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1. Clinical Summary 

Study Title: ExtraVascular Implantable Cardioverter Defibrillator (EV ICD) 
Pivotal Study 

Number of Centers: 46 centers across 17 countries, including: Australia, Austria, 
Canada, Denmark, France, Hong Kong, Hungary, Italy, the 
Netherlands, New Zealand, Norway, Poland, Saudi Arabia, 
Spain, Switzerland, The United Kingdom, and the United States  

Number of Subjects: 356 subjects were enrolled in the study, of which 316 
underwent an implant attempt with the EV ICD System. Of the 
316 subjects who underwent an implant attempt, the 
substernal lead was positioned in 315. A total of 299 subjects 
were successfully implanted with the full system. 

2. Study Purpose 

The purpose of the EV ICD Pivotal clinical study was to demonstrate the safety and efficacy of the EV ICD 
System: a complete single-chamber extravascular ICD system with the lead implanted substernally. 

3. Study Scope, Design, and Methods 

The EV ICD Pivotal clinical study was a prospective, multi-center, single-arm, pre-market clinical study. 
The purpose of this clinical study was to demonstrate the safety and efficacy of the EV ICD System.  

The study design allowed for up to 400 enrollments at up to 60 sites worldwide, to allow at least 292 
subjects to, in the case of the safety objective, undergo an implant attempt of the EV ICD System, and in 
the case of the efficacy objective, complete the pre-specified defibrillation testing protocol. 

Maximum number of subjects enrolled at each site was capped at 35, which is approximately 10% of the 
total number of subjects enrolled. 

Subjects indicated for single-chamber ICD therapy were recruited and implanted with the Medtronic EV 
ICD System. Once enrolled, a subject was assessed at the following visits: 

 Baseline 
 Implant 
 Pre-Hospital Discharge (PHD) 
 2 Weeks (2WK) 
 3 Months (3M) 
 6 Months (6M) 
 Long-term: Every 6 months thereafter until study closure (12, 18, 24… Months) 
 Unscheduled (as they occur) 
 System Modifications (as they occur) 
 Exit 

Refer to Table 1 for the schedule of events for the Pivotal study visits. 

The sponsor consulted with the Steering Committee before and during the study.  



 

  

A Clinical Events Committee (CEC) consisting of physicians independent of the study was used to review 
and adjudicate adverse events (AEs) for their relationship to the EV ICD Pivotal system and/or 
procedure.  

A Data Monitoring Committee (DMC) consisting of members independent of the study was used to 
periodically review the total incidence of AEs and follow trends of these events in the study, and to 
make recommendations to Medtronic and/or the Steering Committee regarding study conduct and 
subject safety.  

An Episode Review Committee (ERC) consisting of independent physicians and Medtronic experts was 
used to evaluate device-treated ventricular episodes according to an ERC Charter. 

 



 

  

Table 1. EV ICD Pivotal Study schedule of events 

Study procedure 
Baseline 

Im
plant 

PH
D 

2 W
eeks 

3 M
onths 

6 M
onths 

Long-Term
 (12, 

18, 24…
 m

onths) 
U

nsched. 
Sys. M

od. 
Exit 

Inform
ed Consent 

X 
 

 
 

 
 

 
 

 
 

Inclusion/Exclusion Assessm
ent 

X 
 

 
 

 
 

 
 

 
 

Physical Exam
, Dem

ographics, Cardiovascular 
M

edical History, Surgical History 
X 

 
 

 
 

 
 

 
 

 

SF-12 quality of life survey 
X 

 
 

 
 

X 
 

 
 

 

Florida Patient Acceptance Survey (FPAS) 1 
 

 
 

 
 

X 
 

 
 

 

System
 and procedure inform

ation 
 

X 
 

 
 

 
 

 
X 

 

Pre-procedure Transesophageal Echocardiogram
 (TEE) 2 

 
X

2 
 

 
 

 
 

 
 

 

CT or M
RI scan 

X
3 

 
 

 
 

 
 

 
 

 
Fluoroscopy recordings during tunneling procedure 

 
X 

 
 

 
 

 
 

X
6 

 
Fluoroscopy (AP and Lateral cine) of final ICD generator 
and lead position 

 
X 

 
 

 
 

 
 

X
6 

 

Sensing, Im
pedance &

 Pacing Tests 
 

X 
X 

X 
X 

X 
X 

X
5 

X
6 

 
Defibrillation Testing 

 
X 

 
 

 
Subset 4 

 
 

X
6 

 
Chest Radiographs – (PA/Lateral) 

X 
 

X 
 

 
X 

 
 

 
 

Echocardiographic data w
ithin the last 6 m

onths 
X 

 
 

 
 

 
 

 
 

 
Save-to-m

edia files 
 

X 
X 

X 
X 

X 
X 

X 
X 

X 
M

edications (for subjects im
planted w

ith any device) 
X 

X 
X 

X 
X 

X 
X 

X 
X 

X 

Adverse Events 7 (including AEs w
ith fatal outcom

e), 
Device Deficiencies, HCU

s, Study Deviations, and O
ther 

Cardiac Im
aging 

 
As they occur 

1  O
nly for subjects w

ho com
plete their Inform

ed C
onsent Form

 (IC
F) in English. 

2  R
equired for subjects presenting in persistent atrial fibrillation to confirm

 the absence of Left Atrium
 (LA) or Left Ventricular (LV) throm

bus. 
3  Taken w

ithin the last year. R
ecom

m
ended for first 3 subjects at m

inim
um

, for each im
planter. If collected/review

ed, send C
T-scan and/or M

R
I to M

edtronic. 
4  O

nly for subjects participating in chronic defibrillation testing, see C
IP Addendum

 for 6-M
onth D

efibrillation Testing. 
5  O

ptional. If electrical testing conducted, print the Testing R
eports to PD

F or paper and send a copy of the reports to M
edtronic 

6  System
 m

odification w
here a subject leaves the procedure w

ith an EV IC
D

 System
. 

7  R
ecom

m
ended to collect incision photographs if an infection related to the EV IC

D
 System

 is suspected.



 

  

3.1. Inclusion and Exclusion Criteria 
Enrollment in the EV ICD Pivotal study was limited to patients who met the following inclusion criteria: 

 Inclusion Criteria 

1. Patient has a Class I or IIa indication for implantation of an ICD according to the 

ACC/AHA/HRS Guidelines1, or ESC guidelines2. 

2. Patient is at least 18 years of age and meets age requirements per local law. 

3. Patient is geographically stable and willing and able to complete the study procedures and visits 

for the duration of the follow-up. 

 

Patients were not permitted to enroll in the EV ICD Pivotal study if they met any of the following 
exclusion criteria: 

 Exclusion Criteria 

1. Patient is unwilling or unable to personally provide Informed Consent. 

2. Patient has indications for bradycardia pacing3 or Cardiac Resynchronization Therapy (CRT)4 

(Class I, IIa, or IIb indication). 

3. Patients with an existing pacemaker, ICD, or CRT device or leads. 

4. Patients with these medical interventions are excluded from participation in the study: 

1. Prior sternotomy 

2. Any prior medical condition or procedure that leads to adhesions in the anterior mediastinal space 

(i.e., prior mediastinal instrumentation, mediastinitis) 

3. Prior abdominal surgery in the epigastric region 

4. Planned sternotomy 

5. Prior chest radiotherapy 

Or any other prior/planned medical intervention not listed that precludes their participation in the 

opinion of the Investigator. 

 
1 Al-Khatib SM, Stevenson WG, Ackerman MJ, et al. 2017 AHA/ACC/HRS guideline for management of patients with ventricular 
arrhythmias. 
2 Priori SG, Blomstrom-Lundqvist C, Mazzanti A, et al. 2015 ESC 
guidelines for the management of patients with ventricular arrhythmias and the prevention of sudden cardiac death. European 
Heart Journal 2015 36:41 (2793-2867). https://doi.org/10.1093/eurheartj/ehv316 
3 2015 HRS/EHRA/APHRS/SOLAECE expert consensus statement on optimal implantable cardioverter-defibrillator programming 
and testing). 
4 ACC/AHA/HRS guidelines for Cardiac Resynchronization Therapy 



 

  

 Exclusion Criteria 

5. Patient has previous pericarditis that: 

 Was chronic and recurrent, or 

 Resulted in pericardial effusion5, or 

Resulted in pericardial thickening or calcification.6 

6. Patients with these medical conditions or anatomies are excluded from participation in the 

study: 

 Hiatal hernia that distorts mediastinal anatomy 

 Marked sternal abnormality (e.g., pectus excavatum) 

 Decompensated heart failure 

 COPD with oxygen dependence 

 Gross hepatosplenomegaly 

Or any other known medical condition or anatomy type not listed that precludes their 

participation in the opinion of the Investigator. 

7. Patients with a medical condition that precludes them from undergoing defibrillation testing: 

 Severe aortic stenosis 

 Current Intracardiac Left Atrium (LA) or Left Ventricular (LV) thrombus 

 Severe proximal three-vessel or left main coronary artery disease without revascularization 

 Hemodynamic instability 

 Unstable angina 

 Recent stroke or transient ischemic attack (within the last 6 months) 

 Known inadequate external defibrillation 

 Left Ventricular Ejection Fraction (LVEF) < 20% 

 Left Ventricular End Diastolic Diameter (LVEDD) >70 mm 

Or any other known medical condition not listed that precludes their participation in the opinion 

of the Investigator. 

8. Patient with any evidence of active infection or undergoing treatment for an infection. 

9. Patient is contraindicated from temporary suspension of oral/systemic anticoagulation 

10. Patient with current implantation of neurostimulator or any other chronically implanted device 

that delivers current in the body. 

11. Patient meets ACC/AHA/HRS or ESC clinical guideline Class III criteria for an ICD (e.g., life 

expectancy of less than 12 months). 

12. Patient is enrolled or planning to enroll in a concurrent clinical study that may confound the 

results of this study, without documented pre-approval from a Medtronic study manager. 

13. Patient with any exclusion criteria as required by local law (e.g., age or other). 

 
5 As documented on echo or MRI 
6 As documented on CT scan or MRI 



 

  

 Exclusion Criteria 

14. Pregnant women or breastfeeding women, or women of child bearing potential and who are not 

on a reliable form of birth regulation method or abstinence.
7
 

4. Study Endpoints 

4.1. Primary Endpoints 

4.1.1. Primary Safety Endpoint 

The primary safety objective was to demonstrate the freedom from major complications related to the 
EV ICD System and/or procedure at 6 months post-implant exceeds 79%  Performance Goal (PG). The 
endpoint was defined as a subject’s first occurrence of a major complication related to the EV ICD 
System and/or procedure, as determined by an independent Clinical Events Committee (CEC), that 
occurs on or prior to 6 months (182 days) post-implant. 

For an adverse event to meet the endpoint, the event must have occurred within 182 days (inclusive) of 
the EV ICD System implant and be adjudicated by the CEC as being a major complication related (causal 
relationship) to the EV ICD System and/or procedure. Major complications were those complications 
resulting in: 

 Death 

 Permanent loss of defibrillation function (specifically shock) due to mechanical or electrical 
dysfunction of the device 

 Hospitalization 

 Prolongation of an existing hospitalization by at least 48 hours 

 System revision (reposition, replacement, explant) 

4.1.2. Primary Efficacy Endpoint 

With regards to effectiveness, the primary efficacy objective was to demonstrate the defibrillation 
efficacy at implant of the EV ICD System exceeds 88% (PG). The endpoint, defibrillation testing success, 
was defined as: 

 Single sustained shockable ventricular arrhythmia (SSVA) conversion at 20J, or 
 Conversion of two consecutive episodes of SSVA at 30J in final system configuration. 

4.2. Sample Size 
Two primary objectives each require at least 292 subjects to, in the case of the safety objective, undergo 
an implant attempt of the EV ICD System, and in the case of the efficacy objective, complete the pre-
specified defibrillation testing protocol. Since the defibrillation protocol would not be initiated until an 
implant attempt occurs, the overall sample size requirement was derived from the efficacy objective; 
and at least 292 subjects were to undergo the defibrillation testing protocol, which would result in more 
than 292 subjects undergoing an implant attempt to satisfy this requirement. To further account for 
subjects who enrolled in the study but exited prior to an implant attempt, the protocol allowed for 
enrollment of up to 400 subjects.  

 
7 If required by local law, women of child-bearing potential must undergo a pregnancy test within seven days prior to EV ICD Pivotal 
Study procedures 



 

  

 

4.3. Study Populations for Analysis 
Enrollment included up to 400 subjects at up to 60 sites worldwide. The maximum number of subjects 
enrolled at each site was capped at 35, which was approximately 10% of the total number of subjects 
enrolled. 

5. Results 

The first worldwide subject was enrolled in the EV ICD Pivotal Clinical Study on 16 September 2019 and 
underwent an EV ICD implant the same day. On 15 October 2021, the last subject underwent an implant 
attempt, completing the enrollment and implant phase of the study. On 28 April 2022, the final 6-month 
follow-up visit was completed, triggering the visit cutoff date for this report analysis. Case report form 
data analyzed for this report was collected on or before 28 April 2022 and was received at Medtronic on 
or before 13 May 2022. The study database was frozen for analysis on 7 June 2022.  

As of the 28 April 2022 visit cutoff date, 356 subjects were enrolled in the study, of which 316 
underwent an implant attempt with the EV ICD System. Of the 316 subjects who underwent an implant 
attempt, the substernal lead was positioned in 315. A total of 299 subjects were successfully implanted 
with the full system by 55 physicians at 46 centers across 17 countries. 

5.1. Subject Accountability 
Among 356 enrolled subjects, 40 exited the study without having an implant attempt and 316 
underwent an implant attempt of the EV ICD System. Of the 316 subjects who underwent an implant 
attempt, 315 subjects had the lead positioned and proceeded to electrical testing during the implant 
procedure. In total, 299 (94.6%) had the EV ICD System fully implanted and 17 did not. Reasons for not 
having a successful implant included: 

 Failed defibrillation testing (4)  
 Inadequate R-wave sensing (7) 
 Incomplete defibrillation testing protocol (4) 
 Other reasons (2) 

o Tunneling stopped due to resistance 
o Oversensing of atrial fibrillation in all lead positions attempted 

All 17 subjects with an unsuccessful implant exited the study following the instructions in the Clinical 
Investigational Protocol (CIP). Of them, 15 subjects exited between 28-36 days post implant attempt and 
two subjects exited 54 and 70 days post implant attempt, respectively.  
Subject disposition is presented using a flow diagram (refer to Figure 1) where completed visits, missed 
visits, and attrition due to exit and death are indicated.       
  



