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Event Report Patient Monitored for: Description of Event Report View Report

Atrial Fibrillation 

AF Management

AF with conversion pause 
• Atrial fibrillation of 20-minute duration with an average 

ventricular rate of 86 bpm.
• A conversion pause at 1283 seconds (report page 6) with return 

to normal sinus rhythm.
• The rate plot clearly demonstrates the change from AF to NSR.

View Report

Syncope

AF caused by an aberrantly conducted PAC 
• Atrial Fibrillation of 44-minute duration with an average 

ventricular rate of 112 bpm.
• Occasional PACs noted throughout the rhythm.
• Atrial beat hidden in the T-Wave at 212 seconds (report page 2).
• Short run of Atrial Tachycardia at 2781 seconds (report page 8).

View Report

AF Management

Two AF episodes showing atrial flutter with conversions to normal sinus 
rhythm

• Atrial flutter of 34-minute duration with an average ventricular 
rate of 86 bpm.

• The conversion to NSR is visible at 2138 seconds (report page 7).

View Report

Pause 

Syncope

High degree AV block detected 
• At 7:04AM, a 3.7 second pause was detected.
• P-waves can be seen during AV block prior to the pause.
• P-waves are visible during the 3.7 second pause (report page 2).

View Report

Cryptogenic Stroke

4.8 second pause supported by the rate plot 
• At 5:34AM, a 4.8 second pause was detected.
• In the rate plot, a heart rate drop is visible prior to and after the 

pause supporting a true pause. 

View Report

Syncope
8.8 second pause 

• At 5:00AM, an 8.8 second pause was detected.
• The beginning of the pause can be seen at 27 seconds (page 2).

View Report

Tachycardia

Ventricular Tachycardia

PVC induced non-sustained VT and return to normal sinus rhythm 
• Monomorphic VT episode lasting 13 seconds (22 beats) with 

an average ventricular rate of 192 bpm, max V rate of 203 bpm. 
• Occasional PVCs noted throughout the event.

View Report

Syncope
SVT Event 

• SVT episode lasting 6 minutes and 48 seconds with an average 
ventricular rate of 160 bpm, max V rate of 188 bpm. 

View Report

AF Management
SVT episode and return to normal sinus rhythm 

• SVT episode lasting 14 seconds (14 beats) with an average 
ventricular rate of 160 bpm, max V rate of 169 bpm. 

View Report

Atrial Tachycardia 
Suspected AF

Sustained AT with regular V to V rhythm and consistent rate 
• Atrial rate of 145 bpm during the 10 hour 16 minute AT episode.

View Report

Bradycardia

Cryptogenic Stroke
P-waves during brady event 

• At 11:34AM, bradycardia event with an average rate of 40 
bpm over the 12 second duration of the event.

View Report

Cryptogenic Stroke

2:1 HB during brady event  
• At 9:11PM, bradycardia event with an average rate of 37 bpm

over the 5 second duration of the event.
• Clinic entered “2:1 HB” in the notes section.
• R-waves are clipped as the S-ECG is zoomed to see p-waves.

View Report

Follow-Up

Cryptogenic Stroke
Presenting strip with P-waves 

View Report

Cryptogenic Stroke

P-waves in presenting strip for a patient with runs of AF
• Visible P-waves in the presenting S-ECG could 

make adjudicating the AF events easier View Report

Case Collection 
Featured cases are from real LUX-DxTM ICM Patients.
You can view the full report by clicking “View Report.”
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• Atrial fibrillation of 20-minute duration with an average ventricular rate of 86 bpm.
• A conversion pause at 1283 seconds (report page 6) with return to normal sinus

rhythm.
• The rate plot clearly demonstrates the change from AF to NSR.
• AF settings were programmed to nominal.
• The first 3 minutes of this report shows the dashed line though the S-ECG as only the

intervals are store per the storage guidelines above.
o For S-ECG storage of an AF episode that’s ≥2 minutes: Each AF event contains

3 minutes of intervals before the start, 1 minute of annotated S-ECG data
after the start, and up to 3 minutes of annotated S-ECG at the end.

PATIENT MONITORED FOR:
AF Management

DETAILS:

AF with conversion pause
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LATITUDE	Clarity™	Event	Detail	Report	|	Created:	Dec	17,	2020

Reason	For	Monitoring

AF	Management

Clinical	Context:
None

Comments	&	Interventions Signature

Date

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	1	of	9

AF-97 AF Nov	11,	2020	03:18	EST 20	m	00	s Avg	96	bpm
Max	126	bpm

Appropriate

AF	Settings Response Balanced
Duration 10	min
Morphology	Assessment On

S-ECG	displayed	at	25mm	per	second

Event Description Date/Time Duration Rate Assessment

0s 60s 120s 180s 1200s 1260s 1320s 1380s
0
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5155585935535706887736405781238
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174s 175s 176s 177s 178s 179s 180s

-0.49

0

0.49

mV

558958840565605525613698773
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-0.49

0

0.49

HOME DESCRIPTION
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ID: Monitoring:	AF	Management
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mV

563635503603613563658668808538
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-0.49
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7438481158525748675743533
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0
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528550600543565775518518635598
VSVSVSVSVSVSVSVSVSVS

198s 199s 200s 201s 202s 203s 204s
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0

0.49

mV

708500555533605533583563568683
VSVSVSVSVSVSVSVSVSVS

204s 205s 206s 207s 208s 209s 210s

-0.49

0

0.49

mV

643610513680618590553533580898
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0
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ID: Monitoring:	AF	Management
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ID: Monitoring:	AF	Management
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0

0.49

mV

518565670513595638603518568613645
VSVSVSVSVSVSVSVSVSVSVS

1224s 1225s 1226s 1227s 1228s 1229s 1230s

-0.49

0

0.49

mV

628490535580630520550650705663
VSVSVSVSVSVSVSVSVSVS

1230s 1231s 1232s 1233s 1234s 1235s 1236s

-0.49

0

0.49

HOME DESCRIPTION



LATITUDE	Clarity™	Event	Detail	Report	|	Created:	Dec	17,	2020

ID: Monitoring:	AF	Management
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ID: Monitoring:	AF	Management
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mV

785783798790793803803
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• Atrial Fibrillation of 44-minute duration with an average ventricular rate of 112 bpm.
• Occasional PACs noted throughout the rhythm.
• Atrial beat hidden in the T-Wave at 212 seconds (report page 2).
• Short run of Atrial Tachycardia at 2781 seconds (report page 8).
• AF settings were programmed to nominal.

