctioned. To respond: 
1. Tap OK to close the WARNING message inthe ASSURE application. 
2. If another Tablet is available, connect that device to the ASSURE system and continue the patient

session. 
3. If the issue persists with the new Tablet then the ASSURE system may have an issue: 

• Do not dispense that ASSURE system to the patient. 
• Open a new System Kit andset up that system for the patient. 
• Call the ASSURE Helpline at 1.833.692.7787to initiate a service request for the malfunctioning

Tablet or ASSURE system. 

ASSURE Helpline 1.833.MYASSURE 
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TheTabletscreen doesnotrecognizemy tapsorgestures, orincorrectselectionsare being
made on the screen. What should I do? 

Most likely, the Tablet screenis dirty. Cleanthe screen of any dirt, smudges, orwater that may be present using a drymicrofiber
cloth. 

Do not wear gloves orany otherprotective handwear. 

Try restarting the Tablet and see if the issue goes away. If not, call the ASSURE Helpline at 1.833.692.7787. 

How do I create a Session Report if I forgot to do it during the patient visit? 

The only way to generate a new SessionReport for that patient is to have a second patient visit. During the secondvisit,you
can connect the Tablet to the Monitor and create a SessionReport. 

If a patient needs a follow-up visit, where can I find patient information, such astheir
activity or episode information? 

In the ASSURE application, tap the Clinical Data icon onthe Navigation menu. The Clinical Data screen appears. 

Clinical Data Screen 

The default tab is the Episodestab. This screendisplays any episode information for the patient, including: 

• Number of TreatedTachy episodes 
• Number of UntreatedTachy episodes 
• Number of Brady/Asystole episodes 
• A list of episodes for the patient that includes the following information: 

– Episode number 
– Episode type 
Note: Any Treated Tachy episode is indicated by a red shockicon between the Episode number andtheEpisode type. 

http:seeiftheissuegoesaway.If
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– Opening reason 
– Closure reason 
– Date and time – The date and time ofthe earliest data for this episode. 
– Length – The durationof the episode based on the date andtime when the episode openand closed. 

Sort the episode list by tapping on the specific columnheading. 

Patient Activity (Steps) 

To view patient activity, tap the Steps tab at the top of the Clinical Data screen. The Stepsscreenappears. 

Clinical Data – Steps Screen 

The Steps screen displays a trend chart for the total steps per day for the last 30 days (default setting). The horizontal scale of
the chart measures in days, while the vertical scale measures the number of steps. The trend chart shows all databasedon the
actual patient time. 

The number of steps can be viewedin a single day, week, month, 60 days, or 90 days range. The 

number of steps fora specific day canbe viewed bytapping onthe bar for that specific day. 

Note: Days in which a time zone change occurs may havemore or less than 24hours in a day. Those days are indicatedwith a 
clock icon at the top of the column. 

ASSURE Helpline 1.833.MYASSURE 



 

 
 
 

   
                  

9. Symbols Glossary 
This section defines the symbols usedon the ASSURE wearable defibrillator (ASSURE system)and Charger labels andpackaging. 
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Symbol Description and Reference Document 
Consult instructionsfor use. 
IEC/TR 60878, Graphical symbols forelectricalequipment in medical practice. Symbol 1641 

Follow the instructions for use 
IEC/TR 60878, Graphical symbols for electrical equipment in medical practice. Symbol ISO 7010-M002 

Do not dispose of in fire. 
IEC 60086-4, Primary batteries - Part 4: Safety of lithium batteries. Symbol C 

Do not deform or damage. 
IEC 60086-4, Primary batteries - Part 4: Safety of lithium batteries. Symbol B 

Do not open or dismantle. 
IEC 60086-4, Primary batteries - Part 4: Safety of lithium batteries. Symbol H 

MR unsafe – Keepaway from magnetic resonance imaging (MRI) equipment 
IEC/TR 60878, Graphical symbols for electrical equipment in medical practice. Symbol 62570-7.3.3 

Recommended storage temperature (from low to high) 
IEC/TR 60878, Graphical symbols forelectricalequipment in medical practice. Symbol 0632 

Battery 

ISO 7000, Graphical symbols for use onequipment – Registered symbols. Symbol 5001B 

Do not dispose of this product in the unsorted municipal waste stream. Contact the ASSURE Helpline at
1.833.692.7787for instructions on returningthis product. Disposal will be performed bythe
manufacturer. 
BS EN 50419, Marking of Electrical and Electronic Equipment in accordance with Article 11(2)of the
European Community Directive 2002/96/EC (WEEE) 

Do not wash. 
ISO 7000, Graphical symbols for use on equipment – Registered symbols. Symbol 3123 

Wash in cold or mildly warm water with a maximum temperature of 104°F (40°C) ona gentle ordelicate
setting. 
ISO 7000, Graphical symbols for use on equipment – Registered symbols. Symbol 3089 

Do not use bleach. 
ASTM D5489-14, Standard Guide forCare Symbols for Care Instructions on Textile Products. 

Do not iron. 
ISO 7000, Graphical symbols for use on equipment – Registered symbols. Symbol 3113 

ASSURE Helpline 1.833.MYASSURE 
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Symbol Description and Reference Document 

Do not dry clean. 
ISO 7000, Graphical symbols for use onequipment – Registered symbols. Symbol 3114 

Do not tumble dry. 
ISO 7000, Graphical symbols for use onequipment – Registered symbols. Symbol 3109 

Manufacturer 
IEC/TR 60878, Graphical symbols forelectricalequipment in medical practice. Symbol 3082 

Date of manufacture: YYYY-MM-DD 
IEC/TR 60878, Graphical symbols for electrical equipment in medicalpractice. Symbol2497 

Enclosure ingressprotectioncode 
IEC 60529, Degrees of protectionprovidedby enclosures (IP Code) 

IPxx 
Type BF applied part 
IEC/TR 60878, Graphical symbols forelectricalequipment in medical practice. Symbol 5333 

!USA 
Rx Only 

For USA audiences only 
21 CFR 801.109, Labeling: Prescription Devices 

By prescriptiononly 
21 CFR 801.109, Labeling: Prescription Devices 

Part number 
No applicable standard 

PN Serial number 
IEC/TR 60878, Graphical symbols for electrical equipment in medical practice. Symbol 2498 

SN Catalogue number 
IEC/TR 60878, Graphical symbols for electrical equipment in medical practice. Symbol 2493 

REF 

LOT 

Batch code 
IEC/TR 60878, Graphical symbols for electrical equipment in medical practice. Symbol 2492 

Rechargeable battery 
IEC 60417, Graphical symbols for use onequipment. Symbol 5639Recognized 

component mark forCanada and the United States. 

Federal Communications Commission compliance mark FCC 
784748D01 Labeling Part 1518Guidelines, Section2.5 

USB port 
ISO 7000, Graphical symbols for use onequipment – Registeredsymbols. Symbol 3650 
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Symbol Description and Reference Document
Charger powerport 
IEC 60417, Graphical symbols foruse on equipment. Symbol5031 

Lock 
ISO 7000, Graphical symbols for use on equipment – Registered symbols. Symbol 1656 

Unlock 
ISO 7000, Graphical symbols foruse on equipment – Registeredsymbols. Symbol 3305 

Wirelesscharging 
No applicable standard 

Class II equipment 
IEC 60417, Graphical symbols foruse on equipment. Symbol 5172 

Input 
IEC 60417, Graphical symbols foruse on equipment. Symbol 5034 

Output 
IEC 60417, Graphical symbols foruse on equipment. Symbol 5035 

Rated power output, direct current 
IEC 60417, Graphical symbols foruse on equipment. Symbol 6048 

Polarity of Direct Current Power Connector 
IEC 60417, Graphical symbols foruse on equipment. Symbol5926 

Do not use this device in a bathtub, shower or water-filled reservoir. 
ISO 7010, Graphical symbols – Safety coloursand safety signs– Registered safety signs. SymbolP026 

Recognized UL ClassificationMarking forCanada and the United States. 

Recognized safety certification mark for the United States. 

ASSURE Helpline 1.833.MYASSURE 



 

 
 
 

     
                        

    

10.Fit and Train Checklist 
This section provides a summary of the required steps to fit and train the patient on the proper wearing anduse of theASSURE
wearable defibrillator (ASSURE system). 
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10.1 ASSURE System Setup Checklist 
Use this checklist to set up the ASSURE system for a patient. 

Step 1 Prepare for patient session 
• In the ASSURE application, connect the Tablet to the Monitor. 

– See section 4.2, Starting the ASSURE Application, on page 44 for instructions. 
• To create a new patient in the ASSURE application, follow the steps on the screen (this must be the same dayas the 

fitting). 
– See section 4.3, Setting Up the ASSURE System, on page 46 for more information. 
– The patient code is displayed on the Patient Management screen. Write down the Patient Code, as itis

required to enroll the patient in the remote server. 
– – – – 

Step 2 Measure the patient for proper Garmentfit: 
a. Measure the patient's underbust chest circumference over light clothing with their arms down at their sides. 

• Wrap the measuring tape tightly around the patient's rib
cage at the lower border of the sternum. 

• Measure to the nearest half-inch. Round down all 
measurements. 

• Proper fit must be made according to the underbust 
measurement, regardless of bust or shoulder size. 

• For certain body types, both Garment styles may be
considered regardless of gender. 

Underbust measurement: . inches 
b. Select the appropriate size Garment for the patient. 

• If the patient falls in between two sizes, attempt to fit the patient with the smaller-sized Garment. 
• If the patient falls outside the size range (less than 28” or more than 52”), do not fit them with a Garment. 

1 32” Garment Style (circle one): A -or- B 28” 

31.5” 

49” 
52” 

35.5” 

39” 

42.5” 

46” 

6 45.5” 

5 42” 

4 38.5” 

3 35” 

2 

7 48.5” 

Step 3 Introduce the ASSURE system kit to the patient 
• Reassure the patient that they will be taught how to use the system. 

Step 4 Have the patient watch the trainingvideo 
• Encourage patients to pause the video for any comments or questions. 

Step 5 Have the patient assemble the Garment 
• See section 5.1.2, Helping the Patient Assemble the Garment, on page 53 for instructions. 
• Allow the patient to practice inserting and removing the Hub. 
• Familiarize the patient with the ASSURE Wearable Defibrillator Patient Handbook. 

ASSURE Helpline 1.833.MYASSURE 
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Step 6 Have the patient put on the Garment and place the Batteryin the Monitor 
• See section 5.1.3, Helping the Patient Put on the Assembled Garment, on page 58 for instructions. 
• Allow the patient to practice inserting and removing the Plug and the Battery. 
• Have the patient press the Alert Button when the Alert Button icon appears. 

Step 7 Connect the Tablet to the Monitor 
• See section 4.2, Starting the ASSURE Application, on page 44 for instructions. 

Step 8 Have the patient put on the Carry Pack and insertthe Monitor 

Step 9 Confirm ASSURE system programmingand check Garment fit 
• Confirm the WCD Settings are programmed according to the prescription. 
• Check proper Garment fit on the patient: 

– Confirm that the Sensors are making good contact with the patient’s skin. See section 5.4, Confirming Fit
with the Tablet, on page 66. 

– If there is an issue with Garment fit, try the following: 
• Adjust the Garment so the Sensors are flat and touching bare skin. 
• Check that the Garment is not twisted and there is nothing under it. 
• Moisten the skin under the Sensors with water or lotion. 
• Tighten the Garment by adjusting the front closure snaps and shoulder straps. 

Step 10 Create a Session Report prior to exiting the ASSURE application 

Step 11 Train the patient on wearing the ASSURE system during their normal day 
• Go over how to charge the Battery using the Charger. 
• Review where to place the Monitor while sleeping. 
• Discuss the required actions before and after taking a bath or shower. 
• Review the Garment washing instructions. 

– Remind the patient to remove the Therapy Cable before washing the Garment. 
– As necessary, show the patient where to find information in the ASSURE Wearable Defibrillator 

Patient Handbook. 

Step 12 Train the patient on alerts using the ASSURE Wearable Defibrillator Patient Handbook, 
ASSURE Wearable Defibrillator Quick Start Guide, and training video 

• Discuss what the patient should do if a Shock Alert occurs (replay the Shock Alert portion of the training video 
(Chapter 7) and have the patient practice pressing the Alert Button). 

• Discuss what the patient should do if a System alert occurs. 
• Discuss skin moisturizing procedures to resolve Garment-related System alerts. 

Step 13 Encourage the patient tohave their family members or caregivers readthe ASSUREWearable 
Defibrillator Patient Handbook 

Step 14 Complete the patient information card and insert it into the Carry Pack’s frontpocket 

Step 15 Administer the patient comprehension test 
• Have the patient complete the patient comprehension test to verify the patient understands how to wear anduse 

the ASSURE system. 
• See chapter 7, Concluding the Patient Session, on page 119 for more information. 
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11.Tablet Specifications and
User Information 

This section provides device specifications andinformation on the Mason G450Tablet. 
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11.1 Specifications 

Item Detail 

Size 

Battery type 

6.03 x 10.32 x 0.36 in 
(153.2 x 262 x 9.2 mm) 

Lithium-ion (non-removable) 

Battery power 8500 mAh 

Operating system Android 7.1.2 

Screensize (resolution) 10.1 in (1920 x 1200 pixels) 

Wireless interfaces 

Ports 

NFC, Bluetooth® 4.2, IEEE 802.11b/g/n 2.4G/5G 

USB-C 
3.5mm audio jack 

Operating and storage temperature 41°F to 95°F (5°C to 35°C) 

Relative humidity 

Manufacturer Name 

8 to 80% (non-condensing) 

Mason America, Inc. 

Manufacturer Address 2101 4th Avenue Suite 1550 
Seattle, WA 98121 USA 

ASSURE Helpline 1.833.MYASSURE 
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11.2 Wireless Specifications 
The Tablet meets the following specifications forwireless transmissionand reception. 

Frequencyrange: WCDMA Band I: Uplink: 1920-1980 MHz, Downlink: 2110-2170 MHz 
WCDMA Band VIII: Uplink: 880-915 MHz, Downlink: 925-960 MHz LTE 
FDD Band 1: Uplink: 1920-1980 MHz, Downlink: 2110-2170 MHz LTE FDD 
Band 3: Uplink: 1710-1785 MHz, Downlink: 1805-1880 MHz LTE FDDBand 
7: Uplink: 2500-2570 MHz, Downlink: 2620-2690 MHzLTE FDD Band 8: 
Uplink: 880-915 MHz, Downlink: 925-960 MHz LTE FDD Band 20: Uplink: 
832-862 MHz, Downlink: 791-821 MHz LTE FDDBand28: Uplink: 703-748 
MHz, Downlink: 758-803 MHz 
IEEE 802.11: 2412-2472 MHz, 5180-5240 MHz, 5260-5320 MHz, 5500-5700 MHz 
Short Range Devices: 5745-5825 MHz 
Bluetooth: 2402-2480MHz 
RFID: 12.56 MHz GPS: 
1575.42 MHz (RX) 

Transmit power WCDMA Band I / WCDMA BandVIII: 0.25Watts / 0.25Watts 
LTE FDD Band 1 / LTE FDD Band 3: 0.2 Watts / 0.2 WattsLTE 
FDD Band 7 / LTE FDD Band 8: 0.2 Watts / 0.2 WattsLTE FDD 
Band 20 / LTE Band 28: 0.2 Watts / 0.2Watts 
IEEE 802.11: 2412-2472 MHz: 0.05 Watts (EIRP), 5180-5240 MHz: 0.061 Watts (EIRP) 5260-

5320 MHz: 0.066Watts (EIRP), 5500-5700MHz: 0.053Watts (EIRP) 
Short Range Devices: 0.02 Watts (EIRP) 
Bluetooth: 0.0046Watts (EIRP) 
RFID: -5.68 dBuA/m@3m 

Modulation type: WCDMA Band I / WCDMA Band VIII: QPSK1 

LTE FDD Band 1 / LTE FDD Band3: QPSK, 16QAM2 LTE 
FDD Band 7 / LTE FDD Band 20: QPSK, 16QAM 

IEEE 802.11: DSSS3, OFDM4, BPSK5, QPSK, 16QAM, 64QAM 
Short Range Devices: BPSK, QPSK, 16QAM, 64QAM 

Bluetooth: GFSK6, π/4QPSK7, 8DPSK8 

RFID: ASK9 GPS: 

BPSK10 

1. Quadrature PhaseShift Keying 
2. QuadratureAmplitude Modulation 
3. Direct Sequence Spread Spectrum 
4. Orthogonal Frequency-Division Multiplexing 
5. Binary Phase Shift Keying 
6. Gaussian Frequency ShiftKeying 
7. Pi/4 Quadrature PhaseShift Keying 
8. Eight Differential Phase Shift Keying 
9. Amplitude Shift Keying 
10. Binary Phase Shift Keying 
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11.3 Standards Conformance 
The Tablet conforms to the following standards: 

Protection of Health and Safety EN 62368-1:2014+A11:2017 
EN 50360:2017, EN 50566:2017, EN 50663:2017EN 
62209-11:2016, EN 62209-2:2010 

Electromagnetic Compatibility(EMC) Draft ESTI EN 301 489-1 V2.2.1, ETSI EN 301 489-3 V2.1.1 
Draft ESTI EN 301 489-17 V3.2.0, Draft ETSI EN 301 489-19 V2.1.0Draft 
ETSI EN 301 489-52 V1.1.0 

Radio Spectrum Use ETSI EN 303 413 V1.1.1, ETSI EN 300 328 V2.1.1 
ETSI EN 301 908-1 V11.1.1, ETSI EN 300 330 V2.1.1 
ETSI EN 301 908-2 V11.1.2, ETSI EN 301 908-13 V11.1.2 
ETSI EN 301 893 V2.2.1, ETSI EN 300 440 V2.1.1 

ASSURE Helpline 1.833.MYASSURE 
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11.4 User Information 
Note: The following information is provided from the manufacturer. 

G450 US
ER

 IN
FO

 

8LMW QEVOMRK SR XLI FEXXIV], QERYEP, SV 
TEGOEKMRK MRHMGEXIW XLI FEXXIVMIW MR XLMW 
TVSHYGX WLSYPH RSX FI HMWTSWIH SJ [MXL SXLIV 
LSYWILSPH [EWXI. 

SAFETY INFORMATION 
Read all safety information before using the 
device to ensure safe and proper use. 

*EMPYVI XS JSPPS[ WEJIX] ERH [EVRMRK 
KYMHIP M R I W GER VIWYPX MR MRNYV] ERH 
HIEXL. 

(S RSX I\TSWI XLI HIZMGI XS 
TL]WMGEP MQTEG X SV HEQEKI. 

3RP] YWI QERYJEG XYVI V -
ETTVSZIH FEXXIVMIW, GLEVKIVW, ERH 
EGGIWWSVMIW. 

4VIZIRX XLI QYPXMTYVTSWI NEGO ERH FEXXIV] 
XIVQMREPW JVSQ GSRXEGXMRK GSRHYGXMZI 
IPIQIRXW WYGL EW QIXEP SV PMUYMHW. 

-J ER] TEVX SJ XLI HIZMGI MW GVEGOIH SV 
FVSOIR, SV MJ  XLI HIZMGI FIGSQIW ZIV] LSX, 
WXST YWMRK XLI HIZMGI MQQIHMEXIP]. 

Do not turn on or use the device when the 
CORRECT DISPOSAL 

Do not dispose your device and/or battery in 
ƼVI SV ER] ƽEQQEFPI WSYVGI W. 

Do not dispose your device and/or battery 
[MXL VIKYPEV LSYWILS PH [EWXI. 

*SV TVSTIV HMWTSWEP TPIEWI 
GSRXEGX GYWXSQI V WIVZMGI. 

8LMW QEVOMRK SR XLI TVSHYGX, QERYEP, 
EGGIWWSVMIW SV TEGOEKMRK MRHMGEXIW XLI TVSHYGX 
ERH MXW IPIGXVSRMG 
EGGIWWSVMIW (I.K. GLEVKIV, LIEHWIX, ERH 97& GEFPI) 
WLSYPH RSX FI HMWTSWIH SJ [MXL SXLIV LSYWILSPH [EWXI. 
8LMW TVSHYG X MW 6S,7 GSQTPMER X. 

1.866.217.5164 

bymason.com 

FEXXIV] GSQTEVXQ IR X MW I\TSWIH. 

(S RSX FMXI SV WYGO SR XLI HIZMGI ERH ER] 
EGGIWWSVMIW EXXEGLIH XS XLI HIZMGI. 

Do not insert the device or any attached accessories 
MRXS XLI IEVW, QSYXL, SV I]IW. 

(S RSX YWI XLI GEQIVE ƽEWL GPSWI XS XLI 
I]IW SJ ER] ERMQEPW SV LYQERW. 

(S RSX WXSVI ]SYV HIZMG I  MR ZIV] LSX SV ZIV] GSPH 
EQFMIRX XIQTIVEXYVI EVIEW. 6IGSQQIRH IH 
STIVEXMR K XIQTIVEXYVI VERKI MW FIX[IIR 5o' XS 
35o'. 

Do not store your device near high heat sources 
MRGPYHMRK LIEXIVW, QMGVS[EZIW, GSSOMRK IUYMTQIRX, 
SVLMKL TVIWWYVI GSRXEMRIVW. 

/IIT ]SYV HIZMGI HV]. (S RSX XSYGL 
XLI HIZMGI [MXL [IX LERHW. 

%ZSMH XLI YWI SJ XLI HIZMGI MR LYQMH 
IRZMVSRQIRXW WYGL EW VIWXVSSQW, ERH HYVMRK 
[EXIV-FEWIH EGXMZMXMIW. 

Do not use your device outdoors 
HYVMRK E XLYRHIVWXSVQ. 

/IIT XLI HIZMGI EX E QMRMQYQ HMWXERGI SJ 
15GQ E[E] JVSQ ER] EGXMZI IPIGXVSRMG 
QIHMGEP MQTPER XIH HIZMGI. 

' SQTP] [MXL EPP WEJIX] [EVRMRKW ERH 
VIKYPEXMSRW VIKEVHMR K HIZMGI HIZMGI YWEKI 
[LMPI 
STIVEXMRK E ZILMGPI. 
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8S TVIZIRX TSWWMFP I LIEVMRK HEQEKI [LIR 
YWMRK E LIEHWIX, HS RSX PMWXIR EX LMKL ZSPYQI 
JSV PSRK TIVMSHW SJ XMQI. 

SPECIFIC 
ABSORPTION RATE (SAR)
CERTIFICATION INFORMATION 
This device meets international guidelines 
for exposure to radio waves. 

=SYV HIZMGI HIZMGI MW HIWMKRIH RSX XS I\GIIH XLI PMQMXW 
JSV I\TSWYVI XS VEHMS [EZIW VIGSQQIRH IH F] 
MRXIVREX M SR E P KYMHIP M RI W . 8LI KYMHIPM RI W [IVI HIZIPSTIH 
F] ER MRHITIRHIRX WGMIRXMƼG SVKERM^EXMSR (-' 2-64) ERH 
MRGPYHIW E WYFWXERXM EP WEJIX] QEVKMR HIWMKRIH XS 
EWWYVI XLI WEJIX] SJ EPP TIVWSRW VIKEVHPIWW SJ EKI 
ERH LIEPXL. 8LI VEHMS [EZI I\TSWYVI KYMHIPM R I W YWIW 
E YRMX SJ QIEWYVIQIRX ORS[R EW XLI 7TIGM ƼG 
%FWSVTXMSR 6EXI, SV 7%6. 

8LI 7%6 PMQMX JSV HIZMGI HIZMGIW MW 1.6;//K [MXL 
EWITEVEXMSR HMWXERGI EW JSPPS[W: 

,IEH: 0QQ; &SH]: 10QQ. 

8LI QE\MQYQ 7%6 JSV XLMW QSHIP QIEWYVIH 
SZIV SRI KVEQ SJ XMWWYI: 

,IEH: 0.22;/ /K; &SH]: 1.0 ;//K 

FCC STATEMENT 
%R] 'LERKIW SV QSHM  Ƽ G  E X M  S R W  RSX I\TVIWWP] ETTVSZIH 
F] XLI TEVX] VIWTSRWMFPI JSV GSQTPMERGI GSYPH ZSMH XLI 
YWIVƅW EYXLSVM X] XS STIVEXI XLI IUYMTQIR X . 

8LMW HIZMGI GSQTPMIW [MXL TEVX 15 SJ XLI *' ' 6YPIW. 
3TIVEXMSR MW WYFNIGX XS XLI JSPPS[MRK X[S GSRHMXMSRW: 

(1) 8LMW HIZMGI QE] RSX GEYWI LEVQJYP MRXIVJIVIRGI, 
ERH 

(2) 8LMW HIZMGI QYWX EGGITX ER] MRXIVJIVIRGI 
VIGIMZIH, MRGPYHMRK MRXIVJIVIRGI XLEX QE] GEYWI 
YRHIWMVIH STIVEXMSR. 

FCC RADIATION 
EXPOSURE STATEMENT: 
8LMW IUYMTQIRX GSQTPMIW [MXL *' ' VEHMEXMSR 
I\TSWYVI PMQMXW WIX JSVXL JSV ER YRGSRXVSPPIH 
IRZMVSRQIRX. 8LMW IUYMTQIRX WLSYPH FI MRWXEPPIH 
ERH STIVEXIH [MXL QMRMQYQ HMWXERGI 20GQ 
FIX[IIR XLI VEHMEXSV & 
]SYV FSH]. 

FCC CAUTION 
15.19 Labeling requirements 
8LMW HIZMGI GSQTPMIW [MXL TEVX 15 SJ XLI *' ' 6YPIW. 
3T IVEXM S R MW  WYFNIG X XS XLI GSRHM X M S R XLEX XLMW HIZMGI 
HSIW RSX GEYWI LEVQJYP MRXIVJIVIRGI. 

15.21 Information to user 
%R] 'LERKIW SV QSHM  Ƽ G  E X M  S R W  RSX I\TVIWWP] ETTVSZIH 
F] 

XLI TEVX] VIWTSRWMFPI JSV GSQTPMERGI GSYPH ZSMH XLI YWIVƅW 
EYXLSVMX] XS STIVEXI XLI IUYMTQIRX. 

15.105 Information to the user 
2SXI: 8LM W IUYMTQIRX LEW FIIR XIWXIH ERH JSYRH XS 
GSQTP] [MXL XLI PMQMX  W  JSV E 'PEWW & HMKMXE P HIZMGI, 
TYVWYERX XS TEVX 15 SJ XLI *' ' 6YPIW. 8LIWI PMQMXW EVI 
HIWMKRIH XS TVSZMHI VIEWSREFPI TVSXIGXMSR EKEMRWX 
LEVQJYPMRXIVJIVIRGI MR E VIWMHIRXMEP MRWXEPPEX M S R. 8LMW 
IUYMTQIRX KIRIVEXIW YWIW ERH GER VEHMEXI VEHMS 
JVIUYIRG] IRIVK] ERH, MJ RSX MRWXEP P I H ERH YWIH MR 
EGGSVHERGI [MXL XLI MRWXVY G X M S R W ,  QE] GEYWI LEVQJYP 
MRXIVJIVIRGI XS VEHMS GSQQYRMGEXMSRW. ,S[IZIV, 
XLIVI MW RS KYEVERXII XLEX MRXIVJ IV I R G I [MPP RSX SGGYV MR  E 
TEVXMG Y PE V MRWXE P PE X M  S R.  - J XLMW IUYMTQIRX HSIW GEYWI 
LEVQJYP MRXIVJIVIRGI XS VEHMS SV XIPIZMWMSR 
VIGITXMSR, [LMGL GER FI HIXIVQMRIH F] XYVRMRK XLI 
IUYMTQIRX SJJ ERH SR, XLI YWIV MW IRGSYVEKIH XS XV] XS 
GSVVIGX XLI MRXIVJIVIRGI F] SRI SV QSVI SJ XLI 
JSPPS [ MR K QIEWYVI W: 

6ISVMIRX SV VIPSGEXI XLI VIGIMZMRK ERXIRRE. 

-RGVIEWI XLI WITEVEXMSR FIX[IIR XLI IUYMTQIRX 
ERH VIGIMZI V. 

' SRRIGX XLI IUYMTQIRX MRXS ER SYXPIX SR E 
GMVGYMX HMJJIVIRX JVSQ XLEX XS [LMGL XLI VIGIMZIV 
MW GSRRIGXIH . 

' SRWYPX XLI HIEPIV SV ER 
I\TIVMIRGIH VEHMS/8: XIGLR M G M E R JSV 
LIPT. 

SPECIFIC ABSORPTION 
RATE (SAR) INFORMATION: 

8LMW XEFPIX QIIXW XLI KSZIVRQIRXƅW VIUYMVIQIRXW 
JSV I\TSWYVI XS VEHMS [EZIW. 8LI KYMHIP M RI W EVI 
FEWIH SR WXER H E V H W  XLEX [IVI HIZIPSTIH F] 
MRHITIRHIRX WGM IRXM ƼG SVKERM^  E X MS R  W  XLVSYKL T IVMSHMG 
ERH XLSVSYKL IZEPYEXMS R SJ WGM I RX M Ƽ G WXYHM I W . 8LI 
WXERH E V H W MRGPY H I E WYFWX E R X ME P  WEJIX] QEVKMR 
HIWMKRIH XS EWWYVI XLI WEJIX] SJ EPP TIVWSRW 
VIKEVHPI W W SJ EKI SV LIEPXL. *' ' 6* )\TSWYVI 
-RJSVQEXMSR ERH 7XEXI QIR X 8LI 7%6 PMQMX  SJ 97% 
(*'')    MW 1.6 ;/OK EZIVEKI H SZIV SRI KVEQ SJ XMWWYI. 
(IZMGI X]TIW: 8EFPIX (*' ' -(:2%.>4-+450%1) LEW 
EPWS FIIR XIWXIH EKEMRWX XLMW 7%6 PMQMX. 8LMW HIZMGI 
[EW XIWXIH JSV X]TMGEP FSH]-[SVR STIVEXMSRW [MXL XLI 
FEGO SJ XLI LERHWIX OITX 10QQ JSV FSH] [SVR ERH 
10QQ JSV LSXWTSX. 8S QEMRXE M R GSQTPMERGI [MXL 
*' ' 6* I\TSWYVI VIUYM VIQ IR X W, YWI EGGIWWSVMIW 
XLEX QEMRXEMR E 10QQ JSV FSH] [SVR ERH 10QQ JSV 
LSXWTSX. 8LI YWI SJ FIPX GPMTW, LSPWXIVW ERH WMQMP  E  V  
EGGI W W S VM I W WLSYP H RSX GSRXEM R QIXEPP M G GSQTSRIRXW MR 
MXW EWWIQFP]. 8LI YWI SJ EGGIWWSVMIW XLEX HS RSX 
WEXMWJ] XLIWI VIUYMVIQIRXW QE] RSX GSQTP] [MXL 
*' ' 6* I\TSWYVI VIUYM VIQ IR X W, ERH WLSY P H  FI EZSMHIH. 

BODY-WORN OPERATION 

8LMW HIZMGI [EW XIWXIH JSV X]TMGEP FSH]-[SVR STIVEXMSRW. 
8S GSQTP] [MXL 6* I\TSWYVI VIUYMVIQ IR X W, E 
QMRMQYQ WITEVEXMSR HMWXERGI SJ 10QQ JSV FSH] 
[SVR ERH 10QQ JSV LSXWTSX QYWX FI QEMRXEMRIH 
FIX[IIR XLI YWIVƅW FSH] ERH XLI LERHWIX, MRGPYHMRK XLI 
ERXIRRE. 8LMVH-TEVX] FIPX- GPMTW, LSPWXI V W , ERH WMQMP EV  
EGGI W W S VM I W YWIH F ]  XLMW HIZMGI WLSYPH RSX GSRXEMR 
ER] QIXEPPMG GSQTSRIRXW. &SH]-[SVR EGGIWWSVMIW 
XLEX HS RSX QIIX XLIWI VIUYMVIQIRXW QE] RSX GSQTP] 
[MXL 6* I\TSWYVI VIUYMVI QI R XW  ERH WLSY P H  FI 
EZSMHIH. 9WI SRP] XLI WYTTPMIH SV ER ETTVSZIH 
ERXIRRE. 
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Index 
A 
AC adapter 25 

cord 26 
adjusting the Carry Pack 61–62 
Alert Button 25 

icon 117 
alerts 102– 
114 

Check Pads 112 
Check Sensors 111 
Connect Hub to Garment 109 
Connect Plug to Monitor 108 
definition 25 
Low Battery 113 
managing 102–114 
Put on the Garment 110 
responding to 106 

applications 
opening 39 
viewing 39 

assembling the Garment 53–57 
assistance 13 
ASSURE application 38 

starting 41–42, 44–45, 63–64 
ASSURE Helpline 13 
ASSURE System 

Carry Pack 21, 61–62 
Charger 22 
Garment 17, 53–59 
Monitor 20, 61–62 
patient fit 51–62 
sleeping with 90 
status icons 115– 
117Therapy Cable 
19 training 77–117 
turning off 92 
turning on and starting 60 

B 
back cord loops 25 
bathing 91 
Battery 

charging 80 
charging status 81 
definition 25 
handle 25 

lock 25 
replacement 83 

belt clip 25 
buckle 25 

C 
care 95–101 
caregiver information 16
Carry Pack 

adjusting 61–62 
card 15 
definition 25 
description 21 
handle 25 
illustration 21 

cautions 29 
changing the date and time on the Tablet 40
Charger 

charging 80 
connecting to power 79 
definition 26 
description 22 
display 81 
illustration 22 
managing 79–87 
plugging in 79 
screen 26 

charging 34 
status 34 

charging the Battery 80 
Check Pads alert 112 
Check Sensors alert 111 
checking equipment 101 
checklist, fit and train 135–137 
checklists 

patient daily routine 78 
cleaning instructions 95–101 
cleaning the Tablet 42 
Connect Hub to Garment alert 109 
Connect Plug to Monitor alert 108 
connecting 

Charger to power 79 
Monitor to the Garment 61–62 
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connecting the Tablet and Monitor 41–42, 44–45, 63–64
connecting to a wireless network40 
cord wrap 

pad 4 27 
corner strap 25 
creating 

session report 73 

D 
damage
101date 

changing on the Tablet 40 
date and time 38 

E 
electromagnetic interference (EMI) 31 
equipment damage 101 

F 
family information  16 
finding the patient code 49fit 
and train checklist 135–137 
flaps 25 

G 
Garment 

assembling 53–57 connecting 
the Monitor 61–62definition 
26 
description 17 
exterior-illustration 17, 18, 20 
hooks 26 
interior-illustration 17, 18, 20 
putting  on  58–59 removing 
92 
removing Therapy Cable 99 
styles 17 
styles-illustration 17 

gel 19, 101, 104, 113 
general care 95–101 
general Tablet care 42
glossary 

symbols 131–134 
terms 25–27 

H 
handle 25 
help 38 

alert icons 123–?? 
phone number 13 

Home screen 38 
additional pages 39 

Hub 26 

Hub Receptacle 26 

I 
icons 115– 
117 
information 

Tablet 140 
interference 

EMI 31 

L 
locating the patient code 49 
Lock screen 37 
lock, battery 25 
Low Battery System alert 113 

M 
main screen 38 
maintenance 95–101 
managing 

alerts 102–114 
Charger 79–87 
Monitor Battery 79–87 

Monitor 
Alert Button icon 117 
Battery 79–87 Battery 
replacement 83 
definition 26 
description 20 
illustration 20 
Light 26 
Screen 26 
Screen icons 115–117 

Monitor, connecting 41–42, 44–45, 63–64 

N 
navigation 38 
network, wireless 40 

O 
operating 

temperature 36 
operating temperature 

Tablet 140 
overview 11– 
27 

P 
pad 4 cord wrap 27 
patient 

session report 73 
patient code 49 
patient daily routine checklist 78
patient information card 15 
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Plug 26 
Receptacle 26 
release button 26 

plugging in the Charger 79 
power button 36, 40 
powering on 36 
Put on the Garment alert 110 
putting on 

Carry Pack 61 
Garment 58–59 

R 
recording the patient code 49 
recycling 14 
relative humidity 

Tablet 140 
removing 

Garment 92 
Therapy Cable 99 

replacing the Monitor Battery83 
Report Queue application 74 
responding to alerts 106 

sleeping 90 restarting
the Tablet 40 

S 
safety information 29–31 

symbols 131–134 
Sensors 27 
Service Required alert 114
session 

connecting 41–42, 44–45, 63–64 
session report 73 
Settings screen 38 
shoulder cord wraps 25 
showering 91
size 

Tablet 140 
sleeping 90 
snap 5 25 
snaps 2-4 27 
speaker 27
specifications 

Tablet 140 
Tablet wireless 141 

standby mode 39 
starting 36 

ASSURE application 41–42, 44–45, 63–64 
starting the ASSURE System 60 
status bar 38 
status, Battery charging 81 

status, charging 34 
storage temperature 36 

Tablet 140 
strap 

adjuster 26 
definition 25 

strap connector 26 
style A illustration 17 
style B illustration 17 
support 13 symbols 
131–134 System 
alerts 

Check Sensors 111 
Connect Hub to Garment 109 
Connect Plug to Monitor 108 
Low Battery 113 
Put on the Garment 110 
Service Required 114 

System Busy icon 116 
System Welcome icon 116 

T 
Tablet 33–42, 139–144 

battery charging status 34 
changing the date and time 40 
charging 34 
cleaning 42 
connecting 41–42, 44–45, 63–64 
information 140 
operating temperature 140 
relative humidity 140 
restarting 40 
size 140 
specifications 140 storage 
temperature 140 
turning off 40 
turning on 36 
unlocking 37 
wireless specifications 141 

taking a bath or shower 91 
technical support 13 
temperature 36 

operating - Tablet 140 
storage - Tablet 140 

terminology 25–27 
therapy 27 
Therapy Cable 

definition 27 
description 19 
illustration 19 
removing from Garment 99 

Therapy Pad pockets 27 
Therapy Pads 27 
time 

changing on the Tablet 40 
training 77–117 
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troubleshooting 123–130
turning off 

the Tablet 40 
turning off the ASSURE System 92 
turning on the ASSURE System 60 
turning on the Tablet 36 

U 
unlocking the Tablet 37 
USB 

cable 34 
charger 34 

USB port 27 

W 
warnings 29 
washing 

shower or bath 91 
wearing the ASSURE System, while sleeping 90wearing 
the Garment 58–59 
Wi-Fi 40 
wireless networks 40 
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	1. Overview 
	1. Overview 
	This section provides general information about the ASSUREwearabledefibrillator (ASSUREsystem)including: 
	
	
	
	
	

	Introduction 


	
	
	

	Using this manual 

	
	
	

	How to get help 

	
	
	

	Information for family and caregivers 

	
	
	

	ASSURE System Clinical Studies Summary 

	
	
	

	System kit contents 

	
	
	

	Returning the system 

	
	
	

	Part descriptions 

	
	
	
	

	Glossary 



	1.1 Introduction 
	1.1 Introduction 
	TheASSUREwearable defibrillator(orASSUREsystem)monitorsyoufor a potentially dangerous heart rhythm and provides therapy, in theform of an electrical shock, if needed. 
	If the ASSUREsystem detectsa dangerously fast heart rhythm, itnotifies you with an alert before delivering a shock. After deliveringa shock, the system checks your heart rhythm to determine if it hasreturned to normal or if more shocks are needed. 
	Thismanualprovidesinstructions forusing theASSURE system.Seechapter 2, Safety Information, on page 35 for warnings and precautions. 
	1.1.1 Indications for Use 
	1.1.1 Indications for Use 
	The ASSURE system is indicated for adult patients who are at risk forsudden cardiac arrest and are not candidates for, or refuse, an implantable defibrillator. 

	1.1.2 Contraindications 
	1.1.2 Contraindications 
	The ASSURE system is contraindicated for use on patients with anactiveimplantable defibrillator. 

	1.1.3 Intended Operator, Use, and Location 
	1.1.3 Intended Operator, Use, and Location 
	The ASSURE system is intended for patients who have beenprescribed this device by their physician. The patient is the primaryoperator. A Kestra patient service representative (PSR) fitsand trainsthe patient on proper use and care of the system. 
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	The ASSURE system is intended for use by a patient during their normaldaily activities primarily in the home or community setting,but alsohospitals, medical clinics, healthcare facilities and transport. TheCharger is intended to be used in the home environment. 

	1.1.4 Essential Performance 
	1.1.4 Essential Performance 
	The ASSURE system monitors the patient for dangerous heartrhythmsand determines if therapy, in the form of electrical shocks, is required. Unacceptable risks include the loss of detection andtherapy. 


	1.2 Getting Help 
	1.2 Getting Help 
	For questions or help with the ASSURE system or Charger, call thetoll-free ASSURE Helpline at 1.833.MYASSURE (1.833.692.7787). 
	You can also watch the patient video on the Kestra website atkestramedical.com/patients. 

	1.3 Using this Manual 
	1.3 Using this Manual 
	Note: Read this manual before using the ASSURE system. 
	The manual includes the following information: 
	
	
	
	

	Description of the ASSURE system 

	
	
	

	Safety information 

	
	
	

	Using the Charger and charging the Batteries 

	
	
	

	Garment assembly and putting on the ASSURE system 

	
	
	

	Alerts and how to respond to them 

	
	
	

	Cleaning instructions 



	1.4 Information for Family and Caregivers 
	1.4 Information for Family and Caregivers 
	A doctor has prescribed the ASSURE system for your family member,friend,orpatient.The ASSUREsystemmonitorsthemforpotentiallydangerous heart rhythms and provides treatment in the form of anelectrical shock, if needed. 
	Family and caregivers should read this manual to understandtheASSURE system and how it works. If you do not understandhow to use or take care of the system, you may cause potential damage tothe system or injury to the patient. 
	Some key points that family and caregivers should remember: 
	
	
	
	

	Only the patient should wear the ASSURE system. Do notallow children or pets to play with or wear the ASSURE system. 

	
	
	

	The patient is the only one who should press the AlertButton. You should NOT press the Alert Button for them. 

	
	
	

	The Battery should be replaced in the Monitor every day. 

	
	
	

	Keep the spare Battery in the Charger. 

	
	
	
	

	The system may issue alerts. 

	– 
	– 
	– 
	System alerts (yellow) – correct an issue with theASSURE system. 

	– 
	– 
	Heart alerts (red) – call 911 immediately. 



	
	
	
	

	Wash the Garment as needed. 

	– 
	– 
	– 
	Remove the Therapy Cable from the Garment. 

	– 
	– 
	Use cold water and a mild laundry detergent: 




	> Such as allfree clear or Tide Free and Gentle™. 
	® 

	Note: Followthe detergentmanufacturer'swarningsandcautions listed on the packaging. 
	– Air dry the Garment. 
	For more information, read this handbook, call the ASSURE Helpline at1.833.692.7787, or watch the patient video on the Kestrawebsite atkestramedical.com/patients. 
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	Emergency Instructions 
	CAUTION 
	CAUTION 
	Figure


	Bystanders should avoid touching thepatient, any liquids orfluids,and any metal objects at the same time when a shock is delivered.Otherwise, thebystandermay receive an unintentional shock. 
	The patient has a heart condition and is wearing a medical device.TheASSURE system will alert when it detects a dangerous heart rhythm. 
	Step 1 -Call 911 or Emergency Medical Services 
	Step 2 -Follow the voice messages from the ASSURE system Step 3 -If 
	directed to do so by the ASSURE system, begin CPR if the patient is unconscious 
	IMPORTANT 
	IMPORTANT 

	
	
	
	

	Do not press the AlertButton for the patient. 

