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CERTIFICATION OF COMPLIANCE WITH CLINICAL TRIALS 

 
This new section (included per instructions on the FDA web site) does not apply since no 
clinical studies were necessary to support this 510(k) submission. 
 
 

 
August 29, 2008 
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August 29, 2008 
 
 
Document Mail Center (HFZ-401) 
Center for Devices and Radiological Health 
U.S. Food and Drug Administration 
9200 Corporate Blvd. 
Rockville, MD 20850 
 
 
RE: 510(k) Submission for Visix Imaging  
 
 
Dear Document Control Clerk: 
 
In accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act and in 
conformance with 21 CFR 807, two copies of this 510(k) Notification are being 
submitted at least 90 days prior to the date when Televere Systems proposes to introduce 
this product into interstate commerce for commercial distribution. One copy of this 
510(k) Notification is a paper copy.  Per the instructions accessed at 
http://www.fda.gov/cdrh/elecsub.html, an electronic copy is being provided with this 
submission and it is an exact duplicate of the original paper submission. 
 
The proposed product is a modification (an expansion of the indications for use) of the 
TigerView Professional product that was developed by Televere Systems. 
 
The following information is being submitted in conformance with 21 CFR 807.87: 
 
1. Classification Name: System, Image Processing, Radiological 
 

Common/Usual Name: Picture Archiving and Communications System 
 

Trade/Proprietary Name: Visix Imaging  
 
2. The registration number for Televere Systems is 2954358. 
 
3. Picture archiving and communications systems have been classified as Class II 
(special controls) devices under 21 CFR 892.2050. Panel designation for similar 
devices is under Radiology, with Product Classification Code: LLZ. 
 
4. No mandatory performance standards under Section 514 have been developed by the  
FDA for picture archiving and communications systems. 
 
5. Proposed labeling for Visix Imaging is described in Section 13. 

August 29, 2008 
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INDICATIONS FOR USE 
 
510(k) Number (if known): _____________________________________ 
 
Device Name:   Visix Imaging  
 
Sponsor Name:  Televere Systems 
 
Indications for Use: 
Visix Imaging is a clinical software application that receives images and data from various 
imaging sources (e.g., radiographic devices, digital video capture devices, and generic image 
devices such as scanners). In addition, Visix Imaging enables the storage of clinical notes.  It 
is intended to acquire, display, edit (e.g., resize, adjust contrast, annotate, etc.), review, store, 
print, and distribute images using standard PC hardware. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Prescription Use   And/Or  Over-The-Counter Use 
(21 CFR 801 Subpart D)     (21 CFR 807 Subpart C) 
 
Do Not Write Below This Line – Continue on Another Page if Needed 
Concurrence of CDRH, Office of Device Evaluation (ODE) 

X 
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510(k) SUMMARY 
 
 
General Information 
 

Submitted by:   Televere Systems 
1611 Center Avenue 
Janesville, WI 53545 
 
Phone: 800-385-9593 
Fax: 608-314-1084 

 
Contact Person:  Barbara Deay 

471 Stage Road 
Charlton, NY 12019 

 
    Phone: 800-385-9593 x128 
    Fax: 408-762-2760 
    Email: barb@tigerview.com
 
 
Date Prepared:  August 29, 2008 

 
 
Device Name 
 

Trade Name:   Visix Imaging 
Common Name:  Picture archiving and communications system 
Classification Name: System, Image Processing, Radiological,  

21 CFR 892.2050 
 
 

Predicate Device   
 
Manufacturer Product Name 510(k) No. 
Televere Systems TigerView Professional K061035 

 
EagleSoft EagleSoft ChairSide Software 

Application 
 

K982422 
 

Tau Corp. (purchased by 
Televere Systems) 

TigerScan/TigerView K955237 
 

 

 
August 29, 2008 
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Device Description 

 
Visix Imaging is an image management system that allows the physician to acquire, 
display, edit (e.g., resize, adjust contrast, etc.), review, store, print, and distribute 
medical images within a Picture Archiving and Communication System (PACS) 
environment.  Visix Imaging runs on standard PC-compatible computers and is 
compatible with capture devices which attach to the computer using a USB port, 
parallel port, S-video port on a video capture card, or SCSI card.   

 
Intended Use 
 

Visix Imaging is a clinical software application that receives images and data from 
various imaging sources (e.g., radiographic devices, digital video capture devices, and 
generic image devices such as scanners).  In addition, Visix enables the storage of 
clinical exam data.   
 