PATIENT MONITORED FOR: 
Syncope

DETAILS:
AF caused by an aberrantly conducted PAC
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LATITUDE	Clarity™	Event	Detail	Report	|	Created:	May	06,	2021

Huston,	William	(Age	54)

ID:	 Device:	M301	LUX-Dx™/111643
Gender:	Male Implant	Date:	Nov	19,	2020

DOB:	Oct	15,	1966 Implanted	By:	Olivier,	Andre
Phone:	615-218-7680 Followed	By:	Olivier,	Andre
Clinic:	St	Thomas	Heart	Leba… Patient	Group:	Olivier

Reason	For	Monitoring

Syncope

Clinical	Context:
None

Comments	&	Interventions Signature

Date

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	1	of	9

AF-4 AF Nov	27,	2020	11:04	EST 44	m	00	s Avg	112	bpm
Max	172	bpm

Not	Assessed

AF	Settings Response Less
Duration 10	min
Morphology	Assessment On

S-ECG	displayed	at	25mm	per	second

Event Description Date/Time Duration Rate Assessment

0s 60s 120s 180s 2700s 2760s 2820s
0

50
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AF
605470668978558475640623618
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0
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Huston,	William ID: DOB:	Oct	15,	1966 Monitoring:	Syncope
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mV
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Huston,	William ID: DOB:	Oct	15,	1966 Monitoring:	Syncope
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Huston,	William ID: DOB:	Oct	15,	1966 Monitoring:	Syncope
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438510430518413530360418565440500468
VSVSVSVSVSVSVSVSVSVSVSVS

2646s 2647s 2648s 2649s 2650s 2651s 2652s

-0.67

0

0.67

mV

443613395405560515610428500430745808
VSVSVSVSVSVSVSVSVSVSVSVS

2652s 2653s 2654s 2655s 2656s 2657s 2658s

-0.67

0

0.67

mV

418540445460418525785628510523585
VSVSVSVSVSVSVSVSVSVSVS

2658s 2659s 2660s 2661s 2662s 2663s 2664s

-0.67

0

0.67

mV

615610553420558615415410555475455535
VSVSVSVSVSVSVSVSVSVSVSVS

2664s 2665s 2666s 2667s 2668s 2669s 2670s

-0.67

0

0.67

mV

515480393380425540498665385620375538448
VSVSVSVSVSVSVSVSVSVSVSVSVS

2670s 2671s 2672s 2673s 2674s 2675s 2676s

-0.67

0

0.67

HOME DESCRIPTION

knutsos
Rectangle

knutsos
Rectangle

knutsos
Rectangle



LATITUDE	Clarity™	Event	Detail	Report	|	Created:	May	06,	2021

Huston,	William ID: DOB:	Oct	15,	1966 Monitoring:	Syncope
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Huston,	William ID: DOB:	Oct	15,	1966 Monitoring:	Syncope
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mV

363373358350400405428578390383383368358368353
VSVSVSTVSVSVSVSVSVSVSVSVSVST

2736s 2737s 2738s 2739s 2740s 2741s 2742s

-0.67

0

0.67

mV

365365365368360378368378368373368370365378368375
VSVSVSVSVSVSVSVSVSVSVSVSVSVSVSVS

2742s 2743s 2744s 2745s 2746s 2747s 2748s

-0.67

0

0.67

mV

408348375358373355365353378363365363365360370340395
VSTVSVSVSVSVSTVSVSVSVSVSVSVSTVS

2748s 2749s 2750s 2751s 2752s 2753s 2754s

-0.67

0

0.67

mV

358353355348388423555438353385413573400355363
VSTVSTVSVSVSVSTVSVSVSVSVSVS

2754s 2755s 2756s 2757s 2758s 2759s 2760s

-0.67

0

0.67
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370370360368340398365368373365365363363350363355
VSVSVSVSTVSVSVSVSVSVSVSVSTVSVS

2760s 2761s 2762s 2763s 2764s 2765s 2766s

-0.67

0

0.67
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mV

355368358375348380365375368370363370348385368373373
VSVSVSVSTVSVSVSVSVSVSVSTVSVSVSVS

2766s 2767s 2768s 2769s 2770s 2771s 2772s

-0.67

0

0.67

mV

358348388338393368363368358365358370353380363373
VSTVSTVSVSVSVSVSVSVSVSTVSVSVS

2772s 2773s 2774s 2775s 2776s 2777s 2778s

-0.67

0

0.67

mV

370365390360365358365333395368368353368360360360
VSVSVSVSVSVSVSTVSVSVSTVSVSVSVS

2778s 2779s 2780s 2781s 2782s 2783s 2784s

-0.67

0

0.67

mV

368358388348398350393370370368370378363358388355375
VSVSVSTVSTVSVSVSVSVSVSVSVSVSVSVS
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0

0.67
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340345345345340418555355413618380453580358
TTTTTVSVSVSVSVSVSVSVSVS

2790s 2791s 2792s 2793s 2794s 2795s 2796s
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0