	Do not take the Battery out of the Monitor. 
	
	Figure

	
	
	

	Do not remove the Garment from the patient. 

	
	
	

	Do not touch the patient or the system while a shock isbeing delivered. 



	1.5 ASSURE System Clinical Studies Summary 
	1.5 ASSURE System Clinical Studies Summary 
	The ASSURE system was tested in two clinical studies in the UnitedStates.Subjects included patients who were at risk for sudden cardiac arrest. 
	The first studytested theability of the ASSUREsystem to senseheartrhythms. 130 patients took part in the study. Patients wore thesystem for a month. 93% of the patients finished the study. Theaverage daily wear time was over 22 hours. During this time, thesystem issued very few false shock alerts and the system sensed dangerously fast heart rhythms properly. The most reported issueswere mild skin irritation, muscle strain, and bruising. Overall, theASSUREsystemwaswell-toleratedinabroadrange of adult patient
	The second study assessed the ability of the ASSURE system to returna heart rhythm to normal when providing a shock for a dangerouslyfast heart rhythm. This study included 13 patients. Allpatients had their heart rhythm restored to normal. The only reported issue wasmild skin irritation under the shock pads. 
	NCT03887052 and NCT04132466. 
	For more information, go to www.clinicaltrials.gov and search for
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	1.6 System Kit Contents 
	1.6 System Kit Contents 
	Note: You will receive two Garments during your patient training session. 
	The ASSURE system kit includes the following items: 
	
	
	
	
	

	Monitor Batteries (2) 
	


	
	
	

	Therapy Cable 


	
	
	

	Charger, AC adapter, and power cord 

	
	
	
	

	Carry Pack 


	
	
	

	Garment laundry bag and laundry detergent 

	
	
	

	ASSUREWearableDefibrillator Patient Handbook (this manual) 

	
	
	

	ASSUREWearable Defibrillator Quick Start Guide 


	See section 1.9, Part Descriptions, on page 23 for descriptions oftheindividual parts of the ASSURE system. 

	1.7 Ordering Replacement Parts 
	1.7 Ordering Replacement Parts 
	If any part of the ASSURE system is not working properly or isdamaged, call the ASSURE Helpline at 1.833.692.7787 to order areplacement. 

	1.8 Returning the System 
	1.8 Returning the System 
	Your doctor will decide when you no longer need to use the ASSUREsystem. When you are finished with the system, you mustdo thefollowing: 
	
	
	
	

	Remove the Battery from the Monitor. 

	
	
	

	Take off the ASSURE system. 

	
	
	

	Find the original system kit box and follow the repackinginstructions on the inside of the lid. 

	
	
	

	Pack up the complete system, including all accessories, thesecond Garment, Charger, and both Batteries, into theprovided system kit box. 

	
	
	

	Seal the lid on the system kit box according to theinstructions on the inside of the lid. 

	
	
	

	Return the system kit box to Kestra Medical Technologies.The box should have a prepaid return shipping label alreadyon it. 


	Ifyouhaveany questions,call the ASSUREHelpline at1.833.692.7787. 
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	1.9 Part Descriptions 
	1.9 Part Descriptions 
	Thissectionprovidesdescriptionsofthe ASSUREsystem. 
	1.9.1 Garment Description 
	1.9.1 Garment Description 
	The Garment is worn on the body and contains the Sensors. It holdsboth the Sensors and Therapy Pads against your bare skin. 
	There are two Garment styles (style A and style B), and each styleisavailable in a range of sizes. 
	Figure
	Garment Style A (left) and Style B (right) 
	Figure
	1 
	1 
	1
	Garment Inside View 

	Item Name 
	1 
	1 

	Sensors 
	Sect
	Figure

	6 5 2 3 6 5 8 9 8 10 4 7 1 10 Garment Outside View 
	Item Name 
	1 Hub Receptacle 
	2 Therapy Pad 2 Pocket (back) 
	3 Therapy Pad 3 Pocket (back) 
	4 Therapy Pad 4 Pocket (front) 
	5 Alert Button Snap 
	6 Alert Button Cord Wrap 
	7 Therapy Pad 4 Cord Wrap 
	8 Shoulder Strap Hooks 
	9 Alert Button Cord Loops (back) 
	10 
	10 

	Front Closure Snaps 
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	1.9.2 Therapy Cable Description 
	1.9.2 Therapy Cable Description 
	The Therapy Cable provides the connection between theGarmentand the Monitor. 
	Note: The entire Therapy Cable is a single assembly. The cordsconnected tothe Hub cannot be removed. 
	3 
	3 

	1 2 4 5 1 6 
	Item Name 
	1 Hub 
	2 Therapy Pad 2 (back) 
	3 
	3 

	Therapy Pad 3 (back) 
	4 
	4 

	Therapy Pad 4 (front) 
	5 
	5 

	Alert Button 
	6 
	6 

	Plug and Cable 

	1.9.3 Monitor and Battery Description 
	1.9.3 Monitor and Battery Description 
	The Monitor is the main electronic part of the ASSURE system. Therechargeable Battery inserts into the Monitor and provides power tothe system. 
	8 9 7 3 4 5 6 1 2 
	Item Name 
	1 Monitor 
	2 Monitor Light 
	3 Monitor Screen 
	4 Speaker 
	5 Plug Release Button 
	6 
	6 

	Plug Receptacle 
	7 
	7 

	Battery 
	8 
	8 

	Battery Handle 
	9 
	9 

	Battery Lock 
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	1.9.4 Carry Pack Description 
	1.9.4 Carry Pack Description 
	The Carry Pack holds the Monitor while wearing the system. 
	2 4 1 3 5 6 7 8 
	Item Name 
	1 Buckle 
	2 Strap Adjusters 
	3 Strap 
	4 Flaps 
	5 Handle 
	6 Strap Connectors 
	7 
	7 

	Corner Straps 
	8 
	8 

	Belt Clip 

	1.9.5 Charger Description 
	1.9.5 Charger Description 
	The Charger is a separate device that charges the spare Battery. 
	1 
	1 
	2 
	9 

	3 4 5 6 7 8 
	Item Name 
	1 Battery Slot 
	2 Charger Screen 
	3 Wireless Charging Well 
	4 Power Port 
	5 Charger Cord Clip 
	6 USB Port (output only) 
	7 Battery 
	8 
	8 

	AC Adapter with Charger Cord and Plug 
	AC Adapter Power Cord with Connector andPlug 
	9 
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	1.10 Glossary 
	1.10 Glossary 
	1.10 Glossary 

	Term Definition 
	AC Adapter 
	AC Adapter 
	AC Adapter Power Cord 
	AC Adapter PowerCord Connector 
	AC Adapter Power Cord Plug 
	Alert 
	Alert Button 
	Alert Button Back Cord Loops 
	Alert Button Shoulder Wraps 
	Alert Button Snap 
	ASSURE System 
	Battery 
	Battery 
	The power supply for the Charger. 

	The cord that connects the AC adapter to an electrical wall outlet. 
	The end of the AC adapter power cord thatplugsinto the AC adapter. 
	The end of the AC adapter power cord that plugs into an electrical wall outlet. 
	A message from the ASSURE system that acondition exists that requires attention. Thereare two types of alerts – Heart and System. 
	An oval-shaped button on the Therapy Cable. Press this button to start the ASSURE system or to respond to alerts. 
	Fabric loops that hold the Alert Button cordonthe back of the Garment. 
	Fabric loops with snaps that hold the Alert Cord Button cord on the Garment shoulder straps. 
	A connector on the Garment’s shoulder strap that attaches to the back of the Alert Button. 
	Also known as the ASSURE wearable defibrillator. 
	A rechargeable battery in the Monitor thatpowers the ASSURE system. 

	Definition Term 
	Battery Handle 
	Battery Handle 
	Battery Handle 
	A lever on the top of the Battery. Slide theBattery lock and lift the handle. Pull up on thehandle to remove the Battery from theMonitor. Leave the handle down when inserting the Battery into the Monitor orCharger. 

	Battery Lock 
	Battery Lock 
	Locking mechanism on top of the Battery. Slide the lock until you see the yellow line andlift the Battery handle. Pull up on the handle toremove the Battery from the Monitor. 

	Battery Slot 
	Battery Slot 
	The opening in the Charger where you insert the Battery to charge it. 

	Carry Pack 
	Carry Pack 
	A portable case that holds the Monitor whilewearing the ASSURE system. 

	Carry Pack Belt Clip 
	Carry Pack Belt Clip 
	A clasp on the back of the Carry Pack that holds it on a belt. 

	Carry Pack Buckle 
	Carry Pack Buckle 
	Plastic pieces on the ends of the Carry Pack straps that connect together. 


	Carry Pack CornerStraps Elastic straps located on the back of the CarryPack. May be used to hold any extra length ofthe cable running from the Garmentto theMonitor. Carry Pack Flaps A big flap and a small flap that fasten together to secure the Monitor in the Carry Pack. 
	Carry Pack Handle 
	Carry Pack Handle 
	Carry Pack Handle 
	A fabric handle on the back of the Carry Pack. 

	Carry Pack Strap 
	Carry Pack Strap 
	An adjustable two-piece strap that attaches 

	TR
	to the Carry Pack and fastens with a buckle. 
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	Definition Term Carry Pack StrapAdjusters Carry Pack StrapConnectors Used to lengthen or shorten the Carry Packstrap. There is an adjuster on the strap andanother one in the buckle. Plastic loops on the back of the Carry Pack.Connect the strap ends to the loops. 
	Charger 
	Charger 
	Charger 
	A separate device that charges the Battery. 

	Charger Cord 
	Charger Cord 
	The cord that connects the AC adapter to the Charger. 

	Charger Cord Clip 
	Charger Cord Clip 
	A plastic clip on the back of the Charger that holds the Charger cord. 

	Charger Cord Plug Charger Screen 
	Charger Cord Plug Charger Screen 
	The end of the Charger cord that plugs into the Charger. The visual display on the Charger that shows the Battery’s charging status. 

	CPR Front Closure Snaps 
	CPR Front Closure Snaps 
	Cardiopulmonary resuscitation Connectors on the front of the Garment that fasten together to close it. 

	Garment 
	Garment 
	A fabric top that contains the Sensors thattrack heart rhythm. It is worn directly on thebody against bare skin. 

	Garment Shoulder Strap Hooks 
	Garment Shoulder Strap Hooks 
	Adjustable hooks on the Garment’s shoulder straps. 

	Heart Alert 
	Heart Alert 
	A critical alert that notifies you that thesystem has detected a dangerous heartrhythm and is taking action. 


	Term 
	Term 
	Term 
	Definition 

	Hub 
	Hub 
	The central part of the Therapy Cable that connects the Therapy Pads, Alert Button, and cable. 

	Hub Receptacle 
	Hub Receptacle 
	The plastic housing on the back of the 

	TR
	Garment where the Hub is inserted. 


	ICD 
	ICD 
	ICD 
	Implantable Cardioverter Defibrillator 

	Monitor 
	Monitor 
	The part of the ASSURE system that providespower and displays system status information. 

	Monitor Light 
	Monitor Light 
	The multi-colored light on the Monitor that displays the current system status. 

	Monitor Screen 
	Monitor Screen 
	The visual display on the Monitor that provides system status information. 

	MRI Plug 
	MRI Plug 
	Magnetic resonance imaging The connector at the end of the TherapyCable that inserts into the Monitor. 

	Plug Receptacle 
	Plug Receptacle 
	The side opening on the Monitor where the Plug inserts. 

	Plug Release Button 
	Plug Release Button 
	A button on the Monitor that is pressed andheld down to remove the Plug from theMonitor. 

	Power Port 
	Power Port 
	An opening on the back of the Charger where the AC adapter cord is inserted to provide power to the Charger. 

	Sensors 
	Sensors 
	Round metal ECG electrodes in the Garment that track heart rhythm. 


	Definition Term 
	Snaps 2-4 
	Snaps 2-4 
	Speaker 
	System Alert 
	Therapy 
	Therapy Cable 
	Therapy Pad 4 CordWrap 
	Therapy Pad Pockets 
	Therapy Pads 
	Therapy Pads 
	Connectors on the Therapy Pads and on the Garment’s pockets that fasten together tokeep the Therapy Pads inside the Garment. 

	An enclosed speaker in the Monitor and AlertButton that delivers audio voice messages and alert tones. 
	An alert that notifies you that there is aproblem with the ASSURE system that you need to fix. 
	An electrical shock provided by theASSURE system for a potentially life-threatening heart rhythm. 
	A group of connected parts consisting of the Hub, Therapy Pads, Alert Button, and a cablethat connects to the Monitor. The TherapyCable is inserted into the Garment. 
	A fabric loop located near the Therapy Pad 4pocket that fastens the Therapy Pad 4 cord tothe Garment. 
	Fabric pockets in the Garment that hold the Therapy Pads. There are two back pocketsand one front pocket. 
	Front and back Therapy Pads attached to the Therapy Cable that deliver an electrical shock to
	the heart when needed. The Therapy Padscontain gel that is dispersed before a shock isdelivered. 

	Definition Term 
	USB Port A Universal Serial Bus 2.0 dedicated chargingport on the back of the Charger. This port isoutput only, so it can only charge USB-compatible devices. 
	Wearable Defibrillator A system worn by patients at risk of sudden 
	cardiac arrest that detects dangerously fastheart rhythms anddelivers a shock torestoreanormal heart rhythm. 
	Wireless Charging Well A slot in the Charger that can recharge amobile device that supports wirelesscharging. 
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	2. SafetyInformation 
	2. SafetyInformation 
	This section provides warnings, cautions, and electromagneticinterference (EMI) information for the ASSURE wearable defibrillator(ASSUREsystem)and Charger. 
	See chapter 8, Symbols Glossary, on page 149 for a list of symbolsthat appear on the ASSURE system and Charger labels and packaging. 
	2.1 Safety Labels 
	2.1 Safety Labels 
	The following safety labels and terms appear in this manual: 
	WARNING 
	Figure

	Hazards or unsafe practices that may result in serious
	personalinjury or death. 
	CAUTION 
	Figure

	Hazards or unsafe practices that may result in minor ormoderate personal injury, product damage, or propertydamage. 

	2.2 Places to Avoid 
	2.2 Places to Avoid 
	WARNINGS 
	Figure

	
	
	
	

	Keep the ASSUREsystem, Charger,and all accessoriesaway from open flame, flammable gases, or otherpotential fire sources. Shock delivery in these environmentsmay posean explosion or fire hazard risk. 

	
	
	

	The ASSUREsystem is magnetic resonance(MR) unsafe. Donotwear oruse the system near MR imaging equipment. 
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	2.3 Wear 
	2.3 Wear 
	WARNINGS 
	Figure

	
	
	
	

	AlwaysweartheASSUREsystemwheninstructedto dosobya doctor or other medical professional. A second Garment isprovided so the system can be worn while washing the usedGarment. 

	
	
	

	Operating a motorcycle, boat, riding lawnmower, or othernoisy vehicle, or any vehicle orequipment that emits heavyvibrations, while wearing the ASSUREsystem may prevent youfrom realizing an alert is happening. 

	
	
	
	

	Do not alter, drop, or abuse any part of the ASSUREsystem. Attempting to alter the equipment in anywaymay cause the system to malfunction or fail. Do not take apart

	the Monitor. Dangerous high voltages may bepresent. If serviceis required, call the ASSURE Helpline at1.833.692.7787. 

	
	
	

	When the Service Required alert is active, the ASSURE system is not operational and cannot protect you. Call


	the ASSURE Helpline at 1.833.692.7787 immediately for assistance. 

	2.4 Use 
	2.4 Use 
	WARNINGS 
	Figure

	
	
	
	

	Do not place the Monitor, Therapy Cable, Charger, orBattery in wateror other liquids. Avoid spilling any liquidson these devices. Liquids entering these devices may causethem to malfunction orfail. Follow the instructionsin this document to properly clean these devices. 

	
	
	

	If you will be away from home for longer than 24 hours, takethe spare, fully charged Battery and Charger with you. 

	
	
	

	During use, do not stack or place the ASSURE system nearother equipment. Doing so may cause the system tomalfunction or fail due to EMI exposurefrom the otherequipment. If such use is necessary, the ASSURE system andthe other equipment should be observed to verify thatthey areoperating normally. 

	
	
	

	Only use portable RF communications equipment that isnot use any other portable RF communications equipment(including antenna cables and external antennas) any closerthan 12 inches (30 cm) to any part ofthe system. Otherwise,equipment performance may suffer. 
	included with or intended forusewith the ASSUREsystem.Do


	
	
	

	When washing the Garment, do not use chlorine bleach,addition, do not usedetergents or detergent “pods” thatinclude bleach or fabric softener additives. 
	bleach alternatives, fabric softeners, or anti-static sprays.In


	
	
	

	Do not connect line voltages, power banks, or other devicesthat may attempt to use the USB port on the Charger as an input port. The Charger’s USB port is a dedicated chargingport that is output only and can onlycharge connecteddevices. 
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	
	
	
	

	Always remove theTherapy Cable before washing theGarment. 

	
	
	

	If the Plug is removed from the Monitor and then re-insertedwhile the ASSURE system is operational, the system may issuethe Connect Plug to Monitor alert repeatedly. This alert willcontinue to play even if the Plugis removed and re-insertedinto theMonitor. If this occurs,remove theBattery from theMonitorand then re-insert itto restart the ASSURE system. 


	CAUTION 
	Figure

	Bystanders should avoid touching thepatient, any liquids orfluids,and any metal objects at the same time when a shock is delivered.Otherwise, thebystandermay receive an unintentional shock. 

	2.5 Electromagnetic Interference 
	2.5 Electromagnetic Interference 
	The ASSURE system is shielded to protect it against electromagneticinterference (EMI) and prevent it from interferingwith commonelectronic items. The system should operate normally around mostelectronic household items, such as microwave ovens, televisions,computers, kitchen appliances, mobile phones, and garage door openers. 
	See chapter 9, Technical Information, on page 155 for more detailedinformation regarding electromagnetic compatibility (EMC). 
	Household EquipmenttoAvoid 
	Some household items can generate electromagnetic fields thatmayinterfere with the ASSURE system. To prevent this, avoid going nearthe following types of household equipment: 
	
	
	
	

	Communication equipment (for example, microwavetransmitters or high-powered two-way radios) 

	
	
	

	Arc welding equipment 

	
	
	

	Large electric motors and generators 

	
	
	

	Power tools 

	
	
	

	High voltage transmissions lines 
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	Hospital and Clinic Equipment to Avoid 
	Hospital and Clinic Equipment to Avoid 
	Certain medical equipment in hospitals and clinics can produceprevent this, avoid going near the following equipment: 
	uncommonlyhighEMIthatmay interferewithASSUREsystem.To

	
	
	
	

	Magnetic resonance imaging (MRI) equipment 

	
	
	

	Advanced imaging technology equipment 

	
	
	

	Electrocautery systems 


	Note: Remove the Battery from the Monitor and take off theASSUREsystem before undergoing any imaging scans. 

	Airport or Security Screening Equipment 
	Airport or Security Screening Equipment 
	Avoid walking through security screening equipment commonlyfound in airports, courthouses, and sporting events. Instead, showthesecurity staff your patient information card, explain that you arewearing a medical device, and ask for a different screening method,such as a hand-held device or physical hand search. 
	RetailStore ProductSecurityStands 
	Passing through the product security stands commonly found at theentrances and exits of retail stores should not cause any issues withthe ASSURE system. Pass through the security stands at a normalspeed and get clear of them. Do not stand around thesecurity standsfor a long time. 


	2.5.1 Resolving EMI Issues with the System 
	2.5.1 Resolving EMI Issues with the System 
	Going near an item that is generating an electromagnetic field maycauseissues with the ASSURE system. 
	Always maintain a safe distance from any item that may causepotential interference with the ASSURE system. 
	Follow the steps below to fix EMI issues with the system: 
	1. 
	1. 
	1. 
	Check for any electronic devices nearby that could becausing interference. 

	2. 
	2. 
	2. 
	Move away from those devices and check theASSURE system. 

	– 
	– 
	– 
	IftheASSUREsystemreturnstonormaloperation,one or more of those devices is likely the cause. 

	– 
	– 
	If the issue persists, go to the next step. 



	3. 
	3. 
	Move to a different room or area and see if that fixes the issue. 

	4. 
	4. 
	Ifthe issuestill occurs, call the ASSUREHelpline at1.833.692.7787. 


	Avoid touching or coming into contact with any item that is not inproper working condition or wired properly. Items that have notbeen properly maintained, or have been altered from their originalintended use, may pose an electrical shock risk. 
	Only use items that are in good condition and make sure thoseitemsare used in a way intended by their original manufacturer. 
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	3. Daily LifeRoutine 
	3. Daily LifeRoutine 
	This section describes how to make the ASSURE wearable defibrillator (ASSURE system) a part of your daily life, including: 
	
	
	
	

	Wearing the ASSURE system 

	
	
	

	Checking the system status 

	
	
	

	Sleeping while wearing the ASSURE system 

	
	
	

	Taking a shower or bath 

	
	
	

	Traveling with the system 


	3.1 Wearing the ASSURE System 
	3.1 Wearing the ASSURE System 
	The ASSURE system is designed to be worn all the time, exceptwhile showering or bathing. You can wear it in a variety of publicsettings, like going to a grocery store, attending a sporting event,ordining out. 
	Guidelines while wearing the system: 
	Wear any clothing the Garment. 
	
	over 

	– 
	– 
	– 
	Do not wear or place anything between the Garmentand your body. 

	– 
	– 
	Undershirts and bras may only be worn theGarment (as shown below). 
	over 



	Undershirt Over the Garment Bra Over the Garment 
	
	
	
	

	Check for any wear or damage once or twice a week. To report any damage or concerns, call the ASSURE Helpline at1.833.692.7787. See section 6.6, Checking for EquipmentDamage, on page 130 for more information. 

	
	
	

	If you will be going out into heavy rain or snow, keep theMonitor and Carry Pack covered as much as possible. 
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	
	
	
	
	

	The Carry Pack strap and Therapy Cable are potentialhazards for getting strangled. To reduce this risk: 

	– 
	– 
	– 
	Never wrap the Carry Pack around your neck. 

	– 
	– 
	Keep the Monitor and Carry Pack at or below waistlevel. 

	– 
	– 
	Manage any extra length of cable between the Huband Monitor. 

	– 
	– 
	Remove the Carry Pack strap if sleeping with theMonitor inside the Carry Pack. 



	
	
	

	Do not allow children or pets to play with theASSURE system. 

	
	
	

	If you have any skin issues underneath the Garment, likeredness, bumps, inflammation, irritation, skin breakdown,blistering, or a cut, continue to wear the ASSURE system andcall your doctor. 


	Notes: 
	Notes: 

	– 
	– 
	– 
	The Garment contains the following materials: > Body fabric: 59% Polyamide, 41% Elastane (spandex) > Inner lining: 73% Polyamide, 27% Elastane > Therapy Pad pockets: 100% Silver-plated Nylon 

	– 
	– 
	The Carry Pack is 100% Polyester and the strap is 100%Nylon. 


	You shouldtemporarily remove theASSUREsystemforthefollowingsituations only: 
	
	
	
	

	When you needto take ashower or bath, or when youwillbe actively participating in a water-based activity, like swimming. See section 3.6, Taking a Shower or Bath,on page55 for more information. 

	
	
	

	When moving the Therapy Cable from one Garment to theother Garment. See section 6.4, Washing the Garment,on page126 for more information. 


	3.1.1 Proper Garment Fit 
	3.1.1 Proper Garment Fit 
	The Garment must be worn against bare skin to analyze your heartrhythm. To keep the Sensors in contact with your body, the Garmentmust be fastened securely. 
	Check the fit of the Garment: 
	
	
	
	

	The shoulder straps should lie flat against your chest andshoulders and not be loose. 

	
	
	

	The Therapy Pads should lie flat against your back. 

	
	
	

	The Garment should not be twisted around the sides or back. Use a mirror to check or have another person helpcheck. 

	
	
	

	The front Therapy Pad should be snug around your rib cage,below your breast area and nipples, but above yourstomach. 


	Note: Make sure your breasts are not underneath the front TherapyPador Sensors. 
	The pictures below show examples of a Garment that fits properly. 
	Proper Garment Fit 
	Proper Garment Fit 
	Sect
	Figure
	Figure

	Front Back 
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	The following pictures show examples of a Garment that does NOTfitproperly. 

	Improper Garment Fit 
	Improper Garment Fit 
	Figure
	Too Low Too High Twisted 


	3.1.2 Using the Carry Pack 
	3.1.2 Using the Carry Pack 
	You can wear the Carry Pack in different ways depending on yourpreference. 
	Over the shoulder with the strap lengthened. 
	Across the body or over the shoulder. 
	

	Figure
	Around the waist with the strap shortened or attached to abeltusing the belt clip. 
	Figure
	The Carry Pack strap includes two pieces that attach to the CarryPackstrap connectors and connect together using a buckle. 
	Figure
	Buckle (Left) and Strap Connectors (Right) 
	
	
	
	

	To connect the buckle, press the two sides together untilyouhear a “click”. 

	
	
	

	To detach the buckle, squeeze the buckle sides until theyunlock and then pull them apart. 


	Figure
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	You can lengthen or shorten the Carry Pack strap using the twostrapadjusters. 
	Figure
	Strap Adjusters and Elastic Band 
	
	
	
	

	Slide the adjuster along the strap to lengthen or shortenthe strap. 

	
	
	

	Use the strap adjuster near the buckle to tighten the strapwhen wearing the Carry Pack around the waist. You caninsert any extra strap length through the elastic band on the strap. 


	Note: The inside of the Carry Pack (the side with the belt clip and cornerstraps)should always face towards your body. 


	3.2 Patient Information Card 
	3.2 Patient Information Card 
	The information card provides emergency instructions for firstresponders or bystanders and it includes emergency contactinformation. The patient information card is also useful whentraveling. See section 3.7, Traveling with the ASSURE System, onpage59 for more information. 
	The information card should have been filled out during your patienttraining session. Make sure to place the card in the frontpocket of theCarry Pack. 
	Figure
	Toreplacealostcard,call theASSUREHelpline at1.833.692.7787. 
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	3.3 Responding to Alerts 
	3.3 Responding to Alerts 
	When you receive an alert, follow these three general steps: 
	Step 1 -Press the Alert Button 
	
	
	
	

	Press once to quiet the alert. 

	
	
	

	For System alerts, press the Alert Button again to replay thevoice message. 


	Figure
	Step 2 -Look at the Monitor screen and light 
	Figure
	Step 3 -Respond to the alert 
	See chapter 5, Alerts, on page 77 for more information. 
	


	3.4 Checking System Status 
	3.4 Checking System Status 
	Tocheckthestatusof theASSUREsystematany time: 
	Press the Alert Button 
	Figure
	What you will... 
	See Solid green Monitor light 
	

	SystemReady iconon Monitorscreen 
	

	Figure
	Hear Three-note guitarstrum 
	Feel Single-pulse vibration from the AlertButton 
	Note: If a System alert is active, pressing the Alert Button will replaythevoice message. 
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	3.5 Sleeping in the ASSURE System 
	3.5 Sleeping in the ASSURE System 
	Wear the ASSURE system while you sleep so it can monitor andprotect you during that time. 
	Proper Monitor Position While Sleeping 
	Note: The Carry Pack strap and Therapy Cable are potential hazards forgetting strangled, especially when sleeping. Toreduce this risk: 
	– 
	– 
	– 
	Never place the Monitor or Carry Pack near your headorneck. 

	– 
	– 
	Keep the Monitor or Carry Pack at or below waist level. 

	– 
	– 
	Remove the Carry Pack strap if sleeping with the Monitorinside the Carry Pack. 


	3.5.1 Responding to Alerts While Sleeping 
	3.5.1 Responding to Alerts While Sleeping 
	respond to alerts during sleep: 
	An alert may occur at any time, even while you are sleeping.To 

	Step 1 -Press the Alert Button 
	Figure
	Note: For System alerts, press the Alert Button again to replay theaudio message. 
	Step 2 -Look at the Monitor screen and lightStep 3 Respond to the alert 
	-

	See chapter 5, Alerts, on page 77 for more information. 
	
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	3.6 Taking a Shower or Bath 
	3.6 Taking a Shower or Bath 
	WARNING 
	Figure

	Do notplace the Monitor,TherapyCable,Charger,or Batteryinwaterorother liquids. Avoid spilling liquids on these devices.Liquids entering these devices may cause them to malfunction orfail.Follow the instructions in this document to properly clean thesedevices. 
	You must always remove the ASSURE system before taking a bathorshower or participating in any water-based activity, like swimming. 
	Note: You will not be protected while you are not wearing the system.Try tolimit the activity to the least amount of time as possible. 
	Figure
	Never Wear the ASSURE System in the Bath or Shower 
	Before taking a shower or bath, remove the system. 
	See section 3.6.1, Removing the ASSURE System, on thenext page for instructions. 
	

	Aftertakingashowerorbath anddryingoff,putonthesystem. 
	See section 6.3, Assembling and Putting on the System, onpage 109 for instructions. 
	

	3.6.1 Removing the ASSURE System 
	3.6.1 Removing the ASSURE System 
	To take off the ASSURE system: 
	Step 1 -Open the Carry Pack flaps 
	Figure
	Step 2 -Slide the Battery lock until you see the yellow line andliftthe Battery handle 
	Battery Lock Battery Handle 
	Note: If you need help with this task, see page 144 or watch thepatientvideo at kestramedical.com/patients. 
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	Step 3 -Pull up to remove the Battery from the Monitor 
	Figure
	
	
	
	

	Removing the Battery turns off the system. 

	
	
	

	To avoid setting off alerts, always remove the Batterybefore taking off the ASSURE system. 


	Step 4 -Take off the Carry Pack 
	Place the Carry Pack on a nearby flat surface to avoiddropping the Monitor. 
	

	Step 5 -Remove any clothing above the waist 
	Sect
	Figure
	Figure

	Step 6 -Unsnap the front closure 
	Figure
	Step 7 -Take off the Garment 
	Step 8 -Place the Garment and Carry Pack in a safe place to avoiddroppingtheMonitor,gettingit wet,orgettingtangledinthe cables 
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	3.7 Traveling with the ASSURE System 
	3.7 Traveling with the ASSURE System 
	WARNING 
	Figure

	If you will be away from homefor longerthan 24 hours, takethespare,fully charged Battery and Charger with you. 
	Air Travel 
	Air Travel 
	YoushouldalwaysweartheASSUREsystemwhile traveling.Itissafe towear and use the ASSURE system on an airplane. 
	Never place the ASSURE system in checked baggage. 
	Refer to the Transportation Security Administration (TSA) websiteatwith medical devices. 
	www.tsa.gov/travel/special-procedures for information on traveling


	Electronic Security Check Points at the Airport 
	Electronic Security Check Points at the Airport 
	Avoid walking through security screening equipment commonlyfound in airports, courthouses, and sporting events. Instead, showthesecurity staff your patient information card, explain that you arewearing a medical device, and ask for a different screening method,such as a hand-held device or physical hand search. 

	InternationalTravel 
	InternationalTravel 
	If you are traveling outside of North America, you may need topurchase a power converter or adapter for the Charger to workproperlyin that country. 
	This page is intentionally left blank. 
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	4. Battery andCharger 
	4. Battery andCharger 
	This section describes how to manage the Battery and Charger,including: 
	
	
	
	

	Plugging in the Charger 

	
	
	

	Charging the Battery 

	
	
	

	Viewing the Charger screen 

	
	
	

	Viewing the Battery status on the Monitor 

	
	
	

	Replacing the Battery 

	
	
	

	Using the Wireless Charging Well 

	
	
	

	Using the USB port on the Charger 


	4.1 Plugging in the Charger 
	4.1 Plugging in the Charger 
	Note: Use only the accessories provided with the ASSURE system. Thisincludes theBatteriesand Charger. 
	To plug in the Charger: 
	Step 1 -Insert the Charger cord plug from the AC adapter intotheCharger 
	
	
	
	

	Insert the plug with the cord straight up. 

	
	
	

	Turn the cord to the right to secure it in the clip. 


	Figure
	Figure
	Note: Properly secure the cord in the clip. This prevents the cordfrom being accidentally removed from the Charger. 
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	Step 2 -Connect the power cord to the AC adapter 
	Figure
	Step 3 -Plug the power cord into an electrical wall outlet 
	Figure
	Notes: 
	
	
	
	

	Do not place the Charger in a position or location that makes itdifficult to insert or remove the Battery or unplug the AC adapterpower cord. 

	
	
	

	Always leave the Charger plugged into an electrical outlet tokeep the spare Battery fully charged. 

	
	
	

	If you must turn off the Charger for any reason, unplug the ACAdapter power cord from the electrical wall outlet. 



	4.2 Charging the Battery 
	4.2 Charging the Battery 
	The ASSURE system comes with two Batteries. You should replacetheBattery at the same time every day. 
	An empty Battery charges in about four hours. 
	Notes: 
	
	
	
	

	ChecktheChargerandBatteriesforanywearordamage onceortwice a week. To report any damage or concerns, call the ASSUREHelpline at 1.833.692.7787. See section 6.6, Checking forEquipmentDamage, on page 130 for more information. 

	
	
	

	Use only the accessories provided with the ASSURE system. Thisincludes the Batteries and Charger. 
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	To charge the Battery in the Charger: 
	Step 1 -Insert the Battery into the Charger 
	
	
	
	

	Do not force the Battery into the Charger. There is onlyoneway to insert the Battery. 

	
	
	

	Keep the fully charged spare Battery in the Chargeruntil you need to replace the Battery in the Monitor. 


	a b 
	Step2-Checkthe Chargerscreentoconfirm thatthe Batteryischarging 
	See the next page for more information. 
	

	4.2.1 Viewing the Charger Screen 
	4.2.1 Viewing the Charger Screen 
	The Charger screen displays the Battery’s current charge status. 
	Screen Display Description 
	Insert a Battery into the Charger. 
	The Battery is charging. The charging symbolflashes andthescreendisplays thecurrentprogress from 0–100% in 5% increments. 
	Figure
	The Battery is fully charged. 
	Figure
	Link
	Figure
	There is a problem with the Battery. RemovetheBatteryandre-insert it intotheCharger.Ifthe problem still occurs, call the ASSUREHelpline at 1.833.692.7787. 

	Figure
	The Battery is too hot. Remove the Batteryfrom the Charger. Allow the Battery to cooldown to room temperature before using it orputting it back in the Charger. 
	Figure
	There is a problem with the Charger. Unplugthe power cord and then plug it back in. Ifthe problem still occurs, call theASSUREHelpline at 1.833.692.7787. 
	Figure
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	4.3 Viewing Battery Status on the Monitor 
	4.3 Viewing Battery Status on the Monitor 
	A full Battery lasts at least 24 hours. TheMonitor screen displays the current Batterystatus with the System Ready icon. 
	Figure
	Screen Display Description 
	Figure
	The Battery is fully charged (more than 24 hours of remaining charge). 
	TheBatteryhas18to24hoursof remainingcharge. 
	Figure
	The Battery has 12 to 18 hours of remainingcharge. 
	(Solid bar) The Battery has 6 to 12 hours of remaining charge. 
	(Blinking bar) The Battery has 2 to 6 hours of remaining charge. 
	Figure
	(Blinking) Low Battery alert – The Battery hasless than two hours of remaining charge. Seethe Low Battery Alert on page 95. 
	Figure

	4.4 Replacing the Battery in the Monitor 
	4.4 Replacing the Battery in the Monitor 
	A fully charged Battery will power the ASSURE system for at least 24hours.Replace the Batteryatthesame time everyday, soyoudonotforget. 
	WARNING 
	Figure

	If you will be away from home for more than 24 hours, takethespare,fully charged Battery and Charger with you. 
	To replace the Battery: 
	Step 1 -Check that the Battery in the Charger is fully charged 
	The Charger screen shows the Battery status. 
	

	Figure
	Step 2 -Open the flaps on the Carry Pack 
	Figure
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	Step3-SlidetheBattery lockuntilyouseetheyellowlineandlifttheBattery handle 
	Battery Lock Battery Handle 
	Figure
	Note: If you need help with this task, see page 144 or watch thepatientvideo at kestramedical.com/patients. 
	Step 4 -Pull up to remove the Battery from the Monitor 
	Figure
	
	
	
	

	Removing the Battery turns off the system. 

	
	
	

	Damaged Batteries may leak and cause personal injury orequipment damage. Handle damaged or leaking Batterieswith extreme care. Call the ASSURE Helpline at1.833.692.7787 to report any equipment damage. 


	Step 5 -Take the fully charged Battery out of the Charger 
	Figure
	Step 6 -Insert the fully charged Battery into the Monitor 
	
	
	
	

	A “click” sound means the Battery is securely inserted. 

	
	
	

	Do not force the Battery into the Monitor. There is only oneway to insert the Battery. 


	Figure
	Step 7 -Close the flaps on the Carry Pack 
	Figure
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	Step 8 -Wait a few minutes while the ASSURE system powersup 
	
	
	
	

	The Monitor light turns blue right awayand the Monitor screen displays theWelcome icon. 

	
	
	

	The System Busy icon then appears. 

	
	
	

	Wait for the Alert Button icon to appear on the Monitor screen (thismay take a few minutes). 


	If a different icon appears on the Monitor screen, check the alert icon andrespond tothe alert. 
	
	
	
	

	See section 5.1, Identifying Alerts, onpage 78 for a list of the alert icons. 

	
	
	

	After responding to the alert, the AlertButton icon should appear on theMonitor screen. 


	Figure
	Step 9 -Press the Alert Button 
	Note: If you press the Alert Button and theSystem Ready icon does notimmediately appear on the Monitorscreen, call the ASSURE Helpline at1.833.692.7787. There may be an issuewith the Alert Button. 
	Figure
	What you will... 
	See Solid green Monitor light 
	

	SystemReady iconon Monitorscreen 
	

	Figure
	Hear Three-note guitarstrum 
	Feel Single-pulse vibration from the AlertButton 
	Note: The green light and the screen backlight turn off after fiveseconds. 
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	Step 10 -Insert the used Battery into the Charger 
	a b 
	Step 11 -Check the Charger screen to confirm that the Battery ischarging 
	Step 11 -Check the Charger screen to confirm that the Battery ischarging 


	Figure

	4.5 Using the Wireless Charging Well 
	4.5 Using the Wireless Charging Well 
	The Charger includes a wireless charging well for mobile devices.Thewell provides a standard 5W charging speed and supports mobiledevices up to 6.3 x 3.3 x 0.49 inches (including a case). 
	Notes: 
	
	
	
	

	Check with your mobile device manufacturer to confirm yourdevice supports wireless charging. 

	
	
	

	The Charger may not be compatible with all wireless-chargingmobile devices. 

	
	
	

	If your mobile device case holds items that may containmagnetic strips or RFID chips, like credit cards or passports,remove the case from the device before placing it in the well. 


	To use the wireless charging well: 
	Step 1 -Place the mobile device into the wireless charging wellwith thedevice’s screen facing outwards 
	Figure
	Step 2 -Check the mobile device to make sure it is charging 
	The device’s screen should display an indication that themobile device is charging. 
	

	Note:Ifthere isnoindicationthatthedeviceischarging, youmayneedto remove the device case, if one is installed. Remove the case and then repeat steps 1 and 2 above. 
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	4.6 Using the USB Port on the Charger 
	4.6 Using the USB Port on the Charger 
	The Charger’s USB port can charge any USB-compatible device using aUSB cable with a type A connector. The USB port is locatedon the backof the Charger. 
	WARNING 
	Figure

	Do not connect line voltages, power banks, or other devices that mayattemptto use the USBport asaninput port.The USB portisadedicated charging port that is output only and can only chargeconnected devices. 
	To plug in a USB-compatible device to the Charger: 
	Step 1 -Insert one end of the USB cable into the device Step 2 
	-

	Insert the USB cable’s type A connector into the USB port on the Charger 
	Figure
	Step 3 -Check the connected device to make sure it ischarging 

	4.7 What to Do During a Power Outage 
	4.7 What to Do During a Power Outage 
	You must keep the Batteries charged for the ASSURE system tooperateproperly. 
	If a power outage occurs, follow these guidelines: 
	
	
	
	

	Call your electrical company to report the outage. Tell themthat you have a medical device that requires power. 

	
	
	

	Call or visit your local emergency services to see if they canhelp. Tell them that you have a medical device that requirespower to charge its Batteries. 

	
	
	

	A fully charged Battery provides at least 24 hours ofoperation. If the power is out for more than 24 hours, try tofind a place with power, like a family member or friend’shouse. Take the spare Battery and Charger with you andcharge the Batteries there. 


	Note: The Charger can recharge an empty Battery in about fourhours. 
	The U.S. Food & Drug Administration (FDA) provides a booklet ontheirfor and Handle Power Outages for Medical Devices that RequireElectricity”. 
	website (www.fda.gov) titled, “Home Use Devices: How to Prepare

	Afterpoweris restored,returntheChargerto its usual charginglocationand follow the 24-hour Battery charging schedule. 
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	5. Alerts 
	5. Alerts 
	This section describes how to identify and respond to the alertsissuedbythe ASSUREwearabledefibrillator (ASSUREsystem). 
	5.1 Identifying Alerts 
	5.1 Identifying Alerts 
	WARNING 
	Figure

	Operating a motorcycle, boat, riding lawnmower, or other noisyvehicle, or any vehicle or equipment that emits heavy vibrations,whilewearingtheASSUREsystemmaypreventyoufromrealizinganalert ishappening. 
	The ASSURE system monitors you for dangerous heart rhythms and itself for proper function. When the system detects a problem, itcreates an alert to let you know there is something thatneeds yourattention. 
	There are two alert types: 
	Heart alerts – The ASSURE system has detected a heartrhythm that is either too fast or too slow. These alerts arecritical and must be responded to immediately. 
	

	System alerts – The ASSURE system has found a problem
	with the system equipment that needs your attention. What you will... Heart Alert System Alert 
	

	See Flashing red Blinking yellow Monitor light Monitor light 
	
	

	Alert icon on Monitor Alert icon on Monitor screen screen 
	
	

	Hear Harsh, alternating Repeating, double low-high alarm tone 
	
	

	Voice message Voice message 
	
	

	Feel Fourgentlepulses Triple-pulsevibration 
	followed by an intense,from the Alert Button triple-buzz vibrationfromthe Alert Button 
	Note: The vibration continues throughout a Shock alert. 
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	5.2 Heart Alerts 
	5.2 Heart Alerts 
	There are two types of Heart alerts: 
	Alert Name Light and Icon Reference 
	Figure

	Shock See page 80. 
	Figure

	Seek Medical Attention See page 84. 
	The ASSURE system will not call 911 for you. You or someonenearby
	must call 911 during Heart alerts. 
	5.2.1 Shock Alert 
	5.2.1 Shock Alert 
	WARNING 
	Figure

	No one should touch the patient or equipment when a shock isbeing delivered. The ASSURE system delivers a large amount ofelectrical energy during shock delivery. 
	After the ASSURE system detects and confirms adangerously fast heart rhythm, it issues a Shockalert to tell you that a shock willbe delivered. 
	Do not remove the Battery from the Monitor or take off theGarment during a Shock alert. Doing so will prevent the ASSUREsystem from analyzing your heart rhythm and providing ashock ifneeded. 
	Figure

	Responding to a Shock Alert 
	Responding to a Shock Alert 
	Before delivering a shock, the following voice messages play: 
	
	
	
	

	“Preparing to shock. Do not touch the patient.” 