 

  

Figure 1: Subject Disposition Diagram 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Enrollment 
Completed=356 

Implant Attempt 
Completed=316 

To be completed=0 

EV ICD System 
Fully Implanted 

N=299 

Exits=40 
- AE (2) 
- Physician decision (7) 
- Procedure not attempted (4) 
- Sponsor request (1) 
- Withdrawal by subject (10) 
- Other (16) Exits=17 

- Unsuccessful procedure (17) 
    4 Failed defibrillation testing 
    7 Inadequate R-wave sensing 
    4 Incomplete defibrillation testing protocol 
    2 Other  

Exits=1 
- Death (1) 

2-Week Follow-up 
Completed=298 

To be completed=0 
Missed=0 

3-Month Follow-up 
Completed=288 

To be completed=0 
Missed=6 

6-Month Follow-up 
Completed=284 

To be completed=0 
Missed=8 

Exits=4 
- AE (2) 
- Study product no longer in use (1) 
- Withdrawal by subject (1) 

Exits=2 
- AE (1) 
- Death (1) 

Exits=4 
- Death (4) 

12-Month Follow-up 
Completed=156 

To be completed=129 
Missed=3 

Exits=5 
- AE (1) 
- Lost to follow-up (1) 
- Study product no longer in use (1) 
- Other (1)  

- Death (1) 18-Month Follow-up 
Completed=51 

To be completed=232 
Missed=0 



 

  

Figure 1 Continued: 

 

 

 

 

 

 

 

 

 

 

 

5.2. Subject Baseline Characteristics and Demographics 
The demographics of the study population are younger than typical ICD recipients, with a high frequency 
of hypertrophic cardiomyopathy. 
Baseline characteristics are summarized in Table 2 – Table 12.   
Among 356 subjects enrolled, 343 had baseline forms completed at the time of this report, and all 
subjects without a baseline form have been exited. There were 316 subjects with an implant attempt; of 
these, 74.7% were male, the average age was 53.8 ± 13.1 years, the average BMI was 28.0 ± 5.6, 23.7% 
were known to be NYHA Class I and 65.5% were known to be NYHA Class II/III.  
Of those with an implant attempt, 258 (81.6%) were indicated for primary prevention as defined in 
Table 5, 57 (18.0%) were indicated for secondary prevention and 1 (0.3%) did not provide enough 
information to classify as primary or secondary.  
Of the 18 subjects with an explanted device indicated in cardiovascular surgical history (Table 10), ten 
had their explant within two weeks prior to enrollment, seven had their explant more than two weeks 
prior to enrollment with a maximum of 258 days, and one had their explant occur 33 days after 
enrollment but seven days prior to EV ICD implant. 
 

Exits=1 
- Other (1)  

24-Month Follow-up 
Completed=19 

To be completed=262 
Missed=1 

Exits=0 

30-Month Follow-up 
Completed=3 

To be completed=279 
Missed=0 

Exits=0 

36-Month Follow-up 
Completed=0 

To be completed=282 
Missed=0 



 

  

Table 2: Subject Demographics 

 

Subjects with 
EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

Sex (N,%)    

  Male 236 (74.7%) 22 (81.5%) 258 (75.2%) 

  Female 80 (25.3%) 5 (18.5%) 85 (24.8%) 

Age (years)    

   Mean ± Standard Deviation 53.8 ± 13.1 53.3 ± 14.7 53.8 ± 13.2 

   Median 55.0 55.0 55.0 

   25th Percentile - 75th Percentile 46 - 64 43 - 68 46 - 64 

   Minimum - Maximum 18 - 84 19 - 76 18 - 84 

   Number Of Subjects With Measure Available (N, %) 316 (100.0%) 27 (100.0%) 343 (100.0%) 

  Number of Subjects 90 Years or Older 0 (0.0%) 0 (0.0%) 0 (0.0%) 

Ethnicity (N,%)    

  Not Reported due to local requirements (Non-US) 197 (62.3%) 10 (37.0%) 207 (60.3%) 

  Not Reported for other reasons 2 (0.6%) 0 (0.0%) 2 (0.6%) 

  Not Hispanic or Latino 110 (34.8%) 17 (63.0%) 127 (37.0%) 

  Hispanic or Latino 7 (2.2%) 0 (0.0%) 7 (2.0%) 

  Unknown 0 (0.0%) 0 (0.0%) 0 (0.0%) 

Race (N,%)    

  Not Reported due to local requirements (Non-US) 197 (62.3%) 10 (37.0%) 207 (60.3%) 

  Not Reported for other reasons 0 (0.0%) 0 (0.0%) 0 (0.0%) 

  American Indian or Alaska Native 2 (0.6%) 0 (0.0%) 2 (0.6%) 

  Asian 7 (2.2%) 1 (3.7%) 8 (2.3%) 

  Black or African American 16 (5.1%) 1 (3.7%) 17 (5.0%) 

  Native Hawaiian or Other Pacific Islander 1 (0.3%) 0 (0.0%) 1 (0.3%) 

  White 87 (27.5%) 15 (55.6%) 102 (29.7%) 

  Other 6 (1.9%) 0 (0.0%) 6 (1.7%) 

 



 

  

Table 3: Physical Exam Results 

Status 
Subjects with 

EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

Height (cm)    
  Mean ± Standard Deviation 173.8 ± 9.4 172.9 ± 10.0 173.8 ± 9.4 

  Median 174.0 172.7 174.0 

  25th Percentile – 75th Percentile 167 - 180 165 - 182 167 - 180 

  Minimum – Maximum 145 - 203 147 - 188 145 - 203 

  Number of Subjects With Measure Available (N,%) 316 (100.0%) 27 (100.0%) 343 (100.0%) 

Weight (kg)    
  Mean ± Standard Deviation 85.1 ± 19.7 83.8 ± 20.7 85.0 ± 19.8 

  Median 83.0 85.3 83.0 

  25th Percentile – 75th Percentile 70 - 96 69 - 93 70 - 96 

  Minimum – Maximum 48 - 148 49 - 137 48 - 148 

  Number of Subjects With Measure Available (N,%) 316 (100.0%) 27 (100.0%) 343 (100.0%) 

BMI (kg/m2)    
  Mean ± Standard Deviation 28.0 ± 5.6 27.9 ± 5.7 28.0 ± 5.6 

  Median 27.7 27.5 27.7 

  25th Percentile – 75th Percentile 24 - 31 24 - 33 24 - 32 

  Minimum – Maximum 18 - 46 17 - 41 17 - 46 

  Number of Subjects With Measure Available (N,%) 316 (100.0%) 27 (100.0%) 343 (100.0%) 

 

Table 4: Cardiac Disease Classification Characteristics 

Status 

Subjects with 
EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

New York Heart Association (N,%)    
  Class I 75 (23.7%) 5 (18.5%) 80 (23.3%) 



 

  

Status 

Subjects with 
EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

  Class II 184 (58.2%) 17 (63.0%) 201 (58.6%) 

  Class III 23 (7.3%) 4 (14.8%) 27 (7.9%) 

  Class IV 0 (0.0%) 0 (0.0%) 0 (0.0%) 

  NYHA classification not available 34 (10.8%) 1 (3.7%) 35 (10.2%) 

 

Table 5: Summary of ICD Indication 

 

Subjects with 
EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

Primary prevention 258 (81.6%) 25 (92.6%) 283 (82.5%) 

    LVEF<=35% due to prior MI, NYHA Class II or III 94 (29.7%) 9 (33.3%) 103 (30.0%) 

    Nonischemic dilated cardiomyopathy, LVEF 

<=35%, NYHA Class II/III 

76 (24.1%) 8 (29.6%) 84 (24.5%) 

    LV dysfunction due to prior MI, LVEF <=30%, 

NYHA Class I 

14 (4.4%) 2 (7.4%) 16 (4.7%) 

    NSVT due to prior MI, LVEF<40%, inducible 

VT/VF 

1 (0.3%) 1 (3.7%) 2 (0.6%) 

    Hypertrophic cardiomyopathy, 1 or more major risk 

factors for SCD 

33 (10.4%) 2 (7.4%) 35 (10.2%) 

    Arrhythmogenic RV dysplasia/cardiomyopathy, 1 or 

more risk factor for SCD 

5 (1.6%) 0 (0.0%) 5 (1.5%) 

    Brugada syndrome and has had syncope 1 (0.3%) 0 (0.0%) 1 (0.3%) 

    Brugada syndrome and has documented VT that has 

not resulted in cardiac arrest 

1 (0.3%) 0 (0.0%) 1 (0.3%) 

    Cardiac sarcoidosis, giant cell myocarditis, or 

Chagas disease 

3 (0.9%) 0 (0.0%) 3 (0.9%) 

    Nonischemic heart disease, LVEF <=35%, NYHA 

functional Class I 

9 (2.8%) 0 (0.0%) 9 (2.6%) 

    Long-QT Syndrome and risk factors for SCD 1 (0.3%) 0 (0.0%) 1 (0.3%) 



 

  

 

Subjects with 
EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

    Familial cardiomyopathy associated with sudden 

death 

13 (4.1%) 1 (3.7%) 14 (4.1%) 

    LV noncompaction 0 (0.0%) 2 (7.4%) 2 (0.6%) 

    Other primary prevention* 7 (2.2%) 0 (0.0%) 7 (2.0%) 

Secondary prevention 57 (18.0%) 2 (7.4%) 59 (17.2%) 

    Cardiac arrest due to VF/hemodynamically unstable 

sustained VT 

40 (12.7%) 1 (3.7%) 41 (12.0%) 

    Structural heart disease and spontaneous sustained 

VT 

6 (1.9%) 1 (3.7%) 7 (2.0%) 

    Syncope with induced sustained VT/VF 1 (0.3%) 0 (0.0%) 1 (0.3%) 

    Unstable VT and/or VT with syncope and 

LVEF<=40% 

4 (1.3%) 0 (0.0%) 4 (1.2%) 

    Sustained VT and normal ventricular function 6 (1.9%) 0 (0.0%) 6 (1.7%) 

Other** 1 (0.3%) 0 (0.0%) 1 (0.3%) 

* Other primary prevention indications for subjects with an Implant Attempt included “FAMILIAL IDIOPATHIC VF (DPP6 GENE)” (2), “ISCHAEMIC 
CARDIOMYOPATHY, LVEF 30%, NYHA II” (1), “ISCHEMIC CARDIOMYOPATHY AND HAS AN LVEF LESS THAN OR EQUAL TO 35% AND IS IN NYHA 
FUNCTIONAL CLASS II OR III” (1),  “ISCHEMIC CARDIOMYOPATHY, HAS AN LVEF LESS THAN OR EQUAL TO 30% AND IS IN NYHA FUNCTIONAL 
CLASS I(WITHOUT MYOCARDIAL INFRACTION DOCUMENTED” (1), “ISCHEMIC CARDIOPATHY, ELF 35%, NYHA II” (1), and “ISCHEMIC HEART 
DISEASE, LVEF LESS THAN 35%, NYHA II”(1). 

** Other unclassified indication included “STRUCTURAL HEART DISEASE WITH NON-SUSTAINED VT” (1). 

Table 6: EP Testing and ECG Characteristics 

Status 

Subjects with 
EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

EP Testing Within Last 180 Days (N,%)    
  Not done 308 (97.5%) 26 (96.3%) 334 (97.4%) 

  Non-inducible ventricular arrhythmias 2 (0.6%) 0 (0.0%) 2 (0.6%) 

  Inducible, specify 6 (1.9%) 1 (3.7%) 7 (2.0%) 
    Sustained VF 0 (0.0%) 0 (0.0%) 0 (0.0%) 

    Non-sustained VF 0 (0.0%) 0 (0.0%) 0 (0.0%) 

    Ventricular flutter 1 (0.3%) 0 (0.0%) 1 (0.3%) 



 

  

Status 

Subjects with 
EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

    Ventricular fibrillation 0 (0.0%) 0 (0.0%) 0 (0.0%) 

    Sustained monomorphic VT 2 (0.6%) 1 (3.7%) 3 (0.9%) 

    Sustained polymorphic VT 0 (0.0%) 0 (0.0%) 0 (0.0%) 

    Sustained VT, morphology unknown 0 (0.0%) 0 (0.0%) 0 (0.0%) 

    Non-sustained VT (5 beats or less) 1 (0.3%) 0 (0.0%) 1 (0.3%) 

    Torsades de Pointes 0 (0.0%) 0 (0.0%) 0 (0.0%) 

    Other* 2 (0.6%) 0 (0.0%) 2 (0.6%) 

* Other indications included “NON DIAGNOSTIC STUDY – NO ARRHYTHMIAS INDUCED” (1) and “NON INDUCIBLE SVT ON MONITOR > 3 MIN” (1). 

Table 7: Imaging Testing Results 

Status 
Subjects with 

EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

Methods Used for LVEF Measurement (%)    

  Transthoracic Echocardiography 303 (95.9%) 27 (100.0%) 330 (96.2%) 

  Stress Echocardiography 1 (0.3%) 0 (0.0%) 1 (0.3%) 

  Transesophageal Echocardiography 11 (3.5%) 0 (0.0%) 11 (3.2%) 

  Other 1 (0.3%) 0 (0.0%) 1 (0.3%) 

  Echo Not Done 0 (0.0%) 0 (0.0%) 0 (0.0%) 

LV Ejection Fraction (%)    
  Mean ± Standard Deviation 38.9 ± 15.4 36.0 ± 12.5 38.7 ± 15.2 

  Median 33.0 35.0 33.0 

  25th Percentile – 75th Percentile 27 - 53 28 - 45 27 - 51 

  Minimum – Maximum 20 - 85 15 - 70 15 - 85 

  Number of Subjects With Measure Available (N,%) 316 (100.0%) 27 (100.0%) 343 (100.0%) 

LV End Diastolic Volume (mL)    
  Mean ± Standard Deviation 158.7 ± 69.9 146.4 ± 57.0 157.7 ± 69.0 

  Median 150.0 136.2 150.0 

  25th Percentile – 75th Percentile 110 - 197 116 - 194 110 - 196 

  Minimum – Maximum 5 - 503 38 - 255 5 - 503 

  Number of Subjects With Measure Available (N,%) 244 (77.2%) 20 (74.1%) 264 (77.0%) 

LV End Diastolic Diameter (mm)    
  Mean ± Standard Deviation 55.8 ± 9.2 56.1 ± 10.3 55.8 ± 9.2 



 

  

Status 
Subjects with 

EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

  Median 57.0 58.0 57.0 

  25th Percentile – 75th Percentile 50 - 62 50 - 61 50 - 62 

  Minimum – Maximum* 22 - 72 31 - 75 22 - 75 

  Number of Subjects With Measure Available (N,%) 314 (99.4%) 27 (100.0%) 341 (99.4%) 

LA Systolic Diameter (mm)    
  Mean ± Standard Deviation 40.4 ± 11.8 44.2 ± 10.9 40.7 ± 11.8 

  Median 41.0 44.0 41.0 

  25th Percentile – 75th Percentile 35 - 46 38 - 50 35 - 46 

  Minimum – Maximum 3 - 93 21 - 72 3 - 93 

  Number of Subjects With Measure Available (N,%) 260 (82.3%) 23 (85.2%) 283 (82.5%) 

RA Size (N,%)    
  Normal 223 (70.6%) 14 (51.9%) 237 (69.1%) 

  Enlarged 69 (21.8%) 9 (33.3%) 78 (22.7%) 

  Measure not available 24 (7.6%) 3 (11.1%) 27 (7.9%) 

*  LVEDD > 70 is an exclusion criterion for this study.  Two deviations have been completed for the two patients with an implant attempt and an 
LVEDD of 71 and 72. 