It is intended to acquire, display, edit (e.g., resize, adjust contrast, annotate, etc.), 
review, store, print, and distribute images using standard PC hardware. 

 
Technological Comparison 
 

Visix Imaging, TigerView Professional, TigerScan/TigerView, and EagleSoft 
ChairSide are each software applications that have similar indications for use and 
overall function and perform in a similar manner with respect to image processing 
systems (i.e. PACS). 

 
Testing 
 

Visix Imaging has been demonstrated to perform as intended.   

Conclusions 
 

Visix Imaging is substantially equivalent to legally marketed Picture Archiving and 
Communications Systems. 

 

 

 
August 29, 2008 
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PREMARKET NOTIFICATION 
 

CLASS III SUMMARY AND CERTIFICATION 
 
 
 

This section does not apply as the proposed device is classified as Class II (special 
controls) under 21 CFR 892.2050. 
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PREMARKET NOTIFICATION 

 
FINANCIAL CERTIFICATION OR DISCLOSURE STATEMENT 

 
 
 

This section does not apply as no clinical studies were necessary to support this 510(k) 
submission. 
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PREMARKET NOTIFICATION 
 

DECLARATIONS OF CONFORMITY AND SUMMARY REPORTS 
 
 
 

This section does not apply since declaration of conformances to recognized standards 
are not being provided. 
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August 29, 2008 

Patients

The Patients window is divided into two sections:  the Patients area, where patient 
data is added, selected, deleted, and/or edited, and a Search Criteria area, which is 
used to locate specific images or groups of images for the patient.   
 
Images

The Images bar displays the images that belong to the currently open patient.  
Images are stored in date order with the newest image at the top.     
 
Acquire

Images are acquired into Visix through one of the devices listed in the Acquire area.  
The input methods consist of x-rays, video, flatbed scanning, and imported digital 
images. 

The optional settings for the attached hardware device are displayed in settings 
windows.  The following is an overall list of options available to the user to fine-
tune the images.  Not every option is available for every hardware device. 

Optional Device Settings 

• Edge Enhancement 
• Smoothing 
• Brightness 
• Contrast 
• Gamma / Gray Shift  
• Trim 
• Film Mask 
• Auto Flip 
• Auto Re-arm 
• Timeout Value 
• Advanced Settings 
• Allow Scan Edit 
• Auto Optimize 
• Auto-Segment 
• DEMS 
• Image Orientation 
• Prompt for Date 
• Display Size 
• Image Resolution 
• Network Settings 
• Shared / Exclusive Use 
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• X-ray 

Various x-ray devices (e.g. ScanX scanner, Accent sensor) are compatible with 
Visix Imaging.  Associated with x-ray acquisition are a number of options, such 
as the scan setting and exposure mode, which are specific to the attached 
hardware device, plus automatically mounting acquired images. 

 
• Video 

Still pictures from video camera devices are acquired in the Acclaim window.  
Video options include such things as the specific video camera device from 
which to capture images, where the input is coming from, the size the live input 
is displayed at, the option to change device-specific video camera settings, and 
automatically mounting acquired images. 
 

• Laser Fluorescence Caries Detection 
Still pictures from laser fluorescence caries detection devices are acquired in the 
Spectra window.  Options include detection (of caries) and analysis (of plaque), 
and automatically mounting acquired images. 

 
• Flatbed Scanning 

Images from a flatbed scanner are acquired in the Scan Film window.  Flatbed 
scanner options include such things as selecting the appropriate TWAIN driver 
that matches the connected scanner, storing the image with a date specified by 
the user, and automatically mounting acquired images. 

  
• Import 

Digital images and documents may be acquired through the import of various 
file types in the Import window.  The user specifies the location of the files, and 
then selects the specific files to import.  Import options include such things as 
automatically mounting the imported images. 

 
Mount
 
The Mount function allows multiple images to be grouped together in a user 
specified arrangement similar to placing photographs in a cardboard mat that has 
multiple openings.  Mounted images are viewed, printed, exported, or otherwise 
manipulated together as one image.  The user may create new mounts or edit 
existing mounts, including mounts used for auto-mounting, a function which 
automatically places newly acquired images into an existing mount. 

