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Background - Clinical Importance

e Heart failure (HF) is a frequent disease in developed countries and is
associated with increased mortality and morbidity, quality of life
impairment, and heavy healthcare and economic burden.

e Cardiac resynchronization therapy (CRT) in a device therapy based on
biventricular pacing and has been shown to reduce mortality and re-
hospitalization in selected HF patients, but the risk of hospitalization
remains high.

* Remote monitoring (RM) of implantable cardiac devices facilitates device
follow-up and prompt preventive actions aimed to improve HF outcomes. It
is still not clear if RM can improve clinical outcomes and lead to a favourable
economic profile.

2
ESCRgEQEEESS (= Hot Line presentation www.escardio.org/ESC201 6




Remote monitoring system

®
oy (e (@)
2

Telemonitoring

Central server
Patient monitored in home (scheduled and TRANSMISSION and alerts

unscheduled remote transmission) T

T Scheduled
remote follow-up

React to alerts
Interact with patient 4
(Telephone contact)

Clinical review

Eschggg\igEEss -' Hot Line presentation www.escardio.org/ESC2016
2 OM




Study Aim and Design

Aim: to evaluate if RM provides higher clinical and/or economic value when compared to standard
follow-up strategies in the management of systolic HF patients implanted with a CRT-D.

Multicentre (64 centers), international,
randomised study with 2 arms enrolling 917
patients with:

Enrollment and Follow-up Schedule

‘ Screening for Inclusion/Exclusion Criteria ‘

| Informed consent & authorization to use data signing |

| Complete baseline visit and randomization |

*CRT-ICD indication according to guidelines ESC |

2009
LVEF <35%
NYHA functional class IlI-IV,
QRS 2120 ms
Optimized medical treatment
*No permanent AT/AF
eFirst implant of CRT-D

Control group Remote group
patients will 4 month in office follow up 4 month remote follow up patients may
not have be seenin
accessto ] | office for
CareLink and interim visits if
will not be & month in office follow up 8§ month in office follow up medically

able to necessary (or
perform | | may have
remote interim remote
transmissions 12 month in office follow up 12 month remote follow up interrogations)
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Primary Outcome
(All-Cause Death, CV or device related hospitalizations)

Standard
Remote

Study arm

00
ok HR: 1.02 (0.80-1.30)

50 p=0.889

No differences
between study arms
were found in the
primary endpoint and
in its components

Incidence of primary composite endpoint (%)

Time since randomization (months)

2-years event occurrence Remote Standard Hazard Ratio value
Primary composite endpoint, n (%) (n=437) (n=428) (95% Cl) P
S0 CILLES Y CHC B TR 130 (29.7) 123 (28.7) 1.02 (0.80-1.30) 0.889

hospitalization (248-hours stay)
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Healthcare Resources

HCU | Events | | Adjusted IRR |
type I (Patients with I 2-year event rate per 100 patients (95%Cl) I (95%Cl) I

| HCu) | | e |

I Remote arm I Standard arm I Remote arm I Standard arm I vs. I p-value

| N=437 | N=428 | N=437 | N=428 | Standard |

I I I (707 FU years) I (696 FU years) I F-up I
a — Hospitalizations
Hospitalizations for any reason | 337065 | 312 (151) | 96 (86 - 106) | 90 (80 - 100) | 102(083-126) | o833
Cardiovascular hospitalizations | w7011 | 200 (112) | 56 (48 - 64) | 58 (50 - 66) | o091072-115 | o418
HF related hospitalizations | 6 | 103 (60) | 32(26-38) | 30(24 - 36) | o0970074-129) | o846
Device related hospitalizations | 24 (20) | 22 (21) | 6s8@6-102 | 6.2(4.2-9.6) | 116(082-165 | 0399
b — Emergency Department (ED) admissions not leading to hospitalization
ED for any reason | 40 (27) | 56 (41) | 114@4-154) | 160(124-200 | o072(053-098) | 0037
Cardiovascular ED | 23 (15) | 29 (24) | 6c61a-08 | 8.4(5.8-12.0) | o780s5-109 | o142
HF related ED | 14 (8) | 17 (14) |  2004-66) | 48(3.0-7.8) | o780s4-1120 | o180
Device related ED | 7(7) | 2(2) | 2000-22 | 0.6(0.2-2.2) | 353219-568 | <0.001
¢ — Out-patient visits
Al visits | 114015 |  1873(38) | 316(297-334) | 538 (515-563) | osose062) | <0.001
Scheduled visits | se7@en | 1789393) | 246230262 | 514 (490-538) | o048046-050 | <0.001
Unscheduled visits | 2470000 | 84 (61) | 70 (62-80) | 24 (19-30) | 2800216-363 | <0.001
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Costs for CV and Device Related Events (1)

The National healthcare system perspective

HCU I . 2-year cost * 100 patients (95%Cl) . .
Unit Cost (€) 2-year cost saving * 100 patients (€)
type I Remote arm Standard arm
Cardiovascular and device related hospitalizations
Cardiovascular hospitalization | €4,432 € 248,192 (213k-284K) € 257,056 (222K-293K)| €8,864
Device related hospitalization I €4,432 I €30,137 (20K-45K) I €27,478 (19K-43K) I -€ 2,659
Cardiovascular and device related Emergency Department (ED) admissions not leading to hospitalization
Cardiovascular ED | €241 | €1,591(1,060-2,362) | €2,024 (1,398-2,892) | €433
Device related ED | €241 | ess20411012) | e€1a548530) | €337
Out-patient visits, in-office for cardiovascular or device related reasons
Scheduled visit | €27.90 | €6.863(6,4K-7,31) |€14,341(13,7k-15,01) €7,478
Unscheduled visit | €2700 | ensszx220 | €e70(05k080 | -€1,283
Remote device checks
Scheduled remote device check | e | e-e70 | €0 | €0-€3,710
Unscheduled remote device check I €0-13.95 I €0 - €5,887 I €0 I €0 -€5,887
Total
Scenariol: No reimbursement remote device check I €289,22 I €301,71 I €12,496
Scenario2: Remote device check reimbursed as 1/2 in-office I €298,82 I €301,71 I €2,899
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Costs for CV and Device Related Events (2)

The patient budget perspective

* Information about patient and caregiver travel to and from hospital showed an
average distance between patient’s home and hospital of 52 kilometers and the
average time required for a one-way journey was 50 minutes.

 In 66% of visits, patients were accompanied by a relative, and in 5% by an
acquaintance or nurse or a caregiver.

e The majority of journeys (77%) were made by car; other modes of transportation
included local transport by bus (11%), taxi (6%) and train (3%).

 The estimated 2-year expenses for the patient traveling to the hospital were
€373 in the Remote arm and as €518 in the Standard arm (i.e. a cost saving of
€145 resulting from RM).
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Conclusions

 |In HF patients implanted with a CRT-D, remote monitoring did not
reduce mortality or risk of CV or device-related hospitalization.

e The use of remote monitoring had a positive impact on the use of
healthcare resources through a 41% reduction of in-office visits,
without compromising patient safety.

 The favorable profile in terms of costs savings of remote monitoring vs.
standard follow-up emerged from the perspective of the health care
system as well as from the perspective of the patient.

The full article of MORE-CARE trial available on-line today on The European
Journal of Heart Failure.
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