0.67
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mV

370365368355365368363373368360365360350355345348350
VSVSVSVSVSVSVSVSVSVSVSVSTVSTTT

2796s 2797s 2798s 2799s 2800s 2801s 2802s

-0.67

0

0.67

mV

530505368545455415363330418498545338333365
VSVSVSVSVSVSVSTVSVSVSTTVS

2802s 2803s 2804s 2805s 2806s 2807s 2808s

-0.67

0

0.67

mV

675500515638550620395783473595
VSVSVSVSVSVSVSVSVSVS

2808s 2809s 2810s 2811s 2812s 2813s 2814s

-0.67

0

0.67

mV

343380548455370540615555668645523650
TVSVSVSVSVSVSVSVSVSVSVS

2814s 2815s 2816s 2817s 2818s 2819s 2820s

-0.67

0

0.67

mV

End	AF
535455
VSVS

2820s 2821s 2822s 2823s 2824s 2825s 2826s

-0.67

0

0.67
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• Atrial flutter of 34-minute duration with an average ventricular rate of 86 bpm.
• The first conversion to NSR occurs between 239 seconds and 2040 seconds (report

page 3), during a period that isn't stored in the S-ECG per storage guidelines below.
o For S-ECG storage of an AF episode that’s ≥2 minutes: each AF event contains

3 minutes of intervals before the start, 1 minute of annotated S-ECG data
after the start, and up to 3 minutes of annotated S-ECG at the end.

• Atrial flutter begins again around 2115 seconds (report page 6).
• The conversion to NSR is visible at 2138 seconds (report page 7).
• AF settings were programmed to nominal.

DETAILS:

Two AF episodes showing Atrial Flutter 
with conversions to normal sinus rhythm
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Reason	For	Monitoring

AF	Management

Clinical	Context:
None

Comments	&	Interventions Signature

Date
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AF-6 AF Dec	04,	2020	05:10	EST 34	m	00	s Avg	86	bpm
Max	125	bpm

Appropriate

AF	Settings Response Balanced
Duration 10	min
Morphology	Assessment On

S-ECG	displayed	at	25mm	per	second

Event Description Date/Time Duration Rate Assessment

0s 60s 120s 180s 2040s 2100s 2160s 2220s
0

50
100
150
200
250
300
350

bp
m

mV

AF
520573755708640625890478625
VSVSVSVSVSVSVSVSVS

174s 175s 176s 177s 178s 179s 180s

-0.36

0

0.36

mV

593543728650595658470653760
VSVSVSVSVSVSVSVSVS

180s 181s 182s 183s 184s 185s 186s

-0.36

0

0.36
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mV

7934907235056554636905656731073
VSVSVSVSVSVSVSVSVSVS

186s 187s 188s 189s 190s 191s 192s

-0.36

0

0.36

mV

710688798633708500683915
VSVSVSVSVSVSVSVS

192s 193s 194s 195s 196s 197s 198s

-0.36

0

0.36

mV

828758668638528933490805738
VSVSVSVSVSVSVSVSVS

198s 199s 200s 201s 202s 203s 204s

-0.36

0

0.36

mV

825628778698748705763750
VSVSVSVSVSVSVSVS

204s 205s 206s 207s 208s 209s 210s

-0.36

0

0.36

mV

4837938435656535857056401060
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210s 211s 212s 213s 214s 215s 216s

-0.36

0

0.36
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mV

658695900485480698573760828
VSVSVSVSVSVSVSVSVS

216s 217s 218s 219s 220s 221s 222s

-0.36

0

0.36
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533753750813653600998785
VSVSVSVSVSVSVSVS

222s 223s 224s 225s 226s 227s 228s

-0.36

0

0.36

mV

7735556656285338535901025
VSVSVSVSVSVSVSVS

228s 229s 230s 231s 232s 233s 234s

-0.36

0

0.36

mV

878490895583623610813600
VSVSVSVSVSVSVSVS

234s 235s 236s 237s 238s 239s 2040s

-0.36

0

0.36

mV

840825790758720705743
VSVSVSVSVSVSVSVS

2040s 2041s 2042s 2043s 2044s 2045s 2046s

-0.36

0

0.36

converted
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mV

8008081203513768838845
VSVSVSVSVSVSVS

2046s 2047s 2048s 2049s 2050s 2051s 2052s

-0.36

0

0.36

mV

888888890915918833803
VSVSVSVSVSVSVS

2052s 2053s 2054s 2055s 2056s 2057s 2058s

-0.36

0

0.36

mV

703965458730773808868870
VSVSVSVSVSVSVSVS

2058s 2059s 2060s 2061s 2062s 2063s 2064s

-0.36

0

0.36

mV

660660668658658733610823525
VSVSVSVSVSVSVSVSVS

2064s 2065s 2066s 2067s 2068s 2069s 2070s

-0.36

0

0.36

mV

738758750733703705683678
VSVSVSVSVSVSVSVS

2070s 2071s 2072s 2073s 2074s 2075s 2076s

-0.36

0

0.36
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mV

803825825825775795775760
VSVSVSVSVSVSVSVS

2076s 2077s 2078s 2079s 2080s 2081s 2082s

-0.36
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743760763743715755753763
VSVSVSVSVSVSVSVS

2082s 2083s 2084s 2085s 2086s 2087s 2088s

-0.36

0

0.36

mV

673760548680843528688728743
VSVSVSVSVSVSVSVSVS

2088s 2089s 2090s 2091s 2092s 2093s 2094s

-0.36

0

0.36

mV

683670678680798545668660658
VSVSVSVSVSVSVSVSVS

2094s 2095s 2096s 2097s 2098s 2099s 2100s

-0.36

0

0.36

mV

450758723745715695708690
VSVSVSVSVSVSVSVS

2100s 2101s 2102s 2103s 2104s 2105s 2106s

-0.36

0

0.36
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mV

7237407307187157357501058
VSVSVSVSVSVSVSVS

2106s 2107s 2108s 2109s 2110s 2111s 2112s

-0.36

0
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5085737188854987251020478733
VSVSVSVSVSVSVSVSVS