 
View
 
The View window may be used to examine, manipulate, measure, and place notes 
on an image.  The View window provides advanced image manipulation tools and 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Televere Systems 510(k) Premarket Notification Visix Imaging 
Section 010_Executive Summary  Page 4 of 7
 CONFIDENTIAL 
 

 
August 29, 2008 

has the capability for viewing multiple images at once.  Various tools are available 
to the user in the View window such as: 
 

• Zoom In and Out 
• Full Screen 
• Reset Zoom 
• Rotate 
• Flip 
• Reset Orientation 
• Automatically Arrange Images 
• Manually Arrange Images 
• Measure 
• Annotate 
• Magnifying Glass 
• Print Image 
• Negate 
• Colorize Image 
• Pseudo 3D 
• Sharpen Image Edges 
• Reset Original Image 
• Brightness and Contrast 
• Gray Shift (Gamma) 

 
Export 
 
Images are exported in a user selected file type of bitmap, jpeg or tiff in the Export 
function.   
 
Print 
 
A predefined report containing images and data prints in the Print function.   
 
Dynamic Exposure Monitoring System (DEMS)
 
Dynamic Exposure Monitoring System is an aid to the user in quickly identifying 
images that are of potentially lower quality than what the particular hardware is 
capable of acquiring.  DEMS provides a green, yellow, or red light to indicate the 
amount of data available in the image to render the object being imaged.  The 
amount of data (measured in terms of bits acquired from the hardware device) 
required to meet the criteria for determining these status colors is specific to each 
hardware device supported by Visix Imaging based on input from the hardware 
device manufacturer and testing.  Should the image data obtained from a device 
contain fewer bits of information than desired for a quality image, the software 
displays a yellow or red light that prompts the user to check the image and possibly 
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retry image acquisition.  Each hardware device has threshold bit levels set by default 
on installation.  Whether the image displays a green (good) light or a yellow or red 
light, the user makes the decision to either accept the image or change imaging 
hardware settings and reacquire the image. 
 

1.2 Indications for Use 
 

Visix Imaging is a clinical software application that receives images and data from 
various imaging sources (e.g., radiographic devices, digital video capture devices, 
and generic imaging devices such as scanners).  In addition, Visix Imaging enables 
the storage of clinical notes and measurements.   
 
Visix Imaging is intended to acquire, display, edit (e.g. adjust brightness and 
contrast, annotate, etc.), review, store, print, and distribute images using standard 
PC hardware. 

1.3 Technological Comparison 
 

Visix Imaging is substantially equivalent to TigerView Pro (K061035), EagleSoft 
ChairSide Software Application (K982422) and TigerScan/TigerView Classic 
(K955237).  Visix Imaging, TigerScan/TigerView Classic, TigerView Pro and 
EagleSoft ChairSide are each software applications that have similar indications for 
use and overall functions, and perform in a similar manner with respect to image 
processing systems (i.e. PACS).  Visix Imaging is compatible with similar types of 
hardware devices (e.g. scanners, digital sensors, digital video cameras, etc.) and has 
similar options for displaying, editing, and printing/sending images as the predicate 
devices. 
 
A comparison of the features and performance of these devices is provided in the 
following table. 
 

Parameters 

Visix 
Imaging 
Televere 
Systems 

 

TigerView Pro
Televere 
Systems 
K061035 

TigerScan/TigerView 
Tau Corp.  

(Televere Systems) 
K955237 

EagleSoft 
ChairSide 
Software 

Application 
EagleSoft, A 
Patterson Co. 

K982422 

Patient/Image 
Management 

Yes Yes Yes Yes 

Acquire Images 
X-Ray 
Video 

Photos 
Laser 

 
Yes 
Yes 
Yes 
Yes 

 
Yes 
Yes 
Yes 
No 

 
Yes 
No 
No 
No 

 
Yes 
Yes 
Yes 
No 
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Fluorescence 
Detection 

Documents 
Import 

 
 

Yes 
Yes 

 
 

Yes 
Yes 

 
 

No 
Yes 

 
 

Yes 
Yes 

Display Images Yes Yes Yes Yes 
Save/Store 
Images 

Yes Yes Yes Yes 

Print/Send/Export 
Images 

Yes Yes Yes Yes 

Enhance Images Yes Yes Yes Yes 
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1.4 Performance Testing 
 

 

 
 

 
 
 

(b)(4) 
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11.2.2 Images 
  

Images on the Image bar are displayed based on their age, i.e., the newest 
image will be displayed first.  Images can be deleted, opened in the View 
window for viewing and manipulation, mounted, or printed. 
 
Additionally, by right clicking on a specific image, the user will be able to 
copy an image, archive an image, export an image, print a report, 
view/designate the anatomical region of the image, add/delete keywords, 
flip the image, rotate the image, and view image properties such as where 
the image is stored and how large it is.   
 