Table 8: Spontaneous Arrhythmia History 

Status* 

Subjects with 
EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

None 127 (40.2%) 7 (25.9%) 134 (39.1%) 

Supraventricular tachycardia    

  Atrial fibrillation 44 (13.9%) 8 (29.6%) 52 (15.2%) 
    Paroxysmal 28 (8.9%) 2 (7.4%) 30 (8.7%) 

    Persistent 8 (2.5%) 6 (22.2%) 14 (4.1%) 

    Long-standing persistent 4 (1.3%) 1 (3.7%) 5 (1.5%) 

    Permanent 5 (1.6%) 1 (3.7%) 6 (1.7%) 

  Atrial flutter 7 (2.2%) 4 (14.8%) 11 (3.2%) 

  Atrial tachycardia 7 (2.2%) 1 (3.7%) 8 (2.3%) 

Sinus node dysfunction (any of the following) 34 (10.8%) 5 (18.5%) 39 (11.4%) 
  Bradycardia-tachycardia syndrome 0 (0.0%) 0 (0.0%) 0 (0.0%) 



 

  

Status* 

Subjects with 
EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

  Chronotropic incompetence 0 (0.0%) 0 (0.0%) 0 (0.0%) 

  Sinus arrest/pause/exit block 1 (0.3%) 0 (0.0%) 1 (0.3%) 

  Sinus bradycardia 19 (6.0%) 3 (11.1%) 22 (6.4%) 

  Sinus tachycardia 16 (5.1%) 2 (7.4%) 18 (5.2%) 

Ventricular arrhythmias 135 (42.7%) 9 (33.3%) 144 (42.0%) 
  Premature ventricular complexes 41 (13.0%) 1 (3.7%) 42 (12.2%) 

  Torsades de pointes 2 (0.6%) 0 (0.0%) 2 (0.6%) 

  Ventricular fibrillation 32 (10.1%) 1 (3.7%) 33 (9.6%) 

  Ventricular flutter 0 (0.0%) 0 (0.0%) 0 (0.0%) 

  Ventricular tachycardia non-sustained 70 (22.2%) 7 (25.9%) 77 (22.4%) 

  Ventricular tachycardia, sustained monomorphic 14 (4.4%) 0 (0.0%) 14 (4.1%) 

  Ventricular tachycardia, sustained polymorphic 4 (1.3%) 1 (3.7%) 5 (1.5%) 

  Ventricular tachycardia, sustained unknown 10 (3.2%) 0 (0.0%) 10 (2.9%) 

AV block 12 (3.8%) 2 (7.4%) 14 (4.1%) 
  1st degree AV block 12 (3.8%) 2 (7.4%) 14 (4.1%) 

  2nd degree AV block 3 (0.9%) 0 (0.0%) 3 (0.9%) 

  3rd degree AV block 0 (0.0%) 0 (0.0%) 0 (0.0%) 

Bundle branch blocks 22 (7.0%) 2 (7.4%) 24 (7.0%) 
  Left bundle branch block 5 (1.6%) 0 (0.0%) 5 (1.5%) 

  Intraventricular conduction delay 9 (2.8%) 1 (3.7%) 10 (2.9%) 

  Right bundle branch block 11 (3.5%) 1 (3.7%) 12 (3.5%) 

* Categories in medical history tables may not be mutually exclusive. 

 

Table 9: Cardiovascular History 

Status* 
Subjects with 

EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

None of the following 4 (1.3%) 0 (0.0%) 4 (1.2%) 
Cardiac arrest 45 (14.2%) 2 (7.4%) 47 (13.7%) 

Cardiomyopathy 265 (83.9%) 25 (92.6%) 290 (84.5%) 
  Ischemic 128 (40.5%) 12 (44.4%) 140 (40.8%) 

  Non-ischemic 102 (32.3%) 12 (44.4%) 114 (33.2%) 



 

  

Status* 
Subjects with 

EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

  Hypertrophic 41 (13.0%) 2 (7.4%) 43 (12.5%) 

Coronary artery disease 147 (46.5%) 16 (59.3%) 163 (47.5%) 

Hypertension 155 (49.1%) 12 (44.4%) 167 (48.7%) 

Hypotension 8 (2.5%) 0 (0.0%) 8 (2.3%) 

Idiopathic structural heart disease 9 (2.8%) 2 (7.4%) 11 (3.2%) 

Left ventricular hypertrophy 52 (16.5%) 4 (14.8%) 56 (16.3%) 

Myocardial infarction 132 (41.8%) 13 (48.1%) 145 (42.3%) 

Primary/idiopathic electrical disease (of the 
following) 

24 (7.6%) 2 (7.4%) 26 (7.6%) 

  Arrhythmogenic RV dysplasia 6 (1.9%) 0 (0.0%) 6 (1.7%) 

  Brugada syndrome 2 (0.6%) 0 (0.0%) 2 (0.6%) 

  Long Q/T syndrome 5 (1.6%) 0 (0.0%) 5 (1.5%) 

  Unknown type 2 (0.6%) 1 (3.7%) 3 (0.9%) 

  Other 9 (2.8%) 1 (3.7%) 10 (2.9%) 

Stroke and stroke-related events 24 (7.6%) 3 (11.1%) 27 (7.9%) 
  Stroke, ischemic 14 (4.4%) 1 (3.7%) 15 (4.4%) 

  Stroke, hemorrhagic 1 (0.3%) 0 (0.0%) 1 (0.3%) 

  Thromboembolism 6 (1.9%) 1 (3.7%) 7 (2.0%) 

  Transient ischemic attack 8 (2.5%) 1 (3.7%) 9 (2.6%) 

Syncope 32 (10.1%) 4 (14.8%) 36 (10.5%) 
  Due to arrhythmia 13 (4.1%) 3 (11.1%) 16 (4.7%) 

  Due to no arrhythmia causes 3 (0.9%) 1 (3.7%) 4 (1.2%) 

  Unexplained/unknown 17 (5.4%) 0 (0.0%) 17 (5.0%) 

Vascular disease 28 (8.9%) 2 (7.4%) 30 (8.7%) 

* Categories in medical history tables may not be mutually exclusive. 

 

Table 10: Cardiovascular Surgical History 

Status* 
Subjects with 

EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

None of the following 190 (60.1%) 14 (51.9%) 204 (59.5%) 

Ablation (of the following) 4 (1.3%) 1 (3.7%) 5 (1.5%) 



 

  

Status* 
Subjects with 

EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

  AV node 0 (0.0%) 1 (3.7%) 1 (0.3%) 

  HIS bundle 0 (0.0%) 0 (0.0%) 0 (0.0%) 

  VT 4 (1.3%) 0 (0.0%) 4 (1.2%) 

Coronary artery bypass graft(CABG) 0 (0.0%) 0 (0.0%) 0 (0.0%) 

Coronary artery intervention 110 (34.8%) 12 (44.4%) 122 (35.6%) 

  Balloon angioplasty 46 (14.6%) 4 (14.8%) 50 (14.6%) 

  Stent 102 (32.3%) 12 (44.4%) 114 (33.2%) 

  Other 7 (2.2%) 1 (3.7%) 8 (2.3%) 

Previous CIED System Implanted 18 (5.7%) 2 (7.4%) 20 (5.8%) 

  Pacemaker 1 (0.3%) 0 (0.0%) 1 (0.3%) 

  S-ICD 9 (2.8%) 0 (0.0%) 9 (2.6%) 

  TV ICD 10 (3.2%) 2 (7.4%) 12 (3.5%) 

  CRT-P 0 (0.0%) 0 (0.0%) 0 (0.0%) 

  CRT-D 0 (0.0%) 0 (0.0%) 0 (0.0%) 

Days Since Most Recent Explant Procedure    

   Mean ± Standard Deviation 42.22 ± 69.06 87.00 ± 2.83 46.70 ± 66.77 

   Median 13.00 87.00 13.50 

   25th Percentile - 75th Percentile 7.0 - 56.0 85.0 - 89.0 7.0 - 77.5 

   Minimum - Maximum -33.0† - 258.0 85.0 - 89.0 -33.0 - 258.0 

   Number Of Subjects With Measure Available (N, %) 18 (5.70%) 2 (7.41%) 20 (5.83%) 

* Categories in medical history tables may not be mutually exclusive. 
† One subject had their previous CIED system explanted 33 days after enrollment but seven days prior to the EV ICD implant attempt.    



 

  

Table 11: Other Medical History 

Status 

Subjects with 
EV ICD 
Implant 

Attempted 
(N = 316) 

Subjects 
without EV 

ICD Implant 
Attempted 

(N = 27) 

Total 
Subjects with 

Baseline 
Form 

(N = 343) 

None 204 (64.6%) 13 (48.1%) 217 (63.3%) 
Asthma 21 (6.6%) 2 (7.4%) 23 (6.7%) 

Chronic obstructive pulmonary disease 13 (4.1%) 3 (11.1%) 16 (4.7%) 

Chronic bronchitis 3 (0.9%) 0 (0.0%) 3 (0.9%) 

Diabetes 66 (20.9%) 8 (29.6%) 74 (21.6%) 

Emphysema 0 (0.0%) 2 (7.4%) 2 (0.6%) 

Pleural effusion 13 (4.1%) 2 (7.4%) 15 (4.4%) 

Renal dysfunction 30 (9.5%) 4 (14.8%) 34 (9.9%) 

 

Table 12: Baseline Medications 

Anatomical Group Medication Type 

Subjects with 
EV ICD 
Implant 
Attempt 
(N=316) 

Subjects 
without EV 

ICD Implant 
Attempt 
(N=27) 

Total 
Subjects with 

Baseline 
Form 

(N=343) 

Alimentary Tract And 

Metabolism Antacids 
3 (3, 0.9%) 0 (0, 0%) 3 (3, 0.9%) 

 Antiemetics And Antinauseants 3 (2, 0.6%) 0 (0, 0%) 3 (2, 0.6%) 

 

Ascorbic Acid (Vitamin C), Incl. 

Combinations 
2 (2, 0.6%) 0 (0, 0%) 2 (2, 0.6%) 

 

Blood Glucose Lowering Drugs, Excl. 

Insulins 
78 (55, 17.4%) 8 (4, 14.8%) 86 (59, 17.2%) 

 Calcium 7 (7, 2.2%) 1 (1, 3.7%) 8 (8, 2.3%) 

 Drugs For Constipation 6 (6, 1.9%) 0 (0, 0%) 6 (6, 1.7%) 

 

Drugs For Functional Gastrointestinal 

Disorders 
0 (0, 0%) 0 (0, 0%) 1 (1, 0.3%) 

 

Drugs For Peptic Ulcer And Gastro-

Oesophageal Reflux Disease (GORD) 
97 (96, 30.4%) 4 (4, 14.8%) 

102 (101, 

29.4%) 

 Insulins And Analogues 20 (16, 5.1%) 1 (1, 3.7%) 21 (17, 5.0%) 

 Intestinal Antiinflammatory Agents 2 (2, 0.6%) 0 (0, 0%) 2 (2, 0.6%) 

 Multivitamins, Combinations 4 (4, 1.3%) 1 (1, 3.7%) 5 (5, 1.5%) 



 

  

Anatomical Group Medication Type 

Subjects with 
EV ICD 
Implant 
Attempt 
(N=316) 

Subjects 
without EV 

ICD Implant 
Attempt 
(N=27) 

Total 
Subjects with 

Baseline 
Form 

(N=343) 

 

Other Alimentary Tract And 

Metabolism Products 
1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 

Other Drugs For Acid Related 

Disorders 
5 (5, 1.6%) 0 (0, 0%) 5 (5, 1.5%) 

 Other Mineral Supplements 7 (7, 2.2%) 0 (0, 0%) 7 (7, 2.0%) 

 Other Plain Vitamin Preparations 4 (4, 1.3%) 0 (0, 0%) 4 (4, 1.2%) 

 Other Vitamin Products, Combinations 14 (12, 3.8%) 3 (3, 11.1%) 17 (15, 4.4%) 

 Potassium 27 (27, 8.5%) 1 (1, 3.7%) 28 (28, 8.2%) 

 Propulsives 2 (2, 0.6%) 0 (0, 0%) 2 (2, 0.6%) 

 

Vitamin A And D, Incl. Combinations 

Of The Two 
19 (19, 6.0%) 1 (1, 3.7%) 20 (20, 5.8%) 

 

Vitamin B1, Plain And In Combination 

With Vitamin B6 And B12 
4 (4, 1.3%) 0 (0, 0%) 4 (4, 1.2%) 

Antiinfectives For 

Systemic Use Direct Acting Antivirals 
4 (4, 1.3%) 0 (0, 0%) 4 (4, 1.2%) 

 Other Antibacterials 2 (2, 0.6%) 0 (0, 0%) 2 (2, 0.6%) 

 Other Beta-Lactam Antibacterials 1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 Sulfonamides And Trimethoprim 2 (2, 0.6%) 0 (0, 0%) 2 (2, 0.6%) 

Antineoplastic And 

Immunomodulating 

Agents 

Hormone Antagonists And Related 

Agents 

0 (0, 0%) 1 (1, 3.7%) 1 (1, 0.3%) 

 Immunosuppressants 13 (9, 2.8%) 0 (0, 0%) 13 (9, 2.6%) 

Blood And Blood 

Forming Organs Antithrombotic Agents 

259 (183, 

57.9%) 
20 (14, 51.9%) 

280 (198, 

57.7%) 

 I.V. Solution Additives 0 (0, 0%) 1 (1, 3.7%) 2 (2, 0.6%) 

 Iron Preparations 9 (9, 2.8%) 0 (0, 0%) 10 (10, 2.9%) 

 Vitamin B12 And Folic Acid 12 (11, 3.5%) 0 (0, 0%) 12 (11, 3.2%) 

Cardiovascular 

System ACE Inhibitors, Combinations 
3 (3, 0.9%) 0 (0, 0%) 3 (3, 0.9%) 

 ACE Inhibitors, Plain 
95 (95, 30.1%) 7 (7, 25.9%) 

102 (102, 

29.7%) 

 

Angiotensin II Receptor Blockers 

(ARBs), Combinations 
68 (67, 21.2%) 4 (4, 14.8%) 73 (72, 21.0%) 



 

  

Anatomical Group Medication Type 

Subjects with 
EV ICD 
Implant 
Attempt 
(N=316) 

Subjects 
without EV 

ICD Implant 
Attempt 
(N=27) 

Total 
Subjects with 

Baseline 
Form 

(N=343) 

 

Angiotensin II Receptor Blockers 

(ARBs), Plain 
37 (37, 11.7%) 0 (0, 0%) 37 (37, 10.8%) 

 

Antiadrenergic Agents, Centrally 

Acting 
1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 

Antiadrenergic Agents, Peripherally 

Acting 
4 (4, 1.3%) 0 (0, 0%) 4 (4, 1.2%) 

 Antiarrhythmics, Class I And III 16 (16, 5.1%) 3 (3, 11.1%) 19 (19, 5.5%) 

 

Arteriolar Smooth Muscle, Agents 

Acting On 
7 (7, 2.2%) 0 (0, 0%) 8 (8, 2.3%) 

 Beta Blocking Agents 

239 (236, 

74.7%) 
14 (14, 51.9%) 

254 (251, 

73.2%) 

 Beta Blocking Agents And Thiazides 4 (4, 1.3%) 0 (0, 0%) 4 (4, 1.2%) 

 

Beta Blocking Agents, Other 

Combinations 
1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 Cardiac Glycosides 6 (6, 1.9%) 1 (1, 3.7%) 7 (7, 2.0%) 

 

Diuretics And Potassium-Sparing 

Agents In Combination 
2 (2, 0.6%) 0 (0, 0%) 2 (2, 0.6%) 

 High-Ceiling Diuretics 

113 (110, 

34.8%) 
8 (8, 29.6%) 

123 (120, 

35.0%) 

 

Lipid Modifying Agents, 

Combinations 
6 (6, 1.9%) 2 (2, 7.4%) 8 (8, 2.3%) 

 Lipid Modifying Agents, Plain 

182 (163, 

51.6%) 
6 (6, 22.2%) 

188 (169, 

49.3%) 

 Low-Ceiling Diuretics, Excl. Thiazides 3 (3, 0.9%) 0 (0, 0%) 4 (4, 1.2%) 

 Low-Ceiling Diuretics, Thiazides 3 (3, 0.9%) 0 (0, 0%) 3 (3, 0.9%) 

 Other Antihypertensives 3 (3, 0.9%) 0 (0, 0%) 3 (3, 0.9%) 

 Other Cardiac Preparations 18 (14, 4.4%) 0 (0, 0%) 18 (14, 4.1%) 

 Other Diuretics 1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 Potassium-Sparing Agents 

125 (124, 

39.2%) 
3 (3, 11.1%) 

129 (128, 

37.3%) 

 

Selective Calcium Channel Blockers 

With Direct Cardiac Effects 
5 (5, 1.6%) 0 (0, 0%) 5 (5, 1.5%) 

 

Selective Calcium Channel Blockers 

With Mainly Vascular Effects 
17 (16, 5.1%) 0 (0, 0%) 17 (16, 4.7%) 



 

  