2112s 2113s 2114s 2115s 2116s 2117s 2118s

-0.36

0

0.36

mV

648708665625633660490463563
VSVSVSVSVSVSVSVSVS

2118s 2119s 2120s 2121s 2122s 2123s 2124s

-0.36

0

0.36

mV

8735055206605406856956285031020
VSVSVSVSVSVSVSVSVSVS

2124s 2125s 2126s 2127s 2128s 2129s 2130s

-0.36

0

0.36
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818758728685523618473523628
VSVSVSVSVSVSVSVSVS

2130s 2131s 2132s 2133s 2134s 2135s 2136s

-0.36

0

0.36
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mV

4758588681490795548823
VSVSVSVSVSVSVS

2136s 2137s 2138s 2139s 2140s 2141s 2142s

-0.36

0
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7157087086987409404881015
VSVSVSVSVSVSVSVS

2142s 2143s 2144s 2145s 2146s 2147s 2148s

-0.36

0

0.36
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7057207087007101015438660688
VSVSVSVSVSVSVSVSVS

2148s 2149s 2150s 2151s 2152s 2153s 2154s

-0.36

0

0.36

mV

568853815785775803778733
VSVSVSVSVSVSVSVS

2154s 2155s 2156s 2157s 2158s 2159s 2160s

-0.36

0

0.36

mV

9359359359589731100
VSVSVSVSVSVS

2160s 2161s 2162s 2163s 2164s 2165s 2166s

-0.36

0

0.36
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mV

10456339189801130938
VSVSVSVSVSVS

2166s 2167s 2168s 2169s 2170s 2171s 2172s

-0.36

0

0.36

mV

703698698688680713958490783
VSVSVSVSVSVSVSVSVS

2172s 2173s 2174s 2175s 2176s 2177s 2178s

-0.36

0

0.36

mV

6706856907251010488745728
VSVSVSVSVSVSVSVS

2178s 2179s 2180s 2181s 2182s 2183s 2184s

-0.36

0

0.36

mV

718725723728833478688425413478
VSVSVSVSVSVSVSVSVSVS

2184s 2185s 2186s 2187s 2188s 2189s 2190s

-0.36

0
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-0.36

0

0.36
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mV

853453723725730713713695
VSVSVSVSVSVSVSVS

2196s 2197s 2198s 2199s 2200s 2201s 2202s

-0.36

0

0.36

mV

7338604607037301248675705
VSVSVSVSVSVSVSVS

2202s 2203s 2204s 2205s 2206s 2207s 2208s

-0.36

0

0.36

mV

5905235906434586857651185720
VSVSVSVSVSVSVSVSVS

2208s 2209s 2210s 2211s 2212s 2213s 2214s

-0.36

0

0.36

mV

End	AF
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VSVSVSVSVSVSVSVSVS

2214s 2215s 2216s 2217s 2218s 2219s 2220s

-0.36
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• At 7:04AM, a 3.7 second pause was detected.
• P-waves can be seen during AV block prior to the pause.
• P-waves are visible during the 3.7 second pause (report page 2).
• Ventricular sensing at 66 bpm. Bradycardia noted at 4 second mark with a heart

rate of 32 bpm (report page 1).
• It may be of interest to see if the patient is on an antiarrhythmic medication that

could put them at risk for pause.
• Pause settings were programmed to nominal.

PATIENT MONITORED FOR:
Syncope

DETAILS:

High degree AV block detected
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Reason	For	Monitoring

Syncope

On	OAC:	No
On	Antiarrhythmic:	No
Sleep	Apnea:	No

Comments	&	Interventions Signature

Date

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	1	of	3

P-6 Pause Oct	08,	2020	07:04	CDT 3.7	s -- Appropriate

Pause	Settings Duration 3	s
Response More

S-ECG	displayed	at	25mm	per	second

Event Description Date/Time Duration Rate Assessment

0s 10s 20s 30s 40s 50s 60s
0

50
100
150
200
250
300
350

bp
m

mV

20681825908973
BBVSVSVS

0s 1s 2s 3s 4s 5s 6s

-1.59

0

1.59

mV

125819631298
VSBVS

6s 7s 8s 9s 10s 11s 12s

-1.59

0

1.59
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Monitoring:	Syncope
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mV

209322182145
BBB

12s 13s 14s 15s 16s 17s 18s
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0
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227320231215
BBVS
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PPause
22302308
BB

24s 25s 26s 27s 28s 29s 30s

-1.59

0

1.59

mV

End	Pause
1063192022003668
VSBBB

30s 31s 32s 33s 34s 35s 36s

-1.59

0

1.59

mV

End	Brady
9201008923978880968
VSVSVSVSVSVS

36s 37s 38s 39s 40s 41s 42s

-1.59

0

1.59
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mV

120899310251750903
VSVSVSBVS
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-1.59
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216812131178
BVSVS
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-1.59
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1.59
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233823252518
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-1.59

0

1.59

HOME DESCRIPTION



• At 5:34AM, a 4.8 second pause was detected.
• In the rate plot, a heart rate drop is visible prior to and after the pause supporting a

true pause.
• The beginning of the pause can be seen at 27 seconds and the end can be seen at 32

seconds, confirming the 4.8 second event duration (report page 2).
• Noise can be seen at the beginning of the report that was marked as noise per the VN

marker.
• Pause settings were programmed to nominal.

