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X. Summary of Safety and Effectiveness

DynaCAD VI.0
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Waukesha, WI 53186
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Phone: 262-524-1402, Ext. 129
Fax: 262-524-1403
Email: tom.tynes@mridevices.com

Date Prepared:
17 June 2004

Name of Device
Trade Name: DynaCADTM V1.0
Classification Name: 90 LLZ

Predicate Devices
Vital Images, Vitrea 2 (K002519)
Voxar Limited, Voxar Plug n' View 3D (K992654)
Acculmage, Inc., Acculmage Display Software (K961023)
Mirada Solutions Ltd, Fusion 7D (K020546)
Siemens Medical Solutions, Siemens BOLD MRI (K984221)
GE Medical Systems, GE Advantage Windows With FuncTool Option (K960265)
Philips Medical Systems, Philips EasyVision (Quantitative Analysis Option) (K971965)
Confirma, Inc., Accent (K013574)
Confirma, Inc., CADstream Version 2.0 MRI Image Processing Software (K031779)
3TP, LLC, 3TP Software Option Image Processing Software for MR Devices (K031350)
MRI Devices Corporation, Breast Biopsy Coil (K032576)
MRI Devices Corporation, MR Biopsy (K010570)

Intended Use
DynaCAD is a post-processing software package intended for use in viewing and
analyzing magnetic resonance imaging (MRI) studies. DynaCAD V1.0 supports
evaluation of dynamic MR data acquired during contrast administration. DynaCAD
automatically registers serial patient image acquisitions to minimize the impact of patient
motion, segments and labels tissue types based on enhancement characteristics
(parametric image maps), and performs other user-defined post-processing functions
(image subtractions, multiplanar reformats, maximum intensity projections). The
resulting information can be displayed in a variety of formats, including a parametric
image overlaid onto the source image. DynaCAD is designed to provide a reliable
means of visualizing the presence and pattern of contrast induced enhancements of MRI
data sets. DynaCAD also provides an intervention planning tool (DynaLOC) which
assists with MRI guidance of percutaneous interventional procedures.
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When interpreted by a skilled physician, this device provides information that may be
useful in screening, diagnosis, intervention planning and monitoring. DynaCAD can also
be used to provide accurate measurements of the diameters, areas, volumes and uptake
characteristics of segmented tissues. Patient management decisions should not be
made based solely on the results of DynaCAD analysis.

Device Description
DynaCAD image analysis relies on the assumption that pixels having similar MRI signal
intensities represent similar tissues. The DynaCAD software simultaneously analyzes
the pixel signal intensities from multiple MRI sequences and applies parametric fitting
methods to perform tissue segmentation and classification.

The DynaCAD system consists of proprietary software developed by MRI Devices
Corporation which is installed on an off-the-shelf personal computer and a monitor
configured as a DynaCAD display station.

Software Development
The DynaCAD device has been designed, developed, tested and validated according to
written procedures. These procedures identify functions within the organization
responsible for developing and approving product specification, coding and testing,
verification and validation testing, and technical support.

Performance
The product has successfully completed the required integration and verification testing.
Conformance to the DICOM standard has been achieved. Assessment of the product
has been performed throughout the design development process in accordance with
internal procedures and IEC 601-1-4. Risk management was performed in accordance
with ISO 14971.

Clinical Evaluation
Performance testing of the features described in the user manual has been successfully
completed utilizing clinical datasets. Software beta testing also has been completed,
validating that the requirements for these features have been met. Target accuracy was
verified for the DynaLOC package in a clinical setting, using a realistic patient care
procedure and placing needles in a phantom.

Substantial Equivalence
The intended use, design, and function and performance characteristics for DynaCAD
are substantially equivalent to the predicate devices, particularly those from Confirma
and 3TP for image analysis and from MRI Devices Corporation for MR guided breast
intervention planning. It is the opinion of MRI Devices Corporation, Inc. that DynaCAD
raises no new issues of safety and effectiveness as compared to the predicate devices.
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