Anatomical Group Medication Type 

Subjects with 
EV ICD 
Implant 
Attempt 
(N=316) 

Subjects 
without EV 

ICD Implant 
Attempt 
(N=27) 

Total 
Subjects with 

Baseline 
Form 

(N=343) 

 Vasodilators Used In Cardiac Diseases 26 (24, 7.6%) 2 (1, 3.7%) 29 (26, 7.6%) 

Dermatologicals 

Anti-Acne Preparations For Topical 

Use 
1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 

Antipruritics, Incl. Antihistamines, 

Anesthetics, Etc. 
1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 Corticosteroids, Plain 1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 Other Dermatological Preparations 2 (2, 0.6%) 0 (0, 0%) 2 (2, 0.6%) 

Genito Urinary 

System And Sex 

Hormones Androgens 

1 (1, 0.3%) 1 (1, 3.7%) 2 (2, 0.6%) 

 

Drugs Used In Benign Prostatic 

Hypertrophy 
13 (12, 3.8%) 0 (0, 0%) 13 (12, 3.5%) 

 Estrogens 1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 

Hormonal Contraceptives For 

Systemic Use 
2 (2, 0.6%) 0 (0, 0%) 2 (2, 0.6%) 

 

Progestogens And Estrogens In 

Combination 
1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 Urologicals 3 (3, 0.9%) 0 (0, 0%) 3 (3, 0.9%) 

Musculo-Skeletal 

System Antigout Preparations 
26 (23, 7.3%) 2 (1, 3.7%) 28 (24, 7.0%) 

 

Antiinflammatory And Antirheumatic 

Products, Non-Steroids 
7 (7, 2.2%) 1 (1, 3.7%) 8 (8, 2.3%) 

 

Muscle Relaxants, Centrally Acting 

Agents 
4 (4, 1.3%) 1 (1, 3.7%) 7 (6, 1.7%) 

Nervous System Anesthetics, General 1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 Anesthetics, Local 1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 Antidepressants 30 (27, 8.5%) 1 (1, 3.7%) 32 (29, 8.5%) 

 Antiepileptics 3 (2, 0.6%) 0 (0, 0%) 3 (2, 0.6%) 

 Antimigraine Preparations 7 (7, 2.2%) 0 (0, 0%) 7 (7, 2.0%) 

 Antipsychotics 3 (3, 0.9%) 0 (0, 0%) 3 (3, 0.9%) 

 Antivertigo Preparations 1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 Anxiolytics 11 (11, 3.5%) 1 (1, 3.7%) 12 (12, 3.5%) 

 Drugs Used In Addictive Disorders 4 (3, 0.9%) 2 (2, 7.4%) 6 (5, 1.5%) 



 

  

Anatomical Group Medication Type 

Subjects with 
EV ICD 
Implant 
Attempt 
(N=316) 

Subjects 
without EV 

ICD Implant 
Attempt 
(N=27) 

Total 
Subjects with 

Baseline 
Form 

(N=343) 

 Hypnotics And Sedatives 13 (13, 4.1%) 0 (0, 0%) 14 (14, 4.1%) 

 Opioids 13 (11, 3.5%) 0 (0, 0%) 13 (11, 3.2%) 

 Other Analgesics And Antipyretics 27 (25, 7.9%) 0 (0, 0%) 27 (25, 7.3%) 

 

Psychostimulants, Agents Used For 

ADHD And Nootropics 
1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

Respiratory System Adrenergics For Systemic Use 2 (2, 0.6%) 0 (0, 0%) 2 (2, 0.6%) 

 Adrenergics, Inhalants 22 (15, 4.7%) 0 (0, 0%) 24 (17, 5.0%) 

 Antihistamines For Systemic Use 15 (13, 4.1%) 0 (0, 0%) 15 (13, 3.8%) 

 

Cough Suppressants, Excl. 

Combinations With Expectorants 
1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 

Expectorants, Excl. Combinations 

With Cough Suppressants 
2 (2, 0.6%) 0 (0, 0%) 2 (2, 0.6%) 

 

Other Drugs For Obstructive Airway 

Diseases, Inhalants 
9 (9, 2.8%) 0 (0, 0%) 9 (9, 2.6%) 

 

Other Systemic Drugs For Obstructive 

Airway Diseases 
4 (4, 1.3%) 0 (0, 0%) 4 (4, 1.2%) 

Sensory Organs 

Antiglaucoma Preparations And 

Miotics 
2 (2, 0.6%) 0 (0, 0%) 2 (2, 0.6%) 

Systemic Hormonal 

Preparations, Excl. 

Sex Hormones And 

Insulins Anti-Parathyroid Agents 

1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 

Corticosteroids For Systemic Use, 

Plain 
6 (6, 1.9%) 0 (0, 0%) 6 (6, 1.7%) 

 Thyroid Preparations 16 (16, 5.1%) 0 (0, 0%) 16 (16, 4.7%) 

Various All Other Therapeutic Products 1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 Homeopathic Preparation 5 (5, 1.6%) 0 (0, 0%) 5 (5, 1.5%) 

 

Magnetic Resonance Imaging Contrast 

Media 
1 (1, 0.3%) 0 (0, 0%) 1 (1, 0.3%) 

 Other Nutrients 0 (0, 0%) 1 (1, 3.7%) 1 (1, 0.3%) 

 

Unspecified Herbal And Traditional 

Medicine 
3 (2, 0.6%) 0 (0, 0%) 3 (2, 0.6%) 

Total  
1860 (278, 

88.0%) 
102 (17, 
63.0%) 

1981 (297, 
86.6%) 



 

  

 

5.3. Primary Endpoint Results 

5.3.1. Primary Safety Results 
Of the 316 subjects that underwent an implant attempt, 23 subjects had a total of 25 major EV ICD 
System and/or procedure-related complication through 182 days post-implant.  

The freedom from the first major EV ICD System/procedure-related complication through 182 days post 
implant was estimated using the Kaplan-Meier method. Table 13 shows that the Kaplan-Meier 
estimated major EV ICD System/procedure-related complication free rate through 182 days post implant 
was 92.6%, with a lower confidence bound of two-sided 95% confidence interval of 89.0%. This was 
greater than the PG of 79%, hence the primary safety objective was met (p<0.0001).  

Table 13: Results of Primary Safety Objective 

Number of 
subjects with an 
implant attempt 

Number of subjects with 
major EV ICD 

System/procedure-related 
complications through 182 
days post implant attempt 

Kaplan-Meier estimate of major 
EV ICD System/procedure-related 
complication free rate through 182 

days post implant attempt 

Lower confidence 
bound of two-sided 

95% confidence 
interval 

316 23 92.6% 89.0% 

 

Figure 2 is the Kaplan-Meier plot for the freedom from EV ICD System and/or procedure-related major 
complications through 182 days post implant. Among the 23 subjects that experienced at least one 
major EV ICD System and/or procedure-related complication within 182 days post implant, 15 subjects 
experienced it within 30 days post implant attempt. 



 

  

Figure 2: Kaplan-Meier Plot of EV ICD System/procedure-related Major Complication Free 
Rate Through 182 Days Post Implant  

 
 

Figure 3 is the Kaplan-Meier plot for the freedom from EV ICD System and/or procedure-related major 
complications through 360 days post implant. The longest follow-up duration among the 299 subjects 
who underwent an implant attempt without having a major EV ICD System and/or procedure-related 
complication was 924 days from implant attempt to the last documented contact. 

182 days post-implant 
PG: 79% 



 

  

Figure 3: Kaplan-Meier Plot of EV ICD System/procedure-related Major Complication Free 
Rate Through 360 Days Post Implant 

 

 

The cumulative number of subjects with major EV ICD System and/or procedure-related complications 
over time are listed in Table 14. The EV ICD System and/or procedure-related major complication free 
rate estimated by the Kaplan-Meier method was 98.4% at the day of implant attempt, 95.2% at 30 days 
post implant attempt, and 92.6% from 180 days through 210 days post implant attempt.     

 

Table 14. Major EV ICD System/procedure-related Complications Free Rate 

Days since 
implant attempt 

Cumulative number of 
subjects with major EV ICD 

System/procedure-related 
complications 

Major EV ICD 
System/procedure-related 

complication free rate 

0 5 98.4% 

30 15 95.2% 

60 19 93.9% 

90 19 93.9% 



 

  

Days since 
implant attempt 

Cumulative number of 
subjects with major EV ICD 

System/procedure-related 
complications 

Major EV ICD 
System/procedure-related 

complication free rate 

120 21 93.2% 

150 22 92.9% 

180 23 92.6% 

210 23 92.6% 

240 24 92.0% 

270 24 92.0% 

300 24 92.0% 

330 25 91.4% 

360 25 91.4% 

 

A poolability analysis was performed to compare the results of the primary safety endpoint between 
different geographic regions using a log-rank test. Table 15 shows that there were no statistical 
differences in the major EV ICD System and/or procedure-related complication free rate through 182 
days post implant attempt among APAC, EMEA and US/Canada regions (p=0.3330).  Figure 4 is the 
Kaplan-Meier plot by region. 

Table 15: Poolability Analysis of Primary Safety Endpoint on Region 

Region 

Number of 
subjects with an 
implant attempt 

Number of subjects 
with major EV ICD 

System/procedure-
related complications 
through 182 days post 

implant attempt 

Kaplan-Meier estimate of 
major EV ICD 

System/procedure-related 
complication free rate 
through 182 days post 

implant attempt (95% CI) 
Log-Rank Test 

p-Value 

APAC 37 4 88.9% (73.1%, 95.7%) 0.3330 

EMEA 159 9 94.2% (89.2%, 97.0%) 

US/CAN 120 10 91.5% (84.7%, 95.3%) 



 

  

Figure 4: Kaplan-Meier Plot of EV ICD System/procedure-related Major Complication Free Rate 
Through 182 Days Post Implant by Region 

 
 

Adverse effects that occurred in the Pivotal clinical study: 

In the EV ICD Pivotal study, the CEC adjudicates Adverse Event (AE) relatedness into Causal Relationship, 
Possible and Not Related. The CEC also classifies system- or procedure-related AEs into complication 
(major, minor) or observation. Seriousness of AE and whether an AE is an Unanticipated (Serious) 
Adverse Device Effect (U(S)ADE) are determined by Medtronic. Adverse events are coded using the 
MedDRA, Medical Dictionary for Regulatory Activities, which is organized with a five-level hierarchy, The 
highest or broadest level is System Organ Class (SOC), further divided into High-Level Group Terms 
(HLGT), High-Level Terms (HLT), Preferred Terms (PT), and finally into the most granular Lowest Level 
Terms (LLT). Preferred Terms (i.e., AE Key Terms) are used in this report.  

Table 16 provides a high-level summary of AE seriousness, U(S)ADE, AE relatedness, and 
complication/observation. All AEs in this report have been evaluated by Medtronic and fully adjudicated 
by the CEC. Adverse events that were adjudicated by the CEC as Causal Relationship or Possible to the 
EV ICD system, to a procedure or to an accessory were regarded as system-, procedure- or accessory-
related, respectively. Note that the categories of AE relatedness were not mutually exclusive as an AE 
could be related to more than one category (e.g., an AE could be system-, procedure- and accessory-
related).  



 

  

There were 756 AEs from 243 enrolled subjects, including 731 AEs from 231 subjects who underwent an 
EV ICD implant attempt and 25 AEs from 12 subjects who did not undergo an EV ICD implant attempt. 
Among all the adverse events, 331 were serious, three were U(S)ADE, 144 were system- and/or 
procedure-related (90 procedure-related and 92 EV ICD System-related), and 31 were accessory-related. 
Of the 144 system- and/or procedure-related AEs, 50 were complications (27 major and 23 minor 
complications) and 94 were observations. 

Table 16: Overall Summary of Adverse Events 

 Number of Events (Number of Subjects, % of Subjects) 

 Adverse Event Classification 

Subjects with EV 
ICD 

Implant Attempt 
(N = 316) 

Subjects 
without EV 

ICD 
Implant 
Attempt 
(N = 40) 

Total Subjects 
(N = 356) 

Serious*    

   Yes 318 (164, 51.9%) 13 (8, 20.0%) 331 (172, 48.3%) 

   No 413 (162, 51.3%) 12 (6, 15.0%) 425 (168, 47.2%) 

U(S)ADE** 3 (3, 0.9%) 0 (0, 0.0%) 3 (3, 0.8%) 

Complications/Observations*** 144 (108, 34.2%) 0 (0, 0.0%) 144 (108, 30.3%) 

   Complication 50 (45, 14.2%) 0 (0, 0.0%) 50 (45, 12.6%) 

      Major Complication 27 (25, 7.9%) 0 (0, 0.0%) 27 (25, 7.0%) 

      Minor Complication 23 (22, 7.0%) 0 (0, 0.0%) 23 (22, 6.2%) 

   Observation 94 (76, 24.1%) 0 (0, 0.0%) 94 (76, 21.3%) 

Relatedness****    

   System and/or Procedure Relatedness    

      Causal Relationship 140 (106, 33.5%) 0 (0, 0.0%) 140 (106, 29.8%) 

      Probable 0 (0, 0.0%) 0 (0, 0.0%) 0 (0, 0.0%) 

      Possible 4 (4, 1.3%) 0 (0, 0.0%) 4 (4, 1.1%) 

      Unlikely 0 (0, 0.0%) 0 (0, 0.0%) 0 (0, 0.0%) 

      Not Related 587 (200, 63.3%) 25 (12, 30.0%) 612 (212, 59.6%) 

      Procedure Relatedness    

         Causal Relationship 88 (77, 24.4%) 0 (0, 0.0%) 88 (77, 21.6%) 

         Probable 0 (0, 0.0%) 0 (0, 0.0%) 0 (0, 0.0%) 

         Possible 2 (2, 0.6%) 0 (0, 0.0%) 2 (2, 0.6%) 



 

  

 Number of Events (Number of Subjects, % of Subjects) 

 Adverse Event Classification 

Subjects with EV 
ICD 

Implant Attempt 
(N = 316) 

Subjects 
without EV 

ICD 
Implant 
Attempt 
(N = 40) 

Total Subjects 
(N = 356) 

         Unlikely 0 (0, 0.0%) 0 (0, 0.0%) 0 (0, 0.0%) 

         Not Related 641 (216, 68.4%) 25 (12, 30.0%) 666 (228, 64.0%) 

      System Relatedness    

         Causal Relationship 88 (67, 21.2%) 0 (0, 0.0%) 88 (67, 18.8%) 

         Probable 0 (0, 0.0%) 0 (0, 0.0%) 0 (0, 0.0%) 

         Possible 4 (4, 1.3%) 0 (0, 0.0%) 4 (4, 1.1%) 

         Unlikely 0 (0, 0.0%) 0 (0, 0.0%) 0 (0, 0.0%) 

         Not Related 639 (212, 67.1%) 25 (12, 30.0%) 664 (224, 62.9%) 

   Accessory Relatedness    

      Causal Relationship 6 (5, 1.6%) 0 (0, 0.0%) 6 (5, 1.4%) 

      Probable 0 (0, 0.0%) 0 (0, 0.0%) 0 (0, 0.0%) 

      Possible 25 (23, 7.3%) 0 (0, 0.0%) 25 (23, 6.5%) 

      Unlikely 0 (0, 0.0%) 0 (0, 0.0%) 0 (0, 0.0%) 

      Not Related 700 (228, 72.2%) 25 (12, 30.0%) 725 (240, 67.4%) 

Total Adverse Events 731 (231, 73.1%) 25 (12, 30.0%) 756 (243, 68.3%) 
*       AE seriousness collected by investigators and determined by Medtronic. 
**     U(S)ADE determined by Medtronic.  
***   Complications or observations per CEC adjudication for system- or procedure-related AEs.  
**** AE relatedness per CEC adjudication; categories of AE relatedness were not mutually exclusive. 