Exported image files save to the local hard drive or a network hard drive 
as a jpeg, bitmap or tiff image file (the type of file is selected by the user).   
 

11.2.3 Acquire  
 

Images are entered into Visix through one of the devices listed in the 
Acquire area.  The input methods consist of x-rays, video, 
photos/documents/images acquired by a flatbed scanner, and imported 
digital images.   
 
Optional Software Settings for Devices 
The following is an overall list of options available to the user to fine-tune 
images.  Not every option is available for every hardware device. 

 
• Advanced Settings 

Advanced settings are specified by the device manufacturer. 
 

• Allow Scan Edit 
When enabled, this option permits the user to draw selection boxes 
around images, or edit the selection boxes Visix Imaging draws 
automatically if the Auto-Segment option is enabled.  Allow Scan 
Edit is only available for flatbed scanners. 

 
• Auto-Flip 

When an image is Auto Flipped the view is as though the user is 
sitting on the other side of the item being x-rayed looking toward the 
x-ray head. 

 
• Auto-Optimize 

This option is only available for flatbed scanners.  When enabled, 
Auto-Optimize is used to make a flatbed scanner image a true 8-bit 
image with its greater range of grayscale values. See section 11.2.7 
for more detail. 
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• Auto Re-arm 

When enabled, as soon as one x-ray is taken, the device (typically a 
sensor) will automatically become ready to take another x-ray. 

 
• Auto-Segment 

When enabled, Visix attempts to recognize separate items on a 
scanner bed as separate images.  For example, when scanning 
standard size negatives, a green box is placed around each negative 
indicating that the area within the box is recognized as a standard 
size negative.  A blue box is placed around an item that is not 
recognized as a standard size negative but is recognized as a separate 
item to scan. 

 
• Brightness 

Raises or lowers the lightness of every pixel in the image. 
 

• Contrast 
Makes white areas whiter and black areas blacker in an image.  This 
has the effect of making details more noticeable in the image. 

 
• DEMS 

Allows specification of threshold values for the Dynamic Exposure 
Monitoring System.  See section 11.2.8 for more detail. 
 

• Display Size 
This option is only available for video cameras.  Display size allows 
the user to determine how large the image from the camera displays 
on the screen. 

 
• Edge Enhancement 

When Edge Enhancement is enabled, edges within an image will 
appear more defined.  Edge Enhancement tends to give an image a 
“salt and pepper” look. 

 
• Extra-oral Settings 

Extra-oral images are much larger images than intra-oral images.  
Extra-oral settings are the same settings as intra-oral settings except 
that they are applied against larger images. 

 
• Film Mask 

A Film Mask is a black border around the image similar to a mat 
around a photograph.  The border can make the edges of the image 
appear sharper.   
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• Gamma / Gray Shift 
Raises or lowers the lightness of the mid-range grayscale values 
without changing the whitest or blackest values on an image. 

 
• Image Orientation 

This option lists each size of phosphor plate and sensor along with 
the default acquisition orientation - vertical or horizontal - for each 
size. The user may change image orientation at any time before or 
after acquisition. 

 
• Image Resolution 

Image resolution (e.g. very high, high, standard) determines the 
amount of detail that an image will have.  Selecting a high or very 
high resolution will result in a greater amount of detail in the 
resulting image.  It will also save a larger digital image file that 
requires more hard drive space.  For most images, a standard 
resolution is acceptable. 
 

• Network Settings 
Some devices may be controlled by computers other than the 
computer the device is physically connected to.  Network settings 
identify the computer and the ports used to acquire images from 
these devices. 

 
• Prompt for Date 

If enabled, the user is prompted to specify the date the image was 
taken.  If disabled, the current date is used as the image date. 

 
• Reset 

Restores the default settings that came with Visix Imaging. 
 

• Shared / Exclusive 
If more than one computer can control a device, the device can be set 
to either Shared mode or Exclusive mode.  When in Shared mode, 
multiple computers can acquire images from the device.  When in 
Exclusive mode, only one computer can acquire images from the 
device. 

 
• Smoothing 

Smoothing attempts to remove any extra “noise” (miscellaneous 
black dots) from the image that was caused by applying edge 
enhancement. 

