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Uvod

10.10. 2016: SIM battery depletion advisory

Postizené modely:
Fortify™, Fortify Assura™, Quadra Assura™, Quadra Assura MP ™,
Unify ™ Unify Assura™ and Unify Quadra™.

Vyroba: pred 23.5.2015
Celkovy pocCet prodanych na svété: 398 745
Analyza pro pfedCasné vybiti: 841 pfistroju (0,21 %)
U 46 byly prokazany lithioveé clustery vedouci k vnitfnimu zkratu
baterie
Doporuceni SJM:
Bézné kontroly
Rutinni vymény nejsou doporuceny
Demonstrace vibra¢niho alertu pacientim
RM
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LITHIUM CLUSTER IN ICDS
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Mechanlsmus vznlku Li+ clusteru

A ICDC apacitor: ICD Capacitors and
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Metody — Reseni advisory v IKEM

Rijen-listopad 2016 — registrace v3ech postizenych pacienttl
Diskuse se zastupci SIJM/Cardion
Stratifikace rizika *
Dependence
Historie SCD a VT
Rizika pripadné komplikace
Tymova diskuse a stanoveni strategie reseni problému

Pri nejistote tymova indikace dalSiho postupu

* Maisel WH. Heart Rhythm, Vol 6, No 6, June 2009  ......ue oo o [KE
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Populace postizenych pacientu

24.8.2010 — 12.10. 2016
N= 528
pacientd s inkriminovanym pfistrojem

414 (78 %) 81 (15,5%) 29 (5,5 %) 4 (0,7 %) 38 (7,2 %)
Zijicich nositel zemrelo po OTS po reimplantaci Vv jiném centru
I 1

170 (41,5 %)

202 (58,5 %)
Vysokeé riziko

Individualni zhodnoceni

31 dependence
86 st.p. VTA n. 2°prevence
53 stary pristroj (implantace 2010-2011)

Mortalita:
SJM n = 528 vs. n = 1528 zbylych ICD/CRTD ze stejného obdobi UV KLIICKS A BXPAUMEGALN UBD [KE
15,5 % vs. 18,5 %, X2 P = 0,09 KLlNlKA KAR[)I()L()()H



Follow-up 10/16-05/17

Dopis vS§em postizenym pacientim

Zfizeni hotline

Demonstrace zvukového alertu vSem postizenym pacientim pfi kontrole v
ambulanci

Zarazeni k dalkovému sledovani: rizikovych 19 pacientu

Vymény z duvodu advisory:

Indikace k vyméné Pocéty reimplantaci
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SJM - aktualizace dat — duben 2017

Worldwide Patient Impact Originr:ré)]::?:t:e!rr‘ﬁt,eZOlﬁ ThmuS}"FrQEﬁfainy;‘? 2017
No Impact Reported/Additional Surgery Only* 79270.20% 1009 /0.25%

Loss of Pacing — Minor (Dizziness) 37/ <0.01% 44 70.01%

Loss of Pacing — Major (Syncope) 10/ <0.01% 11/<0.01%

Loss of Defibrillation — Emergency 0/0% 1/<0.01%

Loss of Defibrillation — Death 2/<0.01% 2/<0.01%

Grand Total 841/0.21% 1067/ 0.27%

Total Units Sold 398,740
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SJM - aktualizace dat — duben 2017

ERI to EOL Duration (for Returned Units With Lithium Cluster PBD and Device

Retrievable Data)** Number of Units

ERI detected, patient alert delivered 552 /97.5%
<=1 day; patient notifier alert was triggered 99
>] and <= 10 days patient notifier alert was triggered 120
>10 and <= 30 days patient notifier alert was triggered 65
>30 days; patient notifier alert was triggered 28
Above EOL, therefore ERI to EOL duration not applicable; patient notifier alert
was triggered if ERI was reached 240
ERI not detected, patient alert was not delivered, but below ERI threshold of 2.59V 14/ 2.5%
Total Number of Units 566
Total Units Sold 398,740

Zd roj: S\]M-Com INSTITUT KLINICKE A EXPERIMENTALNI MEDICINY
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SJM - aktualizace dat — duben 2017
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Year 1 Year 2 Year 3 Year 4 Year 5 Year 6 Year 6.5 Year
Survival Probability 99.999% 99.978% 99.887% 99.702% 99.472% 99.156% 99.089%
Sample Size ~222,000 ~185,000 ~136,000 ~92,000 ~54,000 ~18,000 ~5,500

Zdroj: SJM.com
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Komplikace profylaktickych vymen

Combined Major Complications
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Exaktni odhad rizika profylakticke
vymeny
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Amin MS. JAMA. 2006;296:412-420

Indikace vymeény na zaklade

Markovova modelu

Riziko NSS (asystolie, VT)

Riziko mortality

(Délka zivotnosti pristroje)

Dependence: pfi failure rate > 0,3 %

ICD: pfi failure rate > 1-3% (zalezi na

riziku fatalnich malignich arytmii a

procedrualnim riziku)
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Konkordance empirického pristupu a
exaktni predikce indikace vymeny

Table .

Pacemaker and ICD Advisories

Patients  Risk of Device replacements (15.2%)
with  Failure, %/ * 31 Pacemakers
Company/Device Device (n) year''-13 * 26 ICDs
Guidant Contact Renewal™ 18 0.72-1.83
Guidant Insignia™ 23 0.075
Guidant Ventak™ and Vitality™ 44 01 Reprogrammed or
Guidant Discovery™, 25  0.17-05' issued magnet (11.7%)
Meridian™, and Pulsar™
Medtronic Insync™ 29 0.02
Meditronic Marquis™ 129 0.02
Medtronic Maximo™ 27 0.1 284
Medtronic Sigma™ 27  0.17-0.30
St. Jude Medical AtlaSTM 63 0.267 Scheduled for frequent

follow-up (71.3%) n=385

Number of patients, manufacturer, and model of device subject

to advisory. Published failure rates are provided in the furthest
13

column.
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Amin MS. PACE 2008; 31:1236-1240
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Zaver

L2Advisory®, ,alert’, ,recall” — nevyhnutelna soucast prace s CIEDs a
jeden z duvodu nutnosti zachovani portfolii

Adekvatni systematicka reakce vyzaduje tymovou praci a peclivou
stratifikaci rizika postizenych pacientu

Nelze podcenovat psychologicky vyznam pro pacienty a jejich rodiny

Profylaktické vymény postizenych pfistroju a elektrod jsou zfidka
indikovany

Otazka plosSné centralni registrace a interogace CIEDs od zemfrelych
pacientu
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