PATIENT MONITORED FOR:
Cryptogenic Stroke

DETAILS:

4.8 second pause supported by the 
rate plot
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Reason	For	Monitoring

Cryptogenic	Stroke

Clinical	Context:
None

Comments	&	Interventions Signature

Date

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	1	of	3

P-1 Pause Oct	03,	2020	05:34	CDT 4.8	s -- Appropriate

Pause	Settings Duration 3	s
Response Less

S-ECG	displayed	at	25mm	per	second

Event Description Date/Time Duration Rate Assessment

0s 10s 20s 30s 40s 50s 60s
0

50
100
150
200
250
300
350

bp
m

mV

735725760748758750
VSVSVSVSVSVSBVNVNVNVN

0s 1s 2s 3s 4s 5s 6s

-0.47

0

0.47

mV

720708728733740720723735
VSVSVSVSVSVSVSVS

6s 7s 8s 9s 10s 11s 12s

-0.47

0

0.47
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Monitoring:	Cryptogenic	Stroke
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mV

700705715728725715725723735
VSVSVSVSVSVSVSVSVS
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713703713715698703708705
VSVSVSVSVSVSVSVS
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-0.47

0

0.47
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PPause
955853808738
VSVSVSVS

24s 25s 26s 27s 28s 29s 30s

-0.47

0

0.47

mV

End	Pause
122525484783
VSBB

30s 31s 32s 33s 34s 35s 36s

-0.47

0

0.47

mV

7107287739359539481108
VSVSVSVSVSVSVS

36s 37s 38s 39s 40s 41s 42s

-0.47

0

0.47
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mV
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• At 5:00AM, an 8.8 second pause was detected.
• The beginning of the pause can be seen at 27 seconds (page 2).
• Pause settings were programmed to nominal.

PATIENT MONITORED FOR: 
Syncope

DETAILS:

8.8 second pause
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LATITUDE	Clarity™	Event	Detail	Report	|	Created:	Dec	17,	2020

Reason	For	Monitoring

Syncope

Clinical	Context:
None

Comments	&	Interventions Signature

Date

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	1	of	3

P-2 Pause Aug	26,	2020	05:00	CDT 8.8	s -- Not	Assessed

Pause	Settings Duration 3	s
Response Balanced

S-ECG	displayed	at	25mm	per	second

Event Description Date/Time Duration Rate Assessment

0s 10s 20s 30s 40s 50s 60s
0

50
100
150
200
250
300
350

bp
m

mV

795798813803810793
VSVSVSVSVSVSVS

0s 1s 2s 3s 4s 5s 6s

-0.74

0

0.74

mV

823818835813848813820
VSVSVSVSVSVSVS

6s 7s 8s 9s 10s 11s 12s

-0.74

0

0.74

HOME DESCRIPTION
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Monitoring:	Syncope

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	2	of	3

mV

853853830828910820855
VSVSVSVSVSVSVS

12s 13s 14s 15s 16s 17s 18s

-0.74

0

0.74

mV

883938970860880870810
VSVSVSVSVSVSVS

18s 19s 20s 21s 22s 23s 24s

-0.74

0

0.74

mV

PPause
903875873915
VSVSVSVS

24s 25s 26s 27s 28s 29s 30s

-0.74

0

0.74

mV

End	Pause
8800
B

30s 31s 32s 33s 34s 35s 36s

-0.74

0

0.74

mV

23052370523
BBVS

36s 37s 38s 39s 40s 41s 42s

-0.74

0

0.74

HOME DESCRIPTION
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Monitoring:	Syncope
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mV

Brady
97370593818451983
VSVSVSBB

42s 43s 44s 45s 46s 47s 48s

-0.74

0

0.74

mV

End	Brady
723748750748775860910845
VSVSVSVSVSVSVSVS

48s 49s 50s 51s 52s 53s 54s

-0.74

0

0.74

mV

1475735725748740743
VSVSVSVSVSVS

54s 55s 56s 57s 58s 59s 60s

-0.74

0

0.74
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• Monomorphic VT episode lasting 13 seconds (22 beats) with an average
ventricular rate of 192 bpm, max V rate of 203 bpm.

• Occasional PVCs noted throughout the event.
• PVC inducing non-sustained VT at 14 seconds (report page 2).
• Return to NSR at 25 seconds (report page 2).
• These rates are calculated by the device and shown on the report.
• The threshold is programmed to the nominal of 170 bpm.

PATIENT MONITORED FOR:
Ventricular Tachycardia

DETAILS:

PVC induced non-sustained VT and return 
to normal sinus rhythm
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LATITUDE	Clarity™	Event	Detail	Report	|	Created:	Dec	17,	2020

Reason	For	Monitoring

Ventricular
Tachycardia

Clinical	Context:
None

Comments	&	Interventions Signature

Date

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	1	of	2

T-1 Tachy	(VT) Sep	23,	2020	06:07	EDT 13	s Avg	192	bpm
Max	203	bpm

Not	Assessed

Tachy	Settings Rate 170	bpm
Duration 5	s
Response More
Morphology	Assessment On

S-ECG	displayed	at	25mm	per	second

Event Description Date/Time Duration Rate Assessment

0s 10s 20s 30s
0

50
100
150
200
250
300
350

bp
m

mV

5109238951053663518753
VSVSVSVSVSVSVSVS

0s 1s 2s 3s 4s 5s 6s

-0.83

0

0.83

mV

818815113852011735101208
VSVSVSVSVSVSVS

6s 7s 8s 9s 10s 11s 12s

-0.83

0

0.83

HOME DESCRIPTION
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Monitoring:	Ventricular	Tachycardia

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	2	of	2

mV

Tachy
3082983032933052902982802903154085281133513825
TTTTTTTTTTVSVSVSVSVS

12s 13s 14s 15s 16s 17s 18s

-0.83

0

0.83

mV

330320318360315325280348278318308318305315305315300310305
TTTVSTTTTTTTTTTTTTTT

18s 19s 20s 21s 22s 23s 24s

-0.83

0

0.83

mV

End	Tachy
820518675660723748755900333
VSVSVSVSVSVSVSVST

24s 25s 26s 27s 28s 29s 30s

-0.83

0

0.83

mV

665680
VSVS

30s 31s 32s 33s 34s 35s 36s

-0.83

0

0.83

Begins PVC
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• SVT episode lasting 6 minutes and 48 seconds with an average ventricular rate of 160
bpm, max V rate of 188 bpm.