 

Table 17 summarizes system- and/or procedure-related complications by preferred term. There were 50 
system- and/or procedure-related complications from 45 subjects with an implant attempt. Of them, 45 
complications from 40 subjects were serious. The most common preferred term for complications was 
lead dislodgement (11). 



 

  

Table 17. System- and/or Procedure-related Complications by Preferred Term 

 

Number of Events (Number, % of 
Subjects with Events) 

(Denominator = 316 Subjects with 
Implant Attempt) 

AE Preferred Term Event Serious Events 

Lead dislodgement 11 (10, 3.2%) 11 (10, 3.2%) 

Postoperative wound infection 5 (5, 1.6%) 4 (4, 1.3%) 

Device inappropriate shock delivery 4 (4, 1.3%) 4 (4, 1.3%) 

Device inversion 4 (4, 1.3%) 4 (4, 1.3%) 

Implant site infection 4 (4, 1.3%) 2 (2, 0.6%) 

Chest pain 2 (2, 0.6%) 2 (2, 0.6%) 

Device lead damage 2 (2, 0.6%) 2 (2, 0.6%) 

Implant site pain 2 (2, 0.6%) 2 (2, 0.6%) 

Oversensing 2 (2, 0.6%) 2 (2, 0.6%) 

Suture related complication 2 (2, 0.6%) 1 (1, 0.3%) 

Device computer issue 1 (1, 0.3%) 1 (1, 0.3%) 

Device placement issue 1 (1, 0.3%) 1 (1, 0.3%) 

Implant site haemorrhage 1 (1, 0.3%) 1 (1, 0.3%) 

Incision site impaired healing 1 (1, 0.3%) 1 (1, 0.3%) 

Incision site pain 1 (1, 0.3%) 1 (1, 0.3%) 

Medical device site discomfort 1 (1, 0.3%) 1 (1, 0.3%) 

Muscle injury 1 (1, 0.3%) 1 (1, 0.3%) 

Musculoskeletal chest pain 1 (1, 0.3%) 1 (1, 0.3%) 

Postoperative wound complication 1 (1, 0.3%) 1 (1, 0.3%) 

Procedural pain 1 (1, 0.3%) 1 (1, 0.3%) 

Pulseless electrical activity 1 (1, 0.3%) 1 (1, 0.3%) 

Impaired healing 1 (1, 0.3%) 0 (0, 0.0%) 

Total 50 (45, 14.2%) 45 (40, 12.7%) 

The three U(S)ADEs included one with device software interaction and two with high-voltage lead 
fractures. 

 There was one report of a device computer issue due to previously unknown software-hardware 
interaction which could cause the high voltage circuit to “lock-up”. In this case, following two successful 



 

  

VT/VF defibrillation tests at implant, a subsequent cardioversion was attempted to resolve an atrial 
arrhythmia. At the time the cardioversion was attempted, the programmer presented an error message 
indicating the capacitors could not be charged. The device was explanted and replaced without sequelae 
and an adverse event report was submitted. Due to the rate of occurrence of this issue being higher 
than anticipated, this event was classified as a U(S)ADE. A clinical communication was disseminated to 
sites and ethics committees in March 2021 which included programming recommendations to prevent 
this interaction. Since a malfunction resulting in failure to deliver high voltage therapy was previously 
identified as a risk in the protocol and informed consent, there were no changes to the pre-specified 
risks listed in the study protocol or in the patient’s informed consent document. Medtronic developed a 
software update to permanently eliminate the risk for this interaction. In November 2021, the FDA 
approved the updated software (v8.3.1), and the software was subsequently provided to subjects 
globally, following local submissions and approvals as applicable. 

There were two reports of a lead fracture, which were both classified as a U(S)ADEs. In both cases, the 
fracture was discovered following explant due to a high voltage lead impedance out of range alert. 
While lead fracture is identified as a potential adverse event associated with the use of this product, 
these two events were classified as an Unanticipated Adverse Device Effect due to the unanticipated 
degree of incidence (event occurring within a limited number of implants and early in the lifecycle of the 
lead). There were no changes to the pre-specified risks listed in the study protocol or in the patient’s 
informed consent document. The location of the lead fracture was the same in both subjects, at the 
proximal end of the proximal defibrillation coil. After further investigation, it was determined that both 
fractures were due to excessive lead bending motions, which were not previously observed in pre-
clinical or human feasibility studies. Both lead extractions were performed without further clinical 
sequelae. Notifications were provided (October 2021 and January 2022) to global competent 
authorities, where required, and Medtronic notified investigating centers and Ethics Committees. There 
were no new patient management recommendations for previously implanted patients, and physicians 
were reminded to continue to maintain standard clinical follow-up for patients in the EV ICD Pivotal 
Study. At the time of the first communication, enrollments and implants in the Pivotal clinical trial were 
complete. Subsequent to these observations, updates were made to the lead implant guidance to: 1) 
define the lower limit for lead location to ensure all electrodes are located under (posterior to) the 
sternum and 2) define the upper limit for lead motion and specify when repositioning should be 
performed at implant.  
 
NOTE: There was one additional lead fracture confirmed on a lead explanted from a subject enrolled in 
the Pivotal study which occurred after the database freeze for this report. This event was classified as a 
U(S)ADE, bringing the total number of U(S)ADEs to four: one device software interaction and three high-
voltage lead fractures. In this case, the patient contacted their clinic to report that their device alarm 
was sounding, which was 34 months post-implant. The alarm sounded due to a high voltage lead 
impedance out of range measurement. The patient had a system revision and underwent successful lead 
extraction and replacement of a new EV ICD system without sequelae. The fracture was at the 
connection between the proximal defibrillation coil and the conductor cable. Notifications were 
provided (January 2023) to global competent authorities, where required, and Medtronic notified 
investigating centers and Ethics Committees. There were no new patient management 



 

  

recommendations, and physicians were reminded to continue to maintain standard clinical follow-up for 
patients in the EV ICD Pivotal Study. 

5.3.2. Primary Effectiveness Results 

The defibrillation testing status of subjects with an implant attempt is shown in Figure 5. Among the 316 
subjects with an implant attempt, 9 did not initiate defibrillation testing at implant, 5 did not complete 
defibrillation testing, and 302 subjects completed defibrillation testing including 298 successes and 4 
failures. 

Figure 5: Defibrillation Testing Status of Subjects with Implant Attempt 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

316 Underwent Implant 
Attempt 

9 did not initiate defibrillation testing 
- 7 Inadequate R-wave sensing 
- 2 Other: tunneling stopped due to resistance; 
oversensing of AF in all lead positions attempted  

 298 Defibrillation 
Testing Successes 

(98.7%) 

216 Successes at 20 J 

 4 Defibrillation 
Testing Failures 

(1.3%) 

 307 Initiated 
Defibrillation Testing 

302 Completed 
Defibrillation Testing 

5 did not complete defibrillation 
testing protocol  

   -1:  During the second induction an external 
rescue shock was delivered prior to delivery 
of the second 30J device shock, which was a 
protocol deviation 
- 1: First configuration had only one 30J 
success; per the protocol a second induction 
should have been performed in the first 
configuration to confirm 30J success 
- 1: A single 40J shock was delivered after the 
fourth induction and a single 30J shock was 
delivered after the fifth induction. Two 30J 
shocks should have been delivered for each 
induction, with the second 30J shock in 
reverse polarity 
- 1: Only four inductions were attempted, and 
the testing protocol was stopped due to 
physician discretion 
- 1: Testing stopped at one 30 J success 



 

  

Of the 307 subjects that initiated defibrillation testing at implant, all had at least one ventricular 
fibrillation (VF) episode that was device-
Ring 2 sensing vector, and all but ten subjects had the defibrillation testing completed on the date of 
implant.  

Table 18 summarizes the implant defibrillation testing status of 316 subjects that underwent an implant 
attempt. There were 302 subjects who completed the implant defibrillation testing, including 298 
successes and 4 failures. Of the 298 subjects with implant defibrillation testing success, 216 (72.5%) had 
the first SSVA episode terminated successfully with one 20J shock and 82 (27.5%) had two consecutive 
SSVA episodes terminated with 30J shocks.  

Of the 216 subjects that had the first SSVA episode terminated successfully with a 20J shock, 212 
subjects had a second SSVA episode tested with a 15J shock including 154 (72.6%) subjects with a 15J 
success, 58 (27.4%) subjects with a 15J failure. Four subjects were not tested at 15J after a defibrillation 
success at 20J.   

Of the 82 subjects that had two consecutive SSVA episodes terminated with 30J shocks, 68 (82.9%) 
subjects met this defibrillation criterion after 3 induced SSVA episodes, 7 (8.5%) met it after 4 induced 
SSVA episodes, 2 (2.4%) after 5 induced SSVA episodes, and 5 (6.1%) after 6 induced SSVA episodes. 

Table 18: Implant Defibrillation Testing Status 

Implant defibrillation 
testing status 

EV ICD 
System fully 
implanted? 

Reason EV ICD System 
not fully implanted 

Energy level with 
defibrillation testing 

success 

Number of 
subjects 

(Total=316) 

Did not initiate implant 

DFT 

N INADEQUATE R-WAVE 

SENSING 

- 7 

Did not initiate implant 

DFT 

N OTHER: OVERSENSING 

OF ATRIAL 

FIBRILLATION IN ALL 

LEAD POSITION 

ATTEMPTED. 

- 1 

Did not initiate implant 

DFT 

N OTHER: TUNNELING 

STOPPED DUE TO 

RESISTENCE 

- 1 

Initiated implant DFT 

but did not complete 

N INCOMPLETE 

DEFIBRILLATION 

TESTING PROTOCOL 

- 4 

Initiated implant DFT 

but did not complete 

Y - - 1 

Completed implant DFT 

with failure 

N FAILED 

DEFIBRILLATION 

TESTING 

- 4 



 

  

Implant defibrillation 
testing status 

EV ICD 
System fully 
implanted? 

Reason EV ICD System 
not fully implanted 

Energy level with 
defibrillation testing 

success 

Number of 
subjects 

(Total=316) 

Completed implant DFT 

with success 

Y - 20J 216 

Completed implant DFT 

with success 

Y - 30J 82 

 

Among subjects who completed the defibrillation testing protocol at implant, the proportion of those 
who had a defibrillation testing success was 98.7% (298/302), with a lower confidence bound of two-
sided 95% confidence interval being 96.6%. This was greater than the PG of 88%, hence the primary 
efficacy objective was met (p<0.0001). Results are summarized in Table 19. 

Table 19: Results of Primary Efficacy Objective 

Number of subjects 
completed implant DFT 

Number of subjects with 
implant DFT success 

Implant DFT 
success rate 

Lower confidence 
bound of two-side 95% 

confidence interval p-Value 

302 298 98.68% 96.64% <.0001 

 

Table 20 summarizes the number of rescue shocks received among subjects that underwent implant 
defibrillation testing. Of the 307 subjects that initiated implant defibrillation testing, 156 (50.8%) 
subjects did not receive a rescue shock, and 151 (49.2%) subjects received at least one rescue shock 
including: 

 112 subjects had 1 rescue shock 

 21 subjects each had 2 rescue shocks 

 7 subjects each had 3 rescue shocks 

 7 subjects had 4-5 rescue shocks 

 2 subjects had 6-8 rescue shocks (Subject 100270911 and 1002692806 with DFT protocol not 
completed) 

 2 subjects had 10 rescue shocks (Subject 104235106 with DFT spanned for 3 days to complete 
the protocol; Subject 200878022 with DFT protocol not completed) 

Table 20: Summary of Number of Rescue Shocks Received 

Number of 
Rescue Shocks 

Received Implant DFT Status 
Implant DFT 

Result 

Energy Level 
at Final DFT 

Success 

Number of 
subjects 

(Total=307) 

0 Completed implant DFT with success Success 
20J 155 

30J 1 

1 Completed implant DFT with success Success 20J 52 



 

  

Number of 
Rescue Shocks 

Received Implant DFT Status 
Implant DFT 

Result 

Energy Level 
at Final DFT 

Success 

Number of 
subjects 

(Total=307) 

30J 60 

2 

Initiated implant DFT but did not 

complete 

DFT Protocol 

Not Completed 

- 1 

Completed implant DFT with success Success 
20J 7 

30J 13 

3 

Initiated implant DFT but did not 

complete 

DFT Protocol 

Not Completed 

- 1 

Completed implant DFT with success Success 
20J 2 

30J 4 

4 
Completed implant DFT with failure Failure - 1 

Completed implant DFT with success Success 30J 1 

5 
Completed implant DFT with failure Failure - 3 

Completed implant DFT with success Success 30J 2 

6 
Initiated implant DFT but did not 

complete 

DFT Protocol 

Not Completed 

- 1 

8 
Initiated implant DFT but did not 

complete 

DFT Protocol 

Not Completed 

- 1 

10 

Initiated implant DFT but did not 

complete 

DFT Protocol 

Not Completed 

- 1 

Completed implant DFT with success Success 30J 1 

 

A poolability analysis was performed to compare the results of the primary efficacy endpoint between 
different geographic regions using a Fisher’s exact test. As shown in Table 21, there was no significant 
difference in implant defibrillation testing success rate among APAC, EMEA and US/Canada regions 
(p=0.7806). 

Table 21: Poolability Analysis of Primary Efficacy Endpoint on Region  

Region 

Number of subjects 
completed implant 

DFT 

Number of subjects 
with implant DFT 

success 
Implant DFT 
success rate 

Fisher’s Exact Test 
p-Value 

APAC 35 35 100.0% 0.7806 

EMEA 154 151 98.1% 

US/CAN 113 112 99.1% 



 

  

 

Subgroup Analyses 

The cohort included all enrolled subjects who underwent the study procedures unless the subject did 
not complete the required testing, and there were no pre-specified subgroups for assessment.  
However, poolability analyses were performed to compare the results of the primary objectives 
between different geographic regions; no statistically significant differences were observed. 

6. Study Conclusions 
The prospective global EV ICD Study was conducted to demonstrate the safety and effectiveness of the 
EV ICD System, and confirmed the following: 

 The EV ICD System is safe, as demonstrated by the major system- and procedure-related 
complication-free rate (92.6%).   

 The EV ICD System using a substernal lead is effective at terminating ventricular arrhythmias, as 
demonstrated by the defibrillation efficacy at implant (98.7%). 

The study exceeded the pre-specified PG of 79% for the freedom from major complications related to 
the EV ICD System and/or procedure at 6 months post-implant, with a lower confidence bound of two-
sided 95% confidence interval of 89.0%. Therefore, the primary safety objective was met. There were no 
unique major complications observed related to the extravascular ICD system or procedure that have 
not been observed in subcutaneous and transvenous devices previously.1-4  The most common major 
complication observed through 182 days post-implant was lead dislodgement, accounting for 10 major 
complications from 9 subjects. Through post-hoc analysis, Medtronic attributed lead dislodgement to 
either lead location in the pleural cavity (n=3/9) or suboptimal suturing (n=6/9). As a result, Medtronic 
will emphasize tunnelling along the midline or just left of the sternal midline to reduce the risk of pleural 
lead placement during training for new implanters. Emphasis will also be placed on fixating the lead 
using a minimum of 3 sutures (2 non-necrosing sutures tied in the rectus fascia and 1 suture tied directly 
around the lead anchoring the sleeve to secure to the lead body).  

