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Mechanical Prevention of Distal Embolization During 
Primary Angioplasty 

Safety, Feasibility, and Impact on Myocardial Reperfusion 

Ugo Limbruno, MD, PhD; Andrea Micheli, MD; Marco De Carlo, MD; Giovanni Amoroso, MD, PhD; 
Roberta Rossini, MD; Caterina Palagi, MD, PhD; Vitantonio Di Bello, MD; Anna Sonia Petronio, MD; 

Gabriella Fontanini, MD; Mario Mariani, MD 

Background-Effective myocardial reperfusion after primary percutaneous coronary intervention (PCI) may be limited by 

distal embolization. We tested the safety, feasibility, and efficacy of the FilterWire-Ex (FW), a djstal embolic protection 
device, as an adjunct to primary PCJ. 

Methods and Results-Fifty-three consecutive patients undergoing primary PCT with FW protection were compared with 
a matched control group treated by primary PCI alone. Successful FW positioning was obtained in 47 patients (89%) 
without complications. Histological analysis of the content of the last 13 filters showed multiple embolic debris in all 
cases. FW use was associated with lower postinterventional corrected TIMI frame count (22::t:::14 versus 31::t:::19; 
P=0.005) and higher occurrence of grade 3 myocardial blush (66% versus 36%; P=0.006) and early ST-segment 
elevation resolution (80% versus 54%; P=0.006). At multivariate analysis, FW use was the only independent predictor 
of early ST-segment elevation resolution and of grade 3 myocardial blush. FW patients showed lower peak creatine 
kinase-MB release (236± 172 versus 333±219 ng/mL; P=0.013) and greater in1provement at 30 days in left ventricular 
wall motion score index (-0.30::t:::0.19 versus -0.18::t:::0.26; P=0.008) and ejection fraction (+7::t:::4% versus +4±7%; 
P=0.012). 

Co11clusions-FW use during primary PCT is feasible and safe. Distal embolization prevention appears to exert a beneficial 
effect on markers of myocardial reperfusion and on left ventricular function improvement at 30 days. (Circulation. 

2003;108:171-176.) 

Key Words: myocardial infarction • angioplasty • embolism • reperfusion 

S 
igns of microvascular hypoperfusion after successful
prin1ary percutaneous coronary intervention (PCI) have 

been observed in up to 80% of cases according to the marker 
used to assess effective reperfusion, such as angiographic 
myocardial blush, resolution of ST-segment elevation, or 
myocardial contrast echocardiography. 1-

6 This occurrence, 
named "no-reflow," is associated with poorer functional 
recovery and adverse outcome.7 Distal embolization of 
thrombus/plaque components during primary PCI may play a 
crucial role in limiting effective myocardial reperfusion&-10; 

thus, it can be hypothesized that mechanical prevention of 
djstal embolization might prevent no-reflow during primary 
PCI. 

The FilterWire-EX (FW) is a 0.014-inch guidewire that 
incorporates a nonoccluding polyurethane porous membrane 
filter (80·µ.m pores) in the shape of a windsock to allow 
retention and removal of embolized particles. The filter can 
be delivered and retrieved through a 3.9F monorail sheath. 

We here report on the safery and feasibility of the adjunc­
tive use of the FW during primary PCI performed on native 
coronary arteries for acute myocardial infarction. The impact 
of FW ust! on myocardial rnpt!rfusion was compared with a 
case-matched control group. 

Methods 

Patient Population 
Fifty-three consecutive patient!: with acute myocaniial infarction 
were included in the study and subjected to primary PCI with the FW 
after written consent was obtained. The inclusion criteria were as 
follows: (I) presentation within 6 hours from symptom onset; (2)

chest pain lasting >30 minutes and resistant to intravenous nitrates; 
(3) ::=0,2-m V ST-segment elevation in at least 2 contiguous leads on
a 12-lead ECG; (4) infarct-related native artery with a reference
lumen diameter >3.0 mm and with a Thrombolysis In Myocardial
Infarction trial (TIMO flow grade <3. Although FW use is recom­
mended for coronary diameters ranging from 3.5 to 5.5 mm, the
inclusion criterion was extended to vessels >3.0 mm because

Received February 14, 2003; revision received April 10, 2003; accepted April 11, 2003. 
From the Cardiac and Thoracic Department (U.L.. A.M .. M.D.C., G.A .. R.R .. C.P., V.D.B., A.S.P .. M.M.) and Department of Oncology. Transplants 

and New Technologies in Medicine (G.F.), University of Pisa. Italy. 
Correspondence to Ugo Limbruno, MD, Cardiac and Thoracic Department, Cisanello Hospital, Via Paradisa 2. 56124. Pisa. Italy. E-mail 

ulimbru@tin.it 
© 2003 American Heart Association. Inc. 

Circulnlion is available at http://www.circulationaha.org 001: 10.116Wl.Cffi.0000079223.4742I.78 

171 

Page 5 Medtronic Exhibit 1029
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
	� Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

	� Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
	� With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

	� Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
	� Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

	� Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


