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Pohlad na sucasnost...

* Biotronik: HOME-MONITORING™

+ Medtronic: CARE-LINK™ ) -
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LATITUDE communicator

SMARTVIEW Monitor

® Historia: r.2000 1. implantacia BIOTRONIK Home Monitoring® pristroja



Klinicke dokazy

MORTALITA (COMPAS, ECOST, TRUST, ALITUDE)
ZDRAVOTNICKE ZDROJE (CONNECT, REFORM, EVOLVO)
CAS DO ROZHODNUTIA (CONNECT)
NEADEKVATNE TERAPIE (ECOST)

A

B
MANAZMENT SZ (IN-TIME)
Study Name Odds Ratio and 95% ClI Study Name Odds Ratio
— TRUST & Al-Khatib Study ;
MANAZMENT AFIB B ghoemouy ||
N-TIME o |
|
(CRYSTAL AF)
w e C D
FINANCNA EFEKTIVITA
Study Name Odds Ratio and 95% Cl Study Name Difference in Mea

(ECOST, EVOLVO)

CONNECT EVOLVO
EVOLVO
MORE-CARE
ECOST

ns and 95% ClI



Klinicka evidencia prinosov telemonitoringu

* Vyhody pre pacienta — Caste kontroly su vzhladom na vzdialenost a Casovu
narocnost tazko realizovatelhe — narocne a nakladne cestovanie®2

* Vyhody pre lekara — Uspora Casu pre lekara a nemocnicny personal®?

* Znizenie nakladov na liecbu:
o 18% znizenie priemernej dlzky hospitalizacie3
0 36% znizenie akutnych prijmov v suvislosti s implant. pristrojom3
o 9% celkova Uspora nakladov v priebehu 3 rokov u pacientov s implantovanym TKS

o0 17% celkova Uspra nakladov pocas 3 rokov u pacientov s implantovanym ICD#4

 Efektivne a vCasnejSie intervencie — monitorovanie a detekcia udalosti

1. Masella C, Zanaboni P, Di Stasi F, et. al. Assessment of a remote monitoring system for implantable cardioverter defibrillators. J Telemed Telecare. 2008; 14:290-4.

2. Marzegalli M, Lunati M, Landolina M, et al. Remote monitoring of CRT-ICD: The multicenter Italian CareLink evaluation — Ease of use, acceptance, and organizational implications. Pacing Clin Electrophysiol. 2008;
31:1259-64.

3. Crossley GH, Boyle A, Vitense H, et. al. The CONNECT (Clinical Evaluation of Remote Notification to Reduce Time to Clinical Decision) trial: The value of wireless remote monitoring with automatic clinician alerts. J.
Am Coll. Cardiol. 2011; 57(20):1281-9.

4. Sutton B et. al. Improved Health Outcomes and Cost savings with remote monitoring of Cardiac Implantable Electronic Devices. Heart Rhythm Society. May11, 2013. PO06-54. Retrospective claims analysis of
Medicare 5% sample Limited Data Set Standard Analytical Files claims and enrollment data across all manufactures.



Klinicka evidencia prinosu telemonitoringu

 Kvalita starostlivosti a prezivania — dialkove monitorovanie umoznuje skoru
diagnostiku technickych a klinickych udalosti a vcasnu klinicku intervenciu:
o 79% skratenie casu potrebneho k zisteniu klinickej udalosti3
0 66% znizenie hospitalizacii zdovodu predsienovych arytmii a suvisiacej mozgove;
prihody*
o 50% znizenia relativneho rizika smrti2
o 50% znizenia mortality z akejkolvek priciny u pacientov s ICD>
o VysSie prezivanie pozorované u pacientov so vzdialenym monitorovanim®

2,4X vyssia pravdepodobnost prezivania u pacientov’

1. Masella C, Zanaboni P, Di Stasi F, et. al. Assessment of a remote monitoring system for implantable cardioverter defibrillators. J Telemed Telecare. 2008; 14:290-4.

