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Absorb GT1 Bioresorbable Vascular
Scaffold (BVS) by Abbott Vascular: Letter
to Health Care Providers - FDA
Investigating Increased Rate of Major
Adverse Cardiac Events

[Posted 03/18/2017]

AUDIENCE: Cardiology, Surgery, Risk Manager

ISSUE: The FDA is informing health care providers treating patients with Absorb GT1 Bioresorbable Vascuilar
Scaffold (BVS) that there is an increased rate of major adverse cardiac svents observed in patients recelving the
BVS, when compared fo patients treated with the approved metallic XIENCE drug-eluting stent,

The FDA's initial review of two-year data from the BVS pivotal ciinical study (the ABSORB 1| trial) shows an 11
percent rate of major adverse cardiac events (e.g., cardiac death, heart attack, or the need for an additional
procedure 1o re-open the tréated heart vessel) in patients treated with the BVS at two years, compared with 7.9
percent in patients treated with the already-approved Abbott Vascular's metallic XIENCE drug-eluting stent (p =
0.03). This study also shows a 1.9 percent rate of developing blood clots (thrombaosis) within the BVS versus 0.8
percent within the XIENCE stent at 2 years. These observed higher adverse cardiac event rates in BVS patients
were more likely when the device was placed in small heart vessels.

The FDA is working with Abbott Vascular, Inc. to conduct additional analyses to better understand the cause(s) of
the higher cardiac event and device thrombosis rates in patients treated with BVS compared to the XIENCE stent.
The FDA will continue to monitor the performance of the BVS in ongoing dlinical studies and in reports submitted
to FDA through MedWatch. We will update this communication when additional information or analyses become

avallable.

BACKGROUND: The BVS is used to open heart blood vessels (coronary arteries) blocked by scar tissue
(plaque) in order to increase blood flow to the heart muscle. The BVS is implanted during an angioplasty
procedure. It gradually dissolves and is fully absorbed by the body over time.

RECOMMENDATION: The FDA recommends that health care providers:
+ Follow the instructions for target heart vessel selection (e.g., avoiding BVS use in-small heart vessels) and

optimal device implantation that are included in the BVS physician labeling.

= Advise patlents experiencing any new cardiac symptoms such as irregular heartbeats, chest pain, or shortness
of breath to seek clinical care. For more Information about risks associated with the BVS, refer to the BVS
physician labeling.

+ Advise BVS patients to foliow the recommendations for DAPT prescribed by thelr health care providers.

= Report any adverse events related to the BVS that come to your attention. If you suspect a problem with the
BVS, we encourage you to file a voluntary report through MedWatch, the FDA Safety Informatioh and Adverse
Event Reporting Program. Health care personne| employed by facilities that are subject to the FDA's user
facility reporting requirements should follow the reporting procedures established by their facilities,

hiltps:#www.ida.gov/safety/medwatchvsafetyinformalion/safelyzlertsforhumanm edicalproducts/ucms47256,htm iz
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o Complete and submit the report On[me www.fda gov/MedWatchfreport

o Download form_ISafet'fM_edWatchJH.owToRe ort/DownloadForms/default.htm) or call 1-800-332-
1088 to request a reporting form, then complete and return to the address on the pre-addressed form, or

submit by fak ta 1-800-FDA-0178

[03711 8/2017 Letter to Health Car: widers
¢ tterstoHealthCareProviders/ucm546808.htm) - FDA]
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