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5 1 O(k) Summary of Safety and Effectiveness 

This summary of safety and effectiveness is provided in accordance with 2 1 CFR 807.92. 

Date of preparation: 12/3 1/02 
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1373 E. Skyline Dr. 
Bountiful, UT 84010 
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Contact 
Helmuth Fritz, MD, RVT 
SonoMetric Health, LLC 
1373 E. Skyline Dr. 
Bountiful, UT 84010 
Phone: (909) 553-2650 
Fax: (909) 790-5284 
hsfritz @ hotmail.com 

Device Identification 
Tradename: SonoCalc 
Common name: Medical image measurement software 
Classification: 892.2050 - Radiology - System, Image Processing 

Indications for use 
The SonoCalc software is a Windows-based application program used on a personal 
computer for the automatic measurement of the intima media thickness of the carotid 
artery from images obtained from ultrasound systems. 

Device Description 
SonoCalc is a software package that runs on a stand-alone computer running a 
Microsoft WindowsTM operating system. There is no dedicated medical equipment 
required for operation of this software application except for an ultrasound machine 
that is the source of images of the carotid artery. These images are digitally 
transferred from the ultrasound machine to the computer containing the software 
application. SonoCalc then uses proprietary techniques and algorithms to measure 
the Intima-Media Thickness (IMT) of either or both of the near or far wall(s) of the 
carotid artery. SonoCalc can generate a report indicating what the patient’s LMT 
value is. This information is used adjunctively with other medical data by a physician 
to help assess the cardiovascular health of a patient. 

SonoCalc also is capable of storing patient measurement values on the hard disk 
along with the images for future reference. 
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6. Substantial Equivalence 
SonoMetric Health believes that SonoCalc is substantially equivalent to other legally 
marketed products, specifically the Q LAB software package (KO2 1966) developed 
by ATL Ultrasound (d/b/a Philips Ultrasound) a Philips Medical System Company, 
when Q LAB is used for the automatic measurement of the IMT of the carotid artery. 

Characteristic 

Intended use 

Image source 
Opera ti ng 
environment, system 
and hardware 

Image format 
Image storage and 
report generation 

SonoMetric Health 
SonoCalc 

Automatic measurement 
of intima media thickness 
of carotid arteries. 

Ultrasound images 
Stand-alone application 
program for use on a 
personal computer 
operating with Microsoft 
Windows 
JPEG and Windows BMP 
Yes 

QLAB (K021966) 

Automatic measurement 
of intima media thickness 
of carotid and other 
arteries. 
Ultrasound images 
Stand-alone application 
program for use on a 
personal computer 
operating with Microsoft 
Windows 
AVI and BMP 
Yes 

7. Performance standards 
There are no Section 5 14 performance standards for this class of device. The 
SonoCalc software has been designed to comply with the following voluntary 
standards: 

9 

9 

I S 0  Joint Photographic Experts Group (JPEG) Image 
Microsoft Windows Bitmap (BMP) Image Encoding 

A ultrasound phantom and image calibration markings verification study 
for the SonoCalc software was performed. This test consisted of SonoCalc 
measuring the distance of targets i n  an ultrasound phantom froin images 
obtained from a commercially available ultrasound system. The results of 
this test showed that the SonoCalc software performed equivalently to 
the commercial ultrasound system's caliper measurements of the same 
phantom 

A clinical validation comparison was performed using the SonoCalc 
software and manual measurements of subjects' IMT values. The study 
consisted of 120 ultrasound images obtained from 20 different subjects 
who were scanned with a commercially available ultrasound system. Manual 
caliper measurements of IMT values from the ultrasound system performed 
by 3 trained sonographers were compared to measurements of the same 
images performed by SonoCalc. The results of this study showed that the 
SonoCalc software performed equal to or better than the manual 
measurements with respect to accuracy and reproducibility 
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