 
• Timeout Value 

August 29, 2008 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Televere Systems 510(k) Premarket Notification Visix Imaging 
Section 011_Indications for Use and Device Description  Page 6 of 13  
 CONFIDENTIAL 
 
 

Timeout Value specifies how much time a sensor should wait before 
placing itself in low energy mode. 

 
• Trim 

Removes extraneous black dots from the outside edges of the image. 
 

 
Software enabled setting options for the different types of hardware devices 
vary and are listed in the following Device Specific Settings chart:  

 

 
           Chart 1 
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Image activities after an image has been acquired into Visix 
• Auto or Manual Mounting 

When enabled, the auto-mount function automatically places 
acquired images into a previously created mount in the order in 
which they are acquired.  Alternatively, images may be manually 
placed in mounts through dragging and dropping the desired images 
into image placeholders on a mount.  See section 11.2.4 below for 
more information. 

 
• Image Buttons 

After images have been acquired, single or multiple images may be 
selected and then deleted, viewed, or saved. 

 
• Open an Image into the View window 

Images may be opened into the View window by: 
o Double-clicking on one image 
o Single clicking on one or more images and then clicking 

on the View button 
o Single clicking on one or more images and then right 

clicking once on one of the selected images and selecting 
View from the Right Click Menu 

See section 11.2.6 below for more information on the View window. 
 

• Print an Image Report 
The Image Report may be printed from the main Visix window, the 
View window or the Right Click Menu.  See section 11.2.5 below for 
more information. 

 
• Right-Click Image Menu 

Some image manipulation functionality is available via the right-
click image menu, including: 

o Mounting an image  
o Opening an image into the View window 
o Printing an image 
o Deleting an image 
o Copying an image to the clipboard 
o Moving an image to a user specified archive location  
o Exporting an image outside of Visix Imaging 
o Moving an image to a different patient 
o Specifying the anatomical region of the image  
o Assigning keywords to an image  
o Changing the orientation of an image (flip or rotate)  
o Viewing image properties 
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11.2.3.1 Acquire X-ray Images 
 
Various x-ray devices, such as the ScanX scanner and the 
Accent sensor, are compatible with Visix Imaging.  X-rays 
from phosphor plate scanners such as the ScanX are acquired 
in the ScanX window, and x-rays from sensors such as the 
Accent are acquired in the Accent window.  See the Device 
Specific Settings chart (Chart 1) above for user specified 
device settings for each. 
 
11.2.3.2 Acquire Video Images 

 
Various video cameras, such as the Acclaim intra-oral camera, 
are compatible with Visix Imaging.  Video images from video 
camera devices are acquired in the Acclaim window using the 
Freeze function and the Save function.  In addition to the user 
specified device settings listed in the Device Specific Settings 
chart (Chart 1) above, video options include the specific video 
camera device from which to capture images and the specific 
type of input such as S-Video. 
 
11.2.3.3 Acquire Laser Fluorescence Images 

 Laser fluorescence images are acquired in the Spectra window 
(a laser fluorescence caries detection device) using the Freeze 
function and the Save function.  In addition to the user 
specified device settings listed in the Device Specific Settings 
chart (Chart 1) above, options include Detection (of caries) and 
Analysis (of plaque). 

  
11.2.3.4 Acquire images from a Flatbed Scanner  

 
 Images from a flatbed scanner are acquired in the Scan Film 

window.  In addition to the user specified device settings listed 
in the Device Specific Settings chart (Chart 1) above, the only 
option for Flatbed Scanning is selecting the appropriate 
TWAIN driver that matches the scanner that is connected to 
the computer.   

 
11.2.3.5 Acquire Imported Images 

 
Digital images, documents, and photos may be acquired 
through the import of various file types in the Import window.  
The only import option is the user specified name and location 
of the file to import.   
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11.2.4 Mount Window 
 

The Mount function allows multiple images to be grouped together in a 
user specified arrangement similar to placing photographs in a cardboard 
mat that has multiple openings.  Mounted images can be viewed, printed, 
exported, or otherwise manipulated together as one image. The images 
contained in the mount can also be viewed and manipulated individually. 
The user may create new mounts or edit existing mounts, including 
mounts used for auto-mounting, a function that automatically places newly 
acquired images into an existing mount. 
 