The study exceeded the pre-specified PG of 88% for the EV ICD defibrillation testing success rate at 
implant, with a lower confidence bound of two-sided 95% confidence interval of 96.6%. Therefore, the 
primary efficacy objective was also met. Furthermore, the study demonstrated that defibrillation can be 

energy for defibrillation was 15J at implant, which is comparable to that of transvenous ICDs, and 
approximately half of that reported with the subcutaneous ICD.5  

Furthermore, these results demonstrate that through a robust training program, the EV ICD implant 
procedure could be safely performed by a non-surgical physician specialty (EP/Cardiology), along with 
initial collaboration from cardiac surgeons. Implant procedures were successfully performed by 55 
implanting physicians at 46 sites in 17 countries. Physicians rated the ease of deploying the lead in the 
intended location as “very easy” or “easy” in the majority (82.6%) of implant attempts, and 99.7% of 
patients had the substernal lead positioned. There were no major intraprocedural complications. 
Average procedure time (first incision to final device pocket procedure suture) of the EV ICD procedure 
(74.6±33.2 min) was similar to early experience with the subcutaneous ICD (69±27 min).6   

The EV ICD System can detect and treat life-threatening arrythmias following implant. Among discrete 
spontaneous true VT/VF events treated with appropriate shocks, 100% (18/18 episodes) were 
successfully converted to sinus rhythm. Furthermore, 36 of 36 patients enrolled in the chronic 
defibrillation study with inducible arrhythmias were successfully defibrillated, and chronic defibrillation 



 

  

testing was successful in all 18 subjects when performed chronically per physician discretion. 
Importantly, there were no arrhythmic deaths due to unsuccessful device therapy.  

The most common reason for inappropriate shocks in the extravascular ICD was from P-wave 
oversensing (n=34/81; 42.0%). P-wave oversensing is a function of lead location relative to the right 
atrial appendage. The incidence of inappropriate shocks due to P-wave oversensing decreased with 
experience over the trial duration (28 episodes in 6 patients implanted among the first half of study 
implants versus 6 episodes in 4 patients implanted among the second half of study implants, 
respectively).  

Overall, the incidence of first inappropriate shock was 10.8% at 360 days post-implant, which is 
comparable to the incidence of first inappropriate shock observed in the S-ICD IDE trial (13.1% through 
11-month average follow-up7). Algorithms to mitigate inappropriate shocks have been developed and 
deployed, but not yet well studied clinically.8 Additionally, the rate of inappropriate shocks may improve 
with experience, as demonstrated by the EFFORTLESS post-market S-ICD study.4   

Electrical performance, including sensing amplitudes, impedance, and pacing capture thresholds, were 
characterized over time and were relatively stable. 

Extracardiac pacing sensation was characterized over time, as measured by pacing therapies being 
turned OFF due to pacing sensation. At the 6-month visit, fewer than 5% of subjects had therapies 
programmed off due to pacing sensation not tolerated (4.9% for ATP, 1.3% for pause prevention pacing 
[programmed off or to monitor mode], and 1.8% for post shock pacing). No patient had their device 
explanted due to pacing sensation.  

The EV ICD System is capable of delivering asystole (pause prevention) pacing. This feature was required 
to be set to MONITOR at pre-hospital discharge per the CIP and could be turned to ON or OFF modes per 
physician discretion; thus, experience was limited. However, two patients experienced 7 episodes of 
asystole that were detected and treated with between 1 and 19 paces delivered. 

The EV ICD System is capable of delivering terminating arrhythmias using ATP therapy, thus, avoiding a 
potential shock. By programming ATP “ON”, 29 true VT/VF episodes were terminated by ATP alone.  

Medtronic plans to enroll patients with an EV ICD System in a post-market registry to further 
characterize the system performance. The Product Surveillance Registry (PSR) is Medtronic’s active 
global post market surveillance platform. The PSR platform is designed to conduct non-randomized, 
prospective, multi-center post-market surveillance and provides continuing evaluation and periodic 
reporting of the long-term reliability, safety, and performance of Medtronic market-released products. 
The objectives of the post-market registry are outlined in a separate analysis plan. 

The EV ICD Pivotal trial has demonstrated the safety and efficacy of the system through a global 
prospective trial. The data from the EV ICD Pivotal trial show that the EV ICD system utilizing a 
substernal lead can be implanted safely and effectively detects and terminates induced and 
spontaneous ventricular arrhythmias, retaining the benefits of extravascular placement while providing 
pause prevention pacing, anti-tachycardia pacing and low-energy defibrillation.  

 

 

 

 



 

  

7. Reference List 

1. Knops RE, Olde Nordkamp LRA, Delnoy PHM, et al. Subcutaneous or transvenous defibrillator 
therapy. N Engl J Med Aug 6 2020;383:526-536. 

2. Gold MR, Lambiase PD, El-Chami MF, et al. Primary Results From the Understanding Outcomes 
With the S-ICD in Primary Prevention Patients With Low Ejection Fraction (UNTOUCHED) Trial. 
Circulation Jan 5 2021;143:7-17. 

3. Burke MC, Gold MR, Knight BP, et al. Safety and Efficacy of the Totally Subcutaneous 
Implantable Defibrillator: 2-Year Results From a Pooled Analysis of the IDE Study and 
EFFORTLESS Registry. J Am Coll Cardiol Apr 28 2015;65:1605-1615. 

4. Knops RE, Brouwer TF, Barr CS, et al. The learning curve associated with the introduction of the 
subcutaneous implantable defibrillator. Europace Jul 2016;18:1010-1015. 

5. Bardy GH, Smith WM, Hood MA, et al. An entirely subcutaneous implantable cardioverter-
defibrillator. N Engl J Med Jul 1 2010;363:36-44. 

6. Lambiase PD, Srinivasan NT. Early experience with the subcutaneous ICD. Curr Cardiol Rep Aug 
2014;16:516. 

7. Weiss R, Knight BP, Gold MR, et al. Safety and efficacy of a totally subcutaneous implantable-
cardioverter defibrillator. Circulation Aug 27 2013;128:944-953. 

8. Swerdlow CD, Zhang X, Sawchuk R, et al. Design and Preliminary Results of Sensing and 
Detection for an Extravascular Implantable Cardioverter-Defibrillator. JACC Clin Electrophysiol 
Apr 22 2021. 

 
  



 

  

 

 
 

Medtronic, Inc. 
710 Medtronic Parkway 
Minneapolis, MN 55432 
USA 
www.medtronic.com 
+1 763 514 4000 

Medtronic USA, Inc. 
Toll-free in the USA (24-hour technical consultation for physicians and 
medical professionals) 
Bradycardia: +1 800 505 4636 
Tachycardia: +1 800 723 4636 
 
Technical manuals 
www.medtronic.com/manuals 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

© 2023 Medtronic 

M050734C001 B 

2023-10-20 

 

*M050734C001*  
 

 







































































































Target Zone





















Target Zone





















































































































































Disclaimer of warranty and general warning

Déni de garantie et avertissement général

Haftungsbeschränkung und allgemeiner 
Warnhinweis

Renuncia de responsabilidad y advertencia general

Uitsluiting van garantie en algemene waarschuwing

Esclusione dalla garanzia e avvertenza generale

Ansvarsfraskrivelse og generell advarsel

Friskrivning från ansvar och allmän varning
      

Ansvarsfraskrivelse og generel advarsel

Renúncia de garantia e aviso geral
Felel sségkizárás és általános figyelmeztetés
Wy czenie gwarancji i ostrze enie ogólne
Odmítnutí záruk a obecná varování

    
 

Odmietnutie záruky a všeobecné upozornenie
Garanti feragat beyannamesi ve genel uyar





3

The following Disclaimer of warranty and 
general warning apply to United States 
customers only:

Disclaimer of warranty
ALTHOUGH THE MEDTRONIC  ACCESSORY, HEREAFTER 
REFERRED TO AS “PRODUCT”, HAS BEEN MANUFACTURED 
UNDER CAREFULLY CONTROLLED CONDITIONS, 
MEDTRONIC HAS NO CONTROL OVER THE CONDITIONS 
UNDER WHICH THIS PRODUCT IS USED. MEDTRONIC, 
THEREFORE, DISCLAIMS ALL WARRANTIES, BOTH 
EXPRESS AND IMPLIED, WITH RESPECT TO THE 
PRODUCT, INCLUDING, BUT NOT LIMITED TO, ANY 
IMPLIED WARRANTY OF MERCHANTABILITY OR 
FITNESS FOR A PARTICULAR PURPOSE. MEDTRONIC 
SHALL NOT BE LIABLE TO ANY PERSON OR ENTITY 
FOR ANY MEDICAL EXPENSES OR ANY DIRECT, 
INCIDENTAL, OR CONSEQUENTIAL DAMAGES CAUSED 
BY ANY USE, DEFECT, FAILURE, OR MALFUNCTION OF 
THE PRODUCT, WHETHER A CLAIM FOR SUCH DAMAGES 
IS BASED UPON WARRANTY, CONTRACT, TORT, OR 
OTHERWISE. NO PERSON HAS ANY AUTHORITY 
TO BIND MEDTRONIC TO ANY REPRESENTATION 
OR WARRANTY WITH RESPECT TO THE PRODUCT.
The exclusions and limitations set out above are not intended 
to, and should not be construed so as to, contravene mandatory 
provisions of applicable law. If any part or term of this Disclaimer 
of warranty is held to be illegal, unenforceable, or in conflict 
with applicable law by a court of competent jurisdiction, the 
validity of the remaining portions of this Disclaimer of warranty 
shall not be affected, and all rights and obligations shall be 
construed and enforced as if this Disclaimer of warranty did 
not contain the particular part or term held to be invalid.

General warning
The PRODUCTS in this package are designed for use with 
other Medtronic products. Despite the exercise of all due care 
in design, component selection, manufacture, and testing 
prior to sale, PRODUCTS may be easily damaged by improper 
handling or use because of their unavoidably fragile character, 
which is dictated by the unusual requirements of their application. 
Consequently, no representation or warranty is made that 
failure or cessation of function of PRODUCTS will not occur.
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The following Disclaimer of warranty and general 
warning applies to customers outside the 
United States:

Disclaimer of warranty
Although the Medtronic  Accessory, hereafter referred to as 
“Product” has been carefully designed, manufactured and 
tested prior to sale, the Product may fail to perform its intended 
function satisfactorily for a variety of reasons. The warnings 
contained in the Product labeling provide more detailed 
information and are considered an integral part of this 
DISCLAIMER OF WARRANTY. Medtronic, therefore, disclaims 
all warranties, both express and implied, with respect to the 
Product. Medtronic shall not be liable for any incidental or 
consequential damages caused by any use, defect or failure 
of the Product, whether the claim is based on warranty, 
contract, tort or otherwise.
The exclusions and limitations set out above are not intended 
to, and should not be construed so as to, contravene mandatory 
provisions of applicable law. If any part or term of this 
DISCLAIMER OF WARRANTY is held by any court of competent 
jurisdiction to be illegal, unenforceable or in conflict with 
applicable law, the validity of the remaining portion of the 
DISCLAIMER OF WARRANTY shall not be affected, and all 
rights and obligations shall be construed and enforced as if 
this DISCLAIMER OF WARRANTY did not contain the 
particular part or term held to be invalid.

General warning
The Products in this package are designed for use with other 
Medtronic products. Despite the exercise of all due care in 
design, component selection, manufacture, and testing prior 
to sale, the Products may be easily damaged by improper 
handling or use because of their unavoidably fragile character, 
which is dictated by the unusual requirements of their application. 
Consequently, no representation or warranty is made that 
failure or cessation of function of the Products will not occur.



5

Les clients des États-Unis peuvent avoir recours 
au présent déni de garantie et avertissement 
général :
Déni de garantie
BIEN QUE L'ACCESSOIRE DE MEDTRONIC  (CI-APRÈS, 
LE « PRODUIT ») AIT ÉTÉ FABRIQUÉ SOUS DES 
CONDITIONS SOIGNEUSEMENT CONTRÔLÉES, 
MEDTRONIC N'A AUCUNE CONTRÔLE SUR LES 
CONDITIONS SOUS LESQUELLES CE PRODUIT EST 
UTILISÉ. EN CONSÉQUENCE, MEDTRONIC DÉCLINE 
TOUTE RESPONSABILITÉ, EXPRESSE OU IMPLICITE, 
RELATIVE AU PRODUIT, DONT ENTRE AUTRES UNE 
GARANTIE DE QUALITÉ LOYALE ET MARCHANDE OU 
D'APTITUDE POUR UN BUT PARTICULIER. MEDTRONIC 
NE SERA PAS TENU RESPONSABLE À AUCUNE 
PERSONNE OU ENTITÉ DE TOUS FRAIS MÉDICAUX OU 
DE TOUS DOMMAGES DIRECTS FORTUITS OU INDIRECTS 
QUI SERAIENT PROVOQUÉS PAR TOUS USAGES, 
DÉFECTUOSITÉS, DÉFAILLANCES OU MAUVAIS 
FONCTIONNEMENT DU PRODUIT, ET CE QU'UNE 
PLAINTE SOIT FONDÉE SUR UNE GARANTIE, UNE 
RESPONSABILITÉ CONTRACTUELLE, DÉLICTUEUSE 
OU QUASI-DÉLICTUEUSE. AUCUNE PERSONNE N’A LE 
POUVOIR D’ENGAGER MEDTRONIC CONCERNANT DES 
GARANTIES PAR RAPPORT À CE PRODUIT.
Les exclusions et les limitations de garantie mentionnées 
ci-dessus ne sont pas, et ne doivent pas être interprétées 
comme contraires aux dispositions obligatoires des lois 
applicables. Si une partie ou une disposition du présent déni 
de garantie devait être considérée illégale, non applicable 
ou contraire à la loi en vigueur par un tribunal compétent, la 
validité des autres dispositions du présent déni de garantie 
n'en sera pas affectée. Dans ce cas, tous autres droits et 
obligations seront interprétés et appliqués, sans tenir compte 
de la partie ou la disposition considérée comme illégale.

Avertissement général
Les PRODUITS de cet emballage sont conçus pour être utilisés 
avec d'autres produits de Medtronic. En dépit de toute 
l'attention portée à la conception, au choix des composants, 
à la fabrication et aux essais précédant la mise en vente, les 
PRODUITS peuvent être facilement endommagés par une 
mauvaise manipulation ou par d'autres interventions en raison 
de leur caractère inévitablement fragile imposé par les exigences 
inhabituelles de leur application. Par conséquent, aucune 
déclaration, ni aucune garantie ne sont émises pour certifier 
qu’un défaut ou un arrêt de fonctionnement des PRODUITS 
ne se produira pas.
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Les clients en dehors des États-Unis peuvent 
avoir recours au présent déni de garantie et 
avertissement général :

Déni de garantie
Bien que les accessoires de Medtronic  (ci-après, le « Produit ») 
aient été soigneusement conçus, fabriqués et testés avant sa 
mise en vente sur le marché, le Produit peut, pour diverses 
raisons, connaître des défaillances. Les avertissements décrits 
dans la documentation du Produit contiennent des informations 
détaillées et doivent être considérés comme faisant partie 
intégrante du présent DÉNI DE GARANTIE. En conséquence, 
Medtronic décline toute responsabilité, expresse ou implicite, 
relative au Produit. Medtronic ne sera pas tenu responsable 
de tous dommages fortuits ou indirects qui seraient provoqués 
par tous usages, défectuosités ou défaillances du Produit, et 
ce que la plainte soit fondée sur une garantie, une responsabilité 
contractuelle, délictueuse ou quasi-délictueuse.
Les exclusions et les limitations de garantie mentionnées 
ci-dessus ne sont pas, et ne doivent pas être interprétées 
comme contraires aux dispositions obligatoires des lois 
applicables. Si une partie ou une disposition du présent 
DÉNI DE GARANTIE devait être considérée illégale, non 
applicable ou contraire à la loi en vigueur par un tribunal 
compétent, la validité des autres dispositions du présent 
DÉNI DE GARANTIE n'en sera pas affectée. Dans ce cas, 
tous autres droits et obligations seront interprétés et appliqués, 
sans tenir compte de la partie ou la disposition considérée 
comme illégale.