• Episode begins at 12 seconds (report page 2).
• These rates are calculated by the device and shown on the report.
• Clinic adjusted the nominal Tachy settings for a syncope patient from a nominal rate of

170 bpm to 150 bpm.

PATIENT MONITORED FOR: 
Syncope

DETAILS:

SVT event
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LATITUDE	Clarity™	Event	Detail	Report	|	Created:	Dec	17,	2020

Reason	For	Monitoring

Syncope

Clinical	Context:
None

Comments	&	Interventions Signature

Date

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	1	of	3

T-37 Tachy	(SVT) Sep	04,	2020	06:20	EDT 6	m	48	s Avg	160	bpm
Max	188	bpm

Not	Assessed

Tachy	Settings Rate 150	bpm
Duration 5	s
Response More
Morphology	Assessment On

S-ECG	displayed	at	25mm	per	second

Event Description Date/Time Duration Rate Assessment

0s 10s 20s 30s 403s 413s 423s
0

50
100
150
200
250
300
350

bp
m

mV

558375470473500430470473520420473473
VSTVSVSVSVSVSVSVSVSVSVSVS

0s 1s 2s 3s 4s 5s 6s

-1.49

0

1.49

mV

465465465468468465470468468468460483
VSVSVSVSVSVSVSVSVSVSVSVS

6s 7s 8s 9s 10s 11s 12s

-1.49

0

1.49
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Monitoring:	Syncope
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mV

Tachy
343343345343345345353350353348310348293373575340468
TTTTTTTTTTTTTTVSTVS

12s 13s 14s 15s 16s 17s 18s

-1.49

0

1.49

mV

338338335333333330330338348330368343353353365335348345
TTTTTTTTTTTTTTTTTT

18s 19s 20s 21s 22s 23s 24s

-1.49

0

1.49

mV

343338345345345395293343345338343343348338340335338
TTTTTTTTTTTTTTTTT

24s 25s 26s 27s 28s 29s 30s

-1.49

0

1.49

mV

475303395383375383405485285405398403400400
VSTTTTTVSVSTVSTVSTTVS

30s 394s 395s 396s 397s 398s 399s

-1.49

0

1.49

mV

395398390410378400383375395393463315375465350
TTTVSTTTTTTVSTTVST

399s 400s 401s 402s 403s 404s 405s

-1.49

0

1.49

begins
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Monitoring:	Syncope
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mV

383393400385400390415375393408398400423318370403
TTTTTTVSTTVSTTVSTTVS

405s 406s 407s 408s 409s 410s 411s

-1.49

0

1.49

mV

405388385388400398405398423338395388393405398
VSTTTTTVSTVSTTTTVST

411s 412s 413s 414s 415s 416s 417s

-1.49

0

1.49

mV

493305418423405483280403405385383413480280393
VSTVSVSVSVSTVSVSTTVSVSTT

417s 418s 419s 420s 421s 422s 423s

-1.49

0

1.49

mV

End	Tachy
418430420
VSVSVS

423s 424s 425s 426s 427s 428s 429s

-1.49

0

1.49
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• SVT episode lasting 14 seconds (14 beats) with an average ventricular rate of 160
bpm, max V rate of 169 bpm.

• Around 23 seconds, the SVT returns to NSR (report page 2).
• These rates are calculated by the device and shown on the report.
• The clinic adjusted the nominal Tachy settings for an AF Management patient from a

nominal rate of 170 bpm to 150 bpm.

PATIENT MONITORED FOR:
AF Management

DETAILS:

SVT episode and return to normal sinus 
rhythm
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LATITUDE	Clarity™	Event	Detail	Report	|	Created:	Dec	17,	2020

Reason	For	Monitoring

AF	Management

Clinical	Context:
None

Comments	&	Interventions Signature

Date

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	1	of	2

T-181 Tachy	(SVT) Nov	29,	2020	08:07	PST 14	s Avg	160	bpm
Max	169	bpm

Not	Assessed

Tachy	Settings Rate 150	bpm
Duration 5	s
Response Less
Morphology	Assessment On

S-ECG	displayed	at	25mm	per	second

Event Description Date/Time Duration Rate Assessment

0s 10s 20s 30s
0

50
100
150
200
250
300
350

bp
m

mV

450413358350350370403410445398415463460463
VSVSTTTTVSVSVSTVSVSVSVSVS

0s 1s 2s 3s 4s 5s 6s

-0.75

0

0.75

mV

455453420423393410418450493450458358368388
VSVSVSVSTVSVSVSVSVSVSTTT

6s 7s 8s 9s 10s 11s 12s

-0.75

0

0.75
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Monitoring:	AF	Management

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	2	of	2

mV

Tachy
403405393363363370380390418400395380390410508
VSVSTTTTTTVSTTTTVSVS

12s 13s 14s 15s 16s 17s 18s

-0.75

0

0.75

mV

1385570370375388375360343365358373380380
VSVSTTTTTTTTTTT

18s 19s 20s 21s 22s 23s 24s

-0.75

0

0.75

mV

End	Tachy
1008973102811331600498
VSVSVSVSBVS

24s 25s 26s 27s 28s 29s 30s

-0.75

0

0.75

mV

1028
VS

30s 31s 32s 33s 34s 35s 36s

-0.75

0

0.75

converted

HOME DESCRIPTION

knutsos
Line



• Atrial rate of 145 bpm during the 10 hour and 16 minute AT episode.
• AT settings were programmed to nominal.