	
	
	

	“Do not touch the patient.” 

	
	
	

	“Preparing to shock in 3, 2, 1.” 
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	If you notice the Shock alert: 
	
	
	
	
	

	Press the Alert Button immediately to cancel shockdelivery. 

	– 
	– 
	– 
	You are the only person who should press the AlertButton. 

	– 
	– 
	Pressing the Alert Button cancels the shock. 

	– 
	– 
	The ASSURE system will confirm the shock wascanceled with a voice message and a vibration fromthe Alert Button. 



	
	
	

	Continue to wear the ASSURE system unless a medicalprofessional tells you to remove it. 

	
	
	

	Call911 orseekmedicalattentionifyoufeeldizzyorunwell. 


	Figure
	If you do not press the Alert Button: 
	
	
	
	

	The ASSURE system will automatically provide a shock, ifneeded. 

	
	
	

	TheASSUREsystemwill instructanyonenearbytocall911. 


	Notes: 
	
	
	
	

	The ASSURE system will not call 911 for you. You or someonenearby must call 911 during Heart alerts. 

	
	
	

	You are the only one who should press the Alert Button. Ifyouare unconscious, no one should press the Alert Buttonfor you. 


	After delivering a shock, the following voice messages play: 
	
	
	
	

	“Shock delivered.” 

	
	
	

	“Call 911 now. Do not touch the patient.” 

	
	
	

	“Preparing to shock. Do not touch the patient.” 


	The ASSUREsystemwill continue toanalyze yourheartrhythm,anditwill instruct anyone nearby to call 911. 
	Notes: 
	
	
	
	

	The ASSURE system will not call 911 for you. You or someonenearby must call 911 during Heart alerts. 

	
	
	

	If at any time you hear the Shock alert again, press the AlertButton. If you are unconscious, the ASSURE system will provideupto five shocks, if needed. 

	
	
	

	The voice messages will repeat as needed. 
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	After a Shock Alert 
	After a Shock Alert 
	
	
	
	
	

	After the Shock alert is over, the following voice messagesplay: 

	– 
	– 
	– 
	“Call 911 now.” 

	– 
	– 
	“You have received a shock.” 

	– 
	– 
	“Continue to wear your ASSURE system.” 



	
	
	
	

	Continue towearthe ASSUREsystem. 

	– 
	– 
	– 
	It will continue to analyze yourheart rhythm. 

	– 
	– 
	Press the Alert Button if younotice another Shock alert. 

	– 
	– 
	If you are unconscious, the system will provideadditional shocks if needed. 



	
	
	

	Call 911 or seek medical attention. 

	
	
	
	

	Your chest area and back will be wet and covered with gel. 

	– 
	– 
	– 
	This gel was released by the Therapy Pads as part oftheshock delivery. 

	– 
	– 
	LeavethegelundertheTherapyPads.Donotwipeoff the gel, unless directed by a medical professional. 



	
	
	

	You may experience some discomfort or soreness aroundyour chest. 

	
	
	

	If the Battery is removed and replaced after a shock hasbeen delivered, the alert will change to a Service Neededalert. Call the ASSURE Helpline at 1.833.692.7787. 


	Figure


	5.2.2 Seek Medical Attention Alert 
	5.2.2 Seek Medical Attention Alert 
	When the ASSURE system detects that you havea dangerously slow heart rhythm, or it can nolonger deliver a shock, it issues a SeekMedicalAttention alert. 
	Figure
	Notes: 
	
	
	
	

	The ASSURE system cannot treat slow heart rhythms. 

	
	
	

	The ASSURE system can deliver up to five shocks. If another fastheartrhythm is detected, the ASSURE system will deliver another fiveshocks, if needed. 


	The following voice message plays during this alert: “Call 911 now. Begin CPR if patient is unconscious.” 
	Respondingto a Seek MedicalAttention Alert If you notice this alert: 
	Press the Alert Button. 
	

	– Pressing the Alert Button quiets the alert. 
	Figure
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	
	
	
	

	Continue to wear the ASSURE system unless a medicalprofessional tells you to remove it. 

	
	
	

	Call911 orseekmedicalattentionifyoufeeldizzyorunwell. 


	If you do not press the Alert Button: 
	The ASSURE system will instruct anyone nearby to call 911and begin CPR. 
	

	Note: The ASSURE system will not call 911 for you. You or someonenearby must call 911 during Heart alerts. 
	After a Seek Medical Attention Alert 
	
	
	
	
	

	Continue towearthe ASSUREsystem. 

	– 
	– 
	– 
	It will continue to analyze your heart rhythm. 

	– 
	– 
	Press your Alert Button if you notice another SeekMedication Attention alert. 



	
	
	

	Call911 orseekmedicalattentionifyoufeeldizzyorunwell. 


	Note: You should also call your doctor to report the event. 


	5.3 System Alerts 
	5.3 System Alerts 
	This section describes the alerts that the ASSURE system uses toletyou know there is a problem with the system equipment thatyouneed to fix. 
	When you receive a System alert, follow these three general steps: 
	Step 1 -Press the Alert Button 
	
	
	
	

	Press once to quiet the alert. 

	
	
	

	Press again to replay the voice message. 


	Figure
	Step 2 -Look at the Monitor screen and light 
	Figure
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	Step 3 -Respond 
	Note: The Put on Garment, Check Sensors, and Check Therapy Padsalerts may correct themselves automatically due to changes in Garmentpositioning or movement. If this occurs, the ASSURE system will return to normal operation (indicated by the System Ready icon). 
	Alert Name Light and Icon Reference Connect Plug to Monitor See page 89. 
	Figure
	Connect Hub to Garment See page 90. 
	Put on Garment 
	See page 91. 
	Figure

	Note: This alert uses a seriesof icons. The displayed icon will vary. 
	Check Sensors See page 92. 
	Figure

	Note: The displayed icon willvary depending on whichsensor has lost contact. 
	Check Therapy Pads 
	See page 94. 
	Figure

	Alert Name Light and Icon Reference Low Battery See page 95. 
	Figure
	Figure

	Shock Delivered – Seek See page 96. Medical Attention 
	Service Required 
	Call the ASSURE Helpline at
	Figure

	1.833.692.778 7. See page 97. 
	Service Needed See page 98. 
	Figure
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	5.3.1 Connect Plug to Monitor Alert 
	5.3.1 Connect Plug to Monitor Alert 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	The Plug is not inserted properly into the Monitor. 

	Voice Message 
	Voice Message 
	“Connect the Plug to your Monitor.” 

	Actions 
	Actions 
	To respond to this alert: Insert the Plug into the Monitor If the Plug is already inserted into the Monitor,try re-inserting it: Step 1 -Press and hold the Monitor’s PlugRelease button and then remove the Plug from the Monitor Step 2 -Insert the Plug back into the Monitor -A “click” sound means the Plug is securelyinserted. Note: The System Busy icon will appear ontheMonitor screen with a yellow Monitor lightwhen the Monitor detects a Plug insertion.This check may take up to a minute tocomplete. 

	TR
	WARNING If the alert continues to play, remove the Batteryfrom the Monitor and re-insert it to restart the ASSURE system. 


	5.3.2 Connect Hub to Garment Alert 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	The Hub is not properly inserted into the Garment. 

	Voice Message 
	Voice Message 
	“Connect the Hub to your Garment.” 

	Actions 
	Actions 
	To respond to this alert: Step 1 -Press the Alert Button Step 2 -Insert the Hub into the Garment If the Hub is already inserted into the back of theGarment, try re-inserting it: Step 1 -Use both handsto remove the Hub from the Garment -Press down on the Garment near the bottom of the Hub Receptacle with yourthumb. -Pull up on the cable handle at the bottomofthe Hub with your other hand. 

	TR
	Step 2 -Insert the Hub back into the Garment -A “click” sound means the Hub is securelyinserted. 
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	5.3.3 Put on Garment Alert 
	5.3.3 Put on Garment Alert 
	Note: Thisalert uses a seriesof icons. The displayed Monitor screeniconwill vary (see the examples below). 
	Monitor Icons 
	Monitor Icons 
	Monitor Icons 
	TD
	Figure


	Description 
	Description 
	You are not wearing the Garment properly. 

	Voice Message 
	Voice Message 
	“Put on your Garment now.” 

	Actions 
	Actions 
	To respond to this alert: Step 1 -Press the Alert Button to quiet thealert Step 2 -Put on the Garment If you are already wearing the Garment: -Check that the Garment is not twisted, there is nothing under it, and theTherapy Pads are assembled correctly. -Moisten the skin under the Sensors with water or lotion. 


	Figure

	5.3.4 Check Sensors Alert 
	5.3.4 Check Sensors Alert 
	Note: The displayed Monitor screen icon will vary depending on whichsensor haslost contact (see the examples below). 
	Monitor Icons 
	Monitor Icons 
	Monitor Icons 
	Right front sensor has lost contact. Right back sensor has lost contact. Left back sensor has lost contact. Left front sensor has lost contact. The Right Middle Sensor or multiple Sensors havelost contact, or the ASSURE system cannotsenseyour heart rhythm. 

	Description 
	Description 
	One or more of the Sensors are not touching bare skin, there is poor skin contact, your skin may be toodry, or the sensors cannot get a clearsignal from yourheart. 

	Voice Message 
	Voice Message 
	“Adjust your Garment now. The Sensors must touch your skin.” 
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	To respond to this alert: 
	Actions 
	Step 1 -Press the Alert Button to quiet thealert 
	Step 2 -Try the following actions: 
	-Adjust the Garment so the Sensors are flat and touching bare skin. 
	> The Sensors should be snug aroundyour rib cage, just below your breastarea and nipples. 
	> Make sure your breasts are not underthe front Therapy Pad or Sensors. 
	Note: Female patients may wear a bra over theGarment to provide more support. 
	-Check that theGarmentis not twistedand there is nothing under it. 
	-Stop all movement and count to 10 slowlyto allow the system to sense your heartrhythm. 
	If the alert continues, try the following: 
	-Moisten the skin under the Sensors with water or lotion. -Tighten the Garment by adjusting thefront closure snaps and shoulder straps. -Call the ASSURE Helpline at 1.833.692.7787. 
	5.3.5 Check Therapy Pads Alert 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	One or more of the Therapy Pads are not touching bare skin. 

	Voice Message 
	Voice Message 
	“Check the Therapy Pads. The pads must touchyour skin.” 

	Actions 
	Actions 
	To respond to this alert: Step 1 -Press the Alert Button to quiet thealert Step 2 -Try the following actions: -Confirm the Therapy Pads are flat andtouching bare skin. > The front Therapy Pad should be snugaround your rib cage, just belowyourbreast area and nipples. > Make sure your breasts are not underthe front Therapy Pad or Sensors. -Check that the Garment is not twisted and there is nothing under it. -Moisten the skin under the Therapy Padswith water or lotion. -Change the front closure snaps and shoul
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	5.3.6 Low Battery Alert 
	5.3.6 Low Battery Alert 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	The Battery has less than two hours of power left. Replace the Battery now. 

	Voice Message 
	Voice Message 
	“Replace your Battery now.” 

	Actions 
	Actions 
	To respond to this alert: Step 1 -Press the Alert Button to quiet thealert Step 2 -Insert a fully charged Battery into theMonitor -A “click” sound means the Battery issecurely inserted. Step 3 -When the Alert Button icon appearsonthe Monitor screen, press the AlertButton Note: If a different icon appears on the Monitorscreen, there is likely an alert condition on theASSURE system. You must respond to the alert. Seesection 5.1, Identifying Alerts, on page 78 for alist ofthe alert icons. Step 4 -Place the use


	5.3.7 Shock Delivered – Seek Medical Attention Alert 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	You have received a shock and the dangerousheart rhythm is no longer detected. 

	Voice Message 
	Voice Message 
	“Call 911 now. You have received a shock. Continue to wear your ASSURE system.” 

	Actions 
	Actions 
	Continue to wear the ASSURE system. -The system will continue to analyze yourheart rhythm. -Press your Alert Button if you noticeanother Shock alert. -If you are unconscious, the system willprovide additional shocks if needed. Call 911 or seek medical attention. Note: The ASSURE system will not call 911 for you.Youor someone nearby must call 911. Your chest area and back will be wet and covered with gel. -This gel was released by the TherapyPads as part of the shock delivery. -Leave the gel under the Therap
	
	
	
	
	
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	5.3.8 Service Required Alert 
	5.3.8 Service Required Alert 
	WARNING 
	Figure

	When the Service Required alert is active, the ASSURE system is notoperationalandcannotprotect you.Callthe ASSUREHelplineat1.833.692.7787 immediately for assistance. 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	There is a problem with the ASSURE system that requires immediate attention. Service Required alerts use an “R” error code. Note: This alert will repeat every five minutes. 

	Voice Message 
	Voice Message 
	“Call the ASSURE Helpline now. Your device needs service.” 

	Actions 
	Actions 
	To respond to this alert: Call the ASSURE Helpline at 1.833.692.7787immediately -Provide the ASSURE representative withtheerror code that appears on the Monitor screen. 


	5.3.9 Service Needed Alert 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	There is a problem with the ASSURE system.Service Needed alerts use an “N” error code. The ASSURE system is still operational and canstill provide therapy. 

	Voice Message 
	Voice Message 
	“Call the ASSURE Helpline now. Your device needs service. Continue to wear your ASSUREsystem.” 

	Actions 
	Actions 
	To respond to this alert: Step 1 -Press the Alert Button to quiet thealert Step 2 -Call the ASSURE Helpline at1.833.692.7787 -Provide the ASSURE representative withtheerror code that appears on the Monitor screen. Step 3 -Continue to wear the ASSURE system 
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	6. General Care and Cleaning 
	6. General Care and Cleaning 
	This section describes how to care for and clean the ASSUREwearable defibrillator (ASSURE system) and its accessories, including: 
	
	
	
	

	Taking off the system 

	
	
	

	Removing the Therapy Cable from the Garment 

	
	
	

	Assembling and putting on the system 

	
	
	

	Washing the Garment 

	
	
	

	Cleaning the system 

	
	
	

	Checking for equipment damage 


	6.1 Taking Off the System to Wash the Garment 
	6.1 Taking Off the System to Wash the Garment 
	Notes: 
	
	
	
	

	Read through the following steps before attempting this task. 

	
	
	

	If you need additional help, watch the patient video on theKestra website at kestramedical.com/patients or call theASSURE Helpline at 1.833.692.7787. 


	Step 1 -Open the Carry Pack flaps 
	Figure
	Step 2 -Slide the Battery lock until you see the yellow line andliftthe Battery handle 
	Battery Lock Battery Handle 
	Note: If you need help with this task, see page 144 or watch thepatientvideo at kestramedical.com/patients. 
	ASSURE Helpline 1.833.MYASSURE 
	ASSURE Helpline 1.833.MYASSURE 
	6. GeneralCare and Cleaning | 101 

	Step 3 -Pull up to remove the Battery from the Monitor 
	Figure
	
	
	
	

	Removing the Battery turns off the system. 

	
	
	

	To avoid setting off alerts, always remove the Batterybefore taking off the ASSURE system. 


	Step 4 -Close the Carry Pack flaps 
	Step 4 -Close the Carry Pack flaps 
	Step 5 -Remove any cable length tucked into the Carry Pack 

	Figure
	The cabling may be inside the Carry Pack pockets or in theelastic corner straps on the back. 
	

	Figure
	Step 6 -Press and hold the Plug Release button on the Monitor 
	Figure
	Step 7 -Remove the Plug from the Monitor 
	Figure
	ASSURE Helpline 1.833.MYASSURE 
	6. GeneralCare and Cleaning | 103 
	Step 8 -Take off the Carry Pack 
	Place the Carry Pack on a nearby flat surface to avoiddropping the Monitor. 
	

	Figure
	Step 9 -Remove any clothing above the waist 
	Figure
	Figure
	Step 10 -Unsnap the front closure 
	Figure
	Step 11 -Take off the Garment 
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	6.2 Removing the Therapy Cable from the Garment 
	6.2 Removing the Therapy Cable from the Garment 
	Notes: 
	
	
	
	

	The Therapy Cable is a complete assembly. The cords and cablecannot be removed from the Hub. 

	
	
	

	Read through the following steps before attempting this task. 

	
	
	

	If you need additional help, watch the patient video on theKestra website at kestramedical.com/patients or call theASSURE Helpline at 1.833.692.7787. 


	Step 1 -Take off the Garment and place it on a flat surface, likeatable or desk 
	Figure
	Figure
	Figure
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	Step 4 -Unsnap and remove the Therapy Pads from pockets 2and 3 
	Figure
	Step 5 -Unsnap and remove the Alert Button from theshoulder strap 
	Figure
	Figure
	Step 6 -Gently pull the Alert Button cord through the loops onthe backof the Garment until the cord is free 
	Figure
	Step 7 -Use both hands to remove the Hub from the Garment 
	
	
	
	

	Press down on the Garment near the bottom of the Hub Receptacle with your thumb. 

	
	
	

	Pull up firmly on the cable handle at the bottom of the Hubwith your other hand. 


	Figure
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	6.3 Assembling and Putting on the System 
	6.3 Assembling and Putting on the System 
	Notes: 
	
	
	
	

	See chapter 1, Part Descriptions, on page 23 for the names anddescriptions of the ASSURE system parts. 

	
	
	

	Read through the following steps before attempting this task. 

	
	
	

	If you need additional help, watch the patient video on theKestra website at kestramedical.com/patients or call theASSURE Helpline at 1.833.692.7787. 


	The ASSURE system comes with two Garments, so you can wash oneGarment while continuing to wear the system with the other Garment.Before washing the used Garment, assemble and put onthe cleanGarment so you will continue to be protected. 
	Follow thesestepsto assembleand put on theASSUREsystem. 
	Step1-Ifneeded,connecteachendofthe shoulderstrapbyinsertingthe adjustable hook into a slot on the strap 
	
	
	
	

	The shoulder straps should be comfortable but not loose. 

	
	
	

	Place any extra shoulder strap length behind the strap (asshown below). 


	Notes: 
	
	
	
	

	Additional adjustments to the shoulder strap settings maybenecessary after putting on the Garment. 

	
	
	

	Make sure the shoulder straps are not twisted when youconnect them. 


	Figure
	Step 2 -Place the Garment on a flat surface with the numbersfacing up 
	Find the hub receptacle (number 1) and snaps (numbers 2-5)on the Garment. 
	

	5 2 3 
	4 
	4 
	1 

	Step 3 -Lay the Therapy Cable near the Garment with theyellow sideof the Therapy Pads facing up 
	
	
	
	

	Untangle any cords. 

	
	
	

	Use the numbers on the Therapy Cable and the Garment toguide you through the assembly process. 


	Note: The Hub and Alert Button numbers are located on the back. 
	2 5 3 4 1 
	1 
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	Step 4 -Insert the Hub into the Garment and press down firmlyuntilthe Hub clicks into the Hub Receptacle 
	Insert the Hub at a slight angle so it fits under the lip of theHub Receptacle. 
	

	Figure
	Figure
	Step 5 -Insert Therapy Pads 2 and 3 into the back pockets 
	Note: There is a divider between the pockets. 
	
	
	
	

	Make sure the yellow side is facing up. 

	
	
	

	Make sure the Therapy Pads are on each side of the dividerandcompletely inside their pockets. 


	Figure
	Step 6 -Snap Therapy Pads 2 and 3 to the pocket tabs 
	Figure
	Step 7 -Insert Therapy Pad 4 into the front pocket 
	
	
	
	

	Make sure the yellow side is facing up. 

	
	
	

	The loop of cord should lie flat on top of the pad insidepocket 4. 


	Figure
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	Step 8 -Loop any extra length of cord and place it on top ofthe padinside pocket 4 
	Figure
	Step 9 -Snap Therapy Pad 4 to the pocket tab 
	Figure
	Figure
	Step 10 -Fasten the cord wrap around the Therapy Pad 4 cord 
	Note: Ifthere isextracordlength, openthe pocketandrepeat steps8and9. 
	Figure
	Step 11 -Pull the Alert Button and cord through the loops ontheback of the Garment 
	a. 
	a. 
	a. 
	Thread the Alert Button through the center loops on theback of the Garment (above the Hub Receptacle). 

	b. 
	b. 
	Select the left or right side, and then thread the AlertButton through the angled loop for that side. 


	b a 
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	Step 12 -Snap the Alert Button (number5) to the shoulderstrap 
	Note: The right shoulder strap does not have a label number, butthesnap is in the same location as on the left side. 
	Figure
	Step 13 -Place the cord wrap over the Alert Button cord andsnap it tothe shoulder strap 
	Figure
	Note: There may be some extra Alert Button cord length after threadingthe cord through the Garment and fastening it tothe shoulderstrap properly. This allows for flexibility while wearing theassembled Garment. 
	Figure
	Step 14 -(Optional) Insert a bra pad (provided) into the openingbetweenthe fabric layers of each cup in the Style B Garment 
	Figure
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	Step 15 -Put on the assembled Garment with the Sensorsagainstbare skin 
	
	
	
	

	Remove all clothing, including bras and undershirts, fromyour upper body. 

	
	
	

	Insertyour arms betweentheshoulderstrapsandthebackofthe Garment. 

	
	
	

	Pull the straps over your shoulders. 


	Figure
	Figure
	Notes: 
	
	
	
	

	Always wear the Garment against bare skin. 

	
	
	
	

	The Garment contains the following materials: 

	– 
	– 
	– 
	Body fabric: 59% Polyamide, 41% Elastane (spandex) 

	– 
	– 
	Inner lining: 73% Polyamide, 27% Elastane 

	– 
	– 
	Therapy Pad pockets: 100% Silver-plated Nylon 




	Step 16 -Pull the Garment snug around your rib cage and thenfasten thefront closure snaps 
	Note: The Garment must have a snug fit to keep the Sensors incontactwith bare skin. 
	Figure
	Step 17 -Adjust the shoulder straps to lie flat against the chestandshoulders 
	
	
	
	

	The shoulder straps should be comfortable but not loose. 

	
	
	

	Any extra upper strap length should go behind the lowerstrap (as shown below). 


	Note: Remove the Garment before adjusting the shoulder strapsusing theadjustable hooks. 
	Figure
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	Step 18 -Check the Garment's fit 
	
	
	
	

	The straps should lie flat against the chest and shoulders. 

	
	
	

	The Therapy Pads should lie flat against the back. 

	
	
	

	Check that the Garment is not twisted around the sides or back. Use a mirror or have another person help check. 

	
	
	

	The front Therapy Pad should be snug around your ribcage, below your breast area and nipples but above yourstomach. 


	Note: Make sure your breasts are not underneath the front TherapyPad orSensors. 
	Proper Garment Fit 
	Proper Garment Fit 
	Figure
	Figure
	Front Back 

	ImproperGarmentFit 
	ImproperGarmentFit 
	Too Low 
	Too High 
	Figure
	Figure
	Twisted 
	Step 19 -Put on clothes the Garment 
	over 

	Notes: 
	
	
	
	

	Do not wear or place anything between the Garment and yourbody. The Sensors must touch bare skin. 

	
	
	

	Undershirts and bras may only be worn the Garment (asshown below). 
	over 



	Figure
	Undershirt Over the Garment Bra Over the Garment 
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	Step 20 -Put on the Carry Pack with the Monitor inside 
	Note: The inside of the Carry Pack (the side with the belt clip and cornerstraps)should always face towards your body. This prevents the cable fromgetting snagged or caught on something. 
	See section 3.1.2, Using the Carry Pack, on page 47 for moreinformation on how to wear and use the Carry Pack. 
	

	Figure
	Step 21 -Adjust the Carry Pack strap (if necessary) 
	Figure
	Strap Adjusters 
	Slide the adjuster along the strap to lengthen or shortenthe strap. 
	

	Step 22 -Insert the Plug into the Monitor 
	
	
	
	

	The Plug can be inserted in one direction only. 

	
	
	

	A “click” sound means the Plug is securely inserted. 


	Figure
	Step 23 -Manage the extra cable length to avoid catching thecable onanything 
	Options for managing extra cable length: 
	

	– 
	– 
	– 
	Use the back corner straps of the Carry Pack. 

	– 
	– 
	Place it in the Carry Pack pocket. 

	– 
	– 
	Tuck it into your pants or pocket. 


	Figure
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	Step 24 -Open the flaps on the Carry Pack 
	Figure
	Step 25 -Insert a fully charged Battery into the Monitor 
	A “click” sound means the Battery is securely inserted. 
	

	Figure
	Step 26 -Close the Carry Pack flaps 
	Step 26 -Close the Carry Pack flaps 


	Figure
	Figure
	Step 27 -Wait a few minutes while the ASSURE system powersup 
	
	
	
	

	The Monitor light turns blue right awayand the Monitor screen displays theWelcome icon. 

	
	
	

	The System Busy icon then appears. 

	
	
	

	Wait for the Alert Button icon to appear on the Monitor screen (thismay take a few minutes). 


	If a different icon appears on the Monitor screen, check the alert icon andrespond tothe alert. 
	
	
	
	

	See section 5.1, Identifying Alerts, onpage 78 for a list of the alert icons. 

	
	
	

	After responding to the alert, the AlertButton icon should appear on theMonitor screen. 
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	Step 28 -Press the Alert Button 
	Note: If you press the Alert Button and theSystem Ready icon does notimmediately appear on the Monitorscreen, call the ASSURE Helpline at1.833.692.7787. There may be an issuewith the Alert Button. 
	Figure
	What you will... 
	See Solid green Monitor light 
	

	SystemReady icononMonitorscreen 
	

	Figure
	Hear Three-note guitarstrum 
	Feel Single-pulse vibration from the AlertButton 
	Note: The green light and the screen backlight turn off after fiveseconds. 
	Go to the next page for theGarmentwashinginstructions 
	Figure


	6.4 Washing the Garment 
	6.4 Washing the Garment 
	Wash the Garment as needed. The ASSURE system comes with twoGarments, so you can wash one Garment while continuing towear thesystem with the other Garment. 
	Before washing the Garment: For instructions 
	1. See section 6.1, TakingOff the System to Washthe   Garment, on page100 for instructions. 
	Take off the system. 
	2. Remove the Therapy Cable from theused Garment. 
	Figure
	See section 6.2, Removing the TherapyCable from the Garment, on page 105for instructions. 
	See section 6.3, 
	3. Place the Therapy Cable into the cleanAssembling and Putting
	Garment and put on the system. on the System, on page109 for instructions. 
	Figure
	Go to the next page 
	Figure
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	WARNING 
	Figure

	Always remove the Therapy Cable before washing the Garment. 
	To wash the Garment: 
	Step 1 -Place the Garment in the washing machine 
	Notes: 
	
	
	
	

	The five round metal Sensors and the Hub receptacle are permanent parts of the Garment and may be washed. 

	
	
	

	A laundry bag is provided in the system kit if you want to useit. 


	Step 2 -Machine wash in cold water on a gentle cycle 
	Figure
	Use a mild laundry detergent only, such as allfree clear orTide Free and Gentle™. 
	
	® 

	Note: Followthe detergentmanufacturer'swarningsandcautionslisted on the packaging. 
	If you prefer, you may hand wash the Garment. 
	

	WARNING 
	Figure

	Do not use chlorine bleach, bleach alternatives, fabric softeners, or anti-static sprays. Also, do not use detergents ordetergent “pods”that include bleach or fabric softener additives. 
	Step 3 -Hang the Garment or place it on a flat surface to airdry 
	
	
	
	

	Make sure that the Garment is dry before using it. 

	
	
	

	Do not dry clean or iron the Garment. 

	
	
	

	Do not dry the Garment in a clothes dryer, microwaveoven, or any other oven. 


	Figure
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	6.5 Cleaning the ASSURE System 
	6.5 Cleaning the ASSURE System 
	The Garment has specific cleaning instructions, see section6.4,Washing the Garment, on page 126. 
	In general, the ASSURE system parts and accessories do not requiremaintenance, other than cleaning as needed. If there appears to beany damage or if you have any concerns about theequipment, call theASSURE Helpline at 1.833.692.7787. 
	WARNING 
	Figure

	Do not place the Monitor, Therapy Cable, Batteries, or Charger inwateror any other liquids. Avoid spilling any liquids on these devices. Liquidsentering these devices may cause them to malfunction or fail. 
	To clean the equipment: 
	Step1 -Gentlywipethe equipmentwithaclean,softclothdampenedslightly with water only 
	Step 2 -Use a separate dry, soft cloth to dry the equipmentbeforeusing it 
	Notes: 
	
	
	
	

	Avoid wiping the Hub connectors and pins. 

	
	
	

	Do not allow any liquid or moisture to remain on the equipmentorits connectors and pins after cleaning. 

	
	
	

	Do not dry clean the Carry Pack. 

	
	
	

	Do not dry the Carry Pack in a clothes dryer, microwave oven, oranyother oven. 



	6.6 Checking for Equipment Damage 
	6.6 Checking for Equipment Damage 
	Youshouldcheckthe ASSUREsystemforany wearordamageonce ortwice a week. 
	Some examples of potential damage or improper use include: 
	
	
	
	

	Gelleaking from theTherapyPads (seebelow) 

	
	
	

	Sensors peeling off from the Garment (see below) 

	
	
	

	Worn cables or cords 

	
	
	

	Cracked or broken Monitor case 

	
	
	

	Broken snaps on Garment 

	
	
	

	Tamper-evident seal on Monitor (below the PlugReceptacle) shows “VOID” and “KESTRA” markings 


	If there appears to be any damage or if you have any concerns aboutthe equipment, call the ASSURE Helpline at 1.833.692.7787. 
	Figure
	Examples of Potential Damage to the ASSURE System 
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	7. Help 
	7. Help 
	This section provides help with wearing and using the ASSUREwearabledefibrillator (ASSURE system). 
	The following information is available: 
	
	
	
	

	Alerts quick reference chart 

	
	
	

	System status icon descriptions 

	
	
	

	Frequently-Asked Questions (FAQs) Ifyouneedhelp,call theASSUREHelpline at1.833.692.7787. 


	7.1 Alerts Quick Reference 
	Heart Alerts Actions Alert Icon If you notice this alert: Press the Alert Button to cancel shock delivery. Continue to wear the system unless amedical professional tells you to remove it. 
	Call 911 or seek medical attention if you feeldizzy or unwell. 
	Call 911 or seek medical attention if you feeldizzy or unwell. 
	

	If you do notpresstheAlertButton: 
	
	
	
	

	The ASSURE system will automaticallyprovide a shock, if needed. 

	
	
	

	The ASSURE system will instruct anyonenearby to call 911. 


	Note: The ASSURE system will not call 911for you. You or someone nearby must call911 during Heart alerts. 
	See "Shock Alert" on page 80 for moreinformation. 
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	If you notice this alert: Press the Alert Button. Continue to wear the system unless amedical professional tells you to remove it. Call 911 or seek medical attention if you feelHeart Alerts Actions Alert Icon 
	dizzy or unwell. 
	dizzy or unwell. 
	If you do notpresstheAlertButton: 
	The ASSURE system will instruct anyonenearby to call 911 and begin CPR. 
	


	Note: The ASSURE system will not call 911foryou.Youorsomeone nearbymustcall911during Heart alerts. 
	See "Seek Medical Attention Alert" on page 84for more information. 
	See "Seek Medical Attention Alert" on page 84for more information. 

	Figure
	System Alerts 
	Insert the Plug into the Monitor. 
	Insert the Plug into the Monitor. 
	-or 
	-

	Remove the Plug from the Monitor and thenre-insert it. 
	WARNING 
	Figure

	If the alert continues to play, remove the Batteryfrom the Monitor and re-insert it torestart the ASSURE system. 
	See "ConnectPlugtoMonitor Alert"onpage89formore information. 
	Note: The System Busy icon will appear on theMonitor screen with a yellow Monitor lightwhen the Monitor detects a Plug insertion.This check may take up to a minute tocomplete. 
	Press the Alert Button to quiet the alert. 

	Figure
	Then try the following: 
	Then try the following: 
	
	
	
	

	Insert the Hub into the Garment. 

	
	
	

	Remove the Hub from the Garment and then re-insert it. 


	See "Connect Hub to Garment Alert" on page 90 for more information. 
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	Figure
	System Alerts 
	Press the Alert Button to quiet the alert.
	Press the Alert Button to quiet the alert.
	Then try the following: 
	
	
	
	

	Put on the Garment. 

	
	
	

	Check that the Garment is not twisted, there is nothing under it, and the TherapyPads are assembled correctly. 

	
	
	

	Moisten the skin under the Sensors and Therapy Pads with water or lotion. 



	See "Put on Garment Alert" on page 91 for moreinformation. 
	Figure
	System Alerts 
	Press the Alert Button to quiet the alert. Then try the following: 
	Press the Alert Button to quiet the alert. Then try the following: 
	
	
	
	

	Adjust the Garment so the Sensors are flat and touching bare skin. 

	
	
	

	Check that the Garment is not twisted,there is nothing under it, and the TherapyPads are assembled correctly. 

	
	
	

	Stop all movement and count to 10 slowly toallow the system to sense your heart rhythm. 

	
	
	

	Moisten the skin under the Sensors with water or lotion. 

	
	
	

	Tighten the Garment by adjusting the frontclosure snaps and shoulder straps. 

	
	
	

	Call the ASSURE Helpline at 1.833.692.7787. 

	
	
	

	See "Check Sensors Alert" on page 92 formore information. 
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	Figure
	System Alerts 
	Then try the following: 
	Then try the following: 
	Press the Alert Button
	to quiet the alert. 


	
	
	
	
	

	Confirm the Therapy Pads are flat andtouching bare skin. 

	
	
	

	Check that the Garment is not twisted and there is nothing under it. 

	
	
	

	Moisten the skin under the Therapy Padswith water or lotion. 


	
	
	

	Change the front closure snaps and shoulderstrap settings for a snug Garmentfit. Theshoulder straps should be comfortable butnot loose. 

	
	
	
	

	Verify the Therapy Pads are correctlyinserted and snapped in the pockets. 



	See "Check Therapy Pads Alert" on page 94 formoreinformation. 
	Figure
	Press the Alert Button to quiet the alert. Insert a fully charged Battery into the Monitor. 
	Press the Alert Button to quiet the alert. Insert a fully charged Battery into the Monitor. 
	See "Low Battery Alert" on page 95 for moreinformation. 

	System Alerts 
	Press the Alert ButtonThen do the following: to quiet the alert. 
	Press the Alert ButtonThen do the following: to quiet the alert. 
	Call 911 or seek medical attention. 
	

	Note: The ASSURE system will not call 911for you. You or someone nearby must call911 during Heart alerts. 
	Continue to wear the ASSURE system. 
	

	See "Shock Delivered – Seek Medical Attention Alert" on page 96 for more information. 

	Figure
	WARNING 
	Figure

	When the Service Required alert isactive, the system isnot operational and 
	cannot protect you. 
	Figure
	
	
	
	
	

	Call the ASSURE Helpline at 1.833.692.7787immediately. 

	
	
	

	Provide the error code that appears on theMonitor screento the ASSURE representative. 


	See "Service Required Alert" on page 97 formore information. 
	Press the Alert Button toquiet thealert. 
	
	
	
	

	Call the ASSURE Helpline at 1.833.692.7787. 

	
	
	

	Provide the error code that appears on theMonitor screento the ASSURE representative. 

	
	
	

	Continue to wear the ASSURE system. 


	See "Service Needed Alert" on page 98 formore information. 
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	7.2 System Status Icons 
	Table
	TR
	TH
	Figure

	7.2.1 System Welcome 

	Description 
	Description 
	The Battery has been inserted into the Monitorto turn on the ASSURE system. 

	Notifications 
	Notifications 
	Blue Monitor light Icon displayed on the Monitor screen 
	
	


	Action 
	Action 
	Wait for the System Busy icon to appear on the Monitor screen. 


	Figure
	Table
	TR
	TH
	Figure

	7.2.2 System Busy 

	Description 
	Description 
	The ASSURE system is powering up. 

	Notifications 
	Notifications 
	Blue Monitor light Icon displayed on the Monitor screen 
	
	


	Action 
	Action 
	Wait for the Alert Button icon to appear on the Monitor screen (this may take a few minutes). Seesection 7.2.3, Alert Button, on page 141. Notes: If the System Busy icon displays for morethan five minutes, try re-insertingtheBattery into the Monitor. If this does notwork, call the ASSURE Helpline at1.833.692.7787. The System Busy icon will appear on theMonitor screen with a yellow Monitorlight when the Monitor detectsa Plug insertion. This check may take up to aminute to complete. 
	
	
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	Table
	TR
	TH
	Figure

	7.2.3 Alert Button 

	Description 
	Description 
	The ASSURE system has finished powering up and is operational. Press the Alert Button to confirm it is operatingproperly. 

	Notifications 
	Notifications 
	Blinking, green Monitor light Icon displayed on the Monitor screen Single-pulse vibration from the Alert Button Voice message stating, “Press your AlertButton now.” 
	
	
	
	


	Actions 
	Actions 
	Press the Alert Button After pressing the Alert Button, the System Readyicon appears on the Monitor screen. Seesection7.2.4, System Ready, on page 142. 


	Table
	TR
	TH
	Figure

	7.2.4 System Ready 

	Description 
	Description 
	The ASSURE system is working properly (normal operating mode). 

	Notifications 
	Notifications 
	Green Monitor light Note: The light turns on for the first fiveseconds and then turns off. Icon displayed on the Monitor screen Single-pulse vibration from the Alert Button Three-note guitar strum 
	
	
	
	


	Action 
	Action 
	None. You can press the Alert Button to checkthe system status at any time. 


	7.3 Frequently-Asked Questions 
	7.3 Frequently-Asked Questions 
	WherecanIgethelpwith theASSUREsystem? 
	WherecanIgethelpwith theASSUREsystem? 
	If you have any questions or need help related to the ASSUREsystem,call theASSUREHelpline at1.833.692.7787. 
	You can also watch the patient video on the Kestra website atkestramedical.com/patients. 
	What can I do if I experience discomfort whilewearing the ASSURE system? 
	
	
	
	

	Try adjusting the Garment or Carry Pack to improvecomfort and fit. 

	
	
	

	Check for any skin issues underneath the Garment, likeredness, bumps, inflammation, irritation, skin breakdown,blistering, or a cut. 


	Notes: 
	Notes: 

	
	
	
	
	

	The Garment contains the following materials: 

	– 
	– 
	– 
	Body fabric: 59% Polyamide, 41% Elastane (spandex) 

	– 
	– 
	Inner lining: 73% Polyamide, 27% Elastane 

	– 
	– 
	Therapy Pad pockets: 100% Silver-plated Nylon 



	
	
	

	The Carry Pack is 100% Polyester and the strap is 100%Nylon. 


	If you still have a problem or if you need to report a skin issue: 
	
	
	
	

	Continue towearthe ASSUREsystem. 

	
	
	

	Call your doctor. 



	HowdoI removetheBatteryfrom the Monitor? 
	HowdoI removetheBatteryfrom the Monitor? 
	The Battery includes a lock on the top that locks the battery intotheMonitor to avoid accidentally removing the Battery. If you arehavingissues with removing the Battery from the Monitor, try following theinstructions below. 
	Note: When removing the Battery from the Monitor, it is important toremember to perform the following steps at the same time. 
	1. 
	1. 
	1. 
	Slide the Battery lock until you see the yellow line. 

	2. 
	2. 
	With the Battery unlocked (yellow line is shown), lift theBattery handle. 


	Battery Lock 
	Battery Handle 
	Figure
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	3. Pull up to remove the Battery from the Monitor. 
	Figure
	Note: If you still need help, watch the patient video atkestramedical.com/patients or call the ASSURE Helplineat1.833.692.7787. 
	Whatshould Idoif theChargerdoesnotchargetheBattery? 
	When you insert a Battery into the Charger, the Charger screenwill display its status. See section 4.2.1, Viewing the Charger Screen, on page 66 for an explanation of what the different screens mean. 
	You can also check the following: 
	
	
	
	

	The Charger is plugged into an electrical wall outlet. 

	
	
	

	The Charger cord is plugged into the back of the Charger. 

	
	
	

	The Battery is properly inserted into the Charger. 



	Whatdoesthesymbolon theMonitorscreen mean? 
	Whatdoesthesymbolon theMonitorscreen mean? 
	When you insert the Battery into the Monitor to turn on theASSUREsystem, the System Welcome icon appears on the Monitor screen. 
	Sect
	Figure

	After a few seconds, the System Busy icon appears on the screen. 
	Sect
	Figure

	The System Busy icon can appear for a few minutes while thesystem ispowering up. 
	Note: Ifthe SystemBusyicondisplaysfor more thanfive minutes, tryre-inserting the Battery into the Monitor. If this does not work, call theASSURE Helpline at 1.833.692.7787. 
	After the system is operational, the Alert Button icon appears. Pressthe Alert button to confirm that the Alert Button is workingproperly. 
	Sect
	Figure
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	When the ASSURE system is working properly, the System Readyiconappears on the Monitor screen. 
	Sect
	Figure

	An alert icon appears on the Monitor screen when the system needsyour attention. Use the reference charts at the beginning ofthischapter (see page 132) to identify the alert and what actions you cantake. 

	How do I disconnect the cable from the Monitor? 
	How do I disconnect the cable from the Monitor? 
	The Plug is designed to not come out of the Monitor easily. Toremovethe Plug from the Monitor, follow these steps: 
	1. 
	1. 
	1. 
	Press and hold down the Monitor’s Plug Release button. 

	2. 
	2. 
	Remove the Plug from the Monitor. 


	Sect
	Figure
	Figure

	Whatshould Idoif theASSURE systemdoesnotturnonwhen I insert the Battery? 
	
	
	
	

	Make sure the Battery is properly seated in the Monitor.When you insert the Battery, you should hear a “click”sound. This means the Battery is securely inserted. 

	
	
	

	MakesuretheBatteryyouareusingis fullycharged.PlacetheBattery into the Charger to check its current charge status.See section 4.2.1, Viewing the Charger Screen, on page 66for more information. 

	
	
	

	Try inserting the spare Battery into the Monitor. If the spareBattery works, place the other Battery in the Charger to checkits status. 


	What should I do if the Connect Plug to Monitor alertkeeps playing after removing and re-inserting the Pluginto theMonitorwhiletheASSUREsystem ison? 
	RemovetheBatteryfromthe Monitorandthenre-insertittorestart the ASSURE system. 
	