Using the right-click menu on an image holder in the mount, the user is 
able to perform the following functions: 
 

• Automatically assign a specific anatomical region to the image that 
is moved to that mount location  

• Automatically assign specific keywords to the image that is moved 
to that mount location 

• Change the image holder orientation from vertical to horizontal or 
from horizontal to vertical 

• Automatically flip any image placed in that image holder 
• Delete the image holder 

 
Using the right-click menu on an image in an image holder, the user is 
able to perform the following functions: 
 

• Open the image into the View window 
• Place a copy of the mounted image in the area below the Mount 

box 
• Copy the image to the clipboard 
• Show or hide any annotations that have already been placed on the 

image 
• Remove the image from the Mount  

 
Additionally, basic image manipulation functionality is available via the 
Right Click Menu, including copying, archiving, exporting, assignment of 
an anatomical region, addition of keywords, image flip, rotation, viewing 
of properties, and printing. 
 

11.2.5 Print  
 
A predefined report that includes one or more images accompanied by 
patient, practice, and provider information will print. A sample of the 
report appears on the last page of this section. 
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11.2.6 View Window 
 
The View Window may be used to examine, manipulate, and place 
measurements and annotations on an image.  The View Window provides 
the capability of manipulating multiple images at once.  Various tools are 
available for use in the Viewer Window: 
 

• Zoom 
Narrows or broadens the view of an image.  Zooming in 
(enlarging) focuses on a specific area of an image that has been 
enlarged.  Zooming out (reducing the size of an enlarged image) 
broadens the view until the image is returned to its original size. 

 
• Full Screen 

Fills the Viewer Window with the selected image. 
 

• Reset Zoom 
Resets the image to its original size. 
 

• Rotate 
Allows the image to be turned by either 90º or 180º at a time. 
 

• Flip 
Allows flipping of the image, either left-to-right or top-to-bottom. 
 

• Reset Orientation 
Returns the image to the original orientation. 
 

• Automatically Arrange Images 
Places images in the View window in the position they occupied 
when the View window was originally opened. 
 

• Manually Arrange Images 
Allows images to be manually moved to any position in the View 
window.  Also allows the image size to be manually adjusted. 
 

• Measure 
Allows the measurement of the distance between points or the 
angle between intersecting lines.  For some devices, calibration is 
required before measurements are made.  Measurement lines may 
remain on the image and be displayed, may remain on the image 
and be hidden from sight, or may be deleted. 
 

• Annotate 
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Provides tools with which to add, edit or delete annotations on the 
image, including text, shapes, lines, arrows, freehand drawing, and 
options to customize each of these including size, font, and color.  
Annotations may remain on the image and be displayed, may 
remain on the image and be hidden from sight, or may be deleted. 
 

• Magnifying Glass 
Permits closer visual inspection of a particular region of an image 
using different-sized areas and shapes of magnification, different 
magnification amounts, and the application of effects such as 
increased contrast, inversion, or colorization. 
 

• Print Image 
Opens the Microsoft Print window in order to print the image in a 
pre-setup report that includes the image plus some patient, 
provider and practice information. 
 

• Negate 
Converts image areas that are black to white, and areas that are 
white to black. 
 

• Colorize Image 
Substitutes colors for grayscale values in an image. 
  

• Pseudo 3D 
Applies a 3-D effect to the image. 
 

• Sharpen Image Edges 
Increases contrast on edges in the image, causing the edges to be 
more easily seen. 
 

• Reset Original Image 
Resets the image to its original state when the View Window was 
opened. 
 

• Remove From Viewer 
Removes the image from the View window. This function does not 
delete the image from Visix Imaging. 
 

• Brightness and Contrast 
Changes the brightness and contrast levels of the image. 
 

• Gray Shift (Gamma) Slide Bar 
Leaves the whitest and blackest parts of an image alone as it makes 
the mid gray values lighter or darker.  
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11.2.7 Adaptive Image Processing (AIP) / Auto-Optimize 

 
Flatbed scanners cannot properly interpret what should be pure white or 
pure black, since the film being scanned is not completely transparent or 
opaque in these areas.  Auto-Optimize, the flatbed scanner version of AIP, 
takes the lightest white and makes it pure white, and the darkest black and 
makes it pure back.  It then adjusts the grayscale values of the image to 
fall between those values, increasing the sharpness of the image and using 
a full 8-bit grayscale that would otherwise be lost by the scanner. 
 
For x-ray images, Adaptive Image Processing (AIP) takes into account the 
medical use of the image and removes unnecessary information to reduce 
the size of the image file.  For example, Visix Imaging removes image 
information relating to the cheek in front of the teeth being x-rayed. 
 