2. Marzegalli M, Lunati M, Landolina M, et al. Remote monitoring of CRT-ICD: The multicenter Italian CareLink evaluation — Ease of use, acceptance, and organizational implications. Pacing Clin
Electrophysiol. 2008; 31:1259-64.

3. Crossley GH, Boyle A, Vitense H, et. al. The CONNECT (Clinical Evaluation of Remote Notification to Reduce Time to Clinical Decision) trial: The value of wireless remote monitoring with automatic clinician
alerts. J. Am Coll. Cardiol. 2011; 57(10):1181-9.

4. Sutton B et. al. Improved Health Outcomes and Cost savings with remote monitoring of Cardiac Implantable Electronic Devices. Heart Rhythm Society. Mayi1, 2013. PO06-54. Retrospective claims analysis
of Medicare 5% sample Limited Data Set Standard Analytical Files claims and enrollment data across all manufactures.

5. Mittal et. al.Remote monitoring of ICD Patients Is Associated With Reduced Mortality Irrespective of Device. HRS 2014. San Francisco, California. May 7-10, 2014 AB18-01. This was retrospective data
review and has limitations.

6. Mittal et. al. Increased Adherence to Remote Monitoring Is Associated With Reduced Mortality in Both Pacemaker and Defibrillator Patients. HRS 2014. San Fransisco, California. May 7-10, 2014.



Klinicka evidencia - odporucania

Heart Rhythm Society Consensus

HRS Remote Monitoring Consensus Statement Recommendations

Class of Level of
Device Follow-Up Paradigm Recommendation Evidence
A strategy of remote CIED monitoring and interrogation, combined with at least annual IPE, is I

recommended over a calendar-based schedule of in-person CIED evaluation alone (when
technically feasible).

All patients with CIEDs should be offered RM as part of the standard follow-up management I

strategy.

RM should be performed for surveillance of lead function and battery conservation. I

RM is useful to reduce the incidence of inappropriate ICD shocks. I B-R

RM is useful for the early detection and quantification of atrial fibrillation. I -

Slotwiener, D. et al, HRS Expert Consensus Statement on remote interrogation & monitoring for cardiovascular implantable electronic devices, Heart Rhythm Society, May 13 2015
* B-R = level of evidence B indicates a moderate level from randomised trials



Kompliance pacienta- faktory

Akceptacia monitorovania bola hodnotena v niekolkych studiach s

divergentnymi zavermi

vek, vzdelanie, informovanost, zdravotny stav ( kardialny aj nekardialny)

Technologia prenosov : dialkova interrogacia a dialkove monitorovanie

- Induktivny systém — zavisi od pacientovej interakcie, menej vhodny pre
deti a pacientov v pokrocilom veku,

- wireless, automaticka technologia s kontinuanym monitorovanim
Patienti zvycCajne preferuju dialkoveé 35
monitorovanie pre zlepsenie kvality 30
Zivota 25
E 20
E 15
g 10
I I
’ Very Positive Neg? Very No effect
positive negative




Akceptacia a spokojnost pacienta

Akceptacia a spokojnost pacientov boli hodnotené z viacerych aspektov.
Vztah s poskytovatelom zdravotnej starostlivosti

Jednoduchost technologie

Psychologicke aspekty

Vplyv na celkovy zdravotny stav

Celkovu spokojnost

Akceptacia ako aj vyuzitie boli vysoke aj u starych pacientov ako aju
pacientov s nizkym stupnom vzdelania.

Mensina (<5%) pacientov monitorovanie neakceptovalo

(strach z technologii, strata sukromia, obavy zo straty kontaktu s lekarmi a
sestrami)

Ricci RP, Morichelli L, Quarta L, Sassi A, Porfili A, Laudadio MT, Gargaro A, Santini M. Long-term patient acceptance of
and satisfaction with implanted device remote monitoring. Europace 2010;12:674—-679.