	What should I take with me when I travel, or when Iwillbe away from home for more than 24 hours? 
	If you will be away from home for longer than 24 hours, take thespare, fully charged Battery and Charger with you. 
	How do I clean the ASSURE system? 
	Other than washing the Garment, you should not have to clean theASSUREsystem very often. 
	Seechapter6,GeneralCareandCleaning,onpage99 formoreinformation. 
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	8. SymbolsGlossary 
	8. SymbolsGlossary 
	This section defines the symbols used on the ASSURE wearabledefibrillator (ASSUREsystem)andChargerlabelsandpackaging. 
	Symbol Description and Reference DocumentConsult instructions for use. IEC/TR 60878, Graphical symbols for electricalequipment inmedical practice. Symbol 1641 Follow the instructions for use IEC/TR 60878, Graphical symbols for electricalequipment in medical practice. Symbol ISO 7010-
	M002 
	Do not dispose of in fire. 
	IEC 60086-4, Primary batteries -Part 4: Safety oflithium batteries. Symbol C 
	Figure
	Do not deform or damage. 
	IEC 60086-4, Primary batteries -Part 4: Safety oflithium batteries. Symbol B 
	Figure
	Do not open or dismantle. IEC 60086-4, Primary batteries -Part 4: Safety oflithium batteries. Symbol H 
	Figure
	MR unsafe–Keepawayfrommagneticresonance
	imaging (MRI) equipment IEC/TR 60878, Graphical symbols for electrical equipment inmedical practice. Symbol 62570-7.3.3 
	Figure
	Recommended storage temperature (from low tohigh) IEC/TR 60878, Graphical symbols for electricalequipment inmedical practice. Symbol 0632 
	Figure
	Battery 
	ISO 7000, Graphical symbols for use on equipment –Registered symbols. Symbol 5001B 
	Figure
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	Symbol Description and Reference Document Do not wash. ISO 7000, Graphical symbols for use on equipment –Registeredsymbols. Symbol 3123 
	Figure

	Figure
	Wash in cold or mildly warm water with a maximumtemperature of 104°F (40°C) on a gentle or delicatesetting. 
	ISO 7000, Graphical symbols for use on equipment – Registered symbols. Symbol 3089 
	Figure
	Figure
	Do not use bleach. 
	ASTM D5489-14, Standard Guide for Care SymbolsforCare Instructions on Textile Products. 
	Do not iron. 
	ISO 7000, Graphical symbols for use on equipment –Registeredsymbols. Symbol 3113 
	Figure
	Do not dry clean. ISO 7000, Graphical symbols for use on equipment – Registeredsymbols. Symbol 3114 
	Figure
	Do not tumble dry. ISO 7000, Graphical symbols for use on equipment –Registeredsymbols. Symbol 3109 
	Figure
	Figure
	Manufacturer IEC/TR 60878, Graphical symbols for electricalequipmentin medical practice. Symbol 3082 
	Date of manufacture: YYYY-MM-DD IEC/TR 60878, Graphical symbols for electricalequipmentin medical practice. Symbol 2497 
	Date of manufacture: YYYY-MM-DD IEC/TR 60878, Graphical symbols for electricalequipmentin medical practice. Symbol 2497 
	Type BF applied part IEC/TR 60878, Graphical symbols for electricalequipmentin medical practice. Symbol 5333 

	Figure
	Symbol Description and Reference Document 
	Table
	IPxx 
	IPxx 
	Enclosure ingress protection code 

	TR
	IEC 60529, Degrees of protection provided byenclosures

	TR
	(IP Code) 


	Figure
	For USA audiences only 21 CFR 801.109, Labeling: Prescription Devices 
	Rx Only !USA 
	Serial number 
	IEC/TR 60878, Graphical symbols for electricalequipmentin medical practice. Symbol 2498 
	SN 
	Catalogue number IEC/TR 60878, Graphical symbols for electricalequipmentin medical practice. Symbol 2493 
	REF 
	Batch code IEC/TR 60878, Graphical symbols for electricalequipmentin medical practice. Symbol 2492 
	LOT 
	Rechargeable battery 
	IEC 60417, Graphical symbols for use on equipment.Symbol 5639 
	Figure
	Recognized component mark for Canada and theUnitedStates. 
	Figure
	Figure
	USB port ISO 7000, Graphical symbols for use on equipment –Registered symbols. Symbol 3650 
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	IEC 60417, Graphical symbols for use on equipment.Symbol 5031 
	Symbol Description and Reference Document Charger power port 
	Lock ISO 7000, Graphical symbols for use on equipment –Registeredsymbols. Symbol 1656 
	Figure
	Unlock ISO 7000, Graphical symbols for use on equipment –Registeredsymbols. Symbol 3305 
	Figure
	Wireless charging No applicable standard 
	Figure
	Class II equipment IEC 60417, Graphical symbols for use on equipment.Symbol 5172 
	Figure
	Input IEC 60417, Graphical symbols for use on equipment.Symbol 5034 
	Figure
	Output IEC 60417, Graphical symbols for use on equipment.Symbol 5035 
	Figure
	Rated power output, direct current IEC 60417, Graphical symbols for use on equipment.Symbol 6048 
	Figure
	Polarity of Direct Current Power Connector IEC 60417, Graphical symbols for use on equipment.Symbol 5926 
	Figure
	Symbol Description and Reference Document
	Figure

	Do not use this device in a bathtub, shower or 
	Figure

	water-filled reservoir. ISO 7010, Graphical symbols – Safety colours and safetysigns – Registered safety signs. Symbol P026 
	Recognized UL Classification Marking for Canada and the United States. 
	Figure
	Recognized safety certification mark for the UnitedStates. 
	Figure
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	9. Technical Information 
	9. Technical Information 
	This section is provided in compliance with European standards.Thefollowing information is provided: 
	
	
	
	

	Technical specifications 

	
	
	

	Voice prompts 

	
	
	

	Electromagnetic Compatibility (EMC) compliance 


	9.1 Specifications 
	9.1 Specifications 
	Thissectionprovidestechnicalspecificationsand performancecharacteristicsfortheASSURE system. 
	All specifications are at 68°F (20°C) unlessotherwise stated. 
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	9.1.1 ASSURE System 
	9.1.1 ASSURE System 
	Item Detail 
	Classification Internally powered equipment per IEC 606011 (Group 1, Class B per IEC 60601-1-2),transportable, body-worn, infrequent use AED 
	-

	Electrical Protection Therapy Pads are type BF applied parts. ECG electrodes are typeCFappliedpartsper IEC 60601-2-4. 
	Operation Mode Continuous; automatic detection and treatment of dangerously fast heartrhythms, automatic detection of dangerously slow heart rhythms, collectionof patient dataand current system status 
	Accessible Parts (per IEC 60601-1) Monitor’s Plug Receptacle Hub Connector 
	Communications Near Field Communication (NFC) 13.56 MHzRFID, ASK Modulation, 124 dBuV/m, 0.12 in (3 mm) communication range 
	802.11 wireless networking 
	System Temperature Range: Operating 32°F to 122°F (0°C to 50°C) 
	Note: The Garment, which is worn directly on the skin, operates to a maximum of 105.8°F (41°C). The Garment does not generateadditional heat. When the Garment is on the body, the Sensors will notexceed skin temperature. 
	Relative Humidity 5 to 95% (non-condensing) 
	Operating Altitude -1253 to 9878 feet (-382 to 3011 meters) above sea level 700 to 1060 hPa (atmospheric pressure) 
	System Temperature Range: Storage -4°F to 122°F (-20 to 50°C) and Transport 
	LiquidandSolidIngress(perIEC60529) IP22(MonitorandTherapyCable) 
	MonitorWeight(includingBattery) 1.8lb (0.82kg) 
	Item Detail 
	Part Numbers Garment (Style A) – 80015 Garment (Style B) – 80016 Monitor – 80008 Therapy Cable – 80004 
	Carry Pack – 3326502 
	Figure
	9.1.2 Battery 
	Item Detail 
	Classification 
	Classification 
	Classification 
	Secondary rechargeable battery per IEC 62133 

	Type 
	Type 
	Single Lithium Ion rechargeable battery 

	Voltage 
	Voltage 
	Typical: 10.8 V 

	TR
	Operating Range: 7.5 V – 12.6 V 

	Capacity 
	Capacity 
	3.2 Ah, 34.5 Wh rated capacity 

	Temperature Range: Operating 
	Temperature Range: Operating 
	32°F to 131°F (0°C to 55°C) 

	Temperature Range: Charging 
	Temperature Range: Charging 
	32°F to 113°F (0°C to 45°C) 


	Relative Humidity 
	Relative Humidity 
	Relative Humidity 
	5 to 95% (non-condensing) 

	Operating Altitude 
	Operating Altitude 
	-1253 to 9878 feet (-382 to 3011 meters) above sea level 

	TR
	700 to 1060 hPa (atmospheric pressure) 


	LiquidandSolidIngress(perIEC 60529)IP55 Part Number 3322882 
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	9.1.3 Charger 
	9.1.3 Charger 
	Item Detail 
	Classification Class II ME Equipment per IEC 60601-1, Portable,Continuous Operation (CISPR 11 Group 1, Class B per IEC 60601-1-2), Type BF applied part 
	Charging Capacity One Lithium Ion battery with up to a 2 A charge current in the Battery slot. 
	Battery Charge Time (fromApproximately 4 hours empty to fully charged) 
	Power Supply Delta MDS-060BAS19 A 15-20 VDC, Class II 
	Wireless Charging Power output: 5W 
	Wireless charging well -maximum device dimensions including case: Height: 6.3 in (160.02 mm) Width: 3.33 in (84.58 mm) Depth: 0.49 in (12.45 mm) 
	USB Dedicated Charging Port USB 2.0 Standard Type A Output voltage and current: 5VDC at 1.5A 
	AC Adapter Class II, Line Voltage 100-240V AC, 50-60Hz 
	Power Jack Diameter and Diameter 2.1mm or 2.5mm Polarity 
	Support for up to 3A output current to Charger UL Rating 94-V0 Liquid and Solid Ingress (per IP2 IEC 60529) Temperature Range: Operating 32°F to 113°F (0°C to 45°C) 
	Temperature Range: Storage -4°F to 122°F (-20 to 50°C) and Transport 
	Operating Humidity 15 to 90% non-condensing 
	Operating Altitude -1253 to9878 feet (-382 to3011 meters) above sea level 700 to 1060 hPa(atmosphericpressure) 
	Part Numbers Charger – 3326633 AC Adapter – 3337063 Power Cord – 3336093 

	9.1.4 Alerts 
	9.1.4 Alerts 
	Item Detail 
	AudibleNotifications Alertnotificationsmayincludeaudiotonesand
	instructions. Alert notificationsandtonesplaythroughthe Monitor and Alert Button speakers. 
	-Heart alert tone volume range is 70 ±5 dBA. 
	-Systemalerttonevolumerangeis58±5dBA. 
	The time between first notification and instructions is approximately six seconds. Alert volume isnon-adjustable. 
	The tone assignments for each type of alert include: -TheHeartalerttoneisusedtoindicatethat 
	there is a rhythm issue with the patient. Thetone is 2 low-high chords repeated twice a second. 
	-TheSystemalerttoneisusedtoindicatethatthere is an equipment or system issue. The tone is a single chord played twice at a lowvolume, then automatically repeated at a slightly increased volume with a total play timeof 2.45 seconds for the set of paired chords. 
	VibrationNotifications AlertsareindicatedbyavibrationthroughtheAlert Button. 
	Visual Notifications Alerts are indicated byan alert icon onthe Monitor screen and the color of the Monitor light. -Heart alerts display a flashing red Monitor light and an alert icon on the Monitor screen. -SystemalertsdisplayablinkingyellowMonitor light and an alert icon on the Monitor screen. 
	-Heartalerts–Fourgentlepulsesfollowedbyanintense, triple-buzz vibration from the Alert Button. 
	-Systemalerts–Triple-pulsevibrationfromthe Alert Button. 
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	Item Detail 
	SystemAlertDetectionDelays ThefollowingSystemalertshaveadelaytimetoallow the system to confirm the alert condition beforenotifying the patient. 
	-Check Sensors alert (1–15 minutes) -Check Therapy Pads alert (15 minutes) 
	Note: The time between the first detection and instructions is approximately six seconds. 
	SystemAlertReplayDelays IfaSystemalertisnotsilenced,thereisadelaytime before theSystemalertisreplayedrangingfrom30 seconds to 30 minutes depending on the specificalert. 
	System Alert Silence Delays Ifthe System alert is silenced, there is adelay time before the System alert is replayed ranging from 5minutes to 30 minutes depending on the specific alert. 
	AlertandSystemStatus Thelistsbelowshowtheprioritiesfromhighest(1)to Priorities lowest. 
	1. 
	1. 
	1. 
	Service Required alert 

	2. 
	2. 
	CheckSensorsalert(witha1–2-minutedelay) 

	3. 
	3. 
	Shock and Seek Medical Attention alerts 

	4. 
	4. 
	Check Therapy Pads alert 

	5. 
	5. 
	Low Battery alert 

	6. 
	6. 
	CheckSensorsalert(witha15-minutedelay) 

	7. 
	7. 
	Shock Delivered – Seek Medical Attention alert 

	8. 
	8. 
	Service Needed alert 



	9.1.5 Detection 
	9.1.5 Detection 
	Note: This sectionprovidesinformation regardingtheASSUREdetectionalgorithm’sperformance and test methods per IEC 60601-2-4. 
	Item Detail 
	Detection The ASSURE detection algorithm uses ECG signals to analyze the rhythm and to detect shockable rhythms(ventricular tachycardia and ventricular fibrillation). 
	Note: The default VT rate threshold is 170 BPM. 
	The ASSURE detection algorithm automatically initiates analysis without requiring any input from the patient. 
	Performance of the ASSURE detection algorithm has been evaluated using aTest Dataset of electrocardiogram (ECG) segments. The Test Dataset wasadjudicated bycardiac electrophysiology experts using manual methods to determine the heartrate. The Test Dataset includes a total of 1,287 ECGsegmentsfromavariety ofsources.EachECGsegmentisatleast6 secondsinduration.Sourcesforthe TestDataset include: 
	
	
	
	

	Prospective data collection from electrophysiology (EP) labs using acommercialdataacquisition systemand standardadhesiveelectrodesplaced inASSUREECGleadlocations 

	
	
	

	UniversityofAlabamaBirminghamMedicalCenter EP Lab12-lead ECGrecordings 

	
	
	

	LosAngelesFireDepartmentLIFEPAK12 andLIFEPAK1512-lead ECGrecordings 

	
	
	

	ResuscitationOutcomesConsortium(ROC) single-leadECGrecordings 

	
	
	

	A series of single-lead ECG recordings gathered from emergency medicalserviceswith locationsinNorth Americaand Europeinwhichpatientswere treated with aLIFEPAK 1000 or aLIFEPAK12 

	
	
	

	Amsterdamemergency medical servicesspontaneousVFsingle-leadECGrecordings 


	The ASSURE detection algorithm's performance meets or exceeds the AmericanHeartAssociation(AHA) recommendationsforperformance asrequired by IEC60601-2-4. 
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	-without consistently identifiable QRS complexes Positive Predictive Value > 93% 
	Rhythm Min. Test Performance Observed Classification Sample Sample Goal Performance1 Size Size 
	Shockable Rhythm: 200 211 >90% sensitivity Met Coarse VF
	2 

	Shockable Rhythm: 50 107 >90% sensitivity Met Rapid VT
	3 

	Non-Shockable 100 248 >99% specificity Met Rhythm: 
	Normal Sinus Rhythm (NSR)
	4 

	Non-Shockable AF, Sinus Bradycardia, SVT, Heart Block, idioventricular, PVCs 
	30 397 >95% specificity Met 
	Rhythm: 
	Rhythm: 
	Non-Shockable 100 117 >95% specificity Met 
	Asystole
	5 

	Intermediate Rhythm: 25 28 Report Only > 74% sensitivity Fine VF
	6 


	Intermediate Rhythm: 
	Intermediate Rhythm: 
	Other VT25 37 Report Only > 89% sensitivity Slow VT-142 Report Only > 97% specificity Overall TestResults 
	7 
	8 

	Sensitivity 
	>90% sensitivity Met Specificity >95% specificity Met 
	Figure

	1. ASSURE system nominal therapy zone settings (VT 170 bpm, VF 200 bpm) -Report Only 
	3. Ventricular rhythm (Monomorphic/Polymorphic/Pleomorphic VT) Report Only < 3% 
	False Positive Rate adjudicated heart rate > 187 bpm (nominal VT rate threshold + 10%) 
	4. 
	4. 
	4. 
	Heartrate>60bpmand<100bpm,andp-wavesconsistentwithsino-atrialorigin 

	5. 
	5. 
	Rhythmswithpeak-to-peakamplitude<75µV 

	6. 
	6. 
	Disorganized ventricular rhythm with a peak-to-peak amplitude ≥ 100 µVand ≤ 200 µV 

	7. 
	7. 
	7. 
	Ventricular rhythm (Monomorphic/Polymorphic/Pleomorphic VT) adjudicated 

	heart rate ≥ 170 bpm (nominal VT rate threshold) and ≤ 187 bpm(nominal VT rate threshold + 10%) 

	8. 
	8. 
	Ventricular rhythm (Monomorphic/Polymorphic/Pleomorphic VT)adjudicated heart rate < 170 bpm (nominal VT rate threshold) 


	Notes: 
	
	
	
	

	American HeartAssociation(AHA)AED TaskForce,Subcommitteeon AED Safety & Efficacy. “Automatic External Defibrillators forPublicAccess Defibrillation: Recommendations for Specifying andReportingArrhythmia Analysis Algorithm Performance,IncorporatingNewWaveforms,andEnhancing Safety.”Circulation95,no. 6 (1997): 1677–82. 

	
	
	

	The studies and data cited above are the result of extremelychallenging rhythms that deliberately test the limits of AEDs.Clinically,theactualsensitivityandspecificitymay beequalorbetter. 
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	9.1.6 Defibrillation 
	9.1.6 Defibrillation 
	Note: Thissection providesinformation regardingdefibrillation perIEC 60601-2-4. 
	Item Detail 
	Shock Waveform 
	Shock Waveform 
	Shock Waveform 
	A Biphasic Truncated Exponential (BTE) waveform that provides synchronous cardioversion defibrillation therapy. 

	Device Capacity 
	Device Capacity 
	With a new Battery: -Provides up to 25 170J defibrillation shocks(per IEC 60601-2-4 for an infrequent use AED) or at least 24 hours of operation time. At a Low Battery alert indication: -Provides three 170J defibrillation shocks or two hours of operation time. 

	Shock Ready Time Maximum Charging Time After Shocks 
	Shock Ready Time Maximum Charging Time After Shocks 
	There is a delay of approximately 20 seconds from the Shock alert notification to the actual shock delivery.This allows time for the patient to press theAlert Button to divert the shock. If rate recovery or a non-shockable rhythm occursafter the initial Shock alert notification, the system will cancel the shock sequence and issue a “No shock needed” message within 30 seconds. Within 20 seconds6 

	Maximum Time from Initiation of Rhythm Analysis toReadiness for Discharge After6 Shocks 
	Maximum Time from Initiation of Rhythm Analysis toReadiness for Discharge After6 Shocks 
	Within 35 seconds 

	VF Shock Delivery Time 
	VF Shock Delivery Time 
	A shock is delivered within approximately 40 secondsof the onset of VF, unless a conscious patient diverts therapy by pressing the Alert Button or the rhythm returns to normal. 

	VT Shock Delivery Time 
	VT Shock Delivery Time 
	A shock is delivered within approximately 80 seconds of the onset of VT, unless a conscious patient diverts therapy by pressing the Alert Button or the rhythm returnsto normal. 


	Detail Item 
	Shock Energy Output and Accuracy Impedance at which the shockis The shock energy output is 170 joules (non-configurable). The energy accuracy for shock energy delivered intoa 50Ω resistor is equal to 170 joules ± 8%. 
	not delivered 
	not delivered 
	A shock is delivered regardless of the impedance reading. 

	The completeASSUREsystembiphasic waveformisshownbelow. 
	Figure
	Currentflowismaintained duringphase1 foratime T1,afterwhich thereisashort 400µS pause between phases (T3). Current flow is then reversed for phase2. 
	The peak current(I1)isdetermined bythechargevoltage/patientresistance. 
	The phase durations (T1 and T2) are microprocessor-controlled and are adjustedbased onthe patientimpedance.Patientimpedanceisderived fromtherateofdecay ofthe capacitorvoltage. 
	The waveform “tilt” is a measure of the amount the capacitor voltage hasdecayedduringashock.Itiscalculatedwith the formulaTilt = (I1 -|I4|)/I1.Forthe ASSURE system’s defibrillation waveform, the tilt is greatest at low impedances and less at high impedances. 
	Nominal shock waveform parameters are providedin the following table. 
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	Patient Peak Phase 1 Phase 2 Measured Energy Resistance Current (T1) (T2) Tilt Output (I1) 
	25 63 A 3.54 ms 3.54 ms 86.2% 156 to 184 joules 50 32 A 4.96 ms 4.96 ms 75.7% 156 to 184 joules 75 21 A 6.33 ms 6.33 ms 70.2% 156 to 184 joules 100 16 A 8.08 ms 5.60 ms 63.6% 143 to 168 joules 125 13 A 8.85 ms 5.28 ms 55.7% 136 to 158 joules 150 11 A 9.50 ms 5.08 ms 50.4% 126 to 148 joules 175 9 A 10.07 ms 5.02 ms 46.3% 117 to 138 joules 200 8 A 10.58 ms 5.01 ms 43.0% 109 to 128 joules 
	Shocks per Sequence 
	The ASSURE system can deliver up to five shocks in a row for a single event (orshocks are canceled and the ASSURE system resets. If a new episode occurs,theshock sequence begins again. 
	episode).If the ASSUREsystemdetectsaraterecovery after ashock,additional

	Synchronized Defibrillation Shock Delivery 
	The ASSURE system will deliver a synchronous defibrillation shock aftercharging under the following conditions: 
	
	
	
	

	If an R-wave is detected within three seconds after the ASSURE systemfinishes charging, the maximum time delay from the peak of the R-wave tothe peak ofthe ASSURE systemoutputwaveformis60 ms. 

	
	
	

	If an R-wave is not detected within three seconds after theASSURE system finishes charging, the ASSURE system delivers thedefibrillationshock asynchronously. 




	9.2 Voice Prompts 
	9.2 Voice Prompts 
	Thissection liststhe voicepromptsthatareused bythe ASSUREsystem. 
	Voice Prompt Description Heart Alerts 
	Shock Alert 
	Before the shock: 
	Before the shock: 
	Before the shock: 
	Preparing to shock.Do not touch the patient. 
	The device is charging for defibrillation. 

	TR
	Do not touch the patient. 
	Instructs anyone nearby not to touch the patient as a shock is imminent. 

	TR
	Preparing to shock in 3, 2, 1. 
	The device provides a warning that the shock is about to be delivered. 

	After the shock: 
	After the shock: 
	Shock delivered. 
	The device has successfully delivered a shock. 

	TR
	Call 911 now. Do not touch the patient. 
	Instructs anyone nearby to call 911 and not touch the patient because additional shocks may occur. 

	TR
	Preparing to shock. Do not touch the patient. 
	The device is charging for defibrillation. 

	Seek Medical Attention Alert 
	Seek Medical Attention Alert 
	Call 911 now. Begin CPR is patient is unconscious. 
	Instructs anyone nearby to call 911 and begin CPR if the patient is unconscious. 


	System Alerts 
	Connect Plug to Monitor Alert 
	Connect Plug to Monitor Alert 
	Connect Plug to Monitor Alert 
	Connect the Plug to your Monitor. 
	The device cannot detect that the Plug is connected to the Monitor. 

	Connect Hub to Garment Alert 
	Connect Hub to Garment Alert 
	Connect the Hub to your Garment. 
	The device cannot detect that the Hub is inserted into the Garment. 


	Put on Garment Put on your Garment The device cannot detect that the patient Alert now. is wearing the Garment. 
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	Voice Prompt Description 
	Low Battery ReplaceyourBattery Thebatteryhaslessthantwohoursof Alert now. power left. 
	Check Sensors AdjustyourGarment Thedevicehaslostcontactwith oneor Alert now. The Sensors more Sensors in the Garment. 
	must touch your skin. 
	Check Therapy Check the Therapy The device has lost contact with one or Pads Alert Pads. The pads must more of the Therapy Pads. 
	touch your skin. 
	Shock Delivered Call 911 now. You The device has successfully delivered a 
	– Seek Medical have received a shock and the dangerous heart rate is no Attention Alert shock. Continue to longer detected. 
	wear your ASSURE system. 
	Service Required Call the ASSURE The device has detected a problem with 
	Alert Helpline now. Your the system and the device is not device needs operational. service. 
	Service Needed Call the ASSURE The device has detected a problem with 
	Alert Helpline now. Your the system, but the system is still device needs operational. service. Continue to wear your ASSURE system. 
	System Status Messages 
	Alert Button Press your Alert The device is requesting interaction with Button now. the Alert Button to confirm operation. 
	Shock Diverted Shockhasbeen TheAlertButtonwaspressedtocancel(shock notcanceled. the shock delivery. delivered) 
	Shock Diverted Shock has been The device successfully delivered a shock. 
	(shock delivered) canceled. Call 911 However, a dangerously fast heart rhythmwas now. You have still detected so another shock sequence received a shock. started, and the patient pressedthe Alert Continue to wear Button to cancel the shock delivery. your ASSURE system. 
	Voice Prompt Description 
	Shock Not Noshockwas TheASSUREsystemhasdetectedarateDelivered needed. recovery, so the shock was canceled. 
	TherapyDepleted(additionalshocks still available) 
	You have reset the system. Call 911 now.You have received a shock. Continue to wear your ASSURE system. 
	The device successfully delivered five shocks. The device has been reset and an additional five shocks are available if a dangerously fast heart rhythm is detectedagain. 

	9.3 Wireless Interference 
	9.3 Wireless Interference 
	If there is any indication of interference between a wireless device and theASSUREsystem, move away from the wireless device or turn it off, if possible. Call theASSUREHelplineat1.833.692.7787ifyoucontinueto haveinterferenceproblems. 

	9.4 Electromagnetic Compatibility 
	9.4 Electromagnetic Compatibility 
	The ASSURE wearable defibrillator is shielded to protect it againstelectromagneticinterference (EMI) and prevent it from interfering with commonelectronicitems.The ASSUREsystemshouldoperate normallyaroundmost electronic household items, such as microwave ovens, televisions,computers,kitchenappliances,mobilephones,and garagedoor openers. 
	However, the patient shouldalways use cautionwhenwearingthe
	ASSURE system around household equipment that could potentially produceuncommonly high electromagnetic interference, such as high-powered two-wayradios,arc weldingequipment,highvoltagetransmission lines,largeelectricmotorsand generators, and power tools. These types of devices generateelectromagnetic
	fields that may interfere with the normal operation of the ASSUREsystem. 
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	9.4.1 Electromagnetic Emissions -Guidanceand Manufacturer's Declaration 
	9.4.1 Electromagnetic Emissions -Guidanceand Manufacturer's Declaration 
	The ASSURE system is intended for use in the electromagnetic environmentspecifiedbelow.Thepatientor theuseroftheASSUREsystemshould ensurethatitis used in such an environment. 
	Electromagnetic Environment 
	Electromagnetic Environment 
	Figure
	-

	Emissions Test Compliance 

	Guidance 
	RF emissions Group 1 The ASSURE system transmits RF energy onlyfor CISPR 11 low power Bluetoothcommunication. ItsRF emissionsare verylowandare notlikelyto cause any interference in nearby electronic equipment. 
	® 

	RF emissions CISPR 11 Harmonic emissions IEC 61000-3-2 
	RF emissions CISPR 11 Harmonic emissions IEC 61000-3-2 
	RF emissions CISPR 11 Harmonic emissions IEC 61000-3-2 
	Class B Class A 
	The ASSURE system is suitable for use in all establishments, including domesticestablishments and those directly connected to the public low-voltage power supply network that supplies buildings used fordomestic purposes. 

	Voltage fluctuations/ flicker emissions IEC 
	Voltage fluctuations/ flicker emissions IEC 
	Complies 

	61000-3-3 
	61000-3-3 



	9.4.2 Federal Communications Commission (FCC) Declaration 
	9.4.2 Federal Communications Commission (FCC) Declaration 
	Thisdevice complieswith Part15ofthe FCCrules,and itsoperation issubjectto thefollowing two conditions: (1) this device may not cause harmfulinterference, and 
	(2)this device must accept any interference received, including interference thatmay cause undesired operation. 
	This device contains: 
	Transmitter ModuleFCCID:YKP1024119 
	

	CAUTION 
	Figure

	Changes or modifications to this device not expressly approved by Kestra MedicalTechnologies,Inc.could voidthepatient'sauthorityto operatethedevice. 

	9.4.3 Electromagnetic Immunity -GuidanceandManufacturer's Declaration 
	9.4.3 Electromagnetic Immunity -GuidanceandManufacturer's Declaration 
	The ASSURE system is intended for use in the electromagnetic environmentspecifiedbelow.Thepatientor theuseroftheASSUREsystemshould ensurethatitis used in such an environment. 
	Test Level Immunity Test IEC 60601 Electromagnetic Compliance Environment -Guidance 
	Electrostatic ±8 kV contact discharge (ESD) 
	±15 kV air 
	±15 kV air 
	±15 kV air 
	IEC 61000-4-2 

	Monitor, Battery, Garment, and Charger: 

	±8 kV contact ±15 kV air 
	Therapy Cable: ±6 kV contact ±15 kV air 
	No precautions necessary 
	Electrical fast ±2 kV for powerComplies Mains power quality transient/burst supply lines should be that of a IEC 61000-4-4 ±1 kV for input/typical home 
	output lines environment. 
	±1 kV line(s) to Complies Mains power quality line(s) should be that of a 
	Surge 

	IEC 61000-4-5 
	IEC 61000-4-5 
	IEC 61000-4-5 
	IEC 61000-4-5 
	typical home 

	±2 kV line(s) to

	environment. 

	earth 
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	Test Level Immunity Test IEC 60601 Electromagnetic Compliance Environment -Guidance 
	Voltage dips, short Complies Mains power qualityinterruptions andshould be that of a 
	<5% U
	T 

	(>95% dip in U) 
	T

	voltage variations typical homeon power supplyenvironment. input lines If the user of the ASSURE IEC 61000-4-11 40% UT system requires
	for 0.5 cycle 

	continued operation 
	continued operation 
	continued operation 
	continued operation 
	continued operation 
	(60% dip in U) 
	T


	during power mains

	for 5 cycles 

	interruptions, the 

	ASSURE system’s Charger 70% UT should be connected to an uninterruptible power
	(30% dip in U
	T
	) 

	supply. 
	for 25 cycles 
	<5% UT (>95% dip in U) for 5 sec 
	T

	Power frequency30 A/m 30 A/m Power frequency(50/60Hz) magneticfieldsshould magnetic field be at levels 
	characteristic of a 
	characteristic of a 
	IEC 61000-4-8 

	typical location in atypical home environment. 
	Note: Uis the AC Mains voltage prior to application of the test level. 
	T 

	The ASSURE system is intended for use in the electromagnetic environmentspecifiedbelow.Thepatientor theuseroftheASSUREsystemshould ensurethatitis used in such an environment. 
	Test Level Immunity Test IEC 60601 Electromagnetic Compliance Environment -Guidance 
	Portable and mobile RF communications equipment should beused no closer to any part of the defibrillator,including cables, than the recommended separation distance calculated from the equation applicable to the frequency of thetransmitter. 
	Recommended separation distance 
	Conducted RF 3 Vrms 3 Vrms 
	Conducted RF 3 Vrms 3 Vrms 
	d = 1.2 

	IEC 61000-4-6 
	IEC 61000-4-6 
	150 kHz to 80 MHz outside ISM bands
	1 


	6 Vrms 
	6 Vrms d = 1.2 150 kHz to 80 MHz in ISM bands
	1 

	Figure
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	Test Level Immunity Test IEC 60601 Electromagnetic Compliance Environment -Guidance 
	Radiated RF IEC 10 V/m 10 V/m 61000-4-3 80 MHz to 2.5 
	80 MHz to 2.5 GHz 
	GHz 
	GHz 
	d = 1.2 80 MHz to 800 MHz 
	Figure


	d = 2.3 800 MHz to 
	Figure

	2.5 GHz Where P is the maximum output power rating of the transmitterin watts (W) according to the transmitter manufacturer and d is the recommended separation distance in meters (m).Field strengths from fixed RF transmitters, as determined by an electromagnetic site survey, should be less than the compliance level in each frequency range. Interference may occurin the vicinity of equipmentmarked withthe following symbol: 
	2 
	3

	Figure
	Notes: -At 80 MHz and 800 MHz, the higher frequency range applies. -These guidelines may not apply in all situations. Electromagnetic propagationis affected by absorption and reflection from structures, objects and people. -No deviations or allowances to the standards have been used. 
	1. The ISM (industrial, scientific and medical) bands between 150 kHz and 80 MHz are 6.765 MHz to 6.795 MHz; 13.553 MHz to 13.567 MHz; 26.957 MHz to 
	27.283 MHz; and 40.66 MHz to 40.70 MHz. 
	2. 
	2. 
	2. 
	The compliance levels in the ISM frequency bands between 150 kHz and 80MHz and in the frequency range 80 MHz to 2.5 GHz are intended to decrease the likelihood that mobile/portable communications equipment could causeinterference ifitisinadvertentlybroughtintopatientareas.Forthis reason, an additional factor of 10/3 is used in calculating the recommended separation distance for transmitters in these frequencyranges. 

	3. 
	3. 
	Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with accuracy. To assess the electromagnetic environment due to fixed RFtransmitters, an electromagnetic site survey should be considered. If the measured field strength in the location in which the ASSURE system is used exceeds the applicable RF compliance level above,the ASSURE system shou



	9.4.4 Recommended Separation Distances 
	9.4.4 Recommended Separation Distances 
	The ASSURE system is intended for use in an electromagnetic environment in which radiated RF disturbances are controlled. The patient or the user of the ASSUREsystemcan helppreventelectromagneticinterferencebymaintainingaminimum distance between portable and mobile RF communicationsequipment(transmitters) and the ASSURE system as recommended below,accordingto themaximum output power of the communications equipment. 
	Rated maximum Separation distance accordingto frequency oftransmitter (m) 150 kHz to 80 MHz outside ISM bands d = 1.2 150 kHz to 80 MHz in ISM bands d = 1.2 output power 80 MHz to 800 MHz 800 MHz to 2.5 GHz of transmitter (W) d = 1.2 d = 2.3 0.01 0.12 0.12 0.12 0.23 
	0.1 
	0.1 
	0.1 
	0.38 
	0.38 
	0.38 
	0.73 

	1 
	1 
	1.2 
	1.2 
	1.2 
	2.3 

	10 
	10 
	3.8 
	3.8 
	3.8 
	7.3 

	100 
	100 
	12 
	12 
	12 
	23 
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	Rated maximum Separation distance accordingto frequency oftransmitter (m) 150 kHz to 80 MHz outside ISM bands d = 1.2 150 kHz to 80 MHz in ISM bands d = 1.2 output power 80 MHz to 800 MHz 800 MHz to 2.5 GHz of transmitter (W) d = 1.2 d = 2.3 
	For transmitters rated at a maximum output power not listed above, the recommended separation distance d in meters (m) can be determined using theequation applicable to the frequency of the transmitter, where P is the maximum output power rating of the transmitter in watts (W) according to the transmittermanufacturer. 
	Notes: -At 80 MHz and 800 MHz, the separation distance for the higher frequencyrange applies. -The ISM (industrial, scientific andmedical) bands between 150 kHz and 80MHz are 6.765 MHz to 6.795 MHz; 13.553 MHz to 13.567 MHz; 26.957 MHz to 
	27.283 MHz; and 40.66 MHz to 40.70 MHz. 
	-An additional factor of 10/3 is used in calculating the recommended separation distance for transmitters in the ISM frequency bands between 150kHz and 80 MHzand in the frequency range 80 MHz to 2.5 GHz to decrease the likelihood that mobile/portable communications equipment could causeinterference if it is inadvertently brought into patient areas. 
	-These guidelines may not apply in all situations. Electromagnetic propagationis affected by absorption and reflection from structures, objects and people. 

	9.4.5 Radio Frequency (RF) Transmissions 
	9.4.5 Radio Frequency (RF) Transmissions 
	The ASSUREsystemtransmitsusing Bluetooth® Classicwith Class2 powermanagement, 4 dBm (2.5mW) maximum output power. The frequency ofoperation is 2.400 to 2.4835 GHz including guard bands 2 MHz wide at thebottom end and 3.5MHz wide at the top. It uses Gaussian Frequency ShiftKeying,GFSKmodulation,andfrequencyhoppingover 79channels. 
	Note: The Monitor has not undergone the Bluetooth SIG certification processandno claim is made that the Monitor is certified by the BluetoothSIG. 
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	Quick Start Guide 
	Quick Start Guide 
	WhenYou GetHome Your Daily Routine 
	Insert the Charger cord plug fromthe
	Wear the ASSUREWearable 
	1 
	1 
	® 

	ACadapter into the Charger and
	Defibrillator, even while you sleep 
	rotate the cord to secure it 
	Figure
	Connect the power cord to the ACadapter and plug the Chargerinto anelectrical outlet 
	2 
	Figure
	3 
	Insert the spare Battery into theCharger 
	1 2 
	Need help? 
	• 
	• 
	• 
	Read the ASSURE Wearable Defibrillator Patient Handbook. 

	• 
	• 
	Watch the patient video on the Kestrawebsite atkestramedical.com/patients. 

	• 
	• 
	Callthetoll-freeASSUREHelplineat 1.833.MYASSURE (1.833.692.7787). 


	Note: 
	Note: 
	3 2 
	Replace the Battery daily 
	Remove the ASSURE system beforetaking a shower or bath 
	Figure
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	Check the system status at any timebypressing the Alert Button 
	Figure
	• 
	• 
	• 
	You should see a green light and theSystemReady iconontheMonitor. 

	• 
	• 
	Youshouldhearaguitarstrum. 


	Note: 
	If a System alert is active, pressing the Alert Button will replay the alert. 
	See the ASSURE Wearable Defibrillator Patient Handbook for product label and packaging symbol descriptions. 
	Responding to a System Alert 
	PATIENTSONLY: Press theAlert 
	Figure

	Button to quiet the alert 
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	Look at the Monitor Light andScreen 
	Figure
	Respond to the alert 
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	Note: 
	Press the Alert Button again to replay the alert. 
	Other Important Alerts 
	Other Important Alerts 
	Responding to a Shock Alert 

	When the ASSURE system detects and confirms adangerouslyfast heart rhythm, it issuesa Shockalert. 
	Figure
	If you notice the Shock alert: 
	• 
	• 
	• 
	PATIENTS ONLY: Press the Alert Button immediatelyto cancelshockdelivery. 

	• 
	• 
	Continuetowearthesystemunlessadoctor tells you to remove it. 

	• 
	• 
	• 
	Call911orseekmedicalattentionifyoufeeldizzy or unwell. 

	If you do not press the Alert Button: 

	• 
	• 
	Thesystemwilldeliverashock,ifneeded. 

	• 
	• 
	• 
	CAREGIVERS/FAMILY: 

	• 
	• 
	• 
	After a shock, the system will instructanyone nearby to call 911. The systemwill not call 911 for you. 

	• 
	• 
	The patient is the only one who shouldpress the Alert Button. Do not press theAlert Button for them. 
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	remaining. 
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	Call 911 and continue to wear the ASSURE 
	Emergencyhelpis needed. 
	system. 
	Service is required. 1.833.692.7787. Check the Sensors. Adjust the Garment or moisten your skin. 
	Immediatelycall the ASSUREHelplineat
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	Important Information 
	Important Information 
	Caution: FederalLawrestrictsthisdeviceto sale byor onthe orderofaphysician. 
	Rx Only !USA 

	Version History 
	Thisdocumentisbased on theinitialreleaseoftheASSUREsystemandCharger. 
	Trademarks 
	Trademarks 
	ASSURE,KESTRA,and the ASSUREheartlogoareregisteredtrademarksandCardiacRecoverySystemisatrademark ofKestraMedical Technologies, Inc. or its affiliates. All other product and company names herein are trademarks orregistered trademarksoftheir respectiveowners. 
	Confidentialand Proprietary Information 
	The ASSUREsystemdocumentation providedto thepatientservicerepresentative (PSR)for training,programming,fitting,maintaining, and troubleshooting (including the Training Manual) areconfidential and proprietary information of KestraMedicalTechnologies, Inc. or its affiliates (collectively “Kestra”). By accepting the documentation the PSR agrees to the following: 
	(i)the PSRwillnotshare thedocumentationwith thirdparties; 
	(ii)the PSRwillnotmake copiesofthedocumentation; 
	(iii)the PSRwillkeepthe documentationundertheir directcontrolandconfidentialwhen usingthedocumentation;and 
	(iv)the PSRwillstore the documentationin asecure manner whenthey are notusingthe documentation. 

	License 
	License 
	The ASSURE system, including the ASSURE Charger and Tablet, its proprietary software, documentation, and certain intellectualpropertyassociatedwith thesystemareowned byKestra.Thesystem,software,anddocumentation providedto thePSRmustbereturnedto Kestraaftercompletingthetermoftheir agreementwith Kestra.KestragrantsthePSRanonexclusive license to usethe system, software, and intellectual property solely for useduring the term of their agreement with Kestra. 
	The PSR agrees they will only use the ASSURE system as authorized in their agreement with Kestra. By using the ASSUREsystem,the PSRacknowledgesthatownershipofthesystem,software,anddocumentationremainswith Kestra,andthePSRagreestheywilluse thesystem,software,documentation,and intellectualpropertyonlyduringthetermintheir agreementwith Kestra. 
	Further,exceptasexpresslypermittedunder applicablelawthatcannotbewaived,thePSRagreestheywillNOTperform,aid, orcondoneany party in performingany of the following: 
	(i)copyingor reproducingany partofthesystemincludingthesoftware anddocumentation; 
	(ii)removingor destroyinganyproprietarycopyrightnoticesor otherlegendsandlabelingthatare partofthe system
	including the software and documentation; 
	(iii)removing or downloading the software from the system; 
	(iv)reverseengineeringthe systemincludingthe software(reverseengineeringasusedhereinincludesbutisnot
	limited to modifying, decompiling, sniffing, or reconstructing the system software). 
	Open Source Software 
	Certain software components (referred to herein as “Open Source Components”) that are used with or in the ASSURErequired by the terms of these open source license agreements, Kestra offers to make the source code corresponding tothe OpenSource Components available upon request. 
	systemare notownedKestrabutarelicensedto Kestraundervariousopen source licenseagreements.As

	NO WARRANTY 
	TO THE EXTENT PERMITTED BY APPLICABLE LAW, THE OPEN SOURCE COMPONENTS ARE PROVIDED “AS IS” WITHOUT WARRANTY OF ANY KIND, EITHER EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, THE IMPLIED WARRANTIES OFMERCHANTABILITY ANDFITNESS FOR A PARTICULAR PURPOSE OR ANY WARRANTY AGAINST INFRINGEMENT OR ANYVIOLATION OF INTELLECTUAL PROPERTY RIGHTS COVERING THE OPEN SOURCE COMPONENTS. IN NO EVENT UNLESSREQUIRED BY APPLICABLE LAW WILL ANY PARTY, INCLUDING KESTRA MEDICAL TECHNOLOGIES INC OR ITS AFFILIATES,BE LIABLE FOR
	attribution-notice. 
	For more informationon open-sourceapplication licensesfortheASSUREsystem,go to www.kestramedical.com/oss
	-
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	1. Overview 
	1. Overview 
	Thissection providesgeneralinformation aboutthe ASSUREwearable defibrillator(ASSUREsystem)including: 
	• 
	• 
	• 
	Introduction 

	• 
	• 
	Using this manual 

	• 
	• 
	How to get help 

	• 
	• 
	Information for familyand caregivers 

	• 
	• 
	Systemkitcontents 

	• 
	• 
	ReturningtheASSUREsystem 

	• 
	• 
	Partdescriptions 

	• 
	• 
	Glossary 


	1.1 Introduction 
	1.1 Introduction 
	Note: ThePSRshouldbefamiliarwith theASSUREWearableDefibrillatorPatientHandbook,theASSUREsystem,andits components. 
	The ASSUREwearabledefibrillator (or ASSUREsystem) isused to treatSuddenCardiacArrest(SCA).SCAiswhen theheartstops pumping without warning and typically results in death because there is insufficient time to seektreatment. The ASSURE
	systemanalyzesand treatspatientsforapotentiallylife-threateningheartrhythm.In orderfor the 

	ASSUREsystemto work properly,itmustbe properly fitted andprogrammedfor eachpatient. 
	The ASSURE system has two main wearable components: the Garment and the Carry Pack. The patient servicesrepresentative (PSR) is responsible for fitting the patient with these components and demonstrating how the patientshould wear them.TheASSUREsystemisdesignedto be wornon thebodyatall times,can beused bymanydifferenttypes ofusers,and can bediscreetlyworn inpublicsettings(forexample,goingto agrocerystore,attendingafootballgame, or eatingat arestaurant). 
	The ASSURE system is worn by the patient and provides continuous electrocardiogram (ECG) acquisition and rhythm analysisand, if necessary, delivers a therapeutic shock to the patient without the assistance of another person. TheASSURE systemprovides ongoing detection of the following arrhythmias:Ventricular Fibrillation (VF), VentricularTachycardia(VT),Bradycardia,and Asystole. The ASSURE system provides synchronous and asynchronous defibrillationtherapy using a Biphasic TruncatedExponential(BTE) waveforman
	ASSURE system supports configurable rate zone management of ventricular arrhythmias. 
	When the ASSURE system detects a dangerously fast heart rate, it alerts the patient through a series of vibrations, visual,andaudionotifications (called a Heart alert). If therapy is required, the ASSURE system notifies bystanders that a shock isgoingto bedelivered and to not touch the patient. The ASSURE system will then deliver a defibrillating shock and continueanalyzing thepatient. If the patient is conscious and realizes a Heart alert is occurring, they must immediately press theAlert Button. Doing son
	Duringthe patientsession,thePSRusestheTabletto communicate withthe ASSUREsystemandfitand trainthe patient.TheTablet connects to the main electronics unit of the ASSURE system, the Monitor, via a secure wireless link. The ASSUREapplication enables the PSR to determine proper functionality of ASSURE system components, program the ASSUREsystemaccordingto the patient'sprescription,and verify fitoftheASSUREsystem.For moreinformation onthe Tablet, see chapter 3,Usingthe Tablet,onpage 33. 
	Note: The Tablet is not intended to be used for patient diagnosis or treatment. 
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	1.1.1 Indications for Use 
	1.1.1 Indications for Use 
	The ASSUREsystemisindicatedforadultpatientswho are atriskfor suddencardiacarrestand arenotcandidates for,orrefuse, animplantable defibrillator. 

