
LUX-Dx™ Insertable Cardiac Monitor System

INDICATIONS
The LUX-Dx™ Insertable Cardiac Monitor (ICM) is intended to monitor and record subcutaneous electrocardiogram (S-ECG). The recorded S-ECG is used for the clinical  
evaluation and diagnosis of cardiac arrhythmias. The LUX-Dx is indicated for use in patients that have a known heart condition and are at risk of developing an abnormal 
heart rhythm, or have symptoms that may suggest a cardiac arrhythmia, such as dizziness, palpitations, syncope, chest pain, and/or shortness of breath.
The LUX-Dx has not been tested specifically for pediatric use.

CONTRAINDICATIONS
There are no known contraindications for the insertion of the LUX-Dx insertable cardiac monitor. However, the patient’s particular medical condition may dictate whether  
or not they can tolerate a subcutaneous, chronically- inserted device.
LATITUDE Clarity is contraindicated for use with any device other than a compatible Boston Scientific device.

WARNINGS
Concomitant use of the ICM system and implanted electro-mechanical devices [for example implantable neuromodulation/neurostimulation systems, ventricular assist 
device (VAD), or implantable insulin pump or drug pump] can result in interactions that could compromise the function of the ICM, the co-implanted device, or both. Elec-
tromagnetic interference (EMI) or therapy delivery from the co-implanted device can interfere with ICM sensing and/or rate assessment, resulting in failure to monitor or 
record when needed. Verify sensing configuration, operation modes, surgical considerations and existing placement of all involved devices prior to any co-implant. To help 
prevent undesirable interactions, test the ICM system when used in combination with the co-implanted device.
Do not expose a patient with an ICM system to diathermy. The interaction of diathermy therapy with an insertable cardiac monitor can damage the device and cause 
patient injury.
The influence of medical equipment on implanted devices varies considerably according to the type of unit and energy levels employed. In situations where the risks are 
known, always interrogate the device and save data before the procedure, and check device function afterwards.
Magnet model 6386 has been tested for use with the ICM system. Use of any other magnets has not been tested and could result in failure to initiate communication  
with the device.
The magnet provided with the ICM system may cause interference with devices sensitive to magnetic fields such as hearing aids, pacemakers, and other implanted devices. 
It can also permanently disable some magnetic strip cards. 
Keep the magnet at least 15 cm (6 inches) away from items sensitive to magnetic fields, including the ICM device when the magnet is not being used to initiate communi-
cation between the device and the patient or clinic app.
The mobile devices and magnet are MR Unsafe and must remain outside the MRI site Zone III (and higher) as defined by the American College of Radiology Guidance 
Document for Safe MR Practices. 
Unless all of the MRI Conditions of Use are met, MRI scanning of the patient does not meet MR Conditional requirements for the inserted device, and significant harm to or 
death of the patient and/or damage to the inserted device may result.
Scanning patients who have other MR Conditional devices is acceptable if all the MR Conditional requirements for each of the implanted devices are met.  
Do not conduct an MRI scan if any conditions or implants prohibit it.
Advise patients to seek medical guidance before entering environments that could adversely affect the operation of the active implantable medical device, including areas 
protected by a warning notice that prevents entry by patients.

PRECAUTIONS
For specific information on precautions, refer to the following sections of the product labeling: General, Clinical Considerations,  
Sterilization and Storage, Insertion, Magnet, Device Programming, Environmental and Medical Hazards, Follow-up, Device  
Removal and Disposal.

POTENTIAL ADVERSE EVENTS
Potential adverse events related to insertion of the device may include, but are not limited to, the following:
• Device migration
• Erosion
• Foreign body rejection phenomena
• Formation of hematomas or seromas
• Infection
• Local tissue reaction
• Tissue damage
For a list of potential adverse events associated with MRI scanning, refer to the MRI Technical Guide.
If any adverse events occur, invasive corrective action and/or ICM system modification or removal may be required. 

92496928 (Rev. B)

CAUTION: Federal law (USA) restricts this device to sale by or on the order of a physician. Rx only. Prior to use,  
please see the complete “User’s Manual” for more information on Indications, Contraindications, Warnings,  
Adverse Events, and Operator’s Instructions.

Rhythm Management 
300 Boston Scientific Way 
Marlborough, MA 01752-1234 
www.bostonscientific.com

Medical Professionals:  
1.800.CARDIAC (227.3422) 
Patients and Families:  
1.866.484.3268

© 2022 Boston Scientific Corporation  
or its affiliates. All rights reserved.

CRM-1035006-ABAll trademarks are the property of their respective owners.