Akceptacia a spokojnost pacienta

Marzegalli a spol :78% pacientov preferuje dialkové monitorovanie pred
ambulantnymi kontrolami

Marzegalli M, Lunati M, Landolina M, Perego GB, Ricci RP, Guenzati G, Schirru M, Belvito C, Brambilla R, Masella C, Di
Stasi F, Valsecchi S, Santini M. Remote monitoring of CRT-ICD: the multicenter Italian CareLink evaluation—ease of use,
acceptance, and organizational implications. Pacing Clin Electrophysiol 2008; 31:1259-1264.

Danish study : az 95% preferencia dialkového monitorovania, avsak 84%
pozadovalo detailnejsiu spatnu vazbu a 21% pozadovalo rychlejsiu
odpoved po rutinnom prenose.

Petersen HH, Larsen MC, Nielsen OW, Kensing F, Svendsen JH. Patient satisfaction and suggestions for improvement of
remote ICD monitoring. J Interv Card Electrophysiol 2012;34:317-324.



REMOTE-CIED

Multicentricka, prospektivna, randomizovana studia (pacienti z 5 Eu
krajin) 600 pacientov

Pacienti implantovani podla kriterii pre PP NSS s ICD kompatibilnymi so
systemom LATITUDE®

Sledovanie vplyvu dialkoveho monitorovania na pacientom udavany
zdravotny stav a akceptaciu CIED.



REMOTE-CIED

Primarne endopointy:
pacientov stav SZ (symptomy, vykonnost, kvalita
zivota), akceptacia ICD a spokojnost so starostlivostou

Dotaznikova metoda:
Zhodnotenie spokojnosti s domacim monitorovanim
Produktivita HM, vyuzivanie ZS a efektivita nakladov



REMOTE-CIED- vysledky

Pacientmi hodnoteny LATITUDE® system s median skore g/10
97% by odporucalo tento system ostatnym pacientom

87% zvysenie povedomia o vlastnom zdravotnom staveh

53% probléemov (64% prvy mesiac, hlavne kvoli problemom s instalaciou a
neistote o prenosoch, 85% problémov bolo vyriesenych)



REMOTE-CIED- vysledky

Pacientom reportovany zdravotny stav a ICD akceptacia sa nelisili v oboch
skupinach (RPM, in-clinic only)

Vacsina pacientov s bola vysoko spokojna s RPM
Predbezné vysledky ukazuju vyhodu v nakladoch pri RPM s ICD
Mortalita bola nizka v oboch skupindch (RPM: 3.1%/y, in-clinic: 3.5%/y)
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Moni

torovanie technickych

parametrov- manazment dat

Stav elektrod a pristroja

Z0C
Pro

povednost lekara
blem: narastajuci objem implantacii, zlozitost systemov a

doc

atocné zatazenie zavedene pracovnymi skupinami

Intenzivne monitorovanie a narast ambulantnych kontrol (
mesacne) je neprakticke, obtiazne a neefektivne ( nizka incidencia
problemov)

System monitorovania spocivajuci v pacientom spustane;
komunikacii moze mat podobne limitacie pri detekcii
asymptomatickych poruch systemu



Monitorovanie technickych

parametrov — manazment dat

Bezdrotove (wireless) systemy sa lisia (frekvencia prenosoy,
vytvaranie sprav, notifikacie)

Nastavovanie alertov:
priamo v pristroji (niektore mozu byt resetovane len v ambulancii.
prostrednictvom webovej stranky bez Ucasti pacienta

Mobilne vysielace s bezdrotovou GSM kompatibilitou poskytuju
pacientovi mobilitu s moznostou cestovat aj do zahranicia



Buducnost....

Organizacia prace- nove modely
Pacient je v kontakte so zdravotnickym personalom zodpovednym za

kontinuitu starostlivosti

Tento model umoznuje pokracovanie v, [ludskom" vztahu s pacientom

Talianska spolocnost pre arytmologiu a stimulaciu (AIAC)



Dakujem za pozornost.