PATIENT MONITORED FOR:
Suspected AF

DETAILS:

Sustained AT with regular V to V 
rhythm and consistent rate
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LATITUDE	Clarity™	Event	Detail	Report	|	Created:	Dec	17,	2020

Reason	For	Monitoring

Suspected	AF

Clinical	Context:
None

Comments	&	Interventions Signature

Date

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	1	of	2

AT-10 AT Aug	04,	2020	09:18	EDT 10	h	16	m Avg	145	bpm Not	Assessed

AT	Settings Rate 110	bpm
Duration 4	hrs

S-ECG	displayed	at	25mm	per	second

Event Description Date/Time Duration Rate Assessment

0s 10s 20s 30s 40s 50s 60s 70s 80s
0

50
100
150
200
250
300
350

bp
m

mV

AT
373383383383383378375378380378378383378385383400
VSVS[VS]VSVSVSVSVSVSVSVSVSVSVSVSVSVS

54s 55s 56s 57s 58s 59s 60s

-1.22

0

1.22

mV

385383385383383383380385385383380380378388383380
VSVSVSVSVSVSVSVSVSVSVSVSVSVSVSVS

60s 61s 62s 63s 64s 65s 66s

-1.22

0

1.22
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ID: Monitoring:	Suspected	AF
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mV

378383383385380380380383380385383383380383380
VSVSVSVSVSVSVSVSVSVSVSVSVSVSVS

66s 67s 68s 69s 70s 71s 72s

-1.22

0

1.22

mV

380383380385378383380380383383383383378383380383
VSVSVSVSVSVSVSVSVSVSVSVSVSVSVSVS

72s 73s 74s 75s 76s 77s 78s

-1.22

0

1.22

mV

380388383380385380383383383383380383383383383383
VSVSVSVSVSVSVSVSVSVSVSVSVSVSVSVS

78s 79s 80s 81s 82s 83s 84s

-1.22

0

1.22

mV

380355405383385375383380383380380380383380380
VSVSVSVSVSVSVSVSVSVSVSVSVSVSVS

84s 85s 86s 87s 88s 89s 90s

-1.22

0

1.22
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• At 11:34AM, bradycardia event with an average rate of 40 bpm over the 12
second duration of the event.

• P-waves are visible throughout the event.

PATIENT MONITORED FOR: 
Cryptogenic Stroke

DETAILS:

P-waves during brady event
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LATITUDE	Clarity™	Event	Detail	Report	|	Created:	Dec	17,	2020

Reason	For	Monitoring

Cryptogenic	Stroke

Clinical	Context:
None

Comments	&	Interventions Signature

Date

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	1	of	2

B-1 Brady Jul	12,	2020	11:34	EDT 12	s Avg	40	bpm Appropriate

Brady	Settings Duration 1	s
Rate 40	bpm

S-ECG	displayed	at	25mm	per	second

Event Description Date/Time Duration Rate Assessment

0s 10s 20s 30s
0

50
100
150
200
250
300
350

bp
m

mV

145814631463
VSVSVSVS

0s 1s 2s 3s 4s 5s 6s

-0.26

0

0.26

mV

1495147014851463
VSVSVSVS

6s 7s 8s 9s 10s 11s 12s

-0.26

0

0.26
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ID: Monitoring:	Cryptogenic	Stroke
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mV

1508150815131498
BBBVS

12s 13s 14s 15s 16s 17s 18s

-0.26

0

0.26

mV

Brady
1515147315131523
BVSBB

18s 19s 20s 21s 22s 23s 24s

-0.26

0

0.26

mV

End	Brady
14881438150314781498
VSVSBVSVS

24s 25s 26s 27s 28s 29s 30s

-0.26

0

0.26

mV

14801478
VSVS

30s 31s 32s 33s 34s 35s 36s

-0.26

0

0.26
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• At 9:11PM, bradycardia event with an average rate of 37 bpm over the 5
second duration of the event.

• Clinic entered “2:1 HB” in the notes section of the event report header.
• Starting at 19 seconds (report page 2), P-waves can be seen in support of a 2:1

HB during the brady event.
• R-waves are clipped as the clinic zoomed in on the S-ECG to see p-waves.

PATIENT MONITORED FOR: 
Cryptogenic Stroke

DETAILS:

2:1 HB during brady event
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LATITUDE	Clarity™	Event	Detail	Report	|	Created:	Dec	17,	2020

Reason	For	Monitoring

Cryptogenic	Stroke

Clinical	Context:
None

Comments	&	Interventions Signature

Date

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	1	of	2

B-1 Brady Aug	12,	2020	21:11	MDT 5	s Avg	37	bpm Appropriate

2:1	HB,	clinic	alerted

Brady	Settings Duration 1	s
Rate 40	bpm

S-ECG	displayed	at	25mm	per	second

Event Description Date/Time Duration Rate Assessment

0s 10s 20s 30s 40s
0

50
100
150
200
250
300
350

bp
m

mV

915928913928915893
VSVSVSVSVSVSVS

0s 1s 2s 3s 4s 5s 6s

-0.25

0

0.25

mV

890910903900925915
VSVSVSVSVSVS

6s 7s 8s 9s 10s 11s 12s

-0.25

0

0.25
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Monitoring:	Cryptogenic	Stroke
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mV