	1.1.2 Contraindications 
	1.1.2 Contraindications 
	The ASSUREsystemiscontraindicatedfor use onpatientswith an activeimplantabledefibrillator. 

	1.1.3 Intended Use, Operators, and Location 
	1.1.3 Intended Use, Operators, and Location 
	The ASSURE system is intended for patients who have been prescribed this device by their physician. The patient is theprimaryoperator.A Kestrapatientservicerepresentative (PSR)fitsandtrainsthe patientonproper use and careofthesystem. 
	The ASSUREsystemisintendedforusebyapatientduringtheirnormaldaily activitiesprimarilyinthehome or communitysettings,but also hospitals, medical clinics, healthcarefacilities, and transport. The Charger is intended to be used in thehomeenvironment. 

	1.1.4 Essential Performance 
	1.1.4 Essential Performance 
	The ASSUREsystemmonitorsthe patientfor dangerousheartrhythmsanddeterminesiftherapy,intheformofelectricalshocks,isrequired. Unacceptablerisksincludethe loss ofdetection and therapy. 


	1.2 Using this Manual 
	1.2 Using this Manual 
	This manual is intended for Kestra Medical Technologies employees, Patient Service Representatives (PSRs), and othercontractedrepresentatives,who areresponsibleforfittingand trainingpatientswith the ASSUREsystem. 
	This manual includes the following information: 
	• 
	• 
	• 
	DescriptionoftheASSUREsystemanditscomponents 

	• 
	• 
	Safety information 

	• 
	• 
	An overview of the Tablet and its features 

	• 
	• 
	Instructionsforpreparingfortheinitialpatientsession 

	• 
	• 
	InstructionsforfittingthepatientwithaGarmentandhowtoassembletheASSUREsystem 

	• 
	• 
	InstructionsfortrainingthepatientontheASSUREsystem 

	• 
	• 
	A checklist for performing the patient fitting and training tasks 

	• 
	• 
	Apatientcomprehensiontest 



	1.3 Product Assistance 
	1.3 Product Assistance 
	ForquestionsorhelpconcerningtheASSUREsystem,Charger,orpatientsetupand training,callthetoll-freeASSUREHelplineat 1.833.MYASSURE (1.833.692.7787). 
	Figure

	1.4 System Kit Contents 
	1.4 System Kit Contents 
	The ASSUREsystemispackaged in asealedsystemkitboxfromthe factory. 
	Note: In additionto thesystemkit,thePSRwillalsoprovidethepatientwith two Garmentsafterthefitting. 
	The system kit includes the following items: 
	• 
	• 
	• 
	Monitor • Batteries(2) 

	• 
	• 
	Therapy Cable 

	• 
	• 
	Charger,ACadapter,andpowercord 

	• 
	• 
	CarryPack 

	• 
	• 
	Garmentlaundrybagand laundrydetergent 


	• 
	• 
	• 
	ASSURE Wearable Defibrillator Patient Handbook 

	• 
	• 
	ASSURE Wearable Defibrillator Quick Start Guide 


	Note: Ifany partoftheASSUREsystemisnotworking properlyorisdamaged,thepatientshouldcalltheASSUREHelplineat1.833.692.7787 to order a replacement. 

	1.5 Kit Return after Prescription Completion 
	1.5 Kit Return after Prescription Completion 
	The prescriberwilldetermine whenthe patientnolonger needsto wearorusethe ASSUREsystem.Whenthe patientisfinishedwith the system,they should do the following: 
	• 
	• 
	• 
	RemovetheBatteryfromtheMonitor. 

	• 
	• 
	Take off the ASSURE system. 

	• 
	• 
	Findtheoriginalsystemkitboxandfollowtherepackinginstructionsontheinsideofthelid. 

	• 
	• 
	Packupthecompletesystem,includingallaccessories,thesecondGarment,Charger,andbothBatteries,intotheprovidedsystem kit box. 

	• 
	• 
	Sealthelidonthesystemkitboxaccordingtotheinstructionsontheinsideofthelid. 

	• 
	• 
	ReturnthesystemkitboxtoKestraMedicalTechnologies.Theboxshouldhaveaprepaidreturnshippinglabelalready on it. 


	If thepatienthasanyquestions,theycancalltheASSUREHelplineat1.833.692.7787. 
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	1.6 PatientTrainingVideo 
	1.6 PatientTrainingVideo 
	A videoisavailableto assistwith trainingpatientson howto use theASSUREsystem.Have thepatientwatchthisvideoprior to
	assembling the ASSURE system. The video is approximately 15 minutes long and isavailable atwww.kestramedical.com. 

	The video includes the following topics: 
	• 
	• 
	• 
	Chapter1–YourASSURESystem 

	• 
	• 
	Chapter2–PuttingyourASSURESystemTogether 

	• 
	• 
	Chapter 3 – Putting on your ASSURE System 

	• 
	• 
	Chapter4–TurningonyourASSURESystem 

	• 
	• 
	Chapter5–WearingyourASSURESystem 

	• 
	• 
	Chapter6–CaringforyourASSURESystem 

	• 
	• 
	Chapter 7 – Therapy from your ASSURE System 


	Note: Encourage patients to pause the video for any comments or questions. 

	1.7 Patient Information Card 
	1.7 Patient Information Card 
	The informationcard providesemergencyinstructionsfor firstrespondersorbystandersanditincludesemergencycontactinformation. 
	Instructions: 
	Step 1 ThePSRshouldensurethepatientcontactinformationiscompleted 
	• 
	• 
	• 
	Patientname 

	• 
	• 
	Emergencycontactname 

	• 
	• 
	Emergencycontactphonenumber 


	Step 2 ThepatientshouldinsertthecardintotheCarryPack’sfrontpocket 
	Note: To replacea lostcard,thepatientshouldcalltheASSUREHelplineat1.833.692.7787. 
	Figure
	Figure

	1.8 Information for Family and Caregivers 
	1.8 Information for Family and Caregivers 
	Note: Ifpossible,caregiversorfamilymemberswholivewith thepatientshouldattendthepatienttraining session. 
	Familymembersand caregiversareencouraged to readthe ASSURE Wearable Defibrillator Patient Handbook orwatchthe patient video(availableatwww.kestramedical.com)to understandthe ASSUREsystemand howitworks. 
	RespondingtoHeartAlertsforFamilyand Caregivers 
	Duringan emergency event,thefamilymember orcaregiver mustrememberthe following: 
	• 
	• 
	• 
	DonotpresstheAlertButtonforthepatient. 

	• 
	• 
	DonottaketheBatteryoutoftheMonitor. 

	• 
	• 
	Do not remove the Garment from the patient. 


	• Donottouchthepatientorthesystemwhileashockisbeingdelivered.The familymember or caregiver shouldfollowtheseinstructions: 
	Step 1 Call 911 or Emergency Medical Services Step 2 FollowthevoicemessagesfromtheASSUREsystem Step 3 IfdirectedtodosobytheASSUREsystem,beginCPRifthepatientisunconscious 
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	1.9 Part Descriptions 
	1.9 Part Descriptions 
	Thissection providesdescriptionsoftheASSUREsystem,Charger,and Tablet. 
	1.9.1 Garment Description 
	1.9.1 Garment Description 
	The Garmentisworn on thebodyand containsthe Sensors.Itholdsboth theSensorsand TherapyPadsagainstthepatient’sbareskin. 
	There are two Garmentstyles(styleA and styleB),and eachstyleisavailablein arangeofsizes. 
	Figure
	GarmentStyle A(left)and StyleB(right) 
	Figure
	1 
	Garment (Interior) 
	Item Name 
	1 
	Sensors 
	Figure
	8 9 8 6 6 5 5 2 3 
	1047 1 10 
	Garment (Exterior) 
	Item Name 
	1 
	1 
	1 
	Hub Receptacle 

	2 
	2 
	Therapy Pad 2 Pocket (back) 

	3 
	3 
	Therapy Pad 3 Pocket (back) 

	4 
	4 
	Therapy Pad 4 Pocket (front) 

	5 
	5 
	Alert Button Snap 

	6 
	6 
	Alert Button CordWrap 

	7 
	7 
	Therapy Pad 4 Cord Wrap 

	8 
	8 
	Shoulder Strap Hooks 

	9 
	9 
	Alert Button CordLoops (back) 

	10 
	10 
	Front Closure Snaps 
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	1.9.2 Therapy Cable Description 
	1.9.2 Therapy Cable Description 
	The TherapyCableprovidesthe connection betweentheGarmentand theMonitor.The Therapy Padscontain gel thatisdispersedprior to delivering a shock. 
	Note: TheentireTherapyCableisa singleassembly.Thecordsconnectedto theHubcannotberemoved. 
	3 
	2 4 5 1 6 
	Item Name 
	1 Hub 
	2 Therapy Pad 2 (back) 
	3 Therapy Pad 3 (back) 
	4 Therapy Pad 4 (front) 
	5 Alert Button 
	6 
	Plug and Cable 
	Figure

	1.9.3 Monitor and Battery Description 
	1.9.3 Monitor and Battery Description 
	The Monitor isthe primary electroniccomponentofthe ASSUREsystem.The rechargeableBattery insertsinto theMonitorandprovides power to the system. 
	7 3 4 8 9 2 5 6 1 
	Item Name 
	1 Monitor 
	2 Monitor Light 
	3 Monitor Screen 
	4 Speaker 
	5 Plug Release Button 
	6 Plug Receptacle 
	7 Battery 
	8 Battery Handle 
	9 Battery Lock 
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	1.9.4 Carry Pack Description 
	The CarryPackholdsthe Monitorwhilethe patientiswearingthesystem. 
	24 
	3 5 6 7 8 
	Item Name 1 Buckle 
	2 3 
	4 5 6 7 
	8 
	1 
	Strap Adjusters Strap 
	Flaps 
	Handle Strap Connectors Corner Straps 
	Belt Clip 
	Figure

	1.9.5 Charger 
	1.9.5 Charger 
	The Chargerisaseparate devicethatchargesthespareBattery. 
	1 3 4 5 2 6 7 8 9 
	Item Name 
	1 Battery Slot 
	2 Charger Screen 
	3 WirelessChargingWell 
	4 Power Port 
	5 Charger Cord Clip 
	6 USB Port (output only) 
	7 Battery 
	8 ACAdapterwithChargerCordandPlug 
	9 
	ACAdapter Power Cordwith Connectorand Plug 
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	1.10 Tablet Description 
	1.10 Tablet Description 
	The Tabletisamobile wirelessdevicethatusescustomapplicationsto programtheASSUREsystemforthe patient. 
	1 2 3 
	Item Name 
	1 Tablet 
	2 Tablet USB Type C to Type A Cable 
	Figure
	3 Tablet USB Charger 
	Note: The Tablet also includes a protective case (not shown). 
	Figure
	1.11 ASSURE Application Screen Description 
	1 9 10 11 2 12 13 14 15 3 4 5 6 7 16 8 ASSURE Application Screen 
	Item Name 
	1 Navigation Menu (Highlighted icon information appearsin the ScreenContent section) 
	1 Navigation Menu (Highlighted icon information appearsin the ScreenContent section) 
	1 Navigation Menu (Highlighted icon information appearsin the ScreenContent section) 

	2 • ASSURE Heart Logo (Tap or slide to expand the menu, or exit the application) 
	2 • ASSURE Heart Logo (Tap or slide to expand the menu, or exit the application) 

	3 • Patient InformationScreen 
	3 • Patient InformationScreen 

	4 • WCD Settings Screen 
	4 • WCD Settings Screen 

	5 • WCD Status Screen 
	5 • WCD Status Screen 

	6 • Clinical Data Screen 
	6 • Clinical Data Screen 

	7 • Session Report Screen 
	7 • Session Report Screen 

	8 • About Screen 
	8 • About Screen 

	9 Tablet Screen Header 
	9 Tablet Screen Header 

	10 • Patient Name 
	10 • Patient Name 


	11 • WCD Status Summary (Mirrors the status on the Monitor) 
	1 • Segment-Based Algorithm Results and Heart Rate (As measuredbythe ASSURE system) 
	13 • ECG Channel Selection 
	14 
	14 
	14 
	• ECG Display (6-second strips of ECG data) 

	15 
	15 
	• Scaling Controls 

	16 
	16 
	ScreenContent 
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	1.12 Glossary 
	Term Definition 
	AC Adapter 
	AC Adapter 
	AC Adapter 
	The power supply for the Charger. 

	AC Adapter Power Cord 
	AC Adapter Power Cord 
	The cord that connects the AC adapter to an electrical wall outlet. 

	AC Adapter Power CordConnector 
	AC Adapter Power CordConnector 
	The end of the AC adapter power cordthat plugs into the AC adapter. 

	AC Adapter Power Cord Plug 
	AC Adapter Power Cord Plug 
	The end of the AC adapter power cord that plugsinto an electrical wall outlet. 

	Alert 
	Alert 
	A message from the ASSURE system that a condition exists that requires attention. 

	TR
	There are two types of alerts – Heart and System. 

	Alert Button 
	Alert Button 
	An oval-shaped button onthe Therapy Cable. The patient presses this button to startthe ASSURE system or to respondto alerts. 

	Alert Button Back Cord Loops 
	Alert Button Back Cord Loops 
	Fabric loops that hold the Alert Button cord on the back ofthe Garment. 

	Alert Button Shoulder Cord Wraps 
	Alert Button Shoulder Cord Wraps 
	Fabric loops with snaps that holdthe Alert Button cord onthe Garment shoulder straps. 

	Alert Button Snap 
	Alert Button Snap 
	A connector on the Garment’s shoulder strap that attaches to the back of the AlertButton. 

	ASSURE System 
	ASSURE System 
	Also known as the ASSURE wearable defibrillator. 

	Battery 
	Battery 
	A rechargeable battery in the Monitor that powersthe ASSURE system. 

	Battery Handle 
	Battery Handle 
	A lever on the top of the Battery. Slide the Battery lock and lift the handle. Pull uponthe handle to remove the Battery from the Monitor. Leave the handle down when insertingthe Battery into the Monitor or Charger. 

	Battery Lock 
	Battery Lock 
	Locking mechanism on top of the Battery. Slide the lock until yousee the yellow lineand lift the Battery handle. Pull up on the handle to remove the Battery from the Monitor. 

	Carry Pack 
	Carry Pack 
	A portable case that holds the Monitor while wearing the ASSURE system. 

	Battery Slot 
	Battery Slot 
	The opening in the Charger where the Battery is inserted to charge it. 

	Carry Pack Belt Clip 
	Carry Pack Belt Clip 
	A clasp on the back of the Carry Pack that holdsit on a belt. 

	Carry Pack Buckle 
	Carry Pack Buckle 
	Plastic pieces on the ends of the Carry Pack straps that connect together. 

	Carry Pack Corner Strap 
	Carry Pack Corner Strap 
	Elastic straps located onthe back of the Carry Pack. May be used to hold any extra length of the cable running from the Garment to the Monitor. 

	Carry Pack Flaps 
	Carry Pack Flaps 
	A big flap and a small flap that fasten together to secure the Monitor in the Carry Pack. 

	Carry Pack Handle 
	Carry Pack Handle 
	A fabric handle on the back of the Carry Pack. 

	Carry Pack Strap 
	Carry Pack Strap 
	An adjustable two-piece strap that attaches to the Carry Pack and fastens with abuckle. 


	Figure
	26 | Training Manual 
	26 | Training Manual 
	26 | Training Manual 

	Term 
	Term 
	Definition 

	Carry Pack Strap Adjusters 
	Carry Pack Strap Adjusters 
	Used to lengthen or shorten the Carry Pack strap. There is an adjuster on the strapand another one in the buckle. 

	Carry Pack Strap Connectors 
	Carry Pack Strap Connectors 
	Plastic loops on the back of the CarryPack. Connect the strap ends to the loops. 

	Charger 
	Charger 
	A separate device that charges the Battery. 

	Charger Cord 
	Charger Cord 
	The cord that connects the ACadapter to the Charger. 

	Charger Cord Clip 
	Charger Cord Clip 
	A plastic clip on the back of the Charger that holds the Charger cord. 

	Charger Cord Plug 
	Charger Cord Plug 
	The end of the Charger cord that plugs into the Charger. 

	Charger Screen 
	Charger Screen 
	The visual display on the Charger that shows the Battery’s charging status. 

	CPR 
	CPR 
	Cardiopulmonaryresuscitation 

	ECG 
	ECG 
	Electrocardiogram 

	Front Closure Snaps 
	Front Closure Snaps 
	Connectors on the front of the Garment that fasten together to close it. 

	Garment 
	Garment 
	A fabric top that contains the Sensors that track heart rhythm. It is worn directly onthe body against bare skin. 

	Garment Shoulder Strap Hooks 
	Garment Shoulder Strap Hooks 
	Adjustable hooks on the Garment’s shoulder straps. 

	Heart Alert 
	Heart Alert 
	A critical physiological alert that notifies the patient that the system has detected a dangerous heart rhythm and is taking action. 

	Hub 
	Hub 
	The central part of the Therapy Cable that connects the TherapyPads, Alert Button,andcable. 

	Hub Receptacle 
	Hub Receptacle 
	The plastic housing on the back of the Garment where the Hubis inserted. 

	ICD 
	ICD 
	Implantable Cardioverter Defibrillator 

	Monitor 
	Monitor 
	The part of the ASSURE system that provides power and displays system status information. 

	Monitor Light 
	Monitor Light 
	The multi-colored light onthe Monitor that displays the current system status. 

	Monitor Screen 
	Monitor Screen 
	The visual display onthe Monitor that provides system status information. 

	MRI 
	MRI 
	Magnetic resonance imaging 

	Plug 
	Plug 
	The connector at the end of the TherapyCable that inserts into the Monitor. 

	Plug Receptacle 
	Plug Receptacle 
	The side opening on the Monitor where the Plug inserts. 

	Plug Release Button 
	Plug Release Button 
	A button on the Monitor that is pressed and held down to remove the Plug from the Monitor. 

	Power Port 
	Power Port 
	An opening onthe back of the Charger where the ACadapter cord is inserted toprovide power to the Charger. 

	PSR 
	PSR 
	Patient Service Representative 
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	Term Definition 
	SCA 
	SCA 
	SCA 
	Sudden Cardiac Arrest 

	Sensors 
	Sensors 
	Round metal ECG electrodes in the Garment that track heart rhythm. 

	Snaps 2-4 Speaker 
	Snaps 2-4 Speaker 
	Connectors on the Therapy Pads and on the Garment’s pockets that fasten togethertokeep the Therapy Pads inside the Garment. An enclosed speaker in the Monitor and Alert Button that delivers audio voice messages and alert tones. 

	System Alert 
	System Alert 
	An alert that notifies the patient that there is a problem with the ASSURE system thattheyneed to fix. 

	Tablet 
	Tablet 
	An electronic device used to program the ASSURE system and assist in patient fittingand training. 

	Tablet Case Tablet USB Cable Tablet USB Port 
	Tablet Case Tablet USB Cable Tablet USB Port 
	The protective cover for the Tablet. The cable that connects the Tablet to the USB charger. The USB cable plugsinto this standard connectionon the Tablet to charge or providepower to the device. 

	Tablet USB Charger Therapy Therapy Cable Therapy Pad 4 Cord Wrap 
	Tablet USB Charger Therapy Therapy Cable Therapy Pad 4 Cord Wrap 
	The part that plugs into an electrical wall outlet and, when connectedwith the USB cable, charges the Tablet. A defibrillating electricalshock providedby the ASSURE system for a potentially life-threatening heart rhythm. A group of connected parts consisting of the Hub, Alert Button, Therapy Pads, and acable that connects to the Monitor. The Therapy Cable is inserted into the Garment. A fabric loop located near the TherapyPad 4 pocket that fastens the TherapyPad 4cordto the Garment. 

	Therapy Pad Pockets 
	Therapy Pad Pockets 
	Fabric pockets in the Garment that hold the Therapy Pads. There are two back pockets and one front pocket. 

	Therapy Pads 
	Therapy Pads 
	Front and back pads attached to the TherapyCable that deliver an electrical shock tothe heart when needed. The Therapy Pads also contain gel that is dispersed prior to deliveringa shock. 

	USB Port 
	USB Port 
	A Universal SerialBus 2.0 dedicated charging port on the back of the Charger. Thisport is output only, so it can only charge USB-compatible devices. 

	VF 
	VF 
	Ventricular Fibrillation 

	VT WCD Wearable Defibrillator 
	VT WCD Wearable Defibrillator 
	Ventricular Tachycardia Wearable Cardioverter Defibrillator A system worn by patients at risk of SCA that detects dangerouslyfast heart rhythmsand delivers a defibrillating shock to restore a normal heart rhythm. 

	WirelessChargingWell 
	WirelessChargingWell 
	A slot in the Charger that can recharge a mobile device that supports wireless charging. 


	Figure
	Thispage isintentionallyleftblank. 
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	2. Safety Information 
	2. Safety Information 
	This section provides warnings, cautions, and electromagnetic interference (EMI) information that are applicable to PSRs,orother Kestra representatives, while using or training with the ASSURE wearable defibrillator (ASSURE system), Charger, and Tablet. 
	See chapter9,SymbolsGlossary,onpage131for alistofsymbolsthat appearontheASSUREsystemandChargerlabelsandpackaging. 
	2.1 Safety Labels 
	2.1 Safety Labels 
	The followingsafetylabelsand termsappearinthismanual: 
	WARNING 
	Figure

	Hazardsorunsafepracticesthatmayresultin seriouspersonalinjuryordeath. 
	CAUTION 
	Figure

	Hazardsorunsafepracticesthatmay resultin minorormoderatepersonalinjury,productdamage,orpropertydamage. 

	2.2 ASSURE System Safety Information 
	2.2 ASSURE System Safety Information 
	WARNINGS 
	Figure

	• 
	• 
	• 
	KeeptheASSUREsystem,Charger,andallaccessoriesawayfromopenflame,flammablegases,orotherpotentialfiresources.Shockdeliveryin theseenvironmentsmay posean explosion orfirehazardrisk. 

	• 
	• 
	The ASSURE system is magnetic resonance (MR) unsafe. Do not wear oruse the device near MR imagingequipment. 

	• 
	• 
	DonotplacetheMonitor,TherapyCable,Charger,orBatteryinwaterorotherliquids.Avoidspillinganyliquidsonthesedevices.Liquidsenteringthesedevicesmaycausethemto malfunction or fail. 

	• 
	• 
	Do not alter, drop, or abuse any part of the ASSURE system. Attempting to alter the equipment in any way maycausethesystemto malfunctionorfail.DonottakeaparttheMonitor.Dangeroushighvoltagesmaybepresent.Ifserviceisrequired, call the ASSURE Helpline at 1.833.692.7787. 

	• 
	• 
	During use, do not stack or place the ASSURE system near other equipment. Doing so may cause the system toother equipment should be observed to verify that they are operating normally. 
	malfunctionorfailduetoEMIexposurefromtheotherequipment.If suchuseisnecessary,theASSUREsystemand the


	• 
	• 
	Only use portable RF communications equipment that is included with or intended foruse with theantennas) any closer than 12 inches (30 cm) to any part of the system. Otherwise, equipmentperformancemay suffer. 
	ASSUREsystem.Do notuseany otherportableRFcommunicationsequipment(includingantennacablesandexternal




	2.3 ImplantablePacemakers 
	2.3 ImplantablePacemakers 
	WARNING 
	Figure

	The ASSURE system is not intended for use on patients with an implantable pacemaker that produces a pacemaker pulseartifact greater than 0.5 mV on any ASSURE system ECG channel. This artifact may interfere with the system’s ability todetectdangerousheart rhythmsand preventshock delivery. 

	2.4 Tablet Safety Information 
	2.4 Tablet Safety Information 
	Safety informationfor theTabletcan befound insection 11.4,UserInformation,onpage143. 
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	2.5 Federal Communications Commission (FCC) Declaration 
	2.5 Federal Communications Commission (FCC) Declaration 
	The ASSUREsystemand Tabletcomply with Part15ofthe FCCrules,and theiroperationissubjectto the followingtwoconditions:
	(1)these devices may not cause harmful interference, and (2) these devices must accept any interference received, includinginterferencethat may cause undesiredoperation. 
	CAUTION 
	Figure

	Changesormodificationsto thesedevicesnotexpresslyapprovedbyKestra MedicalTechnologies,Inc.couldvoidtheuser'sauthority to operate the devices. 

	2.6 Electromagnetic Interference 
	2.6 Electromagnetic Interference 
	ASSURE System 
	Refer to the ASSURE Wearable Defibrillator Patient Handbook formoreinformation onelectromagneticinterference,whattypeofequipmentto avoid,and howto resolvepotential EMIissueswhilewearingthe ASSUREsystem. 
	Tablet 
	Tablet 
	Refer to section11.4,User Information,on page143formore informationon potentialelectromagneticinterferencewhileusingthe Tablet. 
	Figure
	Thispage isintentionallyleftblank. 
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	3. Using the Tablet 
	3. Using the Tablet 
	Thissection providesinformation and instructionsfor: 
	• 
	• 
	• 
	Charging the Tablet 

	• 
	• 
	Turning on the Tablet 

	• 
	• 
	Unlocking the Tablet 

	• 
	• 
	Viewing the Home screen 

	• 
	• 
	Opening applications 

	• 
	• 
	RestartingtheTablet 

	• 
	• 
	Turning off the Tablet 

	• 
	• 
	General care and cleaning 


	For device specificationsandadditionalinformation,seechapter 11,TabletSpecificationsandUserInformation,onpage139. 
	3.1 Charging the Tablet 
	3.1 Charging the Tablet 
	Read the followinginformation before chargingthe Tablet: 
	• AfterreceivingtheTablet,pluginandchargetheTabletforatleast30minutesbeforeturningontheTabletforthefirst time. 
	• charge the Tablet: 
	UseonlytheaccessoriesprovidedwiththeTablet.ThisincludestheUSBcableandcharger.To 

	Step 1 Connect the USB cable to the Tablet Step 2 
	Connect the USB cable to the USB charger Step 3 Plug the USB charger into an electrical outlet 
	Figure
	3.1.1 Charging Status 
	3.1.1 Charging Status 
	While the Tabletischarging,the chargingstatusisdisplayed onthe Lock screen andin theStatusBar. 
	Figure
	Note: To keep theTabletfullycharged,leaveitconnected to theUSBchargerwhen itisnotin use. 
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	3.2 Changing the Access Code 
	3.2 Changing the Access Code 
	The Tabletrequiresyouto enteran accesscode(orPIN)to unlockit.The defaultaccesscodeisprovidedto you byKestraMedicalTechnologies. When you receive your Tablet, make sure it is charged and then follow the instructions below to changethe accesscode. 
	Step 1 TurnontheTabletbypressingandholdingthepowerbuttonforafewseconds 
	• 
	• 
	• 
	TheTabletvibratesandthendisplaysastartupscreen. 

	• 
	• 
	TheTabletisreadywhentheLockscreenappears. 


	Step 2 UnlocktheTabletbyswipinguponthescreenStep 
	3 Enter the default access code 
	• 
	• 
	• 
	Call the ASSURE Helpline at 1.833.692.7787 if you forgot or lost the default access code. 

	• 
	• 
	AfterunlockingtheTablet,theHomescreenappears. 


	Step 4 Tap Settings on the Home screen Step 5 ScrolltothePersonalsectionandtapSecurityStep 6 Tap Screen Lock 
	Step 7 Enter the default access code Step 8 Tap the PIN option 
	Step 9 WhenpromptedtousethePINtosecurestartup,tapNoThanksStep 
	10 Enter the new access code (PIN) 
	• Call the ASSURE Helpline at 1.833.692.7787 to report the new access code. Step 11 Enter the new access code (PIN) again to confirm itStep 12 Return to the Home screen 
	Figure

	3.3 Basic Operation 
	3.3 Basic Operation 
	Thissection describesthebasicfunctionalityofthe Tablet. 
	Note: TheTabletmeetselectricalsafety requirementswhenusedorstored intemperaturesof41°F to 95°F (5°C to 35°C). TheTabletshould onlybeusedorstored withinthis range. 
	3.3.1 Turning On the Tablet 
	3.3.1 Turning On the Tablet 
	To turn on the Tablet: 
	Press and hold the power button for a few seconds 
	• 
	• 
	• 
	TheTabletvibratesandthendisplaysastartupscreen. 

	• 
	• 
	TheTabletisreadywhentheLockscreenappears. 


	Figure
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	3.3.2 Unlocking the Tablet 
	3.3.2 Unlocking the Tablet 
	The Lockscreen appearsafter turningon theTabletorwhen theTabletwakesupfromStandbymode. 
	Note: Seesection 3.3.5,EnteringStandby Mode,on page39 formoreinformation onStandby mode. 
	The Lockscreen displaysthetime anddate,batterychargestatus,and connectivity status.Alockiconisdisplayed atthebottom ofthe Lockscreen to indicatethatthe Tabletislocked. 
	To unlock the Tablet: 
	Step 1 Swipe up on the screen 
	Figure
	Step 2 Enter the access code 
	• 
	• 
	• 
	The access code is specific to the Tablet and cannot be changed. Call the ASSURE Helpline at 1.833.692.7787 if theaccesscode hasbeenlost or forgotten. 

	• 
	• 
	AfterunlockingtheTablet,theHomescreenappears. 


	Figure
	Figure
	Name 

	3.3.3 Viewing the Home Screen 
	3.3.3 Viewing the Home Screen 
	After startingupandunlockingtheTablet,the Homescreen isdisplayed.TheHomescreen isdividedinto multiplesections. 
	Status Bar 
	Date and Time 
	Description 
	Status bar 
	Status bar 
	Status bar 
	Appears at the top of the screen and displays the time, battery charge status, andconnectivity status. 

	Date and Time 
	Date and Time 
	Displays the current date and time 

	ASSURE 
	ASSURE 
	Opens the ASSURE application 

	Report Queue 
	Report Queue 
	Opens the Report Queue application 


	Settings OpenstheSettingsscreentoconfigurethedate,time,andotherdevicesettings. 
	About Displayslicense,software,andlegalinformation 
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	3.3.4 Viewing and Opening Applications 
	3.3.4 Viewing and Opening Applications 
	The Home screen displaysthe applicationsinstalledon theTablet. 
	Figure
	To open an applicationonthe Homescreen,tap the specificapplication icon. 
	Note: After exiting an application, the Home screen appears. 

	3.3.5 Entering Standby Mode 
	3.3.5 Entering Standby Mode 
	If theASSUREapplicationisnotopen,theTabletentersStandbymodeafteraperiodofnoactivity.WhentheTabletisinStandbymode,it is lockedandthescreenisoff. 
	Note: PlacetheTabletinto Standbymodeatany timeto conservebattery life,aslongastheASSUREapplicationisnotopen. 
	To place the Tabletinto Standbymode: 
	Press thepowerbuttonontheTablet 
	To wake up the Tablet from Standby mode: 
	Press the power button 
	Note: Plugging intheTabletto a powersourcewillalsobringtheTabletoutofStandby mode. 
	Figure

	3.3.6 Restarting the Tablet 
	3.3.6 Restarting the Tablet 
	To restart the Tablet: 
	Step 1 Pressandholdthepowerbuttonfor1-2seconds 
	• A menu appears. 
	Step 2 Tap Reboot 
	• TheTabletturnsoffandthenturnsbackon. 

	3.3.7 Turning Off the Tablet 
	3.3.7 Turning Off the Tablet 
	To turn off the Tablet: 
	Step 1 Press and hold the Power button for 1-2 seconds 
	• A menu appears. 
	Step 2 Tap Power off 
	• TheTabletturnsoff. 

	3.3.8 Changing the Date and Time 
	3.3.8 Changing the Date and Time 
	To change the dateand time on theTablet: 
	Step 1 TaptheSettingsapplicationontheHomescreen Step 2 UnderSettings,gotheSystemsectionandtapDate&time 
	• Selectwhethertosetthedateandtimeautomaticallyusingthenetwork-providedinformation,orsetitmanually. 

	3.3.9 Connecting to a Wireless Network 
	3.3.9 Connecting to a Wireless Network 
	connect to awirelessnetwork: 
	A wirelessnetworkconnection isrequired to transmitaSession Reportto the remoteserver.To 

	Step 1 TaptheSettingsapplicationontheHomescreen Step 2 UnderSettings,gotheWireless&networkssectionandtapWLAN 
	• Selectthewirelessnetworktoconnecttooraddanetworkifoneisnotshown. 
	Note: A password may be required when connecting to a wireless network. 
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	3.4 Starting the ASSURE Application 
	3.4 Starting the ASSURE Application 
	After startingtheASSUREapplication,aconnectionmustbeestablished between theTabletand theASSUREsystem’sMonitor.After connecting the Tablet and Monitor, the ASSURE system and Tablet are in a “session”. Each session is independent, sopatient datafromone sessiondoesnot existin anothersession. 
	Instructions: 
	Step 1 EnsuretheASSUREsystem’sMonitoristurnedonandhascompletedthepowerupprocessStep 2 Ensure the Tablet is powered on and unlocked Step 3 Tap ASSURE on the Home screen 
	Figure
	• 
	• 
	• 
	TheConnectDevicesscreenappearsshowinghowto align the Tabletto the Monitor. 

	• 
	• 
	If help is needed with connecting the Tablet andASSURE system, tap Help on the Connect Devices screen. 


	Step 4 
	• When the Tablet and ASSURE system connect, anaudio tone plays (if the volume is on) and a“Connecting/Connected” animation appears onthe screen. 
	Align the top left corners of the Tablet and Monitoras shown on the screen 
	Figure
	Figure
	Step 5 After connecting the Monitor to the Tablet, the System Setup screen appears 
	Note: If theASSUREsystemisalreadyconnected totheMonitor, the Patient Information screen appears. 
	• Seesection 4.3.2, Creating a New PatientRecord,on page48forinstructionsonhowtosetup the ASSURE system. 

	3.5 General Tablet Care and Cleaning 
	3.5 General Tablet Care and Cleaning 
	Figure
	The Tabletshould bekeptclean anditsbatteryshould stay fully charged onadailybasis.Seethe cleaninginstructionsbelow.Forbattery charginginstructions,see section3.1,Charging the Tablet,on page 34. 
	Checkthe Tabletand itsaccessoriesforany damage (for example,acrackedscreenor afrayedcable)priorto use.ContactKestraMedical Technologiesforassistancewith repairingorreplacingtheTabletifitappearsdamaged. 
	3.5.1 Tablet Cleaning Instructions 
	3.5.1 Tablet Cleaning Instructions 
	The Tabletisintended forusebyaKestraMedicalTechnologiesrepresentative inaclinicor hospitalenvironment.DuringtheTablet’sservicelife,the Tabletmaybeexposed to dirt,fluids,environmentalcontaminants,orother substancesand may requirecleaning.Thissectionprovidesinstructions andrequirementsfor cleaningtheTabletand itsaccessories. 
	abrasive or flammable cleaning agents. Do not attempt to sterilize the Tablet or its accessories. Follow thecleaninginstructionsprovidedin thisdocument. 
	Note: Do notclean anypartoftheTabletoritsaccessorieswith bleach,bleachdilution,orphenoliccompounds.Do notuse

	To clean the Tabletscreen: 
	Gently wipe the screen with a clean soft cloth or microfiber towel 
	To clean the backofthe Tabletand itsaccessories: 
	Step 1 UnplugtheUSBpowercord(ifconnected)fromtheTabletandremovetheUSBchargerfromtheelectrical outlet 
	Step 2 Gently wipe the Tablet and accessories with a clean, slightly dampened, soft cloth 
	• 
	• 
	• 
	Donotuseharshchemicals,cleaningsolvents,oraerosolstocleantheTabletoritsaccessories. 

	• 
	• 
	DonotallowanyliquidormoisturetoremainintheconnectorsoropeningsafterwipingtheTabletandaccessories. 


	Step 3 Allow the Tablet or accessories to air dry or use a dry soft cloth to wipe them down 
	Step 4 Reconnect the USB cable to the Tablet and plug the USB charger back into the electrical outlet 
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	4. Initial Patient Session Preparation 
	4. Initial Patient Session Preparation 
	Thissection providesthe followinginformationandinstructions: 
	• 
	• 
	• 
	Starting the ASSURE application 

	• 
	• 
	SettinguptheASSUREwearabledefibrillator(ASSUREsystem) 


	Note: ThePSRshouldbefamiliarwith theASSUREWearableDefibrillatorPatientHandbook,theASSUREsystem,andits components. 
	4.1 Overview 
	4.1 Overview 
	WARNINGS 
	Figure

	• The ASSURE system is not intended for use on patients with an implantable pacemaker that produces a pacemakerpulse artifact greater than 0.5 mV in any ECG channel. This artifact may interfere with the system’sability to detectdangerousheart rhythmsandpreventshock delivery. 
	Complete the following tasks before the patient session: 
	• 
	• 
	• 
	Start the ASSURE application. 

	• 
	• 
	• 
	Set up the ASSURE system. 

	– 
	– 
	– 
	Verify the ASSURE system date and time. 

	– 
	– 
	CreateanewpatientintheASSUREapplication. 

	– 
	– 
	Writedownthepatientcode,asitisrequiredtoenrollthepatientintheremoteserver. 





	4.2 Starting the ASSURE Application 
	4.2 Starting the ASSURE Application 
	After startingtheASSUREapplication,aconnectionmustbeestablished between theTabletand theASSUREsystem’sMonitor.After connecting the Tablet and Monitor, the ASSURE system and Tablet are in a “session”. Each session is independent, sopatient datafromone sessiondoesnot existinanothersession. 
	Instructions: 
	Step 1 Ensure the ASSURE system’s Monitor is turnedon and has completed the power up processStep 2 If 
	the Monitor is in the Carry Pack, remove the Monitor from the Carry Pack and lay it on a flat surface 
	Step 3 EnsuretheTabletispoweredonandunlockedStep 
	Tap ASSURE on the Home screen 
	Figure
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	• 
	• 
	• 
	TheConnectDevicesscreenappearsshowinghowto align the Tabletto the Monitor. 

	• 
	• 
	If help is needed with connecting the Tablet andASSURE system, tap Help on the Connect Devices screen. 


	Step 5 
	• When the Tablet and ASSURE system connect, anaudio tone plays (if the volume is on) and a“Connecting/Connected” animation appears onthe screen. 
	Step 6 session 
	• Seesection4.3,SettingUptheASSURESystem,onpage 46 for more information. 
	Align the top left corners of the Tablet and Monitoras shown on the screen After connectingthe Monitor to the Tablet, the System Setup screen appears, which begins thepatient
	Figure
	Figure

	4.3 Setting Up the ASSURE System 
	4.3 Setting Up the ASSURE System 
	Whenthe Tabletinitiallyconnectswith aMonitor thathasnotbeen programmed,thesystemsetupappears.A newsystemsetup can also be initiated on a Monitor that has already been programmed by selecting Create a New Patient on the Patient Management screen. Completing the system setup ensures the Patient Code is generated with the correct date and time foraccuracyofdatacollection,and ensurestheASSUREsystemisconfigured properlyand operational. 
	The systemsetup consistsofthefollowingsteps: 
	1. 
	1. 
	1. 
	VerifyingthebasicASSUREsystemsettings. 

	2. 
	2. 
	Enteringpatientinformationandcreatingthepatient’srecord. 


	The initialSystemSetupscreenappears when the Tabletconnectsto aMonitor forthefirsttime.ForinstructionsonhowtoconnecttheTabletwith theMonitor,seesection4.2,StartingtheASSUREApplication,on page44. 
	Note: IftheMonitorhasalready been programmed,theinitialSystemSetupscreen willappearafterselectingCreateaNewPatient on the Patient Management screen. 
	Figure
	The initialSystemSetupscreenprovidesconfirmation ofthe date,time,and time zone onthe ASSUREsystem. 
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	4.3.1 VerifyingtheASSURESystemDateandTime 
	4.3.1 VerifyingtheASSURESystemDateandTime 
	The ASSURE system date, time, and time zone settings must be verified, so the patient data is stored properly. If the ASSUREsystem’sdate and time settingsareincorrect,synchronize theASSUREsystemwith theTablet’sdate andtimesettings,or manuallyset the date and time settingsfrom the SystemSetup screen. 
	To synchronize the ASSURE system time with the Tablet 
	Step 1 TapSyncWCDtoTabletontheSystemSetupscreen 
	Figure
	Step 2 After setting up the WCD Date and Time, tap Next to proceed 
	• The System Setup – Step 2 screen appears. Seesection 4.3.2, Creating a New Patient Record, onpage 48 for more information. 
	Figure
	Figure

	4.3.2 Creating a New Patient Record 
	4.3.2 Creating a New Patient Record 
	Whenanewpatientrecord iscreatedforthe ASSUREsystem,any existingpatientdataon theASSUREsystemisdeleted. 
	Note: Alwayscreatea newpatienton theMonitorbeforefittingthepatient.Otherwise,a ServiceNeededalertwillappearwhenthe Battery is inserted into the Monitor for the first time. 
	To create anewpatientrecord on theTablet: 
	Step 1 Enterthepatient’sinformation 
	• 
	• 
	• 
	Tapinafieldtodisplayavirtualkeyboardonthe screen. 

