Supporting Greater Return of Explanted Devices

The Heart Rhythm Society (HRS) Task Force on Device Performance Policies
and Guidelines stated that knowledge, confidence, and trust in cardiac rhythm
management devices can be strengthened through enhancing systems that
increase the return of devices to the manufacturer. Boston Scientific CRM
shares in this belief and supports the HRS-specified actions geared toward
achieving the goal of greater device return to the manufacturer, including
post-mortem device interrogation, explantation and return to the manufacturer.’

In this section of the report, Boston Scientific provides device return rate data
with the goal of raising awareness and improving current device explant and
return rates. Figure 2 on the following page depicts the percentage of devices
reported to have been explanted and then returned to Boston Scientific for
various product therapy types. Data are from 2001 through September 30, 2011.
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Reporting Adverse Events

The data In this report reflect Boston Scientific's understanding of product
performance. We acknowledge that there is underreporting. If you have product
performance observations to report, please contact your local Boston Scientific
sales representative or Boston Scientific's Technical Services department at:
United States: Phone 1.800.CARDIAC (1.800.227.3422) or 1.651.582.2698.
International: Please refer to the back page of this report for local contact
information.

E-mail: crmevent@bsci.com

Returning Products to Boston Scientific

Boston Scientific provides a Returned Products Kit (Model 6499) that includes
Froper forms, shipping/packaging (biohazard bags), and a prepaid shipping label.
t can be ordered at no charge through Boston Scientific's Customer Service
department at 1.800.CARDIAC (1.800.227.3422) or 1.651.582.2698, or you can
order a Returned Products Kit online at www.bostonscientific.com/ppr.

1 Carlson et al. Recommendations from the Heart Rhythm Society Task Force. Heart Rhythm. October 2006; 3(special issue): 1251 — 1252.

9 Boston Scientific CRM Product Performance Report published April 13, 2012



10 Boston Scientific CRM Product Performance Report published April 13, 2012

Explant Year

100%
2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011

(through 9/30)
80%

60% | /\VP S,
—

40%

Percent returned

20% -

0%

Explants 135 219 722 1,322 4,501 4,354 4,670 5,240 8,074 8,893 5,840
Returns 123 160 401 598 3,080 2,411 2,940 3,218 4,750 5,562 3,657
% returned * * 56% 45% 68% 55% 63% 61% 59% 63% 63%
Explants 6,812 8,947 14,240 15,279 16,423 10,150 11,463 15,630 19,983 20,469 13,522
Returns 2,385 3,051 4,542 5,124 8,659 5,222 6,912 9,425 11,848 13,243 8,708
% returned 35% 34% 32% 34% 53% 51% 60% 60% 599% 65% 64%
Explants 7,651 10,810 15,223 14,403 21,549 17,618 18,920 20,697 21,185 20,932 15,023
Returns 2,395 3,173 4,205 4,060 10,117 7,749 8,991 10,191 10,626 11,230 8,323
% returned 31% 29% 28% 28% 47% 44% 48% 49% 50% 54% 55%
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* Note: Percent return is only reported for each therapy type in years with more than 500 explants

Figure 1. Percentage of U.S. explanted devices as reported and returned to Boston Scientific CRM.