890888890898898895903
VSVSVSVSVSVSVS

12s 13s 14s 15s 16s 17s 18s

-0.25

0

0.25

mV

166816981718893
BBBVS

18s 19s 20s 21s 22s 23s 24s

-0.25

0

0.25

mV

End	BradyBrady
82381578583515881618
VSVSVSVSBB

24s 25s 26s 27s 28s 29s 30s

-0.25

0

0.25

mV

8858551708863823
VSVSBVSVS

30s 31s 32s 33s 34s 35s 36s

-0.25

0

0.25

mV

935935928905913
VSVSVSVSVS

36s 37s 38s 39s 40s 41s 42s

-0.25

0

0.25
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PATIENT MONITORED FOR: 
Cryptogenic Stroke

DETAILS:

Presenting strip with P-waves
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LATITUDE	Clarity™	Follow-up	Report	|	Created:	Dec	17,	2020

Device:	M301	LUX-Dx™
Implant	Date:	
Implanted	By:	

Followed	By:	
Patient	Group:	

ID:	
Gender:
DOB:	
Phone:	
Clinic:		   
Latest	Device	Transmission:	

OK

Last:	Dec	17,	2020

Next:	Dec	31,	2020
Last:	Nov	30,	2020

Reason	For	Monitoring

Cryptogenic	Stroke

Clinical	Context:
None

Comments	&	Interventions Signature

Date

M301	Firmware	Version:	BA_v1.00.00 ©2020	Boston	Scientific	Corporation	or	its	affiliates.	All	rights	reserved. Page	1	of	2

My	Alerts

No	event	alerts	since	last	dismissed

Presenting	S-ECG	(Dec	16,	2020	07:59	EST)	 Avg	Rate:	67	bpm

Event	Logbook

There	are	no	events	available.

Counters	and	Settings

Symptom
(Total)

0 0 0 Off

Tachy 0 0 0 ≥	150	bpm,	>	5	s

Pause 0 0 0 ≥	4.5	s

Brady 0 0 0 <	30	bpm,	>	2	s

AT 0 0 0 ≥	110	bpm,	≥	2	hrs

AF 0 0 0 ≥	2	min

Sensing
Parameters

Sensitivity:	0.037	mV
Blank	After	Sense:	160	ms

mV

VSVSVSVSVSVSVSVSVSVSVS
923900893903900878905900893880

0s 1s 2s 3s 4s 5s 6s 7s 8s 9s 10s

-0.39

0

0.39

Recent
Oct	29,	2020	-	Nov	30,	2020

33	day(s)

Previous
Sep	22,	2020	-	Oct	29,	2020

38	day(s)

Lifetime
Jul	14,	2020	-	Nov	30,	2020

140	day(s)

Programming	Summary
Nov	30,	2020

HOME DESCRIPTION
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ID: DOB:	 Monitoring:	Cryptogenic	Stroke
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AF	Overview

AF	Burden

Threshold

Nov	30,	2020

V	Rate	during	AF

Max
Mean

Nov	29,	2020

Total	Time	in	AF
0	%
(	0	m	)

0	%
(	0	m	)
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LATITUDE	Clarity™	Presenting	S-ECG	Report	|	Created:	Dec	17,	2020

Device:	M301	LUX-Dx™
Implant	Date:	
Implanted	By:	

Followed	By:	

ID:	
Gender:
DOB:	
Phone:	
Clinic:	 Patient	Group:	

Reason	For	Monitoring

Cryptogenic	Stroke

Clinical	Context:
None
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Date/Time:	Dec	16,	2020	07:59	EST Avg	Rate:	67	bpm

S-ECG	displayed	at	25mm	per	second
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• Visible P-waves in the presenting S-ECG could make adjudicating the AF events easier
• 69 AF events that were ≥ 2 minutes; 1% AF burden.
• The average heart rate is included in the longest AF detected episode.
• For the date highlighted (Dec 16) by the black bar on the report, the rate plot during AF

shows the patient’s mean V Rate during AF was relatively controlled, 76 bpm and the
max was 104.

PATIENT MONITORED FOR:
Cryptogenic Stroke

DETAILS:

P-waves in presenting strip for a patient
with runs of AF
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LATITUDE	Clarity™	Follow-up	Report	|	Created:	Dec	17,	2020

Device:	M301	LUX-Dx™
Implant	Date:		
Implanted	By:		

Followed	By:	

ID:	
Gender:	
DOB:	
Phone:	
Clinic:	 Patient	Group:	

Latest	Device	Transmission:	Dec	17,	2020	00:57	EST

OK

Last:	Dec	17,	2020

Next:	Dec	31,	2020
Last:	Nov	30,	2020

Reason	For	Monitoring

Cryptogenic	Stroke

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:	57	bpm

Event	Logbook

There	are	no	events	available.

Counters	and	Settings

Symptom
(Total)

0 0 1 Off

Tachy 0 0 0 ≥	150	bpm,	>	5	s

Pause 0 0 0 ≥	4.5	s

Brady 0 0 1 <	30	bpm,	>	2	s

AT 0 0 0 ≥	110	bpm,	≥	2	hrs

AF 69 69 175 ≥	2	min

Sensing
Parameters

Sensitivity:	0.037	mV
Blank	After	Sense:	160	ms
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Recent
Nov	30,	2020	-	Dec	17,	2020

18	day(s)

Previous
Sep	08,	2020	-	Nov	30,	2020

84	day(s)

Lifetime
Jul	07,	2020	-	Dec	17,	2020

164	day(s)

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

ID: DOB:	 Monitoring:	Cryptogenic	Stroke
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AF	Overview

AF	Burden

Threshold

Dec	17,	2020

V	Rate	during	AF
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Mean

Dec	16,	2020

Total	Time	in	AF
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LUX-Dx™ Insertable Cardiac Monitor System

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.

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. Electromagnetic 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 communication 
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.
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