Intended Use

The Heart Connect System is an optional data-sharing system intended to display and share physiological and/or Boston
other medical data from connected medical equipment. The Heart Connect System provides health care SClent].ﬁC
providers and Boston Scientific personnel with means to establish an online meeting and share the video display

from the connected medical equipment with individuals in a remote location. Advancing science for life™

Contraindications

The Heart Connect System is contraindicated for use with medical equipment that is not compatible with system
characteristics as defined in these Instructions For Use.

Warnings

The use of any cables or accessories with the Heart Connect System, other than those included with the Heart
Connect may result in increased emissions or decreased immunity of the system. Do not connect an extension
cord or portable multiple socket outlet to the Heart Connect System. The Heart Connect System must be kept
outside the patient environment (at least 1.5 m [4.9 ft]) away from the patient or as specified in the instructions
for the connected medical equipment). The Heart Connect System is MR unsafe and must remain outside the
magnetic resonance imaging (MRI) site Zone Il (and higher).The System is non-sterile and cannot be sterilized.
Precautions

Patient data should only be accessed by authorized healthcare providers and Boston Scientific personnel. Ensure
that any changes to the settings of the Heart Connect System are made per guidance from authorized Boston
Scientific personnel or authorized health care providers. USB drives should only be connected to the Heart
Connect Tablet by authorized personnel. Any USB drives that are to be connected to the Heart Connect Tablet
must be controlled to help prevent unauthorized modifications to the Heart Connect System. The Local User
should store the Heart Connect System in a secure location when not in use to help prevent theft or
unauthorized access. If unexpected behavior is seen with the Heart Connect System, restart the system. If issues
continue to be seen or if the system appears to be compromised, discontinue use and contact Boston Scientific
Technical Services for assistance, using information from the back cover of this manual.

Adverse Effects

There are no known adverse effects.
° Refer to the product labeling for specific indications, contraindications, warnings/precautions and adverse events.
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Why wait for a device expert to arrive on site when you can
complete device checks in real time?* The Heart Connect B ton
System streamlines your process by enabling your team SCi)eSrﬁ:lﬁC
to instantly share programmer screen information with
other health care providers or your Boston Scientific e Nanagement
representatives. It's a smart step toward improving patient St Paul MNES1128795 Heart Connect” System
outcomes and lowering the cost of health care delivery. Medical Professionals:
1.800.CARDIAC (227.3422)
Patients and Families: . . .
S _ _ _ _ 1.866.484.3268 Share data in real time with
*Variations in location and quality of local network access points and related network infrastructure, and of o i
Internet infrastructure and Internet service providers, can affect the quality and responsiveness of audio, f)rigﬁfﬁiz'tséznAs‘f'r?;:tfs'crggf\gjt'on the Hea r‘t CO N nec‘t System .

video, and medical device display information shared in an online meeting.
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Text Box
Intended Use
The Heart Connect System is an optional data-sharing system intended to display and share physiological and/or other medical data from connected medical equipment. The Heart Connect System provides health care providers and Boston Scientific personnel with means to establish an online meeting and share the video display from the connected medical equipment with individuals in a remote location.
Contraindications
The Heart Connect System is contraindicated for use with medical equipment that is not compatible with system characteristics as defined in these Instructions For Use.
Warnings
The use of any cables or accessories with the Heart Connect System, other than those included with the Heart Connect may result in increased emissions or decreased immunity of the system. Do not connect an extension cord or portable multiple socket outlet to the Heart Connect System. The Heart Connect System must be kept outside the patient environment (at least 1.5 m [4.9 ft]) away from the patient or as specified in the instructions for the connected medical equipment). The Heart Connect System is MR unsafe and must remain outside the magnetic resonance imaging (MRI) site Zone III (and higher).The System is non-sterile and cannot be sterilized.
Precautions
Patient data should only be accessed by authorized healthcare providers and Boston Scientific personnel. Ensure that any changes to the settings of the Heart Connect System are made per guidance from authorized Boston Scientific personnel or authorized health care providers. USB drives should only be connected to the Heart Connect Tablet by authorized personnel. Any USB drives that are to be connected to the Heart Connect Tablet must be controlled to help prevent unauthorized modifications to the Heart Connect System. The Local User should store the Heart Connect System in a secure location when not in use to help prevent theft or unauthorized access. If unexpected behavior is seen with the Heart Connect System, restart the system. If issues continue to be seen or if the system appears to be compromised, discontinue use and contact Boston Scientific Technical Services for assistance, using information from the back cover of this manual.
Adverse Effects
There are no known adverse effects.
Refer to the product labeling for specific indications, contraindications, warnings/precautions and adverse events. Rx only.
(Rev. A)


GET REAL-TIME
SUPPORT.

Patient visits the
clinic for a device check
or reprogramming.

Heart Connect

Clinician uses the

Heart Connect System
to allow a remote
person to view the

programmer screen.

The clinician can
choose who is able to view
the information on the
programmer screen.

Clinician

Boston Scientific
Representatives

Annotations can be

made directly on the
Heart Connect System
screens and shared
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between the local and
remote users.

Heart Connect’

Heart Connect’

With real-time
guidance, the clinician
can complete the device
check and program
as needed.
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Empower your team to provide
important patient care more efficiently.

* Facilitate sharing of clinical expertise between colleagues
for challenging clinical scenarios

* Get ongoing guidance from technical experts during
programmer use

» Assist in training of clinical staff
* Annotate right on screen

* Available for implant, follow-up device checks, and
satellite clinic locations

Talk to your local Boston Scientific representative to get
started using the Heart Connect System.





