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Introduction 

The aim of the present project is to 

1. Utilize near infrared intra-coronary spectroscopy as an adjunctive
technique during cardiac catheterization to identify potential
vulnerable plaque morphology

2. Relate its presence to intermediate and long-term outcomes in
patients defined as angina, myocardial infarction, death,
congestive heart failure, stroke and need for revascularization
over five years.

3. To compare near infrared intra-coronary spectroscopy data to that
from coronary calcium scoring, angiographic findings and
intracoronary ultrasound in predicting those outcomes in #2.
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Body 

Revision and review of the original protocol was followed by institutional 
review board approval of the protocol with final informed consent 
revision effective on July 15 2013. 

Data for run-in patients were previously described. 

Subsequently, additional co-investigators have been added to the study 
including James Smith, MD, Vasco Marques, MD, Mohammed Tabesh, 
MD, Jordan Hopkins, MD, Asad Sawar, MD, Alex Michel, MD, Faisal 
Shaikh, MD and Hesham Fakhri, MD. 

Improved catheters and console components were obtained in January 
2014 and retraining was completed. 

Test calcium scoring was performed and active patient recruitment was 
begun. 
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Key Research Accomplishments 
 
As of the last annual report, 79 Patients had been screened for the 
study. All imaging and enrollment was done for 14 patients.  
 
Currently 473 patients have undergone screening and 53 have 
completed all imaging and have been enrolled for long term follow-up. 
 
Recruitment for the trial is on track when compared to similar invasive, 
significant risk coronary trials (2 patients per month).  
 
A no cost extension was requested last quarter to continue patient 
accrual and data collection. (see appendix) 
 
Recently, the clinical research coordinator assigned to this study 
resigned due to personal reasons and recruitment is underway for a 
replacement. 
 
Approval has been granted to apply the present protocol to patients 
undergoing Bioflow coronary stent implantation. This will expand our 
possible screening population. 
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Reportable Outcomes 
 
Data are being accrued. 
 
Conclusion 
 
Near infrared spectroscopy and simultaneous intravascular ultrasound 
images can be obtained safely in patients. Using these technologies 
make identification of vulnerable plaques possible the current study 
valuable as defined in the statement of work.  
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Appendices 

6 Month Interim IRB Review
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NCE 

August 24, 2015

Dr. Linda Bambrick

Grants Officer Representative

U.S. Army Medical Research and Materiel Command (MRMC)

Congressionally Directed Medical Research Programs (CDMRP)

Bldg: 1054 Patchel St

Fort Detrick, MD 21702

Office: 301-619-9977  

Dear Dr. Bambrick,

Please consider this letter a request for a no cost extension for our project: Proposal 

10169004 "Application of Intracoronary Near Infrared Spectroscopy of Identify Vulnerable 

Plaque and Predict Adverse Outcome" for a time period of 24 months. This is under contract 

W81XWH-11-1-0831 the period of performance ending 25 October 2016. 

As you are aware, this trial began enrolling patients in 2013 and is accruing at a rate of

2-5 per month, usual for a significant risk cardiovascular study. Follow-up is desired for five 

years. We are requesting a 24 month extension as suggested by the contracting office. This 

should allow adequate enrollment and follow-up for meaningful analysis. We understand no

additional funds are a part of this action and we have sufficient funds to complete this work. 

As per your instructions, we have included a revised budget, and revised SOW as well as 

interim data analysis. Also attached are our most recent quarterly report documents.

Sincerely,

"

Charles R. Lambert, M.D., Ph.D., M.B.A., F.A.C.C., F.S.C.A.I., F.A.H.A., F.A.C.P.

Medical Director, Florida Hospital Pepin Heart Institute and Dr. Kiran Patel Research Institute 

Professor of Medicine, University of Florida

Brigitte Shaw, M.B.A.

Chief Business Development Officer