Avertissement général
Les produits de cet emballage sont conçus pour être utilisés 
avec d'autres produits de Medtronic. En dépit de toute 
l'attention portée à la conception, au choix des composants, 
à la fabrication et aux essais précédant la mise en vente, les 
produits peuvent être facilement endommagés par une 
mauvaise manipulation ou par d'autres interventions en 
raison de leur caractère inévitablement fragile imposé par 
les exigences inhabituelles de leur application. Par conséquent, 
aucune déclaration, ni aucune garantie ne sont émises pour 
certifier qu’un défaut ou un arrêt de fonctionnement des 
produits ne se produira pas.
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Der folgende Haftungsausschluss und der 
dazugehörige allgemeine Warnhinweis gelten 
nur für Kunden außerhalb der USA:
Haftungsausschluss
Trotz sorgfältiger Konstruktion, Herstellung und vor dem 
Verkauf durchgeführter Testdurchläufe ist es möglich, dass 
das Medtronic  Zubehörteil (nachfolgend als „Produkt“ 
bezeichnet) aus den verschiedensten Gründen nicht zufrieden 
stellend funktioniert. Die Hinweise in der Produktinformation 
enthalten weitere detaillierte Informationen und sollten als 
Teil des HAFTUNGSAUSSCHLUSSES gesehen werden. 
Medtronic schließt jede ausdrückliche oder stillschweigende 
Garantie in Bezug auf das Produkt aus. Medtronic haftet 
weder für unmittelbare noch mittelbare Folgeschäden, 
die durch den Gebrauch, durch Störungen oder Fehlfunktionen 
des Produktes entstehen, unabhängig davon, ob sich der 
Anspruch auf Schadensersatz auf eine Garantie, einen Vertrag, 
eine unerlaubte Handlung oder eine andere Anspruchsgrundlage 
stützt.
Die hier aufgeführten Haftungsausschlüsse und-beschränkungen 
sollen nicht gegen zwingende gesetzliche Bestimmungen 
verstoßen und sind nicht dahingehend auszulegen. 
Sollte ein zuständiges Gericht feststellen, dass dieser 
HAFTUNGSAUSSCHLUSS ganz oder teilweise unwirksam, 
nicht durchsetzbar oder im Widerspruch zu zwingendem 
Recht ist, berührt dies die Gültigkeit der restlichen Klauseln 
nicht und alle Rechte und Pflichten aus diesem 
HAFTUNGSAUSSCHLUSS sind so auszulegen und 
durchzusetzen, als sei der für ungültig erklärte Teil oder 
die ungültige Vorschrift in dem HAFTUNGSAUSSCHLUSS 
nicht enthalten.

Allgemeiner Warnhinweis
Die Produkte in dieser Packung sind zur Verwendung mit 
anderen Medtronic Produkten vorgesehen. Obwohl die 
Konstruktion der Produkte, die Auswahl ihrer Komponenten, 
ihre Fertigung und Erprobung vor dem Verkauf mit der 
gebotenen Sorgfalt erfolgt sind, können die Produkte 
aufgrund ihrer unvermeidlichen Zerbrechlichkeit, die sich aus 
den ungewöhnlichen Bedingungen ihres Einsatzes ergibt, 
durch falsche Behandlung oder Verwendung leicht beschädigt 
werden. Daher kann nicht zugesichert oder garantiert 
werden, dass es nicht zu einem Versagen oder einem 
Funktionsausfall der Produkte kommen kann.



8

La Renuncia de responsabilidad y la advertencia 
general siguientes se aplican a los clientes que 
se encuentran fuera de los Estados Unidos:
Renuncia de responsabilidad
Aunque el Accesorio de Medtronic , al que nos referiremos 
en lo sucesivo como “Producto”, ha sido diseñado, fabricado 
y probado cuidadosamente antes de ponerlo a la venta, el 
Producto puede no cumplir sus funciones de forma satisfactoria 
por diversas razones. Las advertencias que contiene el 
etiquetado del Producto proporcionan información más 
detallada y se consideran como parte integrante de esta 
RENUNCIA DE RESPONSABILIDAD. Medtronic, por lo tanto, 
renuncia a toda garantía, tanto expresa como implícita, respecto 
al Producto. Medtronic no se hace responsable de los daños 
fortuitos o resultantes derivados de la utilización, defecto 
o malfuncionamiento del Producto, aun cuando la reclamación 
se base en una garantía, contrato, responsabilidad extracontractual 
u otras causas.
Las exclusiones y limitaciones arriba expresadas no revisten 
el propósito de contravenir las disposiciones obligatorias 
establecidas por la legislación vigente, ni deben interpretarse 
de dicha forma. En el supuesto de que cualquier parte 
o término de la presente Renuncia de responsabilidad sea 
declarado por cualquier tribunal competente como ilegal, 
inaplicable o contrario a la ley, ello no afectará a la validez 
del resto de la Renuncia de responsabilidad, interpretándose 
y aplicándose cuantos derechos y obligaciones se incluyen 
en ella como si la presente Renuncia de responsabilidad no 
contuviera la parte o condición considerada no válida.

Advertencia general
Los Productos contenidos en este envase están diseñados 
para utilizarse con otros productos de Medtronic. A pesar 
del debido cuidado puesto en el diseño, selección de 
componentes, fabricación y comprobación previos a la venta, 
es fácil que los Productos sufran daños causados por el 
manejo o uso inadecuados debido a su carácter inevitablemente 
frágil, el cual viene condicionado por los inusuales 
requisitos de su aplicación. Por consiguiente, no se ofrece 
representación ni garantía alguna de que no se produzca un 
fallo o cese del funcionamiento de los Productos.
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De hiernavolgende uitsluiting van garantie en 
algemene waarschuwing gelden alleen voor 
klanten buiten de Verenigde Staten:
Uitsluiting van garantie
Hoewel het toebehoren van Medtronic , hierna het "Product" 
genoemd, met veel zorg is ontworpen, vervaardigd en vóór de 
verkoop getest, kunnen er verschillende redenen zijn waarom 
het Product niet volgens de specificaties werkt. De 
waarschuwingen in de productdocumentatie bieden meer 
gedetailleerde informatie en vormen een integraal onderdeel 
van deze UITSLUITING VAN GARANTIE. Medtronic verleent 
daarom geen enkele garantie, noch expliciet noch impliciet, met 
betrekking tot het Product. Medtronic is niet aansprakelijk voor 
enige incidentele of gevolgschade, veroorzaakt door om het 
even welk gebruik, defect of falen van het Product, ongeacht of 
de vordering is gebaseerd op een garantie, contract, 
onrechtmatige daad of anderszins.
De uitsluitingen en beperkingen die hierboven uiteengezet 
zijn, zijn niet bedoeld, en moeten niet geïnterpreteerd worden 
als een inbreuk op dwingende bepalingen van de van 
toepassing zijnde wet. Indien enig onderdeel of enige bepaling 
van deze UITSLUITING VAN GARANTIE door een daartoe 
bevoegde rechtbank als illegaal, onuitvoerbaar of in strijd 
met de van toepassing zijnde wet beschouwd wordt, zal dit 
de geldigheid van het overige deel van deze UITSLUITING 
VAN GARANTIE niet aantasten en zullen alle rechten en 
plichten worden uitgelegd en ten uitvoer worden gebracht alsof 
deze UITSLUITING VAN GARANTIE het desbetreffende 
ongeldig verklaarde gedeelte niet bevatte.

Algemene waarschuwing
De Producten in deze verpakking zijn ontworpen voor 
gebruik met ander producten van Medtronic. De Producten 
kunnen, ondanks alle zorg die aan het ontwerp, de selectie 
van de componenten, de fabricage en de voorafgaand aan 
de verkoop uitgevoerde tests is besteed, gemakkelijk 
beschadigd raken door onjuiste hantering of onjuist gebruik. 
Dit komt door hun kwetsbare ontwerp waaraan vanwege 
hun toepassing bijzondere eisen zijn gesteld. Derhalve kan 
geen garantie worden gegeven dat de Producten correct 
zullen blijven functioneren.
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L’Esclusione dalla garanzia e l’avvertenza generale 
riportate di seguito sono valide esclusivamente 
per i clienti non residenti negli Stati Uniti.
Esclusione dalla garanzia
Sebbene l'accessorio della Medtronic , di seguito denominato 
“Prodotto”, sia stato accuratamente progettato, realizzato 
e testato prima di essere commercializzato, potrebbe non 
funzionare in modo soddisfacente per svariati motivi. Le 
avvertenze indicate nella documentazione del Prodotto forniscono 
informazioni più dettagliate a tale riguardo e sono da considerare 
come parte integrante della presente dichiarazione 
dell’ESCLUSIONE DALLA GARANZIA. Di conseguenza la 
Medtronic non rilascia alcuna garanzia, né espressa né tacita, 
relativa al Prodotto. La Medtronic declina ogni responsabilità 
per eventuali danni incidentali o indiretti derivanti dall'uso, 
dai difetti o dal mancato funzionamento del Prodotto, 
indipendentemente dal fatto che la richiesta di risarcimento 
si basi su garanzia, contratto, fatto illecito o altro.
Le esclusioni e le restrizioni di cui sopra non vanno intese, né 
devono essere interpretate in quanto tali, come contravvenenti 
alle disposizioni inderogabili della legislazione vigente. 
Nel caso in cui una parte od un termine della presente 
ESCLUSIONE DALLA GARANZIA venga dichiarato illegale, 
inefficace od in conflitto con la legislazione vigente da un 
organo giudiziario competente, la validità delle rimanenti 
parti della presente ESCLUSIONE DALLA GARANZIA 
non verrà compromessa e tutti i diritti e gli obblighi saranno 
interpretati ed applicati come se la presente ESCLUSIONE 
DALLA GARANZIA non contenesse la parte od i termini 
dichiarati non validi.

Avvertenza generale
I Prodotti contenuti in questa confezione sono stati progettati 
per essere utilizzati congiuntamente ad altri prodotti della 
Medtronic. Malgrado l'estrema attenzione dedicata alla 
progettazione, alla selezione dei componenti, alla fabbricazione 
ed al collaudo prevendita, i Prodotti possono facilmente subire 
dei danni a seguito di maneggiamento o uso inadeguato, 
a causa della loro natura inevitabilmente fragile dettata dalle 
particolari esigenze della loro applicazione. Di conseguenza, 
non viene fornita alcuna garanzia che esclude un eventuale 
malfunzionamento o la cessazione del funzionamento dei 
Prodotti.
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Følgende ansvarsfraskrivelse og generelle 
advarsel gjelder for kunder utenfor USA:
Ansvarsfraskrivelse
Selv om tilbehøret fra Medtronic , heretter kalt "Produktet", 
er nøye designet, produsert og testet før salg, kan det hende 
at Produktet ikke virker som det skal av en rekke årsaker. 
Advarslene på Produktets etiketter inneholder mer detaljert 
informasjon og skal betraktes som en integrerende del av 
denne ANSVARSFRASKRIVELSEN. Medtronic frasier seg 
derfor ethvert garantiansvar, både direkte og indirekte, for dette 
produktet. Medtronic skal ikke være ansvarlig for tilfeldige 
skader eller følgeskader som skyldes bruk av, feil eller svikt 
på Produktet, enten kravet er basert på garanti, kontrakt, 
forhold utenfor kontrakt eller annet.
Unntakene og begrensningene som er angitt ovenfor, er ikke 
ment som, og skal ikke tolkes som, brudd på ufravikelige 
bestemmelser i gjeldende rett. Hvis en kompetent domstol 
finner at en del eller betingelse i denne 
ANSVARSFRASKRIVELSEN er ulovlig, ikke kan håndheves 
eller er i strid med gjeldende rett, skal ikke gyldigheten av de 
øvrige delene av ANSVARSFRASKRIVELSEN berøres, og 
alle retter og plikter skal tolkes og håndheves som om denne 
ANSVARSFRASKRIVELSEN ikke inneholdt den bestemte 
delen eller betingelsen som ble funnet ugyldig.

Generell advarsel
Produktene i denne forpakningen er beregnet på å brukes 
sammen med andre Medtronic-produkter. Til tross for streng 
kontroll i forbindelse med design, valg av komponenter, 
produksjon og testing før salg, kan Produktene lett bli 
ødelagt ved feilaktig håndtering eller bruk ettersom de lett 
kan gå i stykker, noe som de uvanlige brukskravene tilsier. Det 
gis derfor ingen løfter eller garantier om at Produktene ikke vil 
svikte eller slutte å virke som de skal.
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Nedanstående friskrivning från ansvar är 
endast tillämplig för kunder utanför USA.
Friskrivning från ansvar
Oaktat Medtronic  tillbehör, nedan Produkten, före försäljning 
blivit noggrant konstruerad, tillverkad och kontrollerad, kan 
det av olika skäl inträffa att Produkten är behäftad med fel 
eller inte fungerar tillfredsställande. Varningstexter på 
Produktetiketten innehåller mera detaljerade upplysningar 
och utgör en integrerad del av denna FRISKRIVNING FRÅN 
ANSVAR. Medtronic friskriver sig därför helt från ansvar för 
alla fel i Produkten. Inga garantier lämnas, vare sig uttryckligen 
eller underförstått. Medtronic skall därför inte vara skyldigt 
att ersätta någon skada, vare sig direkt eller indirekt, som 
uppkommer i anledning av Produktens utformning eller dess 
användning, oavsett om kravet grundar sig på påstående 
om garanti, avtalsbrott, skadegörande handling eller annat.
Ovan angiven friskrivning från ansvar är inte avsedd att stå 
i strid med tvingande regler i tillämplig lag, och de skall inte 
heller tolkas så. Skulle FRISKRIVNING FRÅN ANSVAR till 
någon del av behörig domstol anses ogiltig, verkningslös 
eller stridande mot tillämplig lag, skall FRISKRIVNING 
FRÅN ANSVAR gälla i övrigt, varvid alla rättigheter och 
skyldigheter skall bestå, som om avtalet inte innehöll den del 
av GARANTIN eller FRISKRIVNING FRÅN ANSVAR som 
underkänts.

Allmän varning
Produkterna i denna förpackning är tillverkade för att användas 
med andra Medtronic produkter. Dessutom, trots att de blivit 
noggrant konstruerade, tillverkade och kontrollerade före 
försäljning, kan produkten lätt skadas vid felaktig behandling 
eller annan typ av ovarsam hantering. Ömtåligheten är en 
ofrånkomlig konsekvens av dess funktion. Därför kan ingen 
garanti ges eller utfästelser göras om att produkten alltid 
fungerar som den ska och att inga fel uppstår.
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Følgende ansvarsfraskrivelse og generelle 
advarsel gælder for kunder uden for USA:
Ansvarsfraskrivelse
Selvom Medtronic  tilbehør, i det følgende kaldet ”Produktet”, 
er omhyggeligt designet, fremstillet og afprøvet før salg, kan 
der af mange grunde være risiko for, at Produktet ikke fungerer 
tilfredsstillende efter hensigten. Advarslerne, som fremgår af 
Produktets mærkater, giver mere detaljerede oplysninger 
og betragtes som en integreret del af denne 
ANSVARSFRASKRIVELSE. Medtronic frasiger sig derfor 
alle garantier, udtrykkelige såvel som stiltiende, med hensyn 
til Produktet. Medtronic kan ikke holdes ansvarlig for tilfældige 
skader eller følgeskader som følge af brug af Produktet eller 
dets defekt eller fejlfunktion, uanset om kravet baseres på garanti, 
kontrakt, erstatning uden for kontrakt, eller andet.
Ovennævnte undtagelser og begrænsninger har ikke til 
hensigt at være og må ikke fortolkes som værende i modstrid 
med ufravigelige lovbestemmelser. Hvis nogen del af eller 
vilkår i denne ANSVARSFRASKRIVELSE af en retsinstans 
i nogen kompetent retskreds anses for ulovlig, uden retskraft 
eller i konflikt med den relevante lovgivning, berøres den 
resterende del af ANSVARSFRASKRIVELSEN ikke, og alle 
rettigheder og forpligtelser skal tolkes og håndhæves, som 
om denne ANSVARSFRASKRIVELSE ikke indeholdt det 
pågældende afsnit eller vilkår, der anses for ugyldigt.

