








ATTACHMENT 7

Summary of Information Respecting Safety
JUL 2 5 Z005 And Effectiveness

This 510(K) summary of safety and effectiveness information is submitted in
accordance with the requirements of 21 CFR Part 807.87(h).

Contact: Vincent J. McGill
Phone: (212) 779-9910
Fax; (212) 779-9928

Product: 3TP Workspace
Imaging Processing Software for MR Devices
Manufactured by: 3TP LLC
Distributed by: 3TP LLC

1) Indications for Use

The 3TP Workspace is intended for use in conjunction with 3TP's proprietary
post processing pharmacokinetic analysis software (FDA 510(k) number: K03150) to
provide additional mathematical and/or statistical information specific to a
particular region within a 3TP color-coded image. The 3TP Workspace does not
change the original 3TP Software algorithm or the image series produced by the
3TP algorithm. The 3TP Workspace supports the analysis and presentation of
datasets generated by 3TP Software algorithm and incorporates the following
functions: Region of Interest curve (ROI), Pixel of Interest curve (POI), Report Card,
Volume Calculation, Statistical Analysis, and 3-D visualization of 3TP data series.

The POI and ROI curve functions provide contrast enhancement data for a
specific pixel or region of interest within the MRI image series. Whereas the POI
function measures signal intensity enhancement for a specific pixel, the ROI
function averages the enhancement in signal intensity for a manually specified
region (several pixels). In both cases, the 3TP Workspace presents a graph
depicting the percent change in intensity through all time points.

The Report Card function classifies, counts and calculates the percentage of
pixels of a given color and intensity in a single or in multiple slices for any
manually specified region of interest. The Report Card offers the user the ability to
evaluate a subset of the data originally generated by the 3TP algorithm in a
numbers based, non-image presentation format. The Report Card assists the user
by providing number based data of the contrast kinetics of a specified region
identified by the radiologist in order to further aid in his diagnosis.

The Volume Calculation function provides the user to measure the volume of
a region in multiple image slices specified by the radiologist.

The Statistical Analysis provides a standardized statistical analysis of the
varying populations of color hue and color intensity within a specified region or
volume of interest. This function assists the radiologist in determining the degree of
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heterogeneity or homogeneity of a user specified region in terms of the color-coded
pixels that are contained within.

The 3-D Visualization tool provides colored Maximum Intensity Projections

(MIP) or other 3D visualization tools that are specific to the 3TP image datasets.

2) Device Description

3TP Workspace is intended to be used as post processing software designed to
receive 3TP specific series and provide additional tools to analyze those 3TP series.

3TP itself, supports the evaluation of dynamic MR data gathered during the
injection of a bolus of contrast media. The resulting time course information can be

displayed in a variety of formats, including a parametric image overlaid onto source

MR images.

3) Marketing History

The software has not yet been marketed.

4) Predicate Devices

GE Advantage Windows GE Prostate Spectroscopy Philips EasyVision

With Functool Option and Imaging Exam (PROSE) (Quantitative Analysis

(K960265) (K011604) Option) (K971965)
GE Medical Systems GE Medical Systems Philips Medical Systems

300 N. Grandview Blvd. 300 N. Grandview Blvd. 575 East Sunset Way

Waukesha, WI 53186 Waukesha, WI 53186 Issaquah, WA 98027

Similar to each of the named predicate devices the 3TP Workspace provides a

post-processing means for analyzing changes in signal intensity of a contrast agent

as reflected in MR images. The use of the 3TP Workspace does not result in any

additional hazards, compared to the other post-processing software packages
(Functool, PROSE and Philips EasyVision) currently being marketed by GE
Medical Systems, and Philips Medical Systems. The 3TP Workspace does not
include any new indications for use nor does the use of this device result in any new
potential hazards.

5. Performance Testing

The 3TP Workspace will successfully complete integration testing and

verification prior to beta validation and the software beta testing will be

successfully completed validating the 3TP Workspace prior to market release.
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