
Ko2zQFL7 NOW 2 2 2002 Amicas Light Beam Workstation 5 1 O(k) 

510(k) Summary of Safety and Effectiveness - as required by section 807.92(c) 

Date prepared: 

Submitted by: 

Contact: 
Contact email: 
Contact Telephone: 
Contact Fax : 

Device Trade Name: 
Device Common Name: 
Regulation number: 
Device Classification: 
Name: 
Predicate Device: 
Predicate Device Manufacturer: 

Predicate Device 5 10(k) number: 
Date received: 
Decision date: 
Decision: 
Panel Code Device reviewed by: 
Panel Code Device classified by: 
Product Code: 
Regulation number: 
Device Classification: 

September 1,2002 

Arnicas, Inc. 
20, Guest St. 
Boston, MA 02135 

Patrice Nedelec 
pnedelec(ii>,amicas.com 

61 7-783-7209 or 61 7-779-7879 
61 7-779-7858 

Arnicas Light Beam Workstation 
Picture Archiving Communication System (PACS) 
892.2050 
Class I1 
Diagnostic Workstation 
Voxar Plug’n View 3D, Version 1 .O 
Voxar Limited 
Bonnington Bond 
2 Anderson P1. 
Edinburgh, UK EH6 5NP 
K992654 
08/09/1999 
11/05/1999 
Substantially equivalent 
Radiology 
Radiology 
LLZ 
8 92.205 0 
Class I1 

Device Description and intended use: 

AMICAS Light Beam Workstation (ALBW) is software intended to create and display 
two-dimensional and three-dimensional images of anatomy from a series of digitally 
acquired images. 
Typical users of ALBW are radiologists, technologists and clinicians. 
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Amicas Light Beam Workstation 5 10(k) 

Feature ALBW Voxar Plug’n View 3D 
version 1.0 

Software Only 
Image Measurements 
Multi-planar reformatting 
Volume Rendering. 

Yes Yes 
Yes Yes 
Yes Yes 
Yes Yes 

I Yes 
Lossless JPEG2000 
ComDression 

Maximum Intensity 
Projection 
Image editing 
Printing 
DICOM Images 

I No 

Yes Yes 

Yes Yes 
Yes Yes 
Yes Yes 

Lossy JPEG2000 
Compression 

General Safety Considerations 

Yes No 

ALBW software and the computer platform that it is installed on together constitute a 
system for the interpretation of medical image data by trained and qualified professionals. 
It is the user’s responsibility to ensure that image quality, display quality, environmental 
lighting and other possible distractions are consistent with the clinical application. Refer 
to the instruction manuals for your specific computer and display hardware for 
information regarding installation, calibration and additional safety issues. 

The ALBW includes tools for enlarging, highlighting and obscuring portions of an image 
relative to other portions. Inappropriate application of these tools can result in the 
obscuration of important anatomy and contribute to an erroneous interpretation. It is the 
user’s responsibility to understand the effect of image manipulation tools and to apply in 
a manner consistent with the clinical application. The user must review the cautionary 
statements in the User’s guide. 

Be sure to limit access to patient data to authorized individuals who are fully trained and 
qualified to use this equipment. 

Testing: 

ALBW is tested with reference to its Software Requirements Specifications, as 
documented in. the Verification Procedure included in this 5 1 O(k) filing. 
Functional testing is an integral part of Amicas, Inc. Product Development process, also 
included in this filing (see section G) 
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