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Study Name Sponsor Purpose of study Primary 
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Enrolled 
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Approval 

Date 

Length of 

Follow-

up 

ALERTS 

AngeLmed for Early 

Recognition and 

Treatment of STEMI 

Study   

Angelmed 

The purpose of this study is to evaluate the safety and 

effectiveness of the Guardian System in comparison to the 

standard of care in treating patients with a high risk of a 

heart attack. The Guardian device was developed to help 

reduce the time it takes patients to get to the emergency 

room when they have a heart attack. 

Dr 

Wlodarczyk 
3 5/24/2010 4 years 

BRADYCARE 

Advanced 

BRADYCARdia 

Device Feature 

Utilization and 

Clinical OutcomEs 

St Jude 

The primary aim of the study is to evaluate the usage of 

advanced features and diagnostics in patients with SJM 

pacemakers. The secondary aim of the study is to learn 

more about the progressive clinical outcomes in the 

general pacemaker patient population. The third aim of 

the study is to evaluate the correlation between the usage 

of advanced features in pacemaker patients and the 

patient’s clinical outcomes 

 

Closed to enrollment 6/26/2011 

Dr Grogin 23 1/25/2010 2 years 

CHOICE 

Carotid Stenting in 

High Risk Surgical 

Patients;Evaluating 

Outcomes Through 

The CollectIon of 

Clinical Evidence 

Abbott 

 The purpose of this study is to collect data about 

patients‟ medical experiences and conditions following 

treatment of carotid stenosis using one of Abbott 

Vascular‟s carotid stent systems and embolic protection 

systems. 

Dr 

Zetterlund 
22 2/26/2007 30 days 

COMPLETE 
Medtronic

Vascular 

The Complete SE Iliac Registry is designed to study the 

safety of an iliac stent new delivery system with a 

modified stent in treating sections of iliac arteries which 

have blockages in them.  

 

Closed to enrollment 11/2011 

Dr 

Zetterlund 
1 3/4/2008 90 days 

         



SVMH Cardiovascular Clinical Trial Protocols Report Report Date: 01/23/2012 

Study Name Sponsor Purpose of study Primary 

Investigator 

#SVMH 

Patients 

Enrolled 

Initial 

Approval 

Date 

Length of 

Follow-

up 

JOSTENT Abbott 

Product combining a coronary stent structure with a 

biocompatible graft made of PTFE. This device is used 

for free perforations, defined as free contrast extravasation 

into the pericardium, in native coronary vessels or 

saphenous vein bypass graphs > 2.75 mm in diameter. 

Dr 

Zetterlund 
1 09-25-01 3 years 

ION 
Boston 

Scientific 

The main purpose of this study is to collect more 

information on the Boston Scientific ION
™

 Paclitaxel 

Eluting Platinum Chromium Coronary Stent system, 

details of the stent procedure, and information about the 

patients who are treated with this stent. 

Dr 

Zetterlund 
0 pending 5 years 

OPTIMUM St Jude 

The primary purpose of this Registry is to produce a large 

database of information on patients implanted with an 

SJM Optimum lead. The information collected in the 

database will be used to evaluate the SJM Optimum lead.  

 

Closed to enrollment 12/31/2009 

Dr Grogin 10 7/27/2009 5 years 

PPP 

Medtronic Product 

Performance 

Platform 

Medtronic 

The purpose of this study is to collect information over 

time regarding how Medtronic devices and leads are 

working. 
Dr Grogin 81 4/25/2011 

Life of 

device 

Pro 

Momentum 

 

Abbott 

This Trial is being done to find out whether the Absolute 

Pro stent/stent system is safe and effective when used to 

treat a narrowing in the superficial femoral/proximal 

popliteal artery.   

Dr 

Zetterlund 
0  9/26/2011 3 years 

RATE St Jude 

The purpose of RATE registry is to form a collection of 

information from various patients across the country and 

to observe the progress of their treatment.  

 

Closed to enrollment 3/31/2010 

Dr Grogin 32 4/28/2008 2 years 
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RESOLUTE Medtronic 

The purpose of this study is to evaluate if the new 

Endeavor Resolute stent using the new polymer is safe 

and how effective the drug-eluting stent is in reducing the 

re-narrowing in coronary arteries over time. 

Closed to enrollment 2011 

Dr 

Zetterlund 
8 12/1/2008 5 years 

SELECT ACS 

A Multi-Center, 

Randomized, 

Double-Blinded, 

Placebo-Controlled 

Study Evaluating the 

Efficacy and Safety 

of RO4905417 

Administered to Pts 

with Non-STEMI 

undergoing PCI  

Roche 

The goal of the current study is to evaluate the potential 

beneficial effects of RO4905417 on damage of 

myocardium potentially caused by the PCI procedure. A 

secondary objective of this study is to evaluate the 

potential benefit of RO4905417 on kidney function after 

PCI. 
Dr 

Zetterlund 
1 4/25/2011 

4 

months 

SURESCAN 

SureScanTM Pacing 

System 

Post-Approval Study 

 

Medtronic 

The purpose of this study is to collect information over 

time regarding the long term performance of the SureScan 

Pacing system. Dr Grogin 17 4/25/2011 5 years 

TRANSLATE 

TReatment with 

ADP receptor 

iNhibitorS: 

Longitudinal 

Assessment of 

Treatment Patterns 

& Events after ACS  

Lilly USA 

Duke 

University 

The purpose of this study is to evaluate the effectiveness 

of antiplatelet medications and to examine how doctors 

prescribe these medications for short- and long-term use. 

Dr 

Zetterlund 
31 4/26/2010 1 year 
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VEST 

Vest Prevention of 

Early Sudden Death  

NIH/NHL

IB 

The purpose of VEST is to find out whether wearing a 

defibrillator can prevent death from an abnormal heart 

rhythm in the two months after a heart attack. 

Dr Grogin 3 1/25/2010 
3 

months 

XIENCE 

Everolimus Eluting 

Coronary Stent 

System USA Post-

Approval Study 

Abbott 

 The purpose of this Study is to evaluate the continued 

safety and effectiveness of XIENCE V® Everolimus 

Eluting Coronary Stent System (the XIENCE V EECSS)  

 

Closed to enrollment 2/15/2010 

Dr 

Zetterlund 
23 7/28/2008 3 years 

TRACER 

A Multi-center, 

Randomized, 

Double-Blind, 

Placebo- Controlled 

Study to Evaluate 

the Safety and 

Efficacy of SCH 

530348 in Addition 

to Standard of Care 

in Subjects With 

ACS  

Schering 

Plough 

 

The purpose of this research study is to evaluate the 

clinical benefit of the study drug and how it may reduce 

the complications related to coronary events when given 

to patients with a history of chest pain. 

 

 

Closed to enrollment 09/2011 

Dr 

Zetterlund 
5 12/1/2008 3 years 

       

 

 

Total Patient Accrual  
Total Patient 

Accrual for 

2011  
 

153 in follow-up 48 

 

       