	• 
	• 
	Tohidethekeyboard,tapthekeyboardicon 


	. • Entertherelevantpatientinformation. 
	Figure

	• Toenterthedateofbirth,tapthefieldtodisplaythe Date ofBirth screen. 
	– 
	– 
	– 
	Select the appropriate month, day, and year. 

	– 
	– 
	When finished, tap OK. 


	Step 2 Afterenteringtheinformation,tapSAVE 
	• AProgrammingSuccessfulmessageappearsafter savingthe changes. 
	Step 3 Tap OK to close the screen 
	Figure
	Figure
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	4.3.3 Recording the Patient Code 
	4.3.3 Recording the Patient Code 
	After creatinganewpatient,writedown thePatientCode.The PatientCodeisrequiredto enrollthe patientintheremote server. 
	To find the PatientCode: 
	Step 1 TapthePatientInformationiconontheNavigationmenu 
	• 
	• 
	• 
	ThePatientInformationscreenappears. 

	• 
	• 
	ThePatientCodeislocatedontherightside. 


	Step 2 
	Record the Patient Code to activate the patienton the remote server later 
	Figure
	Thispage isintentionallyleftblank. 
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	5. Patient Fit 
	5. Patient Fit 
	The patientmustwear theASSUREwearabledefibrillator(ASSUREsystem)all thetime,exceptwhileshoweringor bathing,for theprescribed duration. The ASSURE system must fit the patient properly and comfortably. In addition, the patientshouldfeelcomfortableusingthe ASSUREsystem in their everyday life. 
	Thissection providesthe followingpatientsessioninformation andinstructions: 
	• 
	• 
	• 
	FittingthepatientwiththeASSUREsystem 

	• 
	• 
	StartingtheASSUREsystem 

	• 
	• 
	Using theCarryPack 

	• 
	• 
	StartingtheASSUREapplication 

	• 
	• 
	ConfirmingproperfitoftheGarmentonthepatient 

	• 
	• 
	Programming the ASSURE system 

	• 
	• 
	CreatingaSessionReport 

	• 
	• 
	ViewingtheReportQueueapplication 


	5.1 Fitting the Patient with the ASSURE System 
	5.1 Fitting the Patient with the ASSURE System 
	Thissection includes: 
	• 
	• 
	• 
	MeasuringthepatientforproperGarmentfit 

	• 
	• 
	Assembling the Garment with the patient 

	• 
	• 
	Putting the assembled Garment on the patient 


	5.1.1 Measuring for Proper Garment Fit 
	5.1.1 Measuring for Proper Garment Fit 
	Requireditem: 
	• Flexible measuring tape 
	Instructions: 
	Step 1 Ask the patient to remove any outer wear (jacket, sweater, pullover) 
	• Patientshouldbewearingat-shirt,bra,orthintoponly. 
	Step 2 Instructthepatienttostandwiththeirarmsdownattheirsides 
	Step 3 Measure the patient's underbust chest circumference over their clothing 
	• 
	• 
	• 
	Wrapthemeasuringtapetightlyaroundthepatient'sribcageatthelower border of the sternum. 

	• 
	• 
	Measuretothenearesthalf-inch.Rounddownallmeasurements. 

	• 
	• 
	Proper fit must be made according to the underbustmeasurement,regardlessofbustor shouldersize. 

	• 
	• 
	Forcertainbodytypes,bothGarmentstylesmaybeconsideredregardless of gender. 


	Figure
	Step 4 DeterminetheappropriatesizeGarmentforthepatient 28” 
	32” 
	1 

	35.5” 39” 42.5” 46” 6 45.5” 5 42” 4 38.5” 3 35” 2 31.5” 49” • If the patient falls in between two sizes, attempt to fit the patient with the smaller-sized Garment. 52” • If the patient falls outside the size range (lessthan 28” or more than 52”), donot proceed. Contact the prescriber. 7 48.5” 
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	5.1.2 Helping the Patient Assemble the Garment 
	5.1.2 Helping the Patient Assemble the Garment 
	Note: Beforeassembling theGarment,introducetheASSUREsystemkitto thepatient,reassurethemthatthey willbetaughthow to use the system, and have the patient watch thetraining video. Encourage patients to pause thevideoforanycommentsorquestions.Formoreinformationonthepatienttrainingvideo,seesection 1.6,PatientTrainingVideo, onpage 15. 
	Use the followinginstructionsto assistthe patientwith insertingtheTherapyCableinto theGarment. 
	The PSRshouldencourage familymembersand caregiversto readthe ASSURE Wearable DefibrillatorPatient Handbook ASSURE system. 
	or watch the patientvideo (availableatwww.kestramedical.com) to understand howto assemble andusethe

	Required Items: 
	• 
	• 
	• 
	Garment fitted for the patient 

	• 
	• 
	Therapy Cable 

	• 
	• 
	Flat,cleansurfacetolayouttheGarmentandTherapyCable 


	Instructions: 
	Step 1 Ifnecessary,helpthepatientconnecttheshoulderstrapsontheGarment 
	• 
	• 
	• 
	Using your best judgment, place the shoulder straphooksin asuitable settingfor thepatient’sbody size. 

	• 
	• 
	Fortallerpatients,placethehooksinalowersetting.Foraverage-sized patients, place the hooks in a middle setting. 

	• 
	• 
	ForStyleBGarments,placingthestrapsinahighersetting provides more support. 

	• 
	• 
	The shoulder straps should be comfortable but notloose.Extrashoulderstraplength should go behindthestrap(asshown to the right). 


	Step 2 Thepatientshouldplace theGarmentonaflatsurfacewiththenumbersfacingup 
	• 
	• 
	• 
	Show the patient the assembly sequence numbers ontheGarment. 

	• 
	• 
	Pointoutthehubreceptacle(number1)andsnaps(numbers 2-5). 


	Figure
	4 1 5 2 3 
	Figure
	Step 3 ThepatientshouldlaytheTherapyCableneartheGarmentwithyellowsideoftheTherapyPadsfacing up 
	• 
	• 
	• 
	Untangle any cords. 

	• 
	• 
	Point out the numbering on the Therapy Cable and showhow itcorrelatesto the numberingon the Garment. 


	Note: EnsurethepatientunderstandsthattheHuband AlertButton numbers are on the back of the parts. 
	Step 4 Hub Receptacle 
	• The patient should insert the Hub at a slight angle so itfitsunder the lip ofthe HubReceptacle. 
	Note: Have the patient practice inserting and removingtheHub. 
	The patient should insert the Hub into the Garment and press down firmly until the Hub clicksinto the2 5 3 4 1 
	Figure
	Step 5 ThepatientshouldinsertTherapyPads2and3intothebackpockets 
	Note: There is a divider between the pockets. 
	• 
	• 
	• 
	Makesuretheyellowsideisfacingup. 

	• 
	• 
	Showthepatienthowtousethetabstoopenthepockets onthe Garment. 

	• 
	• 
	MakesuretheTherapyPadsareoneachsideofthedivider and completelyinsidetheir pockets. 


	Figure
	Step 6 ThepatientshouldsnapTherapyPads2and3tothepockettabs 
	Figure
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	Step 7 ThepatientshouldinsertTherapyPad4intothefrontpocket 
	• 
	• 
	• 
	Makesuretheyellowsideisfacingup. 

	• 
	• 
	The loop of the cord should lie flat on top of the padinside the pocket. 


	Step 8 
	• Remind the patient that the looped cord should go onTOPofthe TherapyPadin the pocket,notunderneath it(between the pad and the pocket mesh). 
	Step 9 ThepatientshouldsnapTherapyPad4tothepockettab 
	The patient should loopany extra length of cord and place it on top of pad inside pocket 4 
	Figure
	Step10 ThepatientshouldfastenthecordwraparoundtheTherapyPad4cord 
	Note: Ifthereisextra cord length,thepatientshouldopenthepocket and repeat steps 8 and 9. 
	Figure
	Figure
	Step11 ThepatientshouldpulltheAlertButtonandcordthroughtheloopsonthebackof theGarment 
	a. Determine the side on which the patient wants to wearthe Alert Button. There are Alert Button snaps on bothsides of the Garment. 
	Note: Ifthepatienthasanimplanteddevice,likeapacemaker, the Alert Button may be morecomfortable on the opposite shoulder. 
	b. 
	b. 
	b. 
	Have the patient thread the Alert Button through thecenter loopsonthe back ofthe Garment(abovethe HubReceptacle). 

	c. 
	c. 
	ThepatientshouldpulltheAlertButtonthroughtheangled loop for theside they selected. 


	Step12 ThepatientshouldsnaptheAlertButton(number5)totheshoulderstrap 
	• Show the patient that the right shoulder strap does nothave a number on it, but the snap is in the same locationason the left side. 
	Step13 ThepatientshouldplacethecordwrapovertheAlertButtoncordandsnapittotheshoulderstrap 
	Figure

	Note: There may be some extra Alert Button cord length after threading the cord through the Garment and fastening itto the shoulderstrap properly. This allowsfor flexibilitywhile wearing the assembled Garment. 
	• The assembled Garment should look like the picture below. 
	Figure
	c b 
	Figure
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	Step14 (Optional)Insertabrapad(provided)intotheopeningbetweenthefabriclayersofeachcupintheStyleB Garment 
	Figure
	Figure

	5.1.3 Helping the Patient Put on the Assembled Garment 
	5.1.3 Helping the Patient Put on the Assembled Garment 
	Use the followinginstructionsto assistthe patientwith puttingon theassembled Garment.After completingthesesteps,thepatient should be wearing the assembled Garment. 
	Instructions: 
	Step 1 Askthepatienttoremovetheirshirtandanyundergarments(includingbras) 
	Step 2 Examinethepatient’storsoforanyskinabnormalitiesthatmaybecomeanissuewhenwearingtheGarmentforan extended length oftime 
	Note: Do notplacetheASSUREsystemon a patientifthey haveanopenwoundthatwillcomein contactwith theASSUREsystem. 
	Step 3 HelpthepatientputontheassembledGarmentwiththeSensorsagainsttheirbareskin 
	• 
	• 
	• 
	• 
	The patient should: 

	– 
	– 
	– 
	Inserttheirarmsthroughtheshoulderstrapsand the back of the Garment. 

	– 
	– 
	Pull the straps over their shoulders. 



	• 
	• 
	PointouttheSensorstothepatientandexplainthattheSensorsmusttouch theirbareskinatall times. 


	Note: TheGarmentcontainsthefollowingmaterials: 
	• 
	• 
	• 
	Body fabric: 59% Polyamide, 41% Elastane (spandex) 

	• 
	• 
	Inner lining: 73% Polyamide, 27% Elastane 

	• 
	• 
	TherapyPadpockets:100%Silver-platedNylon 


	Figure
	Step 4 ThepatientshouldpulltheGarmentsnugaroundtheirribcageandthenfastenthefrontclosure snaps 
	• 
	• 
	• 
	TheGarmentmusthaveasnugfittokeeptheSensorsincontact with bare skin. 

	• 
	• 
	Ensure the superior aspect of the Garment band (StyleA),or the bottomedge ofthebracup (StyleB),isbeloweitherthe top of the areola or the inframammary fold,whichever is higher. 


	Figure
	Step 5 Thepatientshouldadjusttheshoulderstrapstolieflatagainsttheirchestandshoulders 
	• 
	• 
	• 
	Theshoulderstrapsshouldbecomfortablebutnotloose. 

	• 
	• 
	Demonstratetothepatientthatanyextraupperstraplength goes behind the lower strap (as shown to theright). 


	Note: It may be easier to adjust the shoulder straps if theGarment is removed. 
	Figure
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	Step 6 TeachthepatienthowtoassessGarmentfit 
	• 
	• 
	• 
	Use the Garment Fit images to emphasize that the frontTherapy Pad should be snug around the patient’s rib cage,belowtheir breastareaand nipples,butabove thepatient’sstomach. 
	Proper Garment Fit 


	• 
	• 
	The shoulder straps should lie flat against the patient’schest and shoulders. 

	• 
	• 
	TheTherapyPadsshouldlieflatagainsttheirback. 

	• 
	• 
	Check that the Garment is not twisted around the sidesor back. Use a mirror if one is available or have another person help check. 


	Figure
	Note: Patients should make sure their breast tissue is not underneath thefrontTherapyPadorSensors. 
	Improper Garment Fit 

	Figure
	Figure
	Figure
	Too High Too Low 
	Figure
	Twisted 
	Step 7 AfterconfirmingtheGarment'sfit,thepatientcanputtheirclothesontheGarment 
	over

	• Ensure that the patient understands the following: 
	– 
	– 
	– 
	The patient must not place anything between theGarmentand theirbody,eveniftheywanttoincrease their comfort. The Sensors must touch bare skin. 

	– 
	– 
	Undershirts and bras may only be worn theGarment (as shown). 
	over 


	– 
	– 
	If the patient has any comfort issues with theGarment,they should try adjustingtheGarmentorcall the ASSURE Helpline at 1.833.692.7787. 

	– 
	– 
	ItwilltakealittletimetogetusedtowearingtheGarment. If the patient has ongoing comfortissues, they should call the ASSURE Helpline at1.833.692.7787. 


	Step 8 SetuptheshoulderstrapsonthesecondGarmentusingthesettingsfromthefirstGarment 
	• 
	• 
	• 
	ExplainthepurposeofthesecondGarment,includingthatitmaybewornwhilewashingausedGarment. 

	• 
	• 
	PlacethesecondGarmentin thesystemkit 


	Figure
	Figure

	5.1.4 Starting the ASSURE System 
	5.1.4 Starting the ASSURE System 
	Use the following instructions to assist the patient with starting the ASSURE system. 
	RequiredItems: 
	• 
	• 
	• 
	AssembledGarment(wornbypatient) 

	• 
	• 
	Monitor 

	• 
	• 
	CarryPack 

	• 
	• 
	Battery 


	Instructions: 
	Step 1 ThepatientshouldinsertthePlugintotheMonitor 
	• 
	• 
	• 
	ThePlugcanbeinsertedinonedirectiononly. 

	• 
	• 
	A“click”soundmeansthePlugissecurelyinserted. 


	Note: Have the patient practice inserting and removing the Plug. 
	Step 2 ThepatientshouldinsertafullychargedBatteryintotheMonitor 
	• 
	• 
	• 
	DemonstratethattheBatterycanonlybeproperlyinsertedoneway. 

	• 
	• 
	A“click”soundmeanstheBatteryissecurelyinserted. 


	Note: Have the patient practice inserting and removing the Battery. 
	Step 3 Wait a few minutes while the ASSURE system powers up 
	• 
	• 
	• 
	Explain the start up Monitor icons to the patient. 

	• 
	• 
	The Monitor light turns blue right away and the Monitor screen displaystheWelcome icon. 

	• 
	• 
	TheSystemBusyiconthenappears. 

	• 
	• 
	WaitfortheAlertButtonicontoappearontheMonitorscreen(thismaytake a few minutes). 


	Notes: 
	• 
	• 
	• 
	ThistimemaybeusedtoexplainhowtochargetheBattery.Seesection 6.2,Managingthe Battery andCharger,on page79”. 

	• 
	• 
	AlwayscreateanewpatientontheMonitorbeforefittingthepatient.Otherwise, a Service Needed alert will appear when the Battery isinserted into the Monitor for the first time. 


	Figure
	Figure
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	• If a different icon appears on the Monitor screen, check the alert iconand respond to the alert. 
	– 
	– 
	– 
	Seesection6.7,Alerts,onpage102foralistofthealerticons. 

	– 
	– 
	Afterrespondingtothealert,theAlertButtoniconshouldappearonthe Monitor screen. 


	Note: Thisisan opportunity to discussthedifferentalertsandhowtopressthe Alert Button to respond to alerts. 
	Step 4 ThepatientshouldpresstheAlertButtontofinishsetup 
	• If the system is working properly, the patient will: 
	– 
	– 
	– 
	SeeasolidgreenMonitorlightandtheSystemReadyiconontheMonitor screen (shown atright). 

	– 
	– 
	Hearathree-noteguitarstrum. 

	– 
	– 
	Feel a single-pulse vibration from the Alert Button. 


	Figure
	Note: Thegreen lightandthescreen backlightturn offafterfiveseconds. 

	5.1.5 Using the Carry Pack 
	5.1.5 Using the Carry Pack 
	Use the followinginstructionsto explainhowto wearthe CarryPack and howto insertthe Monitorinto theCarry Pack.Aftercompletingthesesteps,the patient willbe wearingthecompleteASSUREsystem. 
	RequiredItems: 
	• PatientwearingtheassembledGarment 
	• Monitor and Carry Pack Instructions: 
	Step 1 Help the patient put on the Carry Pack 
	Demonstrate howthe patientcanweartheCarry Pack: 
	• 
	• 
	• 
	• 
	Over the shoulder(with the straplengthened) 

	– Acrossthebodyorovertheshoulder 

	• 
	• 
	Around the waist 


	– Withthestrapshortenedorattachedtoabeltusing the belt clip. 
	Note: The inside of the Carry Pack (the side with the belt clipand corner straps) should always face towards thepatient’sbody. 
	Step 2 DemonstrateCarryPackstrapadjustments 
	• TheCarryPackstrapincludesabuckle,twostrapadjusters, and an elastic band. 
	Figure
	Figure
	Figure
	Using the buckle 
	– 
	– 
	– 
	Toconnectthebuckle,pressthetwosidestogether untilthereisa“click”. 

	– 
	– 
	Todetachthebuckle,squeezethebucklesidesuntil theyunlockand thenpullthemapart. 


	Adjustingthe strap 
	– 
	– 
	– 
	Slidetheadjusteralongthestraptolengthenorshorten the strap. 

	– 
	– 
	Use the buckle’s strap adjuster to tighten thestrap when wearing the Carry Pack around thewaist. 

	– 
	– 
	Insertthestrapthroughtheelasticband. 


	Step 3 The patient should open the flaps on the Carry Pack 
	Step 4 ThepatientshouldinserttheMonitorintotheCarryPack 
	Figure
	Figure
	Step 5 Showthepatienthowtomanagetheextracablelengthtoavoidcatchingthecableonanything 
	• Options for managing extra cable length: 
	– 
	– 
	– 
	UsethebackcornerstrapsoftheCarryPack. 

	– 
	– 
	PlaceitintheCarryPackpocket. 

	– 
	– 
	Tuckitintotheirpantsorpocket. 


	Figure
	After completingall the steps,ensurethatthe CarryPack with theMonitorinsidefitscomfortablyon thepatient.Makeanyadjustments as necessary. 
	Note: Ensurepatientsunderstandthatthey canchangehowtheyweartheCarry Pack asneeded throughouttheday. 
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	5.2 Starting the ASSURE Application 
	5.2 Starting the ASSURE Application 
	After startingtheASSUREapplication,aconnectionmustbeestablished between theTabletand theASSUREsystem’sMonitor.After connecting the Tablet and Monitor, the ASSURE system and Tablet are in a “session”. Each session is independent, sopatient datafromone sessiondoesnot existin anothersession. 
	Instructions: 
	Step 1 EnsuretheASSUREsystem’sMonitoristurnedonandhascompletedthepowerupprocessStep 2 
	Remove the Monitor from the Carry Pack and lay it on a flat surface Step 3 EnsuretheTabletispoweredonandunlocked Step 4 Tap ASSURE on the Home screen 
	• 
	• 
	• 
	TheConnectDevicesscreenappearsshowinghowto align the Tabletto the Monitor. 

	• 
	• 
	If help is needed with connecting the Tablet andASSURE system, tap Help on the Connect Devices screen. 


	Figure
	Figure
	Step 5 AlignthetopleftcornersoftheTabletandMonitorasshownonthescreen 
	• When the Tablet and ASSURE system connect, anaudio tone plays (if the volume is on) and a“Connecting/Connected” animation appears onthe screen. 
	Step 6 AfterconnectingtheMonitortotheTablet,thePatientInformationscreenappears,whichcontinues thepatientsession 
	Figure
	Figure
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	5.3 Viewing the ECG 
	5.3 Viewing the ECG 
	Note: Display of the ECG is not intended to be used as a diagnostic tool. 
	The ECG displays two waves of streaming ECG data or the amount of motion (measured by the built-in accelerometer)acquiredthroughthecurrentlyconnectedASSUREsystem.Selectfromfouravailable waveformsorthe motionoption.Thewaveforms display the most recent six seconds of data. 
	To select a specific ECG waveform: 
	Step 1 Tapthedownarrowiconundertheelectrodesetting 
	Step 2 Select one of the following options: 
	• 
	• 
	• 
	Right Front > Left Back (default selection) 

	• 
	• 
	Left Front > Right Back (default selection) 

	• 
	• 
	Right Front > Left Front 

	• 
	• 
	Left Back>RightBack 

	• 
	• 
	Motion 


	Note: Thesamewaveformormotion cannotbeselected to displayin both fieldsatthesametime. 
	manually scale the waveforms: 
	The waveformsuseautomaticscalingbydefault.To 

	Step 1 TapAutototurnoffautomaticscaling 
	Step 2 Tapthe“+”or“-”buttonstoscalethewaveformupordown 
	Note: Scaling the waveforms may be useful to assess the presence of pacemaker spikes. 
	Figure
	Figure

	5.4 Confirming Fit with the Tablet 
	5.4 Confirming Fit with the Tablet 
	During a patient session, confirm the fit of the ASSURE system using the Tablet. The Tablet displays the current ASSUREsystemstatusinformationon theDeviceStatus screen.Use thepatientavatar onthe DeviceStatusscreen toverifythatthe patientiswearingthe Garmentcorrectly.Ifthe systemisreadyand theGarmentisin contactwith theskin,allindicatorson the patientavatar willbe highlightedin green.Otherwise,any issueswillbeindicatedinyellow. 
	To view the WCD Status screen: 
	Tap theWCDStatus icon on theNavigationmenu 
	• The WCD Status screen appears. 
	Note: The WCD Status screen can also be viewed by tapping in the WCD Status Summary section of the header. 
	To confirmthe fitofthe ASSUREsystemonthepatient: 
	Step 1 MakesurethepatienthaspressedtheAlertButtonStep 
	Tap theWCDStatus icon ontheNavigationmenu 
	• TheWCDStatusscreenappears. 
	Step 3 VerifytherearenoSensorsorTherapyPadsoff(theSensorsandTherapyPadswillappearyellowifthere is an issue) 
	Note: Patientavatarstatusisnearreal-timeanddoesnotincludethelatency builtinto theheader’sWCDStatusSummary. 
	• 
	• 
	• 
	Ensurethepatientavatarissolidgreenwithnointermittentyellowindicators. 

	• 
	• 
	Verifycontactwiththepatient’sskin.Allindicatorsshouldremaingreenevenwithpatientmovement. 

	• 
	• 
	• 
	Ifanyofthepatientavatarindicatorsareyellow(evenintermittently),trythefollowing:For Sensors: 

	– 
	– 
	– 
	AdjusttheGarmentsotheSensorsareflatandtouchingbareskin. 

	– 
	– 
	CheckthattheGarmentisnottwisted,thereisnothingunderit,andtheTherapyPadsareassembledcorrectly. 

	– 
	– 
	MoistentheskinundertheSensorswithwaterorlotion. 

	– 
	– 
	TightentheGarmentbyadjustingthefrontclosuresnapsandshoulderstraps. 
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	For Therapy Pads: 
	– 
	– 
	– 
	ConfirmtheTherapyPadsareflatandtouchingbareskin. 

	– 
	– 
	CheckthattheGarmentisnottwistedandthereisnothingunderit. 

	– 
	– 
	MoistentheskinundertheTherapyPadswithwaterorlotion. 

	– 
	– 
	ChangethefrontclosuresnapsandshoulderstrapsettingsforasnugGarmentfit.Theshoulderstrapsshouldbe comfortable but not loose. 

	– 
	– 
	VerifytheTherapyPadsarecorrectlyinsertedandsnappedinthepockets. 


	Step 4 Verify both channels of the ECG signal are clean in the top right portion of the screen 
	• Seesection5.3,ViewingtheECG,onpage65formoreinformation. 
	Step 5 Addressanyotherissueshighlightedinyellow 
	• Refertosection8.1,AlertsQuickReference,onpage124forhowtorespondtotheSystemalerts. 
	Figure

	5.5 ASSURESystemProgramming 
	5.5 ASSURESystemProgramming 
	The ASSUREsystemincludessettingsthatareprogrammableusingthe Tablet.Thesesettings allowcustomizationofthedevicebehavior accordingto the patient'sprescription. 
	The followingsettingscan beprogrammed: 
	• 
	• 
	• 
	ASSUREsystem’stimezonesetting(ifthetimezonesettingwasnotsetproperlyduringthenewpatientcreationprocess) 

	• 
	• 
	VTRateThresholdsettingandtheVFRateThresholdsetting– Programtheratesspecifiedinthepatient’sprescription,and selectwhether theVTZone willbe monitoredor willdelivertherapy. 


	Anychangesto the settingsare highlighted inyellowto identifythemasproposedsettings.Thesesettingswillnottakeeffect untilthey are programmed into the Monitor. See the following sections for more information on changing the settingsandprogrammingthe ASSUREsystem. 
	5.5.1 ViewingASSURESystemSettings 
	5.5.1 ViewingASSURESystemSettings 
	A summaryofthe currentASSUREsystemsettingscanbeviewedontheWCD Settingsscreen.The WCD Settingsscreenallowsforchangesto the settings. 
	To viewthe ASSUREsystemsettingsonthe WCDSettingsscreen: 
	Step 1 Tap the WCD Settings icon on the Navigation menu 
	• The WCD Settings screen appears. 
	Step 2 Verify the current ASSURE system settings 
	The following options are available from the WCD Settings screen: 
	• 
	• 
	• 
	View the date and time on the ASSURE system 

	• 
	• 
	SetthetimezoneontheASSUREsystem 

	• 
	• 
	AdjusttheVT/VFratethresholdsfortheASSUREsystemandselecttheVTZoneoperation(monitorordelivertherapy) 

	• 
	• 
	Identifyproposedchangestothesettings 

	• 
	• 
	ProgramthesettingsontheASSUREsystem 


	Figure
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	5.5.1.1 Viewing the ASSURE System’s Date and Time Settings 
	5.5.1.1 Viewing the ASSURE System’s Date and Time Settings 
	To checkthedate andtime settingson theASSUREsystem: 
	Step 1 Tap the Show button next to Date & Time 
	• Thedateandtimearedisplayedforaboutfiveseconds before the Show buttonre-appears. 

	5.5.1.2 Setting the Time Zone 
	5.5.1.2 Setting the Time Zone 
	To set the ASSURE system’s time zone: 
	Step 1 Tap the Time Zone drop-down list 
	Figure
	Figure
	Step 2 Select the appropriate time zone for the desired location Step 3 Whenfinished,programtheproposedchangesintotheASSUREsystem 
	• Seesection5.5.3,ProgrammingChangestoSettings,onpage71. 
	Figure

	5.5.1.3 Adjusting the VF and VT Rate Settings 
	5.5.1.3 Adjusting the VF and VT Rate Settings 
	Setthe VT/VFrate thresholdsto valuesaccordingto the patient’sprescription.Ifthe prescription doesnotincludethethresholdvalues,use the defaultvalues for therate thresholdsorcontactthe prescriber. 
	Note: Programming changesarenoteffectiveuntiltheprogrammingisconfirmedusingtheTablet. 
	To setthe VTZone setting: 
	Select the appropriate VT Zone setting 
	• 
	• 
	• 
	Set to Treat to enableTherapyintheVTzone range. 

	• 
	• 
	Set to Monitor to disable Therapyinthe VTzone range. 


	Note: Episodeinformation willstillbestoredwhentheVT Zone is set to Monitor. 
	To set the rate threshold: 
	Step 1 Tap the VT Rate slider or the VF rate slider on the Rate Bar 
	Figure
	Figure
	Step 2 Move the slider to the left or right to select the appropriate rate 
	• 
	• 
	• 
	TheVTraterangeis130to(VFrate-10)bpmin10bpmintervals.Thedefaultsettingis170bpm. 

	• 
	• 
	TheVFraterangeis180to220 bpmin10bpmintervals.Thedefaultsettingis200bpm. 


	Notes: 
	• 
	• 
	• 
	TheVFRateThresholdvaluemustbehigherthantheVTRateThresholdvalue. 

	• 
	• 
	The sliders cannot cross over each other. To increase the VT Rate Threshold value, move the VF Rate Threshold sliderto therightbeforemoving theVTRateThresholdslider.Conversely,to decreasetheVFRateThresholdvalue,movetheVTRateThresholdsliderto theleftbeforemovingtheVFRateThresholdslider. 
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	5.5.2 Identifying Pending Changes to WCD Settings 
	5.5.2 Identifying Pending Changes to WCD Settings 
	Any pending changes to the ASSURE system settings are indicated by highlighting those changes in yellow in the Settingssection ontheWCDSettings screen.A yellowdotindicator also appears nextto the WCDSettingsicon intheNavigationmenu. 
	Figure
	Pending Changes Indicators 

	5.5.3 ProgrammingChangestoSettings 
	5.5.3 ProgrammingChangestoSettings 
	After making changes to the ASSURE system settings, program those changes into the Monitor. Note: any changes into the Monitor: 
	Programmingchangesarenoteffectiveuntiltheprogramming isconfirmed using theTablet.To program 

	Step 1 TapProgramontheWCDSettingsscreen 
	Figure
	Figure
	• AmessagescreenappearswhiletheTabletprogramstheASSURE system. 
	Step 2 TapProgramonthemessagescreen 
	• Aconfirmationscreenappearsafterthechangeshavebeen successfully programmed. 
	Step 3 TapOKtoclosetheconfirmationscreen 
	Figure
	Figure
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	5.6 Creating a Session Report 
	5.6 Creating a Session Report 
	After fittingthe patient,generateareportfor thecurrentsession.The sessionreportcontainsasummaryofthe patient’sinformation and identifieswhatchanges weremade to the ASSUREsystemduring the session. 
	To create aSession Report: 
	Step 1 TaptheSessionReporticonontheNavigationmenu 
	• TheSessionReportscreenappears. 
	Figure
	Step 2 Tap Create Report to proceed 
	• 
	• 
	• 
	ThesessionreportiscreatedandsenttotheremoteserverwhentheTablethasawirelessnetworkconnection. 

	• 
	• 
	ChecktheReportQueueapplicationforthesessionreport’sdeliverystatus. 


	Note: Session reports can be viewed and printed from the remote server only. 
	Figure

	5.7 Viewing the Report Queue Application 
	5.7 Viewing the Report Queue Application 
	The ReportQueue applicationisavailableon theHomescreen.The application displaysalistofgenerated reports,theircurrenttransmission statusto the remote server,and providesan option to deletereportsfromtheTablet. 
	5.7.1 Starting the Report Queue Application 
	5.7.1 Starting the Report Queue Application 
	To launchthe ReportQueueapplication: 
	Tap theReportQueueicon on theHomescreen 
	• The Report Queue screen appears. 
	The ReportQueuescreendisplaysthe followinginformation: 
	• 
	• 
	• 
	Date and time the report was created 

	• 
	• 
	Patientname 

	• 
	• 
	Patientcode 

	• 
	• 
	• 
	Transmission status 

	– 
	– 
	– 
	Sent 

	– 
	– 
	Not Sent 




	The followingoptionsareavailablefromthe ReportQueue screen: 
	• 
	• 
	• 
	Manually upload reports from the Tablet to the remote server 

	• 
	• 
	Delete a report in the Report Queue 

	• 
	• 
	Return to the Home screen 


	Figure
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	5.7.2 Manually Uploading to the Remote Server 
	5.7.2 Manually Uploading to the Remote Server 
	Note: The Tablet requires access to a wireless connection to communicate with the remote server. 
	force the Tablet to synchronize with the remote server, tap the Sync icon ontheReportQueue screen. 
	The Tablet automatically performs regular background transmissions of all reports to the remote server.To 


	5.7.3 Removing a Report from the Report Queue 
	5.7.3 Removing a Report from the Report Queue 
	Report Queue application will provide a notification that the report has not beentransmitted and requestconfirmationtocontinue with the removal of the report. 
	A reportcanberemovedfromthe ReportQueue.If areporthas notbeensuccessfully transmitted to the remoteserver,the

	Note: Removing areportthathasnotbeen sentto theremoteserverisirreversible.Aftera reporthasbeendeleted,itcannot berecovered. 
	To remove a report: 
	Step 1 Find the desired report on the Report Queue screen 
	Step 2 Tap the Remove Report icon 
	• A confirmationscreen appears. 
	Step 3 TapRemoveontheconfirmationscreen 

	5.7.4 Returning to the Home Screen 
	5.7.4 Returning to the Home Screen 
	To return to the Home screen, tap the Back iconon the screen. 
	Figure
	Thispage isintentionallyleftblank. 
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	6. PatientTraining 
	6. PatientTraining 
	Thissection providesinformationandtrainingfor teachingthe patienthowto incorporatetheASSUREwearabledefibrillator(ASSUREsystem)into their dailyroutine, including: 
	• 
	• 
	• 
	Daily Routine Checklist 

	• 
	• 
	ChargingtheBatteryandreplacingtheBatteryintheMonitor 

	• 
	• 
	Taking a shower or bath 

	• 
	• 
	WearingtheASSUREsystemwhilesleeping 

	• 
	• 
	General care and cleaning instructions 

	• 
	• 
	Alerts 


	Note: In additionto thetraining providedin thissection,itisimportantto reviewthechapter2,Safety Information,onpage29with the patient. 
	6.1 Patient Daily Routine Checklist 
	6.1 Patient Daily Routine Checklist 
	Assistthe patientwith understandingthedailyproceduresfor wearingand usingtheASSUREsystem.ReviewtheSafetyInformation section in the ASSURE Wearable Defibrillator Patient Handbookwith the patient. 
	Wear the ASSURE system 
	Figure

	• 
	• 
	• 
	ThepatientmustweartheASSUREsystemallthetime,exceptwhentheyneedtotakeashowerorbathor participate in water-basedactivities,like swimming. 

	• 
	• 
	ThepatientshouldweartheASSUREsystemwhiletheysleep. 


	Charge the Battery 
	Figure

	• ThepatientshouldreplacetheBatteryatthesametimeeverydaytoensuretheASSUREsystemhasadequate power. 
	Respond to anyalerts 
	Whenan alerthappens, the patient should: 
	1. PresstheAlertButton toquietthealert 
	– 
	– 
	– 
	Press once to quiet the alert. 

	– 
	– 
	ForSystemalerts,presstheAlertButtonagaintoreplaythevoicemessage. 


	2. 
	2. 
	2. 
	LookattheMonitorlightandscreen 

	3. 
	3. 
	Respond to the alert 


	Wash the Garment when necessary 
	Figure

	• Usecoldwaterandamild laundrydetergent,like: 
	– 
	– 
	– 
	allfreeclear 
	®


	– 
	– 
	Tide Free and Gentle™ 


	Note: The patient should followthe detergent manufacturer's warnings and cautions listed on thepackaging. 
	• 
	• 
	• 
	Hang the Garment to air dry. 

	• 
	• 
	Reviewthefollowingsafetyinformationwiththepatient: 


	WARNINGS 
	Figure

	• 
	• 
	• 
	AlwaysremovetheTherapyCablebeforewashingtheGarment. 

	• 
	• 
	Donotusechlorinebleach,bleachalternatives,fabricsofteners,oranti-staticsprays.Also,donotusedetergents or detergent “pods” that include bleach or fabric softener additives. 


	Remove the ASSURE system before takinga shower or bath 
	Figure

	Reviewthe followingwarningtextwith the patient: 
	WARNING 
	Figure

	Do not place the Monitor, Therapy Cable, Charger, or Battery in water or other liquids. Avoid spillinganyliquidson thesedevices.Liquidsentering thesedevicesmay causethemtomalfunction orfail. 
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	6.2 Managing the Battery and Charger 
	6.2 Managing the Battery and Charger 
	The ASSUREsystemcomeswith aCharger andtwo Monitor batteries.OneBattery shouldremain in theChargerwhiletheotherBattery isinthe Monitor. 
	6.2.1 PluggingintheCharger 
	6.2.1 PluggingintheCharger 
	Note: Thepatientshoulduseonlytheaccessoriesprovidedwith theASSUREsystem,including theBatteriesand Charger. 
	Instructions: 
	Step 1 InstructthepatienttoinserttheChargercordplugfromtheACadapterintotheCharger 
	• 
	• 
	• 
	Thepatientshouldinserttheplugwiththecordstraightup. 

	• 
	• 
	Turnthecordtotherighttosecureitintheclip. 


	Note: Properly securethecord intheclip.Thispreventsthecord from being accidentally removed fromtheCharger. 
	Step 2 ConnectthepowercordtotheACadapter 
	Figure
	Step 3 Plug the power cord into an electrical wall outlet 
	Notes: 
	• 
	• 
	• 
	DonotplacetheChargerinapositionorlocationthatmakes it difficult to insert or remove the Battery or unplug the AC adapter power cord. 

	• 
	• 
	If the patient must turn off the Charger for any reason,unplug the power cord from the electrical wall outlet. 

	• 
	• 
	AlwaysleavetheChargerpluggedintoanelectricaloutlet to keep the spare Battery fully charged. 


	Figure
	Figure

	6.2.2 Charging the Battery 
	6.2.2 Charging the Battery 
	The ASSUREsystemcomeswith two Batteries.The patientshouldreplacethe Batteryatthe same time everyday.An 
	The ASSUREsystemcomeswith two Batteries.The patientshouldreplacethe Batteryatthe same time everyday.An 

	empty Battery chargesinaboutfourhours. 
	Notes: 
	• 
	• 
	• 
	ThepatientshouldchecktheChargerandBatteriesforanywearordamageonceortwiceaweek.Toreportanydamage or concerns, the patient should call the ASSURE Helpline at 1.833.692.7787. See section 6.6, Checking forEquipment Damage, on page 101 formore information. 

	• 
	• 
	ThepatientshoulduseonlytheaccessoriesprovidedwiththeASSUREsystem.ThisincludestheBatteriesandCharger. 


	Instructions: 
	Step 1 Insert the Battery into the Charger 
	• 
	• 
	• 
	DonotforcetheBatteryintotheCharger.Thereisonlyonewaytoinsert the Battery. 

	• 
	• 
	KeepthefullychargedspareBatteryintheChargeruntilyouneed to replacethe Battery in the Monitor. 


	Step 2 ChecktheChargerscreentoconfirmthattheBatteryischarging 
	a b 
	• See the next page for more information. 
	ASSURE Helpline 1.833.MYASSURE 
	Patient Training | 81 
	6.2.2.1 Charger Screen 
	6.2.2.1 Charger Screen 
	The Chargerscreen displaystheBattery’scurrentcharge status. 
	Screen Display Description 
	Figure
	Figure
	Figure
	InsertaBattery into the Charger. 
	The Battery ischarging.Thechargingsymbolflashesandthescreendisplaysthecurrentprogressfrom 0–100% in 5%increments. 
	The Battery isfullycharged. 
	the problemstilloccurs,call theASSUREHelplineat1.833.692.7787. 
	There isaproblemwith theBattery.Removethe Battery andre-insertitinto theCharger.If

	The Battery istoo hot.Removethe Batteryfromthe Charger.AllowtheBattery to cooldowntoroomtemperaturebeforeusingitor puttingitback inthe Charger. 
	There isaproblemwith the Charger.Unplugthepowercord and then plugitback in.Iftheproblemstill occurs,call the ASSUREHelplineat1.833.692.7787. 
	Figure


	6.2.3 Viewing Battery Status on the Monitor 
	6.2.3 Viewing Battery Status on the Monitor 
	A fullBattery lastsatleast24 hours.The Monitorscreen displaysthecurrentBattery statuswiththeSystem Ready icon. 
	Figure
	Screen Display Description 
	Figure
	The Battery isfullycharged(more than24hoursofremainingcharge). 
	The Battery has18to 24 hoursofremainingcharge. 
	The Battery has12 to 18hoursofremainingcharge. 
	(Solidbar) The Batteryhas6 to 12 hoursofremainingcharge. 
	(Blinkingbar) The Battery has2 to 6 hoursofremainingcharge. 
	(Blinking)LowBattery alert– TheBatteryhas lessthan two hoursofremainingcharge.Seesection6.7.2.6, Low Battery Alert, on page 113. 
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	6.2.4 ReplacingtheBatteryintheMonitor 
	6.2.4 ReplacingtheBatteryintheMonitor 
	A fullycharged Battery willpowerthe ASSUREsystemfor aminimumof24hours.Thepatientshould replacethe Batteryat thesame time every day. 
	Reviewthe followingwarningtextwith the patient: 
	WARNING 
	Figure

	If you willbeawayfromhomeforlongerthan24hours,takethespare,fully chargedBattery and Chargerwith you. 
	Instructions: 
	Step 1 Check that the Battery in the Charger is fully charged 
	• TheCharger’sscreenshowstheBatterystatus. 
	Step 2 Open the flaps on the Carry Pack 
	Figure
	Figure
	Step 3 SlidetheBatterylockuntilyouseetheyellowlineandliftthe Battery handle 
	• Remind the patient that they can also watch the patient video atkestramedical.com/patients,ifthey need assistancewith thistaskafter they go home. 
	Figure
	Figure
	Step 4 Pull up to remove the Battery from the Monitor 
	• 
	• 
	• 
	RemovingtheBatteryturnsoffthesystem. 

	• 
	• 
	Damaged Batteries may leak and cause personal injury orequipmentdamage.Handledamagedor leakingBatterieswithextreme care. Call the ASSURE Helpline at 1.833.692.7787 toreport any equipment damage. 


	Step 5 Take the fully charged Battery out of the Charger 
	Step 6 InsertthefullychargedBatteryintotheMonitor 
	• 
	• 
	• 
	A“click”soundmeanstheBatteryissecurelyinserted. 

	• 
	• 
	ThepatientshouldnotforcetheBatteryintotheMonitor.Thereisonlyone way to insert the Battery. 


	Step 7 Close the flaps on the Carry Pack 
	Step 8 Wait a few minutes while the system powers up 
	• 
	• 
	• 
	The Monitor light turns blue right away and the Monitor screendisplaysthe Welcomeicon. 

	• 
	• 
	TheSystemBusyiconthenappears. 


	Figure
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	• 
	• 
	• 
	WaitfortheAlertButtonicontoappearontheMonitorscreen(this may take a few minutes). 

	• 
	• 
	• 
	If a different icon appears on the Monitor screen, checkthealert icon and respond to the alert. 

	– 
	– 
	– 
	Seesection6.7,Alerts,onpage102foralistof thealerticons. 

	– 
	– 
	Afterrespondingtothealert,theAlertButtoniconshouldappearon the Monitorscreen. 




	Figure
	Step 9 ThepatientshouldpresstheAlertButton 
	• If the system is working properly, the patient will: 
	– 
	– 
	– 
	SeeasolidgreenMonitorlightandtheSystemReadyiconon the Monitorscreen(shownatright). 

	– 
	– 
	Hearathree-noteguitarstrum. 

	– 
	– 
	Feel a single-pulse vibration from the Alert Button. 


	Note: Thegreen lightandthescreen backlightturn offafterfiveseconds. 
	Step10 InserttheusedBatteryintotheCharger 
	Figure
	Figure
	Step11 ChecktheChargerscreentoconfirmthattheBatteryischarging 
	Figure

	6.2.5 Using the Wireless Charging Well 
	6.2.5 Using the Wireless Charging Well 
	The Chargerincludesawirelesschargingwellfor mobiledevices.The wellprovidesastandard5Wchargingspeed andsupportsmobile devicesupto 6.3 x 3.3 x 0.49inches(includingacase). 
	Notes: 
	• 
	• 
	• 
	Check with your mobile device manufacturer to confirm your device supports wireless charging. 