11.2.8 Dynamic Exposure Monitoring System (DEMS) 
 
The Dynamic Exposure Monitoring System is an aid to the user in quickly 
identifying x-ray images that are of potentially lower quality than what the 
particular hardware is capable of acquiring.  DEMS provides a green, 
yellow, or red light to indicate the amount of data available in the image to 
render the object being imaged.  The amount of data (measured in terms of 
bits) required to meet the criteria for determining these status colors is 
specific to each hardware device supported by Visix Imaging based on 
input from the hardware device manufacturer and testing.  Should the 
image data obtained from a device contain fewer bits of information than 
desired for a quality image, the software prompts the user to retry image 
acquisition.  Each hardware device has threshold bit levels set by default 
on installation, and users are advised not to change these values without 
consulting a Visix Imaging representative.  
 
The DEMS system of indicator lights is not intended to serve as a 
diagnostic tool, but rather provide a quick visual to the user that an image 
may need to be retaken.  Threshold values affect how many warnings a 
user may receive during image acquisition; higher thresholds will require 
higher quality images that may prompt the user to reacquire images more 
frequently.  Lower thresholds may not prompt the user to reacquire an 
image frequently enough.  
 
Whether prompted or not, the user makes the decision to accept the image 
or change the x-ray hardware settings and reacquire the image. 
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SUBSTANTIAL EQUIVALENCE AND PREDICATE COMPARISON 

Visix Imaging is substantially equivalent to the following predicate devices: 
 
Manufacturer Product Name 510(k) No. 
Televere Systems TigerView Professional K061035 

Tau Corp. (Televere Systems) TigerScan/TigerView K955237 

EagleSoft EagleSoft ChairSide Software 
Application 

K982422 

 
This conclusion is based on the following aspects: 

Indications for Use: 

Visix Imaging is a clinical software application that receives images and data from 
various imaging sources (e.g., radiographic devices, digital video capture devices, and 
generic imaging devices such as scanners).  In addition, Visix Imaging enables the 
storage of clinical notes and measurements.   

 
It is intended to acquire, display, edit (e.g., adjust contrast, annotate, etc.), review, store, 
print, and distribute images using standard PC hardware. 
 
Technological Comparison: 

Visix Imaging, TigerView Professional, TigerScan/TigerView, and EagleSoft ChairSide 
are each software applications that have similar indications for use and overall function 
and perform in a similar manner with respect to image processing systems (i.e. PACS). 
Visix Imaging is compatible with similar types of hardware devices (e.g. scanners, digital 
video camera, etc.) and has similar options for displaying, editing, and printing images as 
the predicate devices. 

A more detailed comparison of the features and performance of these devices is provided 
in the following table. 
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August 20, 2008 

Parameters 
Visix Imaging 

Televere Systems 
 

TigerView Professional 
Televere Systems 

K061035 

TigerScan/TigerView 
Tau Corp. 
K955237 

EagleSoft ChairSide Software 
Application 

EagleSoft, A Patterson Co. 
K982422 

Indications for 
Use 

Visix Imaging is a clinical 
software application that 
receives images and data 
from various imaging 
sources (e.g., radiographic 
devices, digital video 
capture devices, and 
generic image devices 
such as scanners).  In 
addition, Visix Imaging 
enables the storage of 
clinical notes and 
measurements. 
 
It is intended for use by 
radiologists, clinicians, 
and physicians to acquire, 
display, edit (e.g., resize, 
adjust contrast, annotate, 
etc.), review, store, print, 
and distribute images 

TigerView Professional is a 
clinical software application 
that receives images and 
data from various imaging 
sources (e.g., radiographic 
devices, digital video 
capture devices, and generic 
image devices such as 
scanners).  In addition, 
TigerView Professional 
enables the storage of 
clinical notes, audio 
recordings, and clinical 
exam data.   
 
It is intended for use by 
radiologists, clinicians, and 
physicians to acquire, 
display, edit (e.g., resize, 
adjust contrast, crop, 
annotate, etc.), review, store, 

Uses of TigerScan and 
TigerView in the dental 
industry include the 
following: 

- Scanning of film and 
archival storage for on-
line access by patient 

- Electronic transmission 
of digital radiographs 
with insurance claims. 

- Radiograph viewing and 
manipulation for 
diagnostic purposes, 
patient education and 
consultation, and 
insurance claims 
adjudication. 