1 Frazier-Mills C, Rahan A, Saleeby R, Leguire R, et al. Consistent visibility in P-waves observed in patients implanted with 
LUX-Dx Insertable Cardiac Monitor. Poster presented at: 2021 Heart Rhythm Society; July 2021; Boston, MA
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Monitoring:	Ventricular	Tachycardia
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S-ECG FROM BRADYCARDIA ALERT 
Patient’s Event Detail Report on July 12, 2020 at 11:34am
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Reason	For	Monitoring

Syncope

Clinical	Context:

None

Comments	&	Interventions Signature

Date
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AT-1 AT	with	symptoms

(Light	Headed)

Aug	11,	2020	13:24	CDT 4	h	10	m Avg	115	bpm Appropriate

AT	Settings Rate 110	bpm

Duration 4	hrs

S-ECG	displayed	at	25mm	per	second

Event Description Date/Time Duration Rate Assessment
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S-ECG FROM ATRIAL TACHYCARDIA ALERT 
Patient’s Event Detail Report on August 11, 2020 at 1:24pm

See Astoundingly Clear Signals From The Moment  
Of Insertion

S-ECG FROM PAUSE ALERT 
Patient’s Event Detail Report on October 8, 2020 at 7:04am

PRESENTING S-ECG
Patient’s Follow-up Report on December 16, 2020 at 7:59am

S-ECG FROM ATRIAL FIBRILLATION ALERT 
Patient’s Event Detail Report on September 24, 2020 at 1:34pm
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ID: Monitoring:	AF	Management

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	8	of	9

mV

7687489958057381150755

VSVSVSVSVSVSVS

34626s 34627s 34628s 34629s 34630s 34631s 34632s

-0.38

0

0.38

mV

8287058638331228810685

VSVSVSVSVSVSVS

34632s 34633s 34634s 34635s 34636s 34637s 34638s

-0.38

0

0.38

mV

8507858781088813898865

VSVSVSVSVSVSVS

34638s 34639s 34640s 34641s 34642s 34643s 34644s

-0.38

0

0.38

mV

8837631055785770855858

VSVSVSVSVSVSVS

34644s 34645s 34646s 34647s 34648s 34649s 34650s

-0.38

0

0.38

mV

7707788837607458781078

VSVSVSVSVSVSVS

34650s 34651s 34652s 34653s 34654s 34655s 34656s

-0.38

0

0.38

LATITUDE	Clarity™	Follow-up	Report	|	Created:	Dec	17,	2020

Doe, Jack	(Age 70)

ID:	

Gender:	

DOB:		

Phone:	

Device:	M301	LUX-Dx™

Implant	Date:	

Implanted	By:		

Followed	By:	

Clinic:		   Patient	Group:	

Latest	Device	Transmission:	Dec	16,	2020	00:46	EST

OK

Last:	Dec	17,	2020

Next:	Jan	20,	2021

Last:	Dec	16,	2020

Reason	For	Monitoring

Post	AF	Ablation

Clinical	Context:

None

Comments	&	Interventions Signature

Date
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My	Alerts

No	event	alerts	since	last	dismissed

Presenting	S-ECG	(Dec	16,	2020	07:59	EST)	 Avg	Rate:	73	bpm

Event	Logbook

There	are	no	events	available.

Counters	and	Settings

Symptom

(Total)
0 0 0 Off

Tachy 0 0 177 ≥	170	bpm,	>	5	s

Pause 0 0 0 ≥	4.5	s

Brady 0 0 0 <	30	bpm,	>	2	s

AT 0 0 5 ≥	110	bpm,	≥	4	hrs

AF 0 0 17 ≥	10	min

Sensing

Parameters

Sensitivity:	0.037	mV

Blank	After	Sense:	160	ms
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Recent

Nov	11,	2020	-	Dec	16,	2020

36	day(s)

Previous

Oct	09,	2020	-	Nov	11,	2020

34	day(s)

Lifetime

Aug	31,	2020	-	Dec	16,	2020

108	day(s)

Programming	Summary

Dec	16,	2020
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Monitoring:	Syncope
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REAL-TIME S-ECG AT IMPLANT
Patient insertion on March 3, 2021 

The S-ECG signal quality of the LUX-Dx™ ICM is designed  
to emulate Lead II. It puts the power of astoundingly clear 
signals in your hands from the very moment of implant,  
giving confirmation of proper device location and confidence 
in algorithm performance. Strong signal amplitude and 
exceedingly clear S-ECGs allow teams to work with actionable, 
high-quality data. Confidence is increased. Disruptions are 
minimized. Decisions are made. Workflow is streamlined.

S-ECG FROM TACHYCARDIA ALERT 
Patient’s Event Detail Report on September 23, 2020 at 6:07am

VS VS VS VS

68 bpmAmplitude: 0.24 mV

Real-time S-ECG
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Monitoring:	Syncope
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Monitoring:	Syncope
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ID: Monitoring:	Cryptogenic	Stroke
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ID: Monitoring:	Cryptogenic	Stroke
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90%
Of Heart Cycles  

Had Clearly  
Visible P-Waves1

P-WAVE
Visibility Is  
Consistent  
Over Time1
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