Generel advarsel
Produkterne i denne pakke er beregnet til anvendelse sammen 
med andre Medtronic produkter. På trods af at der træffes 
omhyggelige forholdsregler ved design, valg af komponenter, 
fremstilling og test inden salget, bliver Produkterne let beskadiget 
ved forkert håndtering eller brug på grund af deres uundgåeligt 
sarte natur, der er fastsat ud fra de usædvanlige krav, som 
deres anvendelse stiller til dem. Følgelig fremsættes der 
ingen erklæring eller garanti om, at der ikke vil forekomme 
svigt eller ophør af produktets funktionsevne.
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A renúncia de garantia e o aviso geral seguintes 
aplicam-se a clientes no exterior dos Estados 
Unidos:
Renúncia de garantia
Apesar do acessório da Medtronic , aqui a seguir designado 
por “Produto”, ter sido cuidadosamente concebido, fabricado 
e testado antes da comercialização, o Produto poderá não 
desempenhar satisfatoriamente a sua função devido a uma 
variedade de motivos. Os avisos contidos nas etiquetas do 
Produto fornecem informações mais detalhadas e são 
considerados como parte integrante desta RENÚNCIA DE 
GARANTIA. Desta forma, a Medtronic renuncia a todas as 
garantias, tanto expressas como implícitas, relativas ao 
Produto. A Medtronic não será responsável por quaisquer 
danos acidentais ou indirectos causados por qualquer 
utilização, defeito ou falha do Produto, quer a reclamação 
se baseie na garantia, contrato, dano ou outros.
As exclusões e limitações acima definidas não se destinam 
a infringir disposições obrigatórias da lei aplicável, e não 
devem ser interpretadas como tal. Se alguma parte ou termo 
desta RENÚNCIA DE GARANTIA for considerado ilegal, não 
executável ou em conflito com a lei aplicável por parte de um 
tribunal da jurisdição competente, a validade da parte 
remanescente desta RENÚNCIA DE GARANTIA não 
deverá ser afectada, e todos os direitos e obrigações devem 
ser interpretados e executados como se esta RENÚNCIA 
DE GARANTIA não contivesse a parte ou termo particular 
considerado inválido.

Aviso geral
Os Produtos contidos nesta embalagem foram concebidos 
para utilização com outros produtos da Medtronic. Apesar 
de todo o cuidado colocado na concepção, selecção de 
componentes, fabrico e testes realizados antes da 
comercialização, os Produtos poderão ser facilmente 
danificados por um manuseamento ou utilização incorrectos, 
devido ao seu carácter inevitavelmente frágil que é ditado 
pelos requisitos invulgares da sua aplicação. Consequentemente, 
não é possível assegurar nem garantir que não possa ocorrer 
falha ou interrupção do funcionamento dos Produtos.
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Az alábbi felel sségkizárás és általános 
figyelmeztetés az Egyesült Államok területén 
kívüli vásárlókra vonatkozik:
Felel sségkizárás
Bár a Medtronic  tartozék – a továbbiakban „termék” – 
tervezése, gyártása és értékesítés el tti ellen rzése 
körültekint  módon történt, el fordulhat, hogy a termék 
különböz  okokból esetleg nem látja el kielégít en a feladatát. 
A termék címkéin feltüntetett figyelmeztetések további 
információkkal szolgálnak, és a jelen FELEL SSÉGKIZÁRÁS 
szerves részének tekintend ek. A Medtronic ezért a termékkel 
kapcsolatban semminem  kifejezett vagy hallgatólagos 
felel sséget nem vállal. A Medtronic nem felel a termék 
használatából, hibájából vagy m ködésképtelenségéb l ered  
semmilyen járulékos vagy ezek következtében keletkezett 
kárért, legyen a kárigény alapja szavatosság, jótállás, 
szerz dés, kártérítésre vonatkozó jogszabály vagy egyéb.
A fenti felel sségkorlátozás és -kizárás nem a vonatkozó 
jogszabályok kötelez  erej  rendelkezéseinek megszegésére 
irányul, azok akkénti értelmezésének nincs helye. Ha a jelen 
FELEL SSÉGKIZÁRÁS bármely elemét vagy rendelkezését 
illetékes bíróság jogellenesnek, hatálytalannak vagy a vonatkozó 
jogszabályokkal ellentétesnek mondja ki, 
a FELEL SSÉGKIZÁRÁS fennmaradó részét ez nem érinti, 
és minden jog és kötelezettség úgy értelmezend  és tartandó 
be, mintha a jelen FELEL SSÉGKIZÁRÁS nem tartalmazná 
az érvénytelenített részt vagy pontot.

Általános figyelmeztetés
A csomagban találhatóTermékek a Medtronic egyéb 
termékeivel történ  együttes használatra készültek. 
A lehet  legalaposabb tervezés, alkatrészválasztás, 
gyártás és a forgalomba bocsátást megel z  tesztelés 
ellenére helytelen kezelés vagy használat esetén eredend  
sérülékenységük következtében a Termékek könnyen 
megsérülhetnek. A sérülékenység a Termékekkel szembeni 
különleges alkalmazási követelményekb l adódik. 
Következésképpen semmiféle garancia nincs arra, hogy 
a Termékek nem hibásodnak meg, vagy nem válnak 
használhatatlanná.
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Poni sze Wy czenie gwarancji i ostrze enie 
ogólne dotyczy klientów spoza terenu Stanów 
Zjednoczonych:
Wy czenie gwarancji
Niezale nie od faktu, e akcesorium firmy Medtronic , 
nazywane dalej „Produktem“, zosta o przed wprowadzeniem 
do sprzeda y zaprojektowane, wytworzone i przetestowane 
z nale yt  staranno ci , produkt mo e z wielu powodów nie 
spe nia  zamierzonych funkcji w zadowalaj cy sposób. 
Ostrze enia podane na etykietach Produktu zawieraj  bardziej 
szczegó owe informacje i stanowi  integraln  cz  
niniejszego WY CZENIA GWARANCJI. Firma Medtronic 
niniejszym wy cza wszelkie gwarancje w odniesieniu do 
Produktu, zarówno wyra ne, jak i dorozumiane. Firma 
Medtronic nie odpowiada za jakiekolwiek przypadkowe lub 
wtórne szkody spowodowane dowolnym zastosowaniem, 
wad  lub awari  Produktu, bez wzgl du na to, czy roszczenie 
zostanie wysuni te na podstawie gwarancji, umowy, 
odpowiedzialno ci za szkod  wyrz dzon  czynem 
niedozwolonym lub w inny sposób.
Wy ej okre lone wy czenia i ograniczenia nie maj  na celu 
naruszania obowi zkowych uregulowa  w a ciwego prawa 
i nie nale y ich tak interpretowa . Je li którakolwiek cz  
lub warunek niniejszego WY CZENIA GWARANCJI 
zostanie uznany przez w a ciwy s d za sprzeczny z prawem, 
niemo liwy do wyegzekwowania lub stoj cy w konflikcie 
z obowi zuj cym prawem, fakt ten nie wp ynie na wa no  
pozosta ej cz ci WY CZENIA GWARANCJI, a wszelkie 
prawa i zobowi zania b d  interpretowane i egzekwowane 
tak, jak gdyby niniejsze WY CZENIE GWARANCJI nie 
zawiera o danej cz ci lub warunku uznanego za niewa ny.

Ostrze enie ogólne
Produkty w tym opakowaniu s  przeznaczone do u ytku 
z innymi produktami firmy Medtronic. Mimo e podczas 
projektowania, doboru cz ci, wytwarzania i testowania przed 
sprzeda  dochowano nale ytej staranno ci, Produkty mog  
atwo ulec uszkodzeniu w wyniku nieprawid owego obchodzenia 
si  z nimi lub ich u ytkowania, poniewa  s  z natury delikatne, 
co wynika z zastosowa , do jakich s  przeznaczone. 
W zwi zku z tym nie mo na z o y  adnego o wiadczenia 
ani udzieli  adnej gwarancji, e nie wyst pi awaria lub 
zaprzestanie dzia ania Produktów.
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Následující odmítnutí záruk a obecná varování 
se vztahují na zákazníky mimo USA:
Odmítnutí záruk
A koli je p íslušenství Medtronic , dále nazývanému „Výrobek“, 
p ed prodejem v nována pe livá pozornost ve fázi jeho 
konstrukce, výroby i zkoušek, je možné, že u Výrobku selže 
z r zných d vod  jeho zamýšlená funkce. Výstrahy na 
štítcích Výrobku poskytují podrobn jší informace a jsou 
považovány za nedílnou sou ást tohoto ODMÍTNUTÍ 
ZÁRUK. Spole nost Medtronic proto odmítá odpov dnost 
za jakékoliv záruky za tento Výrobek, a  už p ímé nebo 
vyplývající. Spole nost Medtronic neodpovídá za jakékoliv 
náhodné nebo následné škody zp sobené použitím, vadou 
nebo selháním Výrobku, nehled  k tomu, vyplývá-li nárok ze 
záruky, smlouvy, osobnostních práv i z jiného d vodu.
Zám rem výše uvedených výjimek a omezení není 
porušování závazných na ízení p íslušných právních 
p edpis  a ani by tak nem ly být interpretovány. Pokud bude 
kterákoli ást nebo podmínka tohoto ODMÍTNUTÍ ZÁRUK 
shledána p íslušným soudem jako protiprávní, nevynutitelná 
nebo v rozporu s p íslušnými právními p edpisy, nemá to vliv 
na platnost zbývající ásti tohoto ODMÍTNUTÍ ZÁRUK 
a všechna práva a závazky budou chápány a uplatn ny 
tak, jako by toto ODMÍTNUTÍ ZÁRUK neobsahovalo tuto 
konkrétní ást nebo podmínku, která byla shledána neplatnou.

Všeobecná varování
Výrobky v tomto balení jsou ur eny pro použití s jinými 
výrobky spole nosti Medtronic. I p es maximální možnou pé i 
v novanou vývoji, výb ru komponent, výrob  a testování 
provád ného p ed prodejem lze Výrobky snadno poškodit 
nesprávnou manipulací nebo použitím z d vodu jejich 
k ehkosti vyplývající z mimo ádných nárok  na jejich použití. 
V d sledku toho nelze poskytnout záruky, že nedojde 
k selhání nebo ztrát  funk nosti Výrobk .
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Na zákazníkov mimo USA sa vz ahuje 
nasledujúce odmietnutie záruky a všeobecné 
upozornenie:
Odmietnutie záruky
Príslušenstvo od spolo nosti Medtronic  ( alej len 
„produkt“) môže z rôznych prí in zlyha  pri uspokojivom 
vykonávaní inností, na ktoré bolo ur ené, a to aj napriek 
tomu, že bolo starostlivo navrhnuté, vyrobené a testované 
pred uvedením do predajnej siete. Upozornenia na štítkoch, 
ktorými je produkt ozna ený, poskytujú používate ovi 
podrobnejšie informácie a považujú sa za neoddelite nú 
sú as  tohto ODMIETNUTIA ZÁRUKY. Spolo nos  
Medtronic preto odmieta všetky záruky na tento produkt, 
i už výslovné alebo implicitné. Spolo nos  Medtronic 

nenesie zodpovednos  za žiadne náhodné ani následné 
škody spôsobené používaním, poruchou alebo zlyhaním 
produktu, i už na základe záruky, zmluvy, protiprávneho 
konania alebo inej právnej teórie.
Vyššie uvedené výnimky a obmedzenia by nemali by  
v rozpore a ani by sa nemali považova  za výnimky 
a obmedzenia, ktoré sú v rozpore s povinnými nariadeniami 
relevantných právnych ustanovení. Ak ubovo ný súd 
kompetentnej jurisdikcie vyhlási niektorú as  alebo 
podmienku tohto ODMIETNUTIA ZÁRUKY za nelegálnu, 
nevynútite nú alebo nezlu ite nú s relevantnými právnymi 
ustanoveniami, vyhlásenie súdu nebude ma  vplyv 
na platnos  zvyšku ODMIETNUTIA ZÁRUKY a všetky práva 
a povinnosti sa musia posudzova  a presadzova  tak, ako 
keby toto ODMIETNUTIE ZÁRUKY neobsahovalo as  alebo 
podmienku, ktorá bola vyhlásená za neplatnú.

Všeobecné upozornenie
Produkty obsiahnuté v tomto balení sú ur ené na použitie 
s inými produktmi spolo nosti Medtronic. Aj napriek tomu, 
že sme v oblasti návrhu, výberu komponentov, výroby 
a testovania pred uvedením do predaja vyvinuli maximálne 
úsilie, v dôsledku nesprávnej manipulácie alebo krehkosti 
(pozrite neobvyklé požiadavky týkajúce sa ich použitia) 
sa produkty môžu ahko poškodi . Z týchto dôvodov sa preto 
neposkytuje žiadna záruka, že nedôjde k zlyhaniu alebo 
ukon eniu funk nosti produktov.
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A a daki Garanti feragat beyannamesi ve 
genel uyar  Amerika Birle ik Devletleri d ndaki 
mü teriler için geçerlidir:
Garanti feragat beyannamesi
Bundan sonra “Ürün” olarak ad  geçecek olan Medtronic  
Aksesuar  özenle tasarlanm , üretilmi  ve sat tan önce 
test edilmi  olsa da, Ürün çe itli sebeplerden dolay  
i levlerini yeterince gerçekle tiremeyebilir. Ürün etiketindeki 
uyar lar daha ayr nt l  bilgi verebilir ve bu GARANT  
FERAGAT BEYANNAMES N N bir parças  say l r. Medtronic, 
bu nedenle, Ürünle ilgili aç k veya örtülü tüm garantilerden 
feragat eder. Medtronic Ürünün kullan m , kusur veya 
bozuklu u sebebiyle olu an herhangi bir tesadüfi veya 
dolayl  hasardan, iddia garanti belgesi, sözle me veya 
haks z muameleye dayan yor olsa da sorumlu de ildir.
Yukar da belirtilen istisnalar ve s n rlamalar tatbik kanununun 
uyulmas  zorunlu hükümlerini ihlal etme niyetiyle 
olu turulmam t r ve bu anlamda da yorumlanmamal d r. 
Bu GARANT  FERAGAT BEYANNAMES N N herhangi 
bir k sm n n veya teriminin yetkili bir yarg  mahkemesi 
taraf ndan yasad , uygulanamaz veya ilgili yasaya ayk r  
oldu u saptan rsa, GARANT  FERAGAT BEYANNAMES N N 
di er k s mlar n n geçerlili i bundan etkilenmeyecektir ve 
tüm hak ve sorumluluklar, bu GARANT  FERAGAT 
BEYANNAMES  geçersiz say lan söz konusu k sm  veya 
terimi içermiyormu  gibi yorumlanacak ve uygulanacakt r.

Genel uyar
Bu ambalajdaki Ürünler di er Medtronic ürünleriyle kullan lmak 
üzere tasarlanm t r. Tasar m, bile en seçimi, üretim ve sat  
öncesi testlerin tamam nda gerekli özen gösterilmesine 
kar n, Ürünler uygulamalar n n ola and  gereksinimlerince 
belirlenen önüne geçilemez k r lganl ktaki yap lar  nedeniyle 
yanl  kullan lmalar  sonucu kolayl kla hasar görebilir. Sonuç 
olarak, Ürünlerin i levinin sona ermesi veya ar zalanmas  
gerçekle meyecek eklinde bir temsil veya garanti verilmemi tir.
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