	• 
	• 
	TheChargermaynotbecompatiblewithallwireless-chargingmobiledevices. 

	• 
	• 
	IfyourmobiledevicecaseholdsitemsthatmaycontainmagneticstripsorRFIDchips,likecreditcardsorpassports, remove the case from the device before placing it in the well. 


	Instructions: 
	Step 1 Placethemobiledeviceintothewirelesschargingwellwiththedevice’sscreenfacingoutwards 
	Figure
	Step 2 Check the mobile device to make sure it is charging 
	• Thedevicescreenshoulddisplayanindicationthatthemobiledevice ischarging. 
	Note: If there is no indication that the device is charging, you mayneedtoremove the device case, if one is installed. Remove thecase and then repeat steps 1 and 2 above. 
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	6.2.6 Using the USB Port on the Charger 
	6.2.6 Using the USB Port on the Charger 
	The Charger’sUSBportcanchargeany USB-compatibledeviceusingaUSBcablewith atype Aconnector.The USBportislocatedon the back ofthe Charger. 
	WARNING 
	Figure

	Do not connect line voltages, power banks, orother devices that may attempt to use the USB port as an input port. TheUSB port is adedicated chargingportthatisoutputonlyand canonlychargeconnected devices. 
	Instructions: 
	Step 1 Insertoneend oftheUSBcableintothedevice Step 2 Insert theUSBcable’stypeAconnectorintotheUSBportontheCharger 
	Figure
	Step 3 Checktheconnecteddevicetomakesureitischarging 

	6.2.7 Loss of Power or Power Outage 
	6.2.7 Loss of Power or Power Outage 
	The patientmustkeep thebatteriescharged fortheASSUREsystemto operateproperly.If a 
	The patientmustkeep thebatteriescharged fortheASSUREsystemto operateproperly.If a 

	power outage occurs,the patientshouldfollowtheseguidelines: 
	• 
	• 
	• 
	Contacttheirelectricalcompanytoreporttheoutage.Thepatientshouldinformtheelectricalcompanythattheyhave amedicaldevicethat requirespower. 

	• 
	• 
	Thepatientshouldcallorvisittheirlocalemergencyservicestoseeiftheycanhelp.Thepatientshouldinformtheemergencyservicespersonnelthatthey haveamedicaldevicethatrequirespowerto chargeitsbatteries. 

	• 
	• 
	A fully charged Battery provides at least 24 hours of operation. If the power is out for more than 24 hours, the patientshouldtry to find aplace with power,likeafamilymember orfriend’shouse.Thepatientshouldtake thespareBatteryand Charger with them to charge thebatteriesthere. 


	Note: TheChargercan rechargeanempty Battery in aboutfourhours. 
	The U.S.Food& DrugAdministration(FDA) providesabookletontheir website(www.fda.gov)titled,“HomeUse Devices:Howto Prepare forand Handle PowerOutagesfor Medical Devices thatRequireElectricity”. 
	After power isrestored,thepatientshouldreturn theCharger to itsusualcharginglocationand followthe24-hourBatterycharging schedule. 
	Figure


	6.3 Wearing the ASSURE System 
	6.3 Wearing the ASSURE System 
	The ASSUREsystemisdesigned to bewornall the time,exceptwhileshoweringor bathing.Thepatientcanwearitin avariety ofpublic settings, like goingto agrocerystore, attendingasportingevent,or dining out. 
	The patientshouldfollowtheseguidelineswhilewearingthe ASSUREsystem: 
	• 
	• 
	• 
	• 
	WearanyclothingtheGarment 
	over


	– 
	– 
	– 
	Thepatientshouldnotwearorplaceanythingbetween theGarmentandtheirbody. 

	– 
	– 
	UndershirtsandbrasmayonlybeworntheGarment. 
	over




	• 
	• 
	Check for any wear or damage once or twice a week. 

	• 
	• 
	Ifthepatientneedstogooutinheavyrainorsnow,theyshouldkeeptheMonitorandCarryPackcoveredas muchas possible. 

	• 
	• 
	The Carry Pack strap and Therapy Cable are potential hazards for getting strangled. 


	To reduce this risk, the patient should: 
	– 
	– 
	– 
	NeverwraptheCarryPackaroundtheirneck. 

	– 
	– 
	Keep the Monitor and Carry Pack at or below waist level. 

	– 
	– 
	ManageanyextralengthofcablebetweentheHubandMonitor. 

	– 
	– 
	RemovetheCarryPackstrapifsleepingwiththeMonitorinsidetheCarryPack. 


	• 
	• 
	• 
	DonotallowchildrenorpetstoplaywiththeASSUREsystem. 

	• 
	• 
	IfthepatienthasanyskinissuesunderneaththeGarment,likeredness,bumps,inflammation,irritation,skinbreakdown, blistering, or acut, the patient should continue to wear the system and seek medicalattention. 


	Notes: 
	– 
	– 
	– 
	– 
	TheGarmentcontainsthefollowingmaterials: 

	• 
	• 
	• 
	Body fabric: 59% Polyamide, 41% Elastane (spandex) 

	• 
	• 
	Inner lining: 73% Polyamide, 27% Elastane 

	• 
	• 
	TherapyPadpockets:100%Silver-platedNylon 



	– 
	– 
	TheCarryPackis100%Polyesterandthestrapis100%Nylon. 


	The patient should temporarilyremovetheASSUREsystemfor thefollowingsituationsonly: 
	• 
	• 
	• 
	Whenthepatientneedstotakeashowerorbath,orwhentheywillbeactivelyparticipatinginawater-basedactivity, like swimming. 

	• 
	• 
	WhenmovingtheTherapyCablefromoneGarmenttotheotherGarment. 
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	6.3.1 CheckingtheASSURESystemStatus 
	6.3.1 CheckingtheASSURESystemStatus 
	To checkthestatusofthe ASSUREsystematany time: 
	Press the Alert Button 
	Figure
	What the patient will... 
	See • SolidgreenMonitorlight • 
	System Ready icon on Monitor screen 
	Hear Three-note guitarstrum 
	Feel Single-pulsevibrationfromthe AlertButton 
	Notes: 
	– 
	– 
	– 
	The green light and the screen backlight turn off after five seconds. 

	– 
	– 
	IfaSystemalertisactive,pressingtheAlertButtonwillreplaythevoicemessage. 


	Figure

	6.3.2 SleepingintheASSURESystem 
	6.3.2 SleepingintheASSURESystem 
	The patientmustwear theASSUREsystemwhilethey aresleepingto ensurethey aremonitoredandprotected duringthattime. 
	Notes: 
	Figure
	Proper Monitor Position While Sleeping 
	• 
	• 
	• 
	Keeping the Monitor in the Carry Pack while sleeping is recommended to protect the Monitor and Battery. 

	• 
	• 
	• 
	TheCarryPackstrapandTherapyCablearepotentialhazardsforgettingstrangled,especiallywhensleeping.To reduce this risk, the patient should: 

	– 
	– 
	– 
	Never place the Monitor or Carry Pack near their head or neck. 

	– 
	– 
	Keep the Monitor or Carry Pack at or below waist level. 

	– 
	– 
	Remove the Carry Pack strap if sleeping with the Monitor inside the Carry Pack. 





	6.3.3 Responding to Alerts While Sleeping 
	6.3.3 Responding to Alerts While Sleeping 
	Instructions: 
	Step 1 Press the Alert Button 
	• 
	• 
	• 
	Press once to quiet the alert. 

	• 
	• 
	ForSystemalerts,presstheAlertButtonagaintoreplaythevoice message. 


	Step 2 LookattheMonitorscreenandlight 
	Step 3 Respond 
	• 
	• 
	• 
	Refer the patient to the ASSURE Wearable Defibrillator Patient Handbook for alert information 

	• 
	• 
	ForSystemalertinformationseesection6.7.2,SystemAlerts,onpage106. 


	Figure
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	6.3.4 Taking a Shower or Bath 
	6.3.4 Taking a Shower or Bath 
	Reviewthe followingwarningtextwith the patient: 
	WARNING 
	Figure

	Do not place the Monitor, Therapy Cable, Charger, or Battery in water or other liquids. Avoid spilling any liquids on thesedevices. Liquids entering these devices may cause them to malfunction or fail. Follow the instructions in the ASSUREWearableDefibrillatorPatientHandbookto properly cleanthesedevices. 
	The patient must always remove the ASSURE system before taking a bath or shower or participating in a water-basedactivity, like swimming. 
	Note: Thepatientwillnotbeprotected whiletheyarenotwearing theASSUREsystem.Thepatientshouldtry to limittheactivity tothe least amount of time as possible. 
	Figure
	Never Wear the ASSURE System in the Bath or Shower Before takingashower orbath,the patientmustremove thesystem. 
	• Seesection6.3.4.1,RemovingtheASSURESystem,onthenextpageforinstructions. After takingashower orbath and drying off,the patientmustputon the system. 
	• Seetheinstructionsinsections5.1.3-5.1.4startingonpage58. 
	Figure
	6.3.4.1 Removing the ASSURE System 
	6.3.4.1 Removing the ASSURE System 
	Instructions: 
	Step 1 Open the Carry Pack flaps 
	Figure
	Step 2 SlidetheBatterylockuntilyouseetheyellowlineand lift the Battery handle 
	• Remindthepatientthattheycanalsowatchthepatientvideo at kestramedical.com/patients, if they needassistance with thistask after they go home. 
	Step 3 Pull up to remove the Battery from the Monitor 
	Notes: 
	• 
	• 
	• 
	Removing the Battery turns off the system. 

	• 
	• 
	To avoid setting off alerts, the patient should alwaysremovetheBattery beforetaking offthesystem. 


	Step 4 Take off the Carry Pack 
	• PlacetheCarryPackonanearbyflatsurfacetoavoiddroppingtheMonitor. 
	Figure
	Figure
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	Step 5 Remove any clothing above the waist 
	Step 6 Unsnap the front closure 
	Figure
	Step 7 Take off the Garment 
	Step 8 PlacetheGarmentandCarryPackinasafeplacetoavoiddroppingtheMonitor,gettingitwet,orgetting tangled in the cables 
	Figure



	6.4 Traveling with the ASSURE System 
	6.4 Traveling with the ASSURE System 
	Reviewthe followingwarningtextwith the patient: 
	WARNING 
	Figure

	If youwillbeawayfromhomeforlongerthan24hours,takethespare,fullychargedBatteryandChargerwithyou. 
	6.4.1 Air Travel 
	6.4.1 Air Travel 
	Before makingreservations,the patientshould speak to anairline representativeaboutany specificrestrictionsforwearingmedicalelectronicequipmentonthe airplane. 
	Refer thepatientto theTransportation SecurityAdministration(TSA) website atwww.tsa.gov/travel/special-proceduresforinformationon travelingwith medicaldevices. 

	6.4.2 ElectronicSecurityCheckPointsattheAirport 
	6.4.2 ElectronicSecurityCheckPointsattheAirport 
	Patients should avoid walking through securityscreening equipment commonly found in airports, courthouses, and sportingevents.Instead,thepatientshould showthesecurity staff theirpatientinformationcard,explain thattheyarewearingamedicaldevice,andrequestan alternatescreeningmethod,likeahand-held device orphysicalhandsearch. 

	6.4.3 International Travel 
	6.4.3 International Travel 
	If thepatientwillbetravelingoutsideofNorthAmerica,theymayneedtopurchaseapowerconverteroradaptersotheChargerwillwork in that particular country. 
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	6.5 General ASSURE System Care and Cleaning Instructions 
	6.5 General ASSURE System Care and Cleaning Instructions 
	Thissection providesan overviewofthe careand cleaninginstructionsforthe ASSUREsystemand itscomponents.The PSR 
	shouldencouragefamilymembersand caregiversto read the ASSURE Wearable Defibrillator Patient Handbook system. 
	or watch the patientvideo (availableatwww.kestramedical.com) to understandhowto wash theGarmentandclean theASSURE

	Patient Information: 
	• 
	• 
	• 
	Review the information in the ASSURE Wearable Defibrillator Patient Handbookwith the patient. 

	• 
	• 
	ThepatientshouldwashtheGarmentasneeded.TheASSUREsystemcomeswithtwoGarments,sothepatientcanwash the used Garment while continuingto wear the ASSUREsystem. 

	• 
	• 
	• 
	Before washing the Garment, the patient must do the following: 

	1. Take off the ASSURE system. 
	• Seesection6.5.1,TakingOfftheSystemtoWashtheGarment,onpage96forinstructions. 
	2. Remove the Therapy Cable from the used Garment. 
	• Seesection6.5.2,RemovingtheTherapyCablefromtheGarment,onpage99forinstructions. 
	3. PlacetheTherapyCableinto thecleanGarmentandputonthesystem. 
	• Seesections5.1.2-5.1.3startingonpage53forinstructions. 

	• 
	• 
	• 
	AfterwashingtheGarment,thepatientshould hangtheGarmentorplaceiton aflatsurfacetoairdry. 

	– 
	– 
	– 
	ThepatientshouldNOTdrycleanoriron theGarment. 

	– 
	– 
	ThepatientshouldNOTdrytheGarmentinaclothesdryer,microwaveoven,oranyotheroven. 



	• 
	• 
	• 
	Tocleantheotherequipment: 

	1. 
	1. 
	1. 
	Gentlywipetheequipmentwithaclean,softclothdampenedslightlywithwateronly. 

	2. 
	2. 
	Useaseparatedry,softclothtodrytheequipmentbeforeusingit. 




	Notes: 
	– 
	– 
	– 
	AvoidwipingtheHubconnectorsandpins. 

	– 
	– 
	Donotallowanyliquidormoisturetoremainontheequipmentoritsconnectorsandpinsaftercleaning. 

	– 
	– 
	Do not dry clean the Carry Pack. 

	– 
	– 
	Do not dry the Carry Pack in a clothes dryer, microwave oven, or any other oven. 


	Reviewthe followingsafetyinformationwith thepatient: 
	WARNINGS 
	Figure

	• 
	• 
	• 
	Do not use chlorine bleach, bleach alternatives, fabric softeners, or anti-static sprays. Also, do not usedetergents or detergent “pods” that include bleach or fabric softener additives. 

	• 
	• 
	DonotplacetheMonitor,TherapyCable,Charger,orBatteryinwaterorotherliquids.Avoidspillinganyliquidsonthesedevices.Liquidsenteringthesedevices maycausethemto malfunction or fail. 

	• 
	• 
	AlwaysremovetheTherapyCablebeforewashingtheGarment. 


	Figure
	6.5.1 TakingOfftheSystemtoWashtheGarment 
	6.5.1 TakingOfftheSystemtoWashtheGarment 
	Instructions: 
	Step 1 Open the Carry Pack flaps 
	Step 2 SlidetheBatterylockuntilyouseetheyellowlineand lift the Battery handle 
	Step 3 Pull up to remove the Battery from the Monitor 
	• LiftuptheBatteryhandleandpull up. 
	Notes: 
	• 
	• 
	• 
	Removing the Battery turns off the system. 

	• 
	• 
	To avoid setting off alerts, the patient should alwaysremovetheBattery beforetaking offthesystem. 


	Step 4 Close the Carry Pack flaps 
	Figure
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	Step 5 Remove any cable length tucked into the Carry Pack 
	• ThecablingmaybeinsidetheCarryPackpocketsorintheelastic corner straps on the back. 
	Step 6 PressandholdthePlugReleasebuttonontheMonitor 
	Step 7 Remove the Plug from the Monitor 
	Step 8 Take off the Carry Pack 
	• PlacetheCarryPackonanearbyflatsurfacetoavoiddropping the Monitor. 
	Step 9 Remove any clothing above the waist 
	Figure
	Figure
	Figure
	Step 10 Unsnap the front closure 
	Figure
	Step 11 Take off the Garment 
	• Seesection6.5.2,RemovingtheTherapyCablefromtheGarment,onpage99forthenextsteps. 
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	6.5.2 Removing the Therapy Cable from the Garment 
	6.5.2 Removing the Therapy Cable from the Garment 
	Note: The Therapy Cable is a complete assembly. The cords and cable cannot be removed from the Hub. 
	Instructions: 
	Step 1 Take off the Garment and place it on a flat surface, like a table or desk 
	Figure
	Step 2 Open the cord wrap near pocket 4 
	Step 3 UnsnapandremovetheTherapyPadfrompocket4 
	Figure
	Step 4 UnsnapandremovetheTherapyPadsfrompockets2and3 
	Figure
	Figure
	Step 5 UnsnapandremovetheAlertButtonfromtheshoulderstrap 
	a b 
	Step 6 GentlypulltheAlertButtoncordthroughtheloopsonthebackoftheGarmentuntilthecordis free 
	Step 7 UsebothhandstoremovetheHubfromtheGarment 
	• 
	• 
	• 
	Press down on the Garment near the bottom of the Hub Receptacle with your thumb. 

	• 
	• 
	Pull up firmly on the cable handle at the bottom of theHub with your other hand. 


	Figure
	After the patienthasremoved theTherapyCablefromthe usedGarment,theymustplaceitinto the clean Garmentandput on the ASSURE system before washing the used Garment. Seesection 5.1.2, Helping the Patient Assemble the Garment, on page53 for instructions. 
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	6.6 Checking for Equipment Damage 
	6.6 Checking for Equipment Damage 
	The patientshould check the ASSUREsystemfor anywearordamage onceortwiceaweek.Some 
	examples of potential damage or improper use include: 
	• 
	• 
	• 
	Gel leaking from the Therapy Pads (see below) 

	• 
	• 
	Sensors peeling off from the Garment (see below) 

	• 
	• 
	Worncablesorcords 

	• 
	• 
	CrackedorbrokenMonitorcase 

	• 
	• 
	BrokensnapsonGarment 

	• 
	• 
	Tamper-evidentsealonMonitor(belowthePlugReceptacle)shows“VOID”and“KESTRA”markings 


	If thereappearstobeanydamage,orifthepatienthasanyconcernsabouttheequipment,thepatientshouldcalltheASSUREHelpline at 1.833.692.7787. 
	Figure
	Figure
	Examplesof Potential Damage tothe ASSURESystem 
	Figure

	6.7 Alerts 
	6.7 Alerts 
	Note: UsetheASSUREWearableDefibrillatorQuickStartGuidetoensurepatientsunderstandthefollowingimportantalerts: 
	• 
	• 
	• 
	Low Battery 

	• 
	• 
	Service Required 

	• 
	• 
	Shock 

	• 
	• 
	Check Sensors 


	Review the following information and warning text with the patient to ensure the patient understands how to respond toalerts. 
	WARNING 
	Figure

	Operating a motorcycle,boat,riding lawnmower,orothernoisyvehicle,oranyvehicleorequipmentthatemitsheavyvibrations,whilewearing theASSUREsystemmay preventyoufromrealizing analertishappening. 
	The ASSUREsystemanalyzes thepatientfordangerousheartrhythmsand itselfforproperfunction.When thesystemdetectsaproblem,itcreatesan alertto notify thepatientthatthereissomethingthatneedstheirattention. 
	There are two alerttypes: 
	• 
	• 
	• 
	Heartalerts–TheASSUREsystemhasdetectedaheartrhythmthatiseithertoofastortooslow.Thesealertsarecriticaland the patient must respond to them immediately. 

	• 
	• 
	Systemalerts–TheASSUREsystemhasdiscoveredaproblemwiththesystemequipmentthatrequiresthepatient’sattention, like the Garmentnot fittingcorrectlyor alowBattery. 


	What the patient will... Heart Alert System Alert 
	See • Flashing red Monitor light • Blinking yellow Monitor light 
	• Alert icon on Monitor screen • Alert icon on Monitor screen 
	Hear • Harsh,alternatinglow-high• Repeating,doubletone alarm 
	• Voice message 
	• Voice message 
	Feel • Four gentle pulses followed by• Triple-pulsevibrationfromtheanintense,triple-buzzvibrationAlert Button from the Alert Button 
	Notes: 
	• 
	• 
	• 
	The Heart alert vibration continues throughout the Shock alert. 

	• 
	• 
	For more information on Heart alerts, see section 6.7.1, Heart Alerts, on page 103. 

	• 
	• 
	FormoreinformationonSystemalerts,seesection6.7.2,SystemAlerts,onpage106. 
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	6.7.1 Heart Alerts 
	6.7.1 Heart Alerts 
	There are two typesofHeartalerts: 
	Alert Name Light and Icon Reference 
	Shock 
	See page 103 
	Figure

	Seek Medical Attention 
	See page 105 
	Figure

	6.7.1.1 Shock Alert 
	6.7.1.1 Shock Alert 
	Reviewthe followinginformation andwarningtextwith thepatientto ensure thepatientunderstandshowto respond to aShock alert. 
	WARNING 
	Figure

	No oneshould touch thepatientorequipmentwhen a shockisbeingdelivered.TheASSUREsystemdeliversa largeamount ofelectrical energy during shock delivery. 
	After the ASSUREsystemdetectsand confirmsadangerouslyfastheartratein thepatient,itissuesaShockalert to tell the patient thatan electricalshock willbe delivered. 
	The patient should not remove the Battery from the Monitor or take off the Garment during a Shockalert.DoingsowillpreventtheASSUREsystemfromanalyzingthe patient’sheartrhythmand providingashock ifneeded. 
	Figure
	Responding to a Shock Alert 
	Before deliveringshock,thefollowingvoice messagesplay: 
	• 
	• 
	• 
	“Preparingtoshock.Donottouchthepatient.” 

	• 
	• 
	“Donottouchthepatient.” • “Preparingtoshockin3,2,1.” 


	If the patient notices the Shock alert: 
	• 
	• 
	• 
	• 
	ThepatientmustimmediatelypresstheAlertButtontocancelshockdelivery. 

	– 
	– 
	– 
	ThepatientistheonlypersonwhoshouldpresstheAlertButton. 

	– 
	– 
	Pressing the Alert Button cancels the shock. 

	– 
	– 
	TheASSUREsystemwillconfirmtheshockwascanceledwithavoicemessageandavibrationfromtheAlertButton. 



	• 
	• 
	ThepatientshouldcontinuetoweartheASSUREsystemunlessamedicalprofessionaltellsthemtoremoveit. 

	• 
	• 
	Thepatientshouldcall911orseekmedicalattentioniftheyfeeldizzyorunwell. 


	Ifthe patientdoesnot pressthe AlertButton: 
	Ifthe patientdoesnot pressthe AlertButton: 
	Figure
	• 
	• 
	• 
	TheASSUREsystemwillautomaticallyprovideashock,ifneeded. 

	• 
	• 
	The ASSURE system will instruct anyone nearby to call 911. 


	Note: Thepatientistheonly person who should presstheAlertButton.Ifthepatientisunconscious,nooneshouldpresstheAlert Button for them. 
	After deliveringashock,the followingvoicemessagesplay: 
	• 
	• 
	• 
	“Shock delivered.” 

	• 
	• 
	“Call911now.Donottouchthepatient.” 

	• 
	• 
	“Preparingtoshock.Donottouchthepatient.” 


	The ASSUREsystemwillcontinueto analyzethepatient’sheartrhythm,and itwillinstructanyonenearbyto call911.Thesystemcan deliverup to five shocksinarowfor asingle episode. 
	Notes: 
	• 
	• 
	• 
	IfatanytimethepatienthearstheShockalertagain,theyshouldpresstheAlertButton. 

	• 
	• 
	The voice messages will repeat as needed during the episode. 



	After a Shock Alert 
	After a Shock Alert 
	• 
	• 
	• 
	• 
	AftertheShockalertisover,thefollowingvoicemessagesplay: 

	– 
	– 
	– 
	“Call 911 now.” 

	– 
	– 
	“Youhavereceivedashock.” 

	– 
	– 
	“ContinuetowearyourASSUREsystem.” 



	• 
	• 
	• 
	ThepatientshouldcontinuetoweartheASSUREsystem. 

	– 
	– 
	– 
	It will continue to analyze the patient’s heart rhythm. 

	– 
	– 
	IfthepatientnoticesanotherShockalert,theyshouldpresstheAlertButton 

	– 
	– 
	Ifthepatientisunconscious,theASSUREsystemwillprovideuptofiveshocksperepisode (ifneeded) forupto five episodes. 



	• 
	• 
	TheShockDelivered-SeekMedicalAttentionalertisdisplayedsothepatientunderstandsthattheyreceivedtherapyand are encouraged to seek medicalattention orcall 911. 

	• 
	• 
	Afterashockisdelivered,gelremainsviableforatleastanhour. 

	• 
	• 
	• 
	Thepatient’schestandbackwillbewetandcoveredwithgel. 

	– 
	– 
	– 
	ThisgelwasreleasedbytheTherapyPadsaspartoftheshockdelivery. 

	– 
	– 
	ThepatientshouldleavethegelundertheTherapyPads.Theyshouldnotwipeoffthegel,unlessdirectedby a medicalprofessional. 



	• 
	• 
	Thepatientmayexperiencesomediscomfortorsorenessaroundtheirchest. 

	• 
	• 
	Remindthepatientthattheywillstillreceiveadditionaltherapy(ifneeded)whiletheseotheralerticonsaredisplayed. 

	• 
	• 
	Ifthebatteryisremovedandreplacedafterashockhasbeendelivered,thealertwillchangetoaServiceNeededalert. 


	Figure
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	6.7.1.2 SeekMedicalAttentionAlert 
	6.7.1.2 SeekMedicalAttentionAlert 
	Whenthe ASSUREsystemdetectsthatthe patienthas alowheartrate,or itcan nolongerdeliver ashockduringthisepisode,itissuesaSeek MedicalAttention alert. 
	Notes: • The ASSURE system can deliver up to five shocks per a single episode. If a new episode is detected, the ASSUREsystem can deliver an additional five shocks, if needed. The ASSURE system will continue to shock(whennecessary) until the battery runs out of power. 
	Figure
	• The ASSURE system cannot treat low heart rates. 
	The following voice message plays during this alert: “Call 
	911 now. Begin CPR if patient is unconscious.” 
	Note: TheASSUREsystemdoes notcall911forthepatient.Thepatientorsomeonenearby mustcall 911. 
	Respondingto aSeek MedicalAttention Alert 
	Ifthe patientnotices thisalert: 
	Ifthe patientnotices thisalert: 
	• 
	• 
	• 
	• 
	The patient should press the Alert Button. 

	– Pressing the Alert Button quiets the alert. 

	• 
	• 
	ThepatientshouldcontinuetoweartheASSUREsystemunless a medical professional tells them to remove it. 

	• 
	• 
	Thepatientshouldcall911orseekmedicalattentionifthey feeldizzy or unwell. 


	If the patient does not press the Alert Button: 
	• The ASSURE system will instruct anyone nearby to call 911 and begin CPR. 
	Note: The ASSURE system does not call 911 forthe patient. The patient or someone nearby must call 911. 

	After a Seek Medical Attention Alert 
	After a Seek Medical Attention Alert 
	• 
	• 
	• 
	• 
	ThepatientshouldcontinuetoweartheASSUREsystem. 

	– 
	– 
	– 
	It will continue to analyze their heart rhythm. 

	– 
	– 
	IfthepatienthearsanotherSeekMedicalAttentionalert,theyshouldpresstheAlertButton. 



	• 
	• 
	Thepatientshouldcall911orseekmedicalattentioniftheyfeeldizzyorunwell. 


	Figure
	Figure



	6.7.2 System Alerts 
	6.7.2 System Alerts 
	Thissection describesthealertsthatthe ASSUREsystemusesto notify thepatientthatthereisaproblemwith thesystemequipmentthatthey needto fix. 
	Note: ThePuton Garment,Check Sensors,and CheckTherapyPadsalertsmay correctthemselvesautomaticallyduetochanges in Garment positioning or movement. If thisoccurs, the ASSURE system will return to normal operation (indicatedbythegreen Monitorlight,SystemReadyicon,guitarstrum,and vibration). 
	When the patientreceivesaSystemalert,theyshould followthreegeneral steps. Instructions: 
	Step 1 Press the Alert Button 
	• 
	• 
	• 
	Press once to quiet the alert. 

	• 
	• 
	Press again to replay the voice message. 


	Step 2 Look at the Monitor screen and light 
	Step 3 Respond 
	Figure
	• Refer the patient to the ASSURE Wearable DefibrillatorPatient Handbook for System alert information. 
	Alert Name Light and Icon Reference Connect Plug to Monitor See page 108 ConnectHubtoGarment Seepage109 
	Figure
	Figure

	Figure
	ASSURE Helpline 1.833.MYASSURE 
	Patient Training | 107 
	Alert Name Light and Icon Reference 
	Put on Garment 
	See page 110 
	Figure

	Note: Thisalertusesa seriesoficons.Thedisplayed iconwillvary(seeexamples). 
	Figure
	Check Sensors See page 111 
	Note: Thedisplayediconwillvary depending onwhich Sensorhaslostcontact. 
	Figure
	Figure
	Check TherapyPads 
	See page 112 
	Figure

	LowBattery Seepage113 
	Figure

	ShockDelivered–SeekMedicalAttention Seepage113 
	Service Required Call the ASSURE 
	Helpline at1.833.692.778 7. 
	Figure

	See page 114 
	Service Needed See page 114 
	Figure
	Figure
	6.7.2.1 Connect Plug to Monitor Alert 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	The Plug is not inserted properlyinto the Monitor. 

	Voice Message 
	Voice Message 
	“Connect the Plug to your Monitor.” 

	Instructions 
	Instructions 
	To respond to this alert: Insert the Plug into the Monitor If the Plug is already insertedinto the Monitor, try re-inserting it: Step 1 Press and hold the Monitor’s Plug Release button and then removethePlug from the Monitor Step 2 Insert the Plug back into the Monitor • A “click” sound means the Plug is securely inserted. Note: The System Busy icon will appear onthe Monitor screen with a yellow Monitor lightwhen the Monitor detects a Plug insertion. This check may take up to a minute tocomplete. WARNING If
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	6.7.2.2 Connect Hub to Garment Alert 
	6.7.2.2 Connect Hub to Garment Alert 
	6.7.2.2 Connect Hub to Garment Alert 
	6.7.2.3 Put on Garment Alert 

	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	The Hub is not properlyinserted into the Garment. 

	Voice Message 
	Voice Message 
	“Connect the Hub to your Garment.” 

	Instructions 
	Instructions 
	To respond to this alert: Step 1 Press the Alert Button to quiet the alert Step 2 Insert the Hub into the Garment If the Hub is already insertedinto the back ofthe Garment, try re-insertingit: Step 1 Use both handsto remove the Hub from the Garment • Press down on the Garment near the bottom of the Hub Receptacle with yourthumb. • Pull up on the cable handle at the bottom of the Hub with your other hand. Step 2 Insert the Hub back into the Garment • A “click” sound means the Hub is securelyinserted. 


	Figure

	Note: This alert uses a series of icons. The displayed Monitor screen icon will vary (see the examples below). 
	Note: This alert uses a series of icons. The displayed Monitor screen icon will vary (see the examples below). 
	Monitor Icons 
	Monitor Icons 
	Monitor Icons 
	TD
	Figure


	Description 
	Description 
	The patient is not wearing the Garment properly. 

	Voice Message 
	Voice Message 
	“Put on your Garment now.” 

	Instructions 
	Instructions 
	To respond to this alert: Step 1 Press the Alert Button to quiet the alert Step 2 Put on the Garment If the patient is already wearing the Garment, they should follow these suggestions: • Check that the Garment is not twisted, there is nothing under it, and the TherapyPadsare assembled correctly. • Moisten the skin under the Sensors with water or lotion. 
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	6.7.2.4 Check Sensors Alert 
	6.7.2.4 Check Sensors Alert 
	Note: ThedisplayedMonitorscreen icon willvary dependingon which Sensorhaslostcontact(seetheexamplesbelow). 
	Monitor Icons 
	Monitor Icons 
	Monitor Icons 

	TR
	TH
	Figure

	Right front Sensor has lost contact. 

	TR
	TH
	Figure

	Right back Sensor has lost contact. 

	TR
	TH
	Figure

	Left back Sensor has lost contact. 

	TR
	TH
	Figure

	Left front Sensor haslost contact. 

	TR
	TH
	Figure

	The Right Middle Sensor or multiple Sensors have lost contact, or the system cannot sensethepatient’s heart rhythm. 

	Description 
	Description 
	One or more Sensors are not touching bare skin, there is poor skincontact, the patient’sskin may be too dry, or the sensors cannot get a clear signal from the patient’s heart. 

	Voice Message 
	Voice Message 
	“Adjust your Garment now. The Sensors must touch your skin.” 

	Instructions 
	Instructions 
	To respond to this alert: Step 1 Press the Alert Button to quiet the alert Step 2 Try the following actions: • Adjust the Garment so the Sensors are flat and touching bare skin. – The Sensors shouldbe snug aroundthe patient’s ribcage, just below theirbreast area and nipples. – Patients should make sure their breast tissue is not under the front Therapy Pad or Sensors. Note: Female patients may wear a bra over the Garment for more support. • Check that the Garment is not twisted and there is nothing under it


	Figure
	6.7.2.5 Check Therapy Pads Alert 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	One or more of the Therapy Pads are not touching bare skin. 

	Voice Message 
	Voice Message 
	“Check the TherapyPads. The pads must touch your skin.” 

	Instructions 
	Instructions 
	To respond to this alert: Step 1 Press the Alert Button to quiet thealert Step 2 Try the following actions: • Confirm the Therapy Padsare flat and touching bare skin. – The front Therapy Pad should be snug aroundthe patient’s rib cage, justbelow their breast area and nipples. – Patients should make sure their breast tissue is not under the front Therapy Pad or Sensors. • Check that the Garment is not twisted and there is nothing under it. • Moisten the skin under the Therapy Pads with water or lotion. • Cha
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	6.7.2.6 Low Battery Alert 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	The Battery has less than two hours of power left. Replace the Battery now. 

	Voice Message 
	Voice Message 
	“Replace your Battery now.” 

	Instructions 
	Instructions 
	To respond to this alert: Step 1 Press the Alert Button to quiet the alert Step 2 Insert a fully charged Batteryinto the Monitor • A “click” sound meansthe Battery is securely inserted. Step 3 After the Alert Button icon appears on the Monitor screen, press theAlertButton Note: If a different icon appears on the Monitor screen, there is likely an alert condition onthe ASSURE system. See section 6.7.2, System Alerts, onpage 106fora list of alerticons and respond to the alert. Step 4 Place the used Battery in


	6.7.2.7 ShockDelivered –SeekMedicalAttentionAlert 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	The patient has received a shock and the dangerous heart rate is no longer detected. 

	Voice Message 
	Voice Message 
	“Call 911 now. You have received a shock. Continue to wear your ASSURE system.” 

	Instructions 
	Instructions 
	• The patient shouldcontinue to wear the ASSURE system. • It will continue to analyze the patient’s heart rhythm. • If the patient hears another Shock alert, they shouldpress the Alert Button. • If the patient is unconscious, the ASSURE system will provide additional shocks ifneeded. • The patient should call 911 or seekmedical attention. • The patient may experience some discomfort or soreness around their chest. • The patient’s chest and back may be wet and covered with gel. • This gel was released by the


	Figure

	6.7.2.8 Service Required Alert 
	6.7.2.8 Service Required Alert 
	WARNING 
	Figure

	When theServiceRequired alertisactive,theASSUREsystemisnotoperationalandcannotprotectthepatient.Thepatientmustimmediately call the ASSURE Helpline at 1.833.692.7787 for assistance. 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	There is a problem with the ASSURE system that requires immediate attention. ServiceRequired alerts are designated by an “R” error code. Note: This alert will repeat every five minutes. 

	Voice Message 
	Voice Message 
	“Call the ASSURE Helpline now. Your device needsservice.” 

	Instructions 
	Instructions 
	To respond to this alert: Call the ASSURE Helpline at 1.833.692.7787 • Provide the ASSURE representative with the error code that appears on theMonitor screen. 


	6.7.2.9 Service Needed Alert 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	There is a problem with the ASSURE system. Service Needed alerts are designated byan “N”error code. The ASSURE system is still operational and can still provide therapy. 

	Voice Message 
	Voice Message 
	“Call the ASSURE Helpline now. Your device needs service. Continue to wear your ASSUREsystem.” 

	Instructions 
	Instructions 
	To respond to this alert: Step 1 Press the Alert Button Step 2 Call the ASSURE Helpline at 1.833.692.7787 • Provide the ASSURE representative with the error code that appears on theMonitor screen. Step 3 Continue to wear the ASSURE system 
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	6.8 System Status Icons 
	6.8 System Status Icons 
	Thissection identifiesthesystemstatusiconsthataredisplayedwhen thesystemispoweringonor operational. 
	System Status Icon Name Light and Icon Reference 
	System Welcome 
	See page 116 
	Figure

	System Busy 
	See page 116 
	Figure

	Alert Button 
	See page 117 
	Figure

	SystemReady Seepage 117 
	Figure
	Figure
	6.8.1 System Welcome 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	The Battery has been insertedinto the Monitor to turn onthe ASSURE system. 

	Notification 
	Notification 
	• Blue Monitor light • Icon displayedon the Monitor screen 

	Instructions 
	Instructions 
	Wait for the System Busy icon to appear on the Monitor screen. 


	6.8.2 System Busy 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	The ASSURE system is powering up. 

	Notification 
	Notification 
	• Blue Monitor light • Icon displayedon the Monitor screen 

	Instructions 
	Instructions 
	Wait for the Alert Button iconto appear onthe Monitor screen(may take a fewminutes). Notes: • If the System Busy icon displays for more than five minutes, try re-inserting theBattery into the Monitor. If this does not work, call the ASSURE Helpline at 1.833.692.7787. • The System Busy icon will appear on the Monitor screen with a yellow Monitorlight when the Monitor detects a Plug insertion. This check maytakeup to aminute to complete. 
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	6.8.3 Alert Button 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	The ASSURE system has finishedpowering upand is operational. The patient should press the Alert Button to confirm it is operating properly. 

	Notifications 
	Notifications 
	• Blinking green Monitor Light • Icon displayedon the Monitor screen • Single-pulse vibrationfrom the Alert Button • Voice message stating, “Press your Alert Button now.” 

	Instructions 
	Instructions 
	Press the Alert Button After pressing the Alert Button, the System Ready icon appears on the Monitorscreen. 


	6.8.4 System Ready 
	6.8.4 System Ready 
	Monitor Icon 
	Monitor Icon 
	Monitor Icon 
	TD
	Figure


	Description 
	Description 
	The system is in workingproperly (normal operating mode). 

	Notifications 
	Notifications 
	• Green Monitor Light Note: The light turns on for the first five seconds and then turnsoff. • Icon displayedon the Monitor screen • Single-pulse vibrationfrom the Alert Button • Three-note guitar strum 

	Instructions 
	Instructions 
	None. The patient can pressthe Alert Button to check the system status at any time. 


	Figure
	Thispage isintentionallyleftblank. 
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	7. Concluding the PatientSession 
	7. Concluding the PatientSession 
	Thissection providesinstructionsforadministeringthePatientComprehension Test. 
	7.1 Overview 
	7.1 Overview 
	Before concludingthepatientsession,thePSRmustadministerthe PatientComprehensionTestto thepatientto ensuretheyunderstandhowto wear and use the ASSUREsystem. 
	Note: Prescribers should ensure the patient is willing and capable of using the ASSURE system before prescribing it. This includestheconsiderationofany cognitive,visual,physical,orauditory limitationsthat thepatient mayhavethatcould affect theiruse of the ASSURE system. 
	Note: The Tablet is not intended to be used for patient diagnosis or treatment. 

	7.2 Administering the Patient Comprehension Test 
	7.2 Administering the Patient Comprehension Test 
	The PatientComprehension Testevaluatesthepatient’sunderstandingofthe ASSUREsystemandhowto useand wearitafterreceiving training. 
	To administer the Patient Comprehension Test: 
	Step 1 Have a printed copy of the test available for the patient session 
	Step 2 Administerthetesttothepatientattheendofthepatientsession 
	• If the patient answers incorrectly to any question, reteach that point and confirm the patient understands. Ifthere's any doubt regarding the patient’s understanding of the ASSURE system and how to use it, contact theprescriber. 
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	7.3 Patient Comprehension Test 
	7.3 Patient Comprehension Test 
	Circle oneormoreappropriateresponsestothefollowingquestionsaboutyourASSUREsystem 
	1. WhatshouldyoudowhenyougetaHeartalert? 
	A. Pullthebatteryouttostopthealarm. 
	B. Ask someone else to press the Alert Button. 
	C. PresstheAlertButtontocanceltheshock. 
	Figure
	2. WhatwillhappenifthereisaHeartalertbut you do not notice itbecauseyou are asleep? 
	A. The ASSURE system will notify EMS of your location. 
	B. TheASSUREsystemwilldeliverashockifneeded. 
	C. The ASSURE system will turn off. 
	Figure
	3. Whatshouldyoudowhen you get a System alert? 
	A. Pullthebatteryouttostop thealert. 
	B. Press the AlertButton. Look at the Monitor screen. Respond to thealert to fix the problem. 
	C. Wait until it stops on its own. 
	Figure
	4. When should you wear the ASSURE system? 
	A. Only if I don’t feel well. 
	B. Only when I’m home alone. 
	C. Allthetime,exceptwhenItakeabath,shower,orswim. 
	5. Howoftenshould you change the Batteryinthe ASSUREsystem’sMonitor? 
	A. Every day. 
	B. Once per week. 
	C. Never. 
	Figure
	6. How should the Garment fit? 
	A. Loose. 
	B. Snugaroundmyribcage. 
	C. Over my undershirt (or bra). 
	Patient signatureand date: 
	Patient signatureand date: 
	Figure
	Thispage isintentionallyleftblank. 
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	8. Troubleshooting 
	8. Troubleshooting 
	Thissection provideshelp withwearingandusingboth theASSUREwearabledefibrillator (ASSUREsystem) andTablet.The following information is available: 
	• 
	• 
	• 
	Alertsquickreferencechart 

	• 
	• 
	Systemstatusicondescriptions 


	• Frequently-Asked-Questions (FAQs) For assistance,callthe ASSUREHelplineat1.833.692.7787. 
	8.1 Alerts Quick Reference 
	Heart Alerts Actions Alert Icon If the patient hears this alert: • The patient shouldpress the Alert Button to cancelshockdelivery. • The patient should continue to wear the system unless a medical professionaltells themtoremove it. 
	Figure
	• 
	• 
	• 
	Thepatientoranyonenearbyshouldcall 911. 

	• 
	• 
	Thepatientshouldseekmedicalattentioniftheyfeeldizzyor unwell. 


	Ifthe patientdoesnotpresstheAlertButton: 
	Ifthe patientdoesnotpresstheAlertButton: 
	• 
	• 
	• 
	TheASSUREsystemwillautomaticallyprovideashock,ifneeded. 

	• 
	• 
	The ASSURE system will instruct anyone nearby to call 911. See 


	section 6.7.1.1,ShockAlert,on page 103 formoreinformation. 

	Ifthe patient hearsthisalert: 
	Ifthe patient hearsthisalert: 
	• 
	• 
	• 
	The patient should press the Alert Button. 

	• 
	• 
	Thepatientshouldcontinuetowearthesystemunlessamedicalprofessionaltellsthemtoremove it. 

	• 
	• 
	Thepatientoranyonenearbyshouldcall 911. 

