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Lessons Learned Monitoring
~200,000 Cardiac Device Patient
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Boston Scientific LATITUDE Systernr
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| J A Daily wireless device checks
A Approaching 200,000 A Optional weight/BP monitor

enrolled paFients A Alert notifications
A Introduced in 2005 A Web-based data review

A Portions are r_egulate_d CE A Automatic EMR data transfer
Class |l medical device



Remote Monitoring Impact
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TRUST Study

Clinical action is the responsibility of the physician. Boston Scientific does not recommend specific action as a hedsltiofikidual results mayary.

2LATITUDE Active Monitoring alerts clinic to new onset and subsequent recurrences of atrial flutter. Case study: RauDWEigsCMC., €141-0907

SLATITUDE Patient Management system: Shock therapy delivered prompts yellow alert. Case study: Mark A. Dixon, D.OZE.812@5,

4LATITUDE Active Monitoring provides early alerts of weight fluctuations. Case study: P. David Margolis, M.D., F2RE1T06C7

5Nesbitt, W., HRS Guidelines and the use of remote patient monitoring: alignment to help enhance patient care. EP L26(0igt1%18.

6Saxon, Leslie A.; Hayes, David, L; Gilliam, F. Roosevelt, et aletmn@utcome after ICD and CRT Impéardthe Influence of Remote Device Follap: The ALTITUDE Survival St@isculation 2010; 122:
23592367

Varma N, Epstein AEimpenA, SchweikerR, Love C. Efficacy and safety of automatic remote monitoring for implargatde®verterdefibrillator followup: theLumosT Safely Reduces Routine Office Device
Followup (TRUST ) trial. Circulation 2010; 122:(322



Regulatory Lessons
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I Patient not physically present when decision mad
I Information assessed Is not intuitive
I The system alerts the clinician to a problem
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A Be careful what you label and claim
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Patient Connectivity _IE"_J

A Patients (even elderly ones) are dropping land lines
cell phones
A Options
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<=1 Dedicated cellular radiavith landline b—aCIZUD
I IntegratedWiFi

I Still need a backip means to communicate to the patient

A Moving data costs money
I Regular data uploads across the life of an implantable




