
October 2014	 www.mdconferencexpress.com12

 C linical        T rial     H ighlights       

0.997; 95% CI, 0.83 to 1.20; p = .98). The absence of addi-
tional benefit was consistent for each of the individual 
end points and among the subgroup of participants who 
underwent PCI (the majority but not all trial subjects).

Although relatively infrequent, there was a doubling 
of TIMI major bleeding among subjects who received 
the 30-mg prasugrel preload (HR, 2.0; 95% CI, 1.3 to 
3.1; p = .002).

Dr. Cohen concluded that in patients with NSTEMIs 
undergoing invasive management within 48 hours of 
admission, pretreatment with prasugrel (compared with 
treatment started only at the time of PCI) does not decrease 
major ischemic events but increases major bleeding com-
plications. It is unknown whether these findings apply to 
patients with longer waiting times or to those treated with 
other agents (eg, clopidogrel, ticagrelor). Thus, the results 
showed no benefit of pretreatment, and reexamination of 
the current guidelines may be warranted.

Operator Radiation Exposure 
Reduced by One-Third With Bleeper 
Sv Radiation Monitoring Device
Written by Toni Rizzo

Radiation exposure during cardiac catheterization can 
result in injury to both the operator and the patient. 
Operator exposure has been associated with cataract 
formation [Ciraj-Bjelac O et  al. Catheter Cardiovasc 
Interv 2010] and implicated in brain tumors [Roguin A 
et al. EuroIntervention 2012]. Skin injury and cancer in 
patients have been linked to radiation exposure during 
catheterization as well.

Georgios Christopoulos, MD, Veterans Administration 
North Texas Health Care System and University of Texas 
Southwestern Medical Center, Dallas, Texas, USA, pre-
sented results of the Effect of a Real Time Radiation 
Monitoring Device on Radiation Exposure During Cardiac 
Catheterization trial [RadiCure; NCT01510353]. The study 
objective was to examine the effect of the Bleeper Sv radi-
ation monitoring device on operator and patient radiation 
exposure during cardiac catheterization. The Bleeper Sv 
device provides real-time operator dose reporting through 
auditory feedback. Device feedback enables the operator 
to take protective measures, such as using radiation only 
when necessary, repositioning the camera, stepping far-
ther away from the source, or adjusting the lead shielding.

The study included patients undergoing clinically 
indicated coronary angiography or percutaneous coro-
nary intervention (PCI). A total of 505 patients were ran-
domized to the Bleeper Sv (n = 253) or to the control group 

(n = 252). The primary end point was operator radiation 
exposure. Secondary end points were patient radiation 
exposure, fluoroscopy time, and contrast volume.

Similar proportions of patients in both groups received 
diagnostic, PCI, and diagnostic + PCI procedures. There 
were no significant differences in procedural character-
istics between the 2 groups (p = .852).

The first operator radiation exposure in the Bleeper Sv 
group was reduced compared with control for diagnos-
tic procedures (0.7 vs 1.0 millirem [mrem]; p < .001), PCI 
(1.1 vs 1.4 mrem; p = .323), and both (0.9 vs 1.4 mrem; 
p < .001), for a 36% relative reduction in overall radiation 
exposure. The second operator radiation exposure in the 
Bleeper Sv group was reduced versus control for diag-
nostic procedures (0.4 vs 0.7 mrem; p < .001), PCI (0.4 vs  
0.6 mrem; p = .197), and both (0.5 vs 0.07 mrem; p < .001), 
for a 29% relative reduction in overall radiation exposure.

There were no significant differences between the 
Bleeper Sv and control groups in patient air kinetic energy 
released per unit mass (kerma) for diagnostic procedures 
(p = .189), PCI (p = .631), or both (p = .153). Nor were sig-
nificant differences observed between the Bleeper Sv and 
control groups in patient dose area product radiation dose 
for diagnostic procedures (p = .269), PCI (p = .511), or both 
(p = .125). No significant differences were observed in 
procedural outcomes between the 2 groups.

The Bleeper Sv effect on the first operator exposure 
remained consistent in various subgroups. The device 
effect during consecutive periods across the study was 
consistent, showing that a learning curve was not required.

Limitations of the study included that it was con-
ducted in a single center and that there was no blind-
ing. Additionally, the trial was not adequately powered 
for differences in patient radiation exposure and did not 
include a formal protocol for reducing radiation expo-
sure apart from Bleeper Sv use. Dr. Christopoulos con-
cluded that use of the Bleeper Sv device during cardiac 
catheterization resulted in a 29% to 36% decrease in 
operator radiation exposure.

Similar Rates of Lesion 
Misclassification With  
Nonhyperemic Indices of  
Stenosis Severity (iFR and Pd/Pa)
Written by Toni Rizzo

Stuart Watkins, MD, Golden Jubilee National Hospital, 
Glasgow, Scotland, United Kingdom, presented the 
results of the Verification of Instantaneous Wave-Free 
Ratio and Fractional Flow Reserve for the Assessment of 