	• 
	• 
	Thepatientshouldseekmedicalattentioniftheyfeeldizzyor unwell. 



	If the patient does not press the Alert Button: 
	If the patient does not press the Alert Button: 
	• TheASSUREsystemwillinstructanyonenearbytocall911andbeginCPR.See 
	section 6.7.1.2,SeekMedicalAttentionAlert,on page105formoreinformation. 
	System Alerts 
	The patient should try the following: 
	Figure

	• 
	• 
	• 
	• 
	Insert the Plug into the Monitor. 

	-or
	-


	• 
	• 
	Remove the Plug from the Monitor and then re-insert it. 


	WARNING 
	Figure

	If the alert continues to play, remove the Battery from the Monitor and re-insert it to restartthe ASSURE system. 
	Note: TheSystemBusy iconwillappearontheMonitorscreen with a yellowMonitorlightwhentheMonitordetects a Plug insertion.Thischeckmaytakeupto a minuteto complete. 
	See section6.7.2.1,ConnectPlugto Monitor Alert,on page108 for moreinformation. 
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	Actions Alert Icon 
	System Alerts 
	Figure
	Figure
	The patientshould pressthe AlertButton to quietthe alert.Then, the patient should try the following: 
	• 
	• 
	• 
	• 
	Insert the Hubinto the Garment. 

	-or
	-


	• 
	• 
	• 
	Remove the HubfromtheGarmentand then re-insertit. See section6.7.2.2,ConnectHub to GarmentAlert,onpage109formoreinformation. 

	The patientshould pressthe AlertButton to quietthe alert.Then, the patient should try the following: 

	• 
	• 
	Put on the Garment. 

	• 
	• 
	Check thatthe Garmentisnottwisted,there isnothingunderit,and theTherapyPadsareassembled correctly. 

	• 
	• 
	Moisten the skin under theSensorsandTherapyPadswith waterorlotion.See 


	section 6.7.2.3,Puton GarmentAlert,onpage110formoreinformation. 
	The patientshouldpressthe AlertButton to quietthe alert.Then, the patient should try the following: 
	• 
	• 
	• 
	Adjust the Garmentso the Sensorsareflatand touchingbareskin. 

	• 
	• 
	Check thatthe Garmentisnottwisted,there isnothingunderit,and theTherapy Padsareassembled correctly. 

	• 
	• 
	Stop all movementfor15secondsto allowthesystemto sensea heartrhythm. 

	• 
	• 
	Moisten the skin undertheSensorswith water orlotion. 

	• 
	• 
	Tighten the Garmentbyadjustingthe frontclosuresnapsand shoulderstraps. 

	• 
	• 
	Call the ASSURE Helpline at 1.833.692.7787. 


	See section6.7.2.4,Check SensorsAlert,onpage111 formore information. 
	Figure
	Actions Alert Icon 
	System Alerts 
	Figure
	Figure
	Figure
	Figure
	WARNING 
	Figure

	When the Service Required alert isactive, the system isnot operational andcannot protect thepatient. 
	Figure
	The patient should press the Alert Button to quiet the alert.Then, the patient should try the following: 
	• 
	• 
	• 
	Confirm the Therapy Padsare flatand touchingbareskin. 

	• 
	• 
	Check thatthe Garmentisnottwisted and thereisnothingunderit. 

	• 
	• 
	Moisten the skin undertheTherapyPadswith wateror lotion. 

	• 
	• 
	Change the front closure snaps and shoulder strap settings for a snug Garment fit. Theshoulder strapsshould becomfortable butnotloose. 

	• 
	• 
	Verify the TherapyPadsarecorrectlyinserted andsnappedinthepockets. 


	See section6.7.2.5,CheckTherapyPadsAlert,onpage 112formoreinformation.The 
	patient should pressthe Alert Button to quiet the alert. Then, the patient should insert a fully charged Battery intotheMonitor.See 
	section 6.7.2.6,LowBatteryAlert,onpage 113 for moreinformation. 
	1. 
	1. 
	1. 
	The patient should press the Alert Button to quiet the alert. 

	2. 
	2. 
	The patient shouldcontinue to wear the system. 

	3. 
	3. 
	The patient should call 911 or seek medical attention. 


	See section6.7.2.7,Shock Delivered – Seek MedicalAttention Alert,on page113formore information. 
	1. 
	1. 
	1. 
	The patient shouldcallthe ASSUREHelplineat 1.833.692.7787immediately. 

	2. 
	2. 
	ThepatientshouldprovidetheerrorcodethatappearsontheMonitorscreentotheASSURE representative. 


	See section6.7.2.8,Service RequiredAlert,on page 114formoreinformation. 
	1. 
	1. 
	1. 
	The patient should press the Alert Button to quiet the alert. 

	2. 
	2. 
	The patient shouldcallthe ASSUREHelplineat 1.833.692.7787. 

	3. 
	3. 
	ThepatientshouldprovidetheerrorcodethatappearsontheMonitorscreentotheASSURE representative. 

	4. 
	4. 
	The patient shouldcontinue to wear the ASSUREsystem. 


	See section6.7.2.9,ServiceNeededAlert,onpage114 formore information. 
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	8.2 Frequently-Asked Questions 
	8.2 Frequently-Asked Questions 
	Who do I call for help? 
	For questionsor assistance with theASSUREsystemor patienttraining,callthe ASSUREHelplineat1.833.692.7787. 
	Where can I find the patient code if I forgot to write it down? 
	If aSessionReportwasgeneratedforthepatientvisit,lookintheReportQueueapplication. 
	Ifthe patientisstillpresent,connectthe Tabletto the Monitor again andcheck forthe PatientCodeon thePatientInformation screen. 
	Ifthe patienthasleftand aSessionReportwasnotgenerated,another patientvisitwillbenecessary.See"Howdo IcreateaSession Report if I forgot to do it during the patient visit?" on page 129 for information on generating a new Session Report. 
	What should I do if the Tablet does not respond when I try to connect to theMonitor usingthe ASSURE application? 
	Ifthe ConnectDevicesscreenisdisplayed butthe Tabletisnotrespondingwhenyouplaceitin the properpairinglocation, youmay need to perform the following steps: 
	1. 
	1. 
	1. 
	Tap Settings on the Homescreen. 

	2. 
	2. 
	Under Wireless & networks, select More > NFC > tap to toggle On. 

	3. 
	3. 
	ReturntotheASSUREapplicationandtryconnectingtotheMonitoragain. 


	WhatshouldI doif thedatatransmissionfrom theTablettotheremoteserverfails? 
	WhatshouldI doif thedatatransmissionfrom theTablettotheremoteserverfails? 
	Ifthe Tablethasaccessto theremoteserverthroughaWi-Ficonnectionbutthe transmission fails,the Tabletwillattempttotransmit the information again. 
	Checkthe transmission statusofany reportsinthe ReportQueueapplication.Ifany reportshavenotbeensent,checkthe Tablet’s wireless network connection. If the Tablet has a wireless network connection, verify that the password iscorrectusinganother device connected to the same wirelessnetwork. 
	Note: TheTabletcannotconnectto a wirelessnetwork thatrequiresaweb-basedauthenticationmethod. 

	What should I do if the Tablet does not turn on? 
	What should I do if the Tablet does not turn on? 
	1. 
	1. 
	1. 
	PressandholdthePowerbuttonforafewseconds.Ifnothingappearsonthescreen,thebatterymaybeverylow. 

	2. 
	2. 
	ChargetheTabletwiththeTabletUSBchargerfor1-2hoursandthentrytoturnontheTablet.ContinuechargingtheTabletuntilitis fully charged. 


	Figure

	Whatcan I do ifthe Tabletisnotcharging? 
	Whatcan I do ifthe Tabletisnotcharging? 
	If theTabletisnotchargingdespitebeingpluggedintoanelectricalwalloutlet,trythefollowingsuggestedactions: 
	• 
	• 
	• 
	Makesurethattheelectricalwalloutletisnotcontrolledbyaswitchthatiscurrentlyturnedoff.Ifitis,movingtheTablet’s USB charger to a wall outlet not controlled by a switch is advised. If that is not possible, turn on the switch. 

	• 
	• 
	TrypluggingtheTablet’sUSBchargerintoadifferentelectricalwalloutlet. 

	• 
	• 
	ConfirmtheUSBchargerthatcamewiththeTabletisbeingused.UseonlytheaccessoriesthatcamewiththeTablet. 

	• 
	• 
	Try connecting the USB cable that came with the Tablet to the Tablet and a computer. If the Tablet startscharging,the Tablet’sUSBchargermay be defective. 

	• 
	• 
	IftheChargerisavailable,trypluggingtheTablet'sUSBcableintotheUSBportonthebackoftheCharger. 


	Note: IftheTabletbatterylifeisverylow(almostzero),itmaytakeseveralhoursofchargingbeforetheTabletindicatesthatitisbeing charged. To prevent this, charge the Tablet when the battery life falls below 25%. 
	What can I do if the Tablet’s battery life seems shorter than normal? 
	The Tabletrequiresapproximately fourhoursofcontinuouschargetime to reach afullycharged batterywhen connectedtoanelectricalwalloutlet.ChargetimesforUSBconnectionsto computersor otherdevicesmaybelonger. 
	Ensure the Tabletischargingwith thesuppliedUSBcharger.Use only theaccessoriesthatcamewith theTablet. 
	WhatshouldIdoif IgetanerrororWARNINGmessagewhileusingtheTabletwiththeMonitor? 
	• 
	• 
	• 
	• 
	Forthe“UnabletoconnecttotheASSUREsystem”errormessage,followthesesteps: 

	– 
	– 
	– 
	Exitoutof theASSUREapplication.Waitfivesecondsandthentryagain. 

	– 
	– 
	Ifthatdoesnotwork,tryrestartingtheASSUREsystembyremovingandre-insertingtheBattery.Youcanalsorestart the Tabletwhile the ASSUREsystem ispoweringup. 



	• 
	• 
	• 
	Forthefollowingerrormessages,calltheASSUREHelplineat1.833.692.7787: 

	– 
	– 
	– 
	The ASSURE system is not compatible with this Tablet. 

	– 
	– 
	The NFC tag of this ASSURE system is not valid. 

	– 
	– 
	UnabletoauthenticatetheconnectiontotheASSUREsystem. 



	• 
	• 
	• 
	A WARNING message appears when you attempt to leave a patient session before saving any programmingchanges.The WARNINGmessage willinformyouthatsettingshavenotbeen programmedto the ASSUREsystem. 

	– 
	– 
	– 
	Ifyouwanttosavethechangestothesettings,tap CANCEL,save theprogrammingchanges,and thenexit the ASSURE application. 

	– 
	– 
	Ifyoudonotwanttosavethechanges,tap EXIT. 



	• 
	• 
	• 
	IfaWARNINGmessageappearsduringapatientsession,itmayindicatethattheTabletorASSUREsystemhasmalfunctioned. To respond: 

	1. 
	1. 
	1. 
	Tap OK to close the WARNINGmessage inthe ASSUREapplication. 

	2. 
	2. 
	IfanotherTabletisavailable,connectthatdevicetotheASSUREsystemandcontinuethepatientsession. 

	3. 
	3. 
	3. 
	If the issue persists with the new Tablet then the ASSURE system may have an issue: 

	• 
	• 
	• 
	Do not dispense that ASSURE system to the patient. 

	• 
	• 
	OpenanewSystemKitandsetupthatsystemfor thepatient. 

	• 
	• 
	CalltheASSUREHelplineat1.833.692.7787toinitiateaservicerequestforthemalfunctioningTabletor ASSUREsystem. 
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	TheTabletscreendoesnotrecognizemytapsorgestures,orincorrectselectionsare beingmade on the screen. What should I do? 
	Mostlikely,the Tabletscreenisdirty.Cleanthe screen ofanydirt,smudges,orwaterthatmay be presentusingadrymicrofibercloth. 
	Do notwear glovesorany otherprotectivehandwear. 
	Try restartingtheTabletand seeiftheissuegoesaway.If not,call the ASSUREHelplineat1.833.692.7787. 
	Try restartingtheTabletand seeiftheissuegoesaway.If not,call the ASSUREHelplineat1.833.692.7787. 

	How do I create a Session Report if I forgot to do it during the patient visit? 
	The onlyway to generateanewSessionReportfor thatpatientisto have asecond patientvisit.Duringthe secondvisit,youcan connect the Tabletto the Monitorand createaSessionReport. 
	If a patient needs a follow-up visit, where can I find patient information, such astheiractivity or episode information? 
	In the ASSUREapplication,tap the ClinicalData icon onthe Navigation menu.TheClinicalDatascreen appears. 
	Figure
	Clinical Data Screen 
	The defaulttab isthe Episodestab.Thisscreendisplaysany episodeinformation for thepatient,including: 
	• 
	• 
	• 
	NumberofTreatedTachyepisodes 

	• 
	• 
	NumberofUntreatedTachyepisodes 

	• 
	• 
	Number of Brady/Asystole episodes 

	• 
	• 
	• 
	A list of episodes for the patient that includes the following information: 

	– 
	– 
	– 
	Episode number 

	– 
	– 
	Episode type 




	Note: AnyTreated Tachy episodeisindicated by a red shockicon between theEpisodenumberandtheEpisodetype. 
	Figure
	– 
	– 
	– 
	Opening reason 

	– 
	– 
	Closure reason 

	– 
	– 
	Dateandtime–Thedateandtimeoftheearliestdata forthisepisode. 


	– Length–Thedurationoftheepisodebasedonthedateandtimewhentheepisodeopenandclosed. Sortthe episodelistbytappingonthespecificcolumnheading. 
	Patient Activity (Steps) 
	To viewpatientactivity,tap the Stepstab atthe top oftheClinicalDatascreen.TheStepsscreenappears. 
	Figure
	Clinical Data – Steps Screen 
	The Steps screen displays a trend chart for the total steps per day for the last 30 days (default setting). The horizontalscaleofthe chartmeasuresin days,whilethe verticalscalemeasuresthenumber ofsteps.The trend chartshowsall databasedon theactual patienttime. 
	The number ofstepscan be viewedinasingle day,week,month,60 days,or 90 daysrange.The 
	number ofstepsforaspecificday canbe viewed bytappingonthe barforthatspecificday. 
	Note: Daysin which a timezonechangeoccursmay havemoreorless than 24hoursin a day.Thosedaysareindicatedwith a clock icon at the top of the column. 
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	9. Symbols Glossary 
	9. Symbols Glossary 
	Thissection definesthesymbolsusedonthe ASSUREwearabledefibrillator (ASSUREsystem)and Chargerlabelsandpackaging. 
	Symbol Description and Reference Document 
	Figure
	Consultinstructionsfor use. IEC/TR60878,Graphical symbolsforelectricalequipmentinmedical practice.Symbol1641 
	Follow the instructions for use IEC/TR60878,Graphical symbolsfor electrical equipmentinmedicalpractice.SymbolISO 7010-M002 
	Donotdispose ofin fire. IEC 60086-4,Primarybatteries-Part4:Safetyoflithiumbatteries.SymbolC 
	Do not deform or damage. IEC 60086-4,Primarybatteries-Part4:Safetyoflithiumbatteries.SymbolB 
	Do not open or dismantle. IEC 60086-4,Primarybatteries-Part4:Safetyoflithiumbatteries.SymbolH 
	MRunsafe – Keepaway frommagnetic resonance imaging(MRI) equipment IEC/TR60878,Graphicalsymbolsfor electrical equipmentin medicalpractice.Symbol62570-7.3.3 
	Recommended storage temperature (from low to high) IEC/TR60878,Graphicalsymbolsforelectricalequipmentin medical practice.Symbol0632 
	Battery 
	ISO 7000,Graphical symbolsfor useonequipment– Registered symbols.Symbol5001B 
	Do not dispose of this product in the unsorted municipal waste stream. Contact the ASSUREHelpline at1.833.692.7787forinstructionson returningthisproduct.Disposalwillbe performed bythemanufacturer. 
	BSEN 50419,MarkingofElectrical and ElectronicEquipmentinaccordance with Article11(2)oftheEuropean Community Directive 2002/96/EC (WEEE) 
	Do not wash. ISO 7000,Graphical symbolsfor useon equipment –Registered symbols.Symbol3123 
	Wash in coldor mildlywarmwater with amaximumtemperatureof104°F(40°C)onagentleordelicatesetting. 
	ISO 7000,Graphical symbolsfor useon equipment –Registered symbols.Symbol3089 
	Do not use bleach. ASTMD5489-14,Standard GuideforCareSymbolsfor CareInstructionson TextileProducts. 
	Do not iron. ISO 7000, Graphical symbols for use on equipment – Registered symbols. Symbol 3113 
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	Symbol Description and Reference Document 
	Do not dry clean. ISO 7000,Graphical symbolsfor useonequipment –Registered symbols.Symbol3114 
	Figure

	Do not tumble dry. ISO 7000,Graphical symbolsfor useonequipment –Registered symbols.Symbol3109 
	Manufacturer IEC/TR60878,Graphical symbolsforelectricalequipmentin medical practice.Symbol3082 
	Date of manufacture: YYYY-MM-DD IEC/TR60878,Graphicalsymbolsfor electricalequipmentinmedicalpractice.Symbol2497 
	Enclosure ingressprotectioncode IEC 60529,Degreesofprotectionprovidedbyenclosures(IP Code) 
	IPxx 
	Type BFappliedpart 
	IEC/TR60878,Graphical symbolsforelectricalequipmentinmedical practice.Symbol5333 
	For USA audiences only 21 CFR 801.109, Labeling: Prescription Devices 
	!USA Rx Only 

	By prescriptiononly 21 CFR 801.109, Labeling: Prescription Devices 
	Part number No applicable standard 
	Serial number IEC/TR60878,Graphicalsymbolsfor electricalequipmentin medical practice.Symbol2498 
	PN 

	Catalogue number IEC/TR60878,Graphical symbolsfor electricalequipmentinmedicalpractice.Symbol2493 
	SN 

	Batch code IEC/TR60878,Graphicalsymbolsfor electricalequipmentinmedicalpractice.Symbol2492 
	Batch code IEC/TR60878,Graphicalsymbolsfor electricalequipmentinmedicalpractice.Symbol2492 
	REF LOT 

	Rechargeable battery IEC 60417,Graphical symbolsfor useonequipment.Symbol5639Recognized 

	componentmark forCanadaand theUnited States. 
	Federal Communications Commission compliance mark FCC 784748D01 LabelingPart1518Guidelines,Section2.5 
	USB port ISO 7000,Graphical symbolsfor useonequipment –Registeredsymbols.Symbol3650 
	Figure
	Symbol Description and Reference Document
	Figure
	Charger powerport IEC 60417,Graphical symbolsforuseon equipment.Symbol5031 
	Lock ISO 7000,Graphical symbolsfor useon equipment –Registered symbols.Symbol1656 
	Unlock ISO 7000,Graphical symbolsforuseonequipment –Registeredsymbols.Symbol3305 
	Wirelesscharging No applicable standard 
	Class II equipment IEC 60417,Graphical symbolsforuseon equipment.Symbol5172 
	Input IEC 60417,Graphical symbolsforuseon equipment.Symbol5034 
	Output IEC 60417,Graphical symbolsforuseonequipment.Symbol5035 
	Rated power output,directcurrent IEC 60417,Graphical symbolsforuseonequipment.Symbol6048 
	Polarity of Direct Current Power Connector IEC 60417,Graphical symbolsforuseon equipment.Symbol5926 
	Do not use this device in a bathtub, shower or water-filled reservoir. ISO 7010,Graphical symbols– Safety coloursand safety signs– Registered safety signs.SymbolP026 
	Recognized UL ClassificationMarkingforCanadaand theUnited States. 
	Figure
	Recognized safety certificationmark forthe United States. 
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	10.Fit and Train Checklist 
	Thissection providesasummary ofthe required stepsto fitand train thepatientonthe proper wearinganduseoftheASSUREwearable defibrillator(ASSUREsystem). 
	10.1 ASSURE System Setup Checklist 
	10.1 ASSURE System Setup Checklist 
	Use this checklist to set up the ASSURE system for a patient. 
	Step1 Prepare for patient session 
	Figure

	• 
	• 
	• 
	• 
	In the ASSURE application, connect the Tablet to the Monitor. 

	– See section 4.2, Starting the ASSURE Application, on page 44 for instructions. 

	• 
	• 
	• 
	TocreateanewpatientintheASSUREapplication,followthestepsonthescreen(thismustbethesamedayasthe fitting). 

	– 
	– 
	– 
	Seesection4.3,SettingUptheASSURESystem,onpage46formoreinformation. 

	– 
	– 
	The patient code is displayed on the Patient Management screen. Write down the Patient Code, as itis




	requiredtoenroll the patientintheremoteserver. – ––– 
	Step2 MeasurethepatientforproperGarmentfit: 
	Figure

	a. 
	a. 
	a. 
	a. 
	Measurethepatient'sunderbustchestcircumferenceoverlightclothingwiththeirarmsdownattheirsides. 

	• 
	• 
	• 
	Wrap the measuring tape tightly around the patient's ribcage at the lower border of the sternum. 

	• 
	• 
	Measure to the nearest half-inch. Round down all measurements. 

	• 
	• 
	Properfitmustbemadeaccordingtotheunderbust measurement, regardlessofbust or shoulder size. 

	• 
	• 
	Forcertainbodytypes,bothGarmentstylesmaybeconsidered regardless of gender. 



	b. 
	b. 
	b. 
	Select the appropriate size Garment for the patient. 

	• 
	• 
	• 
	Ifthepatientfallsinbetweentwosizes,attempttofitthepatientwiththesmaller-sizedGarment. 

	• 
	• 
	Ifthepatientfallsoutsidethesizerange(lessthan28”ormorethan52”),donotfitthemwithaGarment. 




	Underbust measurement: . inches 
	GarmentStyle(circleone): A -or-B 
	GarmentStyle(circleone): A -or-B 
	1 
	32” 

	28” 
	31.5” 49” 52” 35.5” 39” 42.5” 46” 6 45.5” 5 42” 4 38.5” 3 35” 2 7 48.5” 
	Figure
	Step 3 Introduce the ASSURE system kit to the patient 
	• Reassurethepatientthattheywillbetaughthowtousethesystem. 
	Step 4 Havethepatientwatchthetrainingvideo 
	• Encourage patients to pause the video for any comments or questions. 
	Step 5 Have the patient assemble the Garment 
	• 
	• 
	• 
	See section 5.1.2, Helping the Patient Assemble the Garment, on page 53 for instructions. 

	• 
	• 
	Allow the patient to practice inserting and removing the Hub. 

	• 
	• 
	Familiarize the patient with the ASSURE Wearable Defibrillator Patient Handbook. 
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	Figure
	Figure
	Figure
	Figure
	Step 6 Havethepatient putontheGarmentandplacetheBatteryintheMonitor 
	• 
	• 
	• 
	Seesection5.1.3,HelpingthePatientPutontheAssembledGarment,onpage58forinstructions. 

	• 
	• 
	Allow the patient to practice inserting and removing the Plug and the Battery. 

	• 
	• 
	HavethepatientpresstheAlertButtonwhentheAlertButtoniconappears. 


	Step 7 Connect the Tablet to the Monitor 
	• See section 4.2, Starting the ASSURE Application, on page 44 for instructions. 
	Step 8 Havethepatient putontheCarryPackandinserttheMonitor 
	Step 9 ConfirmASSUREsystemprogrammingandcheckGarmentfit 
	• 
	• 
	• 
	ConfirmtheWCDSettingsareprogrammedaccordingtotheprescription. 

	• 
	• 
	• 
	Check proper Garment fit on the patient: 

	– 
	– 
	– 
	Confirm that the Sensors are making good contact with the patient’s skin. See section 5.4, Confirming Fitwith the Tablet, on page 66. 

	– 
	– 
	– 
	If there is an issue with Garment fit, try the following: 

	• 
	• 
	• 
	Adjust theGarmentsotheSensorsareflatand touchingbareskin. 

	• 
	• 
	Check that the Garment is not twisted and there is nothing under it. 

	• 
	• 
	Moisten the skin under the Sensorswith water or lotion. 

	• 
	• 
	Tighten the Garment by adjusting the front closure snaps and shoulder straps. 






	Step 10 Create a Session Report prior to exiting the ASSURE application 
	Step 11 Train the patient on wearing the ASSURE system during their normal day 
	• 
	• 
	• 
	Go over how to charge the Battery using the Charger. 

	• 
	• 
	Review where to place the Monitor while sleeping. 

	• 
	• 
	Discusstherequiredactionsbeforeandaftertakingabathorshower. 

	• 
	• 
	• 
	Review the Garment washing instructions. 

	– 
	– 
	– 
	RemindthepatienttoremovetheTherapyCablebeforewashingtheGarment. 

	– 
	– 
	As necessary, show the patient where to find information in the ASSURE Wearable Defibrillator Patient Handbook. 




	Step 12 Train the patient on alerts using the ASSURE Wearable Defibrillator Patient Handbook, ASSURE Wearable Defibrillator Quick Start Guide, and training video 
	• 
	• 
	• 
	DiscusswhatthepatientshoulddoifaShockAlertoccurs(replaytheShockAlertportionofthetrainingvideo (Chapter 7) and have the patient practice pressing the Alert Button). 

	• 
	• 
	Discuss what the patient should do if a System alert occurs. 

	• 
	• 
	DiscussskinmoisturizingprocedurestoresolveGarment-relatedSystemalerts. 


	Step13 Encouragethepatienttohavetheirfamilymembersorcaregiversreadthe ASSUREWearable Defibrillator Patient Handbook 
	Step 14 Complete the patient information card and insert it into the Carry Pack’s frontpocket 
	Step 15 Administer the patient comprehension test 
	• 
	• 
	• 
	Havethepatientcompletethepatientcomprehensiontesttoverifythepatientunderstandshowtowearanduse the ASSURE system. 

	• 
	• 
	See chapter 7, Concluding the Patient Session, on page 119 for more information. 
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	11.Tablet Specifications andUser Information 
	11.Tablet Specifications andUser Information 
	Thissection providesdevice specificationsandinformation ontheMason G450Tablet. 
	11.1 Specifications 
	Item Detail 
	Size Battery type 
	Size Battery type 
	Size Battery type 
	6.03 x 10.32 x 0.36 in (153.2 x 262 x 9.2 mm) Lithium-ion (non-removable) 

	Battery power 
	Battery power 
	8500 mAh 

	Operating system 
	Operating system 
	Android 7.1.2 

	Screensize (resolution) 
	Screensize (resolution) 
	10.1 in (1920 x 1200 pixels) 

	Wireless interfaces Ports 
	Wireless interfaces Ports 
	NFC, Bluetooth® 4.2, IEEE 802.11b/g/n 2.4G/5G USB-C 3.5mm audio jack 

	Operating and storage temperature 
	Operating and storage temperature 
	41°F to 95°F (5°C to 35°C) 

	Relative humidity Manufacturer Name 
	Relative humidity Manufacturer Name 
	8 to 80% (non-condensing) Mason America, Inc. 

	Manufacturer Address 
	Manufacturer Address 
	2101 4th Avenue Suite 1550 Seattle, WA 98121 USA 
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	11.2 Wireless Specifications 
	11.2 Wireless Specifications 
	The Tabletmeetsthefollowingspecificationsforwirelesstransmissionand reception. 
	Frequencyrange: WCDMA Band I: Uplink: 1920-1980 MHz, Downlink: 2110-2170 MHz WCDMA Band VIII: Uplink: 880-915 MHz, Downlink: 925-960 MHzLTE FDD Band 1: Uplink: 1920-1980 MHz, Downlink: 2110-2170 MHz LTE FDD Band 3: Uplink: 1710-1785 MHz, Downlink: 1805-1880 MHzLTEFDDBand 
	7: Uplink: 2500-2570 MHz, Downlink: 2620-2690 MHzLTE FDD Band 8: Uplink: 880-915 MHz, Downlink: 925-960 MHzLTE FDD Band 20: Uplink: 832-862 MHz, Downlink: 791-821 MHzLTEFDDBand28: Uplink: 703-748 MHz, Downlink: 758-803 MHz IEEE 802.11: 2412-2472 MHz, 5180-5240 MHz, 5260-5320 MHz, 5500-5700 MHz Short Range Devices: 5745-5825 MHz Bluetooth: 2402-2480MHz RFID: 12.56 MHz GPS: 1575.42 MHz (RX) 
	Transmitpower WCDMABandI/WCDMABandVIII:0.25Watts/0.25Watts LTE FDD Band 1 / LTE FDD Band 3: 0.2 Watts / 0.2 WattsLTE FDD Band 7 /LTEFDD Band 8: 0.2Watts / 0.2WattsLTEFDD Band 20 /LTEBand 28: 0.2 Watts/0.2Watts IEEE 802.11: 2412-2472 MHz: 0.05 Watts (EIRP), 5180-5240 MHz: 0.061 Watts (EIRP) 5260
	-

	5320 MHz:0.066Watts (EIRP),5500-5700MHz:0.053Watts(EIRP) Short Range Devices: 0.02 Watts (EIRP) Bluetooth: 0.0046Watts(EIRP) RFID: -5.68 dBuA/m@3m 
	WCDMABandI/WCDMABandVIII:QPSK
	Modulationtype: 
	1 

	LTEFDDBand 1 /LTEFDDBand3:QPSK,16QAMLTE FDD Band 7 / LTE FDD Band 20: QPSK, 16QAM IEEE 802.11: DSSS, OFDM, BPSK, QPSK, 16QAM, 64QAM Short Range Devices: BPSK, QPSK, 16QAM, 64QAM 
	2
	3
	4
	5

	Bluetooth: GFSK, π/4QPSK, 8DPSKRFID: ASKGPS: BPSK
	6
	7
	8 
	9 
	10 

	1. 
	1. 
	1. 
	1. 
	QuadraturePhaseShift Keying 


	2. 
	2. 
	2. 
	QuadratureAmplitude Modulation 


	3. 
	3. 
	3. 
	Direct Sequence Spread Spectrum 


	4. 
	4. 
	4. 
	Orthogonal Frequency-Division Multiplexing 


	5. 
	5. 
	5. 
	Binary Phase Shift Keying 


	6. 
	6. 
	6. 
	Gaussian Frequency ShiftKeying 


	7. 
	7. 
	7. 
	Pi/4QuadraturePhaseShiftKeying 


	8. 
	8. 
	8. 
	Eight Differential Phase Shift Keying 


	9. 
	9. 
	9. 
	Amplitude Shift Keying 


	10. 
	10. 
	10. 
	Binary Phase Shift Keying 
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	11.3 Standards Conformance 
	11.3 Standards Conformance 
	The Tabletconformsto thefollowingstandards: 
	Protection of Health and Safety 
	Protection of Health and Safety 
	Protection of Health and Safety 
	EN 62368-1:2014+A11:2017 

	TR
	EN 50360:2017, EN 50566:2017, EN 50663:2017EN 

	TR
	62209-11:2016, EN 62209-2:2010 

	Electromagnetic Compatibility(EMC) 
	Electromagnetic Compatibility(EMC) 
	Draft ESTI EN 301 489-1 V2.2.1, ETSI EN 301 489-3 V2.1.1 

	TR
	Draft ESTI EN 301 489-17 V3.2.0, Draft ETSI EN 301 489-19 V2.1.0Draft 

	TR
	ETSI EN 301 489-52 V1.1.0 

	Radio Spectrum Use 
	Radio Spectrum Use 
	ETSI EN 303 413 V1.1.1, ETSI EN 300 328 V2.1.1 

	TR
	ETSI EN 301 908-1 V11.1.1, ETSI EN 300 330 V2.1.1 

	TR
	ETSI EN 301 908-2 V11.1.2, ETSI EN 301 908-13 V11.1.2 

	TR
	ETSI EN 301 893 V2.2.1, ETSI EN 300 440 V2.1.1 
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	11.4 User Information 
	11.4 User Information 
	Note: The following information is provided from the manufacturer. 
	Figure

	G450 
	G450 
	USER INFO 
	Figure
	8LMW QEVOMRK SR XLI FEXXIV], QERYEP, SV TEGOEKMRK MRHMGEXIW XLI FEXXIVMIW MR XLMW TVSHYGX WLSYPH RSX FIHMWTSWIH SJ [MXL SXLIV LSYWILSPH [EWXI. 
	SAFETY INFORMATION 
	Read all safety information before using the device to ensure safe and properuse. 
	*EMPYVI XS JSPPS[ WEJIX] ERH [EVRMRK KYMHIPMR IW GER VIWYPX MRMRNYV]ERH HIEXL. 
	(S RSX I\TSWI XLI HIZMGI XS 
	TL]WMGEP MQTEGX SV HEQEKI. 
	Figure

	3RP] YWI QERYJEGXYVIV
	-

	ETTVSZIH FEXXIVMIW, GLEVKIVW, ERH EGGIWWSVMIW. 
	Figure

	4VIZIRX XLI QYPXMTYVTSWI NEGO ERH FEXXIV] 
	XIVQMREPW JVSQ GSRXEGXMRK GSRHYGXMZI IPIQIRXW WYGL EW QIXEP SV PMUYMHW. 
	Figure

	Figure
	-J ER] TEVX SJ XLI HIZMGI MW GVEGOIH SV FVSOIR, SV MJ XLI HIZMGI FIGSQIW ZIV] LSX, WXST YWMRK XLIHIZMGI MQQIHMEXIP]. 
	Do not turn on or use the device when the 
	CORRECT DISPOSAL 
	Do not dispose your device and/or battery in ƼVI SV ER] ƽEQQEFPI WSYVGI W. 
	Do not dispose your device and/or battery [MXL VIKYPEV LSYWILS PH [EWXI. 
	*SV TVSTIV HMWTSWEP TPIEWI GSRXEGXGYWXSQIV WIVZMGI. 
	Figure
	8LMW QEVOMRK SR XLI TVSHYGX, QERYEP, EGGIWWSVMIW SV TEGOEKMRK MRHMGEXIW XLI TVSHYGX ERH MXW IPIGXVSRMG EGGIWWSVMIW (I.K. GLEVKIV, LIEHWIX, ERH 97& GEFPI) WLSYPH RSX FI HMWTSWIH SJ [MXL SXLIV LSYWILSPH [EWXI. 8LMW TVSHYGX MW6S,7 GSQTPMERX. 
	1.866.217.5164 
	1.866.217.5164 
	1.866.217.5164 
	TD
	Figure


	bymason.com 
	bymason.com 


	FEXXIV] GSQTEVXQIRX MW I\TSWIH. 
	Figure

	(S RSX FMXI SV WYGO SR XLI HIZMGI ERH ER] EGGIWWSVMIW EXXEGLIH XS XLI HIZMGI. 
	Figure
	Do not insert the device or any attached accessories 
	MRXS XLI IEVW, QSYXL, SV I]IW. 
	Figure

	(S RSX YWI XLI GEQIVE ƽEWL GPSWI XS XLI 
	I]IWSJER] ERMQEPW SVLYQERW. 
	Figure

	(SRSX WXSVI]SYVHIZMG I MRZIV] LSX SVZIV] GSPH EQFMIRX XIQTIVEXYVI EVIEW. 6IGSQQIRHIH STIVEXMR K XIQTIVEXYVI VERKI MW FIX[IIR 5' XS 35'. 
	o
	o

	Figure
	Do not store your device near high heat sources 
	MRGPYHMRK LIEXIVW, QMGVS[EZIW, GSSOMRK IUYMTQIRX, SVLMKL TVIWWYVIGSRXEMRIVW. 
	Figure

	/IIT]SYV HIZMGI HV]. (SRSX XSYGL 
	XLI HIZMGI [MXL [IX LERHW. 
	Figure

	%ZSMH XLI YWI SJ XLI HIZMGI MR LYQMH IRZMVSRQIRXW WYGL EW VIWXVSSQW, ERH HYVMRK [EXIV-FEWIH EGXMZMXMIW. 
	Do not use your device outdoors HYVMRK E XLYRHIVWXSVQ. 
	Figure

	/IIT XLI HIZMGI EX E QMRMQYQ HMWXERGI SJ 
	15GQ E[E] JVSQ ER] EGXMZI IPIGXVSRMG QIHMGEP MQTPER XIH HIZMGI. 
	Figure

	'SQTP] [MXL EPP WEJIX] [EVRMRKW ERH 
	Figure
	VIKYPEXMSRW VIKEVHMR K HIZMGI HIZMGI YWEKI [LMPI STIVEXMRK E ZILMGPI. 
	Figure
	Figure
	8S TVIZIRX TSWWMFP I LIEVMRK HEQEKI [LIR YWMRK E LIEHWIX, HS RSX PMWXIR EX LMKL ZSPYQI JSV PSRK TIVMSHW SJ XMQI. 
	SPECIFIC ABSORPTION RATE (SAR)
	SPECIFIC ABSORPTION RATE (SAR)
	CERTIFICATION INFORMATION 

	This device meets international guidelines for exposure to radio waves. 
	=SYV HIZMGI HIZMGI MW HIWMKRIH RSX XS I\GIIH XLI PMQMXW JSVI\TSWYVI XS VEHMS [EZIW VIGSQQIRHIH F] MRXIVREXMSREP KYMHIPMRIW. 8LI KYMHIPMRIW [IVIHIZIPSTIH 
	F] ER MRHITIRHIRX WGMIRXMƼG SVKERM^EXMSR (-'2-64) ERH MRGPYHIWE WYFWXERXM EP WEJIX] QEVKMR HIWMKRIH XS EWWYVI XLI WEJIX] SJ EPP TIVWSRW VIKEVHPIWW SJ EKI ERH LIEPXL. 8LI VEHMS [EZI I\TSWYVI KYMHIPM R IW YWIW E YRMX SJ QIEWYVIQIRX ORS[R EW XLI 7TIGMƼG %FWSVTXMSR 6EXI, SV 7%6. 
	8LI 7%6 PMQMX JSV HIZMGI HIZMGIW MW 1.6;//K [MXL EWITEVEXMSR HMWXERGI EW JSPPS[W: 
	,IEH: 0QQ; &SH]: 10QQ. 
	8LI QE\MQYQ 7%6 JSV XLMW QSHIP QIEWYVIH SZIV SRI KVEQ SJ XMWWYI: 
	,IEH: 0.22;//K; &SH]: 1.0 ;//K 

	FCC STATEMENT 
	FCC STATEMENT 
	%R] 'LERKIW SV QSHM ƼG EXM SRW RSX I\TVIWWP] ETTVSZIH 
	F] XLI TEVX] VIWTSRWMFPI JSV GSQTPMERGI GSYPH ZSMH XLI YWIVƅW EYXLSVM X] XS STIVEXI XLI IUYMTQIR X. 
	8LMW HIZMGI GSQTPMIW [MXL TEVX 15 SJ XLI *'' 6YPIW. 3TIVEXMSR MW WYFNIGX XS XLI JSPPS[MRK X[S GSRHMXMSRW: 
	(1) 
	(1) 
	(1) 
	8LMW HIZMGI QE] RSX GEYWI LEVQJYP MRXIVJIVIRGI, ERH 

	(2) 
	(2) 
	8LMW HIZMGI QYWX EGGITX ER] MRXIVJIVIRGI VIGIMZIH, MRGPYHMRK MRXIVJIVIRGI XLEX QE] GEYWI YRHIWMVIH STIVEXMSR. 


	FCC RADIATION EXPOSURE STATEMENT: 
	8LMW IUYMTQIRX GSQTPMIW [MXL *'' VEHMEXMSR I\TSWYVI PMQMXW WIX JSVXL JSV ER YRGSRXVSPPIH IRZMVSRQIRX. 8LMW IUYMTQIRX WLSYPH FI MRWXEPPIH ERH STIVEXIH [MXL QMRMQYQ HMWXERGI 20GQ FIX[IIR XLI VEHMEXSV & 
	]SYV FSH]. 

	FCC CAUTION 
	FCC CAUTION 
	15.19 Labeling requirements 
	15.19 Labeling requirements 
	8LMW HIZMGI GSQTPMIW [MXL TEVX 15 SJ XLI *'' 6YPIW. 3TIVEXMSR MW WYFNIGX XS XLI GSRHMXMSR XLEX XLMW HIZMGI HSIW RSX GEYWI LEVQJYP MRXIVJIVIRGI. 

	15.21 Information to user 
	15.21 Information to user 
	%R] 'LERKIW SV QSHM ƼG EXM SRW RSX I\TVIWWP] ETTVSZIH F] 
	XLI TEVX] VIWTSRWMFPI JSV GSQTPMERGI GSYPH ZSMH XLI YWIVƅW EYXLSVMX] XS STIVEXI XLI IUYMTQIRX. 
	15.105 Information to the user 
	
	6ISVMIRX SV VIPSGEXI XLI VIGIMZMRK ERXIRRE. 
	-RGVIEWI XLI WITEVEXMSR FIX[IIR XLI IUYMTQIRX ERH VIGIMZIV. 
	'SRRIGX XLI IUYMTQIRX MRXS ER SYXPIX SR E GMVGYMX HMJJIVIRX JVSQ XLEX XS [LMGL XLI VIGIMZIV MW GSRRIGXIH . 
	'SRWYPX XLI HIEPIV SV ER I\TIVMIRGIH VEHMS/8: XIGLR M G M E R JSV LIPT. 
	SPECIFIC ABSORPTION RATE (SAR) INFORMATION: 
	8LMW XEFPIX QIIXW XLI KSZIVRQIRXƅW VIUYMVIQIRXW JSV I\TSWYVI XS VEHMS [EZIW. 8LI KYMHIP M RI W EVI FEWIH SR WXER H E V HW XLEX [IVI HIZIPSTIH F] MRHITIRHIRX WGMIRXMƼG SVKERM^ EXMSR W XLVSYKL TIVMSHMG ERH XLSVSYKL IZEPYEXMS R SJ WGMIRX M ƼG WXYHM IW . 8LI WXERHEVHW MRGPYH I E WYFWXERXMEP WEJIX] QEVKMR HIWMKRIH XS EWWYVI XLI WEJIX] SJ EPP TIVWSRW VIKEVHPI W W SJ EKI SV LIEPXL. *'' 6* )\TSWYVI -RJSVQEXMSRERH 7XEXIQIRX 8LI 7%6 PMQMX SJ97% (*'')    MW 1.6 ;/OK EZIVEKIH SZIV SRI KVEQ SJ XMWWYI. (IZMGI X]TIW: 8EFP
	*'' 6* I\TSWYVI VIUYM VIQ IR X W, ERH WLSYPH FI EZSMHIH. 
	BODY-WORN OPERATION 
	8LMW HIZMGI [EW XIWXIH JSV X]TMGEP FSH]-[SVR STIVEXMSRW. 8S GSQTP] [MXL 6* I\TSWYVI VIUYMVIQIRXW, E QMRMQYQ WITEVEXMSR HMWXERGI SJ 10QQ JSV FSH] [SVR ERH 10QQ JSV LSXWTSX QYWX FI QEMRXEMRIH FIX[IIR XLI YWIVƅW FSH] ERH XLI LERHWIX, MRGPYHMRK XLI ERXIRRE.8LMVH-TEVX] FIPX-GPMTW, LSPWXIVW, ERH WMQMPEV EGGIW W S VM IW YWIH F] XLMW HIZMGI WLSYPH RSX GSRXEMR ER] QIXEPPMG GSQTSRIRXW. &SH]-[SVR EGGIWWSVMIW XLEX HS RSX QIIX XLIWI VIUYMVIQIRXW QE] RSX GSQTP] [MXL 6* I\TSWYVI VIUYMVIQIRXW ERH WLSYPH FI EZSMHIH. 9WI SRP
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