- Electronic transmission 

EagleSoft’s ChairSide is a clinical 
software program that enables 
dental offices to keep records of 
hard and soft tissue charts, 
treatment plans, clinical notes, 
audio recordings, and clinical 
exam data. In addition, it also 
offers an imaging module for 
image acquisition, editing, and 
storage of digital images.  It is 
designed to be a single-source 
solution for a dentist’s software 
needs for clinical and diagnostic 
use when serving the general 
public. 

Images can be acquired from 
standard dental imaging devices 
including Digital Radiographic 
Devices, Digital Video Capture 
Devices, and Generic Image 
D i h N
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Parameters 
Visix Imaging 

Televere Systems 
 

TigerView Professional 
Televere Systems 

K061035 

TigerScan/TigerView 
Tau Corp. 
K955237 

EagleSoft ChairSide Software 
Application 

EagleSoft, A Patterson Co. 
K982422 

using standard PC 
hardware. 

print, and distribute images 
using standard PC hardware. 

of radiographs to 
specialists for 
consultation. 

Devices such as scanners. Non-
diagnostic images can then be 
edited (i.e. resized, contrast, 
cropped, etc.). Images can also be 
easily imported and exported. 

Patient/Image 
Management 

Yes    Yes Yes Yes

Acquire 
Images 

    

X-ray 
(i.e., Phosphor 

Plate, Digital 
Sensor, Digital 

Panaromic) 

Yes    Yes Yes Yes

Laser 
Fluorescence 

Caries 
Detection 

Yes  No No No 
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August 20, 2008 

Parameters 
Visix Imaging 

Televere Systems 
 

TigerView Professional 
Televere Systems 

K061035 

TigerScan/TigerView 
Tau Corp. 
K955237 

EagleSoft ChairSide Software 
Application 

EagleSoft, A Patterson Co. 
K982422 

Video      Yes Yes No Yes

Photos     Yes Yes No Yes

Documents     Yes Yes No Yes

Import     Yes Yes Yes Yes

Display 
Images Yes    Yes Yes Yes

Save/Store 
Images Yes    Yes Yes Yes

Produce 
Reports Yes    Yes Yes Yes

Print/Export 
Images Yes  Yes Yes Yes 
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August 20, 2008 

Parameters 
Visix Imaging 

Televere Systems 
 

TigerView Professional 
Televere Systems 

K061035 

TigerScan/TigerView 
Tau Corp. 
K955237 

EagleSoft ChairSide Software 
Application 

EagleSoft, A Patterson Co. 
K982422 

Enhance 
Images:     

Brightness     Yes Yes Yes Yes

Contrast     Yes Yes Yes Yes

Colorize     Yes Yes Yes Yes

Crop     No Yes Yes Yes

Rotate     Yes Yes Yes Yes

Zoom In/Out Yes Yes Yes Yes 

Invert     Yes Yes Yes Yes

Sharpen     Yes Yes Yes Yes

Measure     Yes Yes Yes Yes

Over/Under Yes    Yes Yes Yes
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August 20, 2008 

Parameters 
Visix Imaging 

Televere Systems 
 

TigerView Professional 
Televere Systems 

K061035 

TigerScan/TigerView 
Tau Corp. 
K955237 

EagleSoft ChairSide Software 
Application 

EagleSoft, A Patterson Co. 
K982422 

Exposure  

Annotate     Yes Yes Yes Yes

Run on 
standard PC-

compatible 
computers 

Yes    Yes Yes Yes
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PRODUCT LABELING 

 
The labeling for the proposed device, Visix Imaging, follows this page.  The labeling 
includes: 
 
Part 1 This document, 1 page 
Part 2 Visix Imaging Manual, 157 pages 
Part 3 Visix Imaging Administration Manual, 27 pages 
Part 4 Visix Imaging CD label, 1 page 
Part 5 A web site about Visix Imaging with the documents printed from that web site, 22 

pages 
Part 6 A Visix Imaging marketing document, 1 page 
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Perfecting Your Practice… 

 
 
 
 

 
 
 
 
 
 
 

Visix Imaging 
Manual 

 

DDeennttall  Imaaggiinngg  SSooffttwwaarree  
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Indications for Use    
 
Visix is a clinical software application that receives images and data from various imaging 
sources (e.g., radiographic devices, digital video capture devices, and generic image devices 
such as scanners).  In addition, Visix enables the storage of clinical exam data.   
  
It is intended to acquire, display, edit (e.g., resize, adjust contrast, annotate, etc.), review, store, 
print, and distribute images using standard PC hardware. 
 
 
Caution: Federal law restricts this device to sale by or on the order of a dentist or any other 
practitioner licensed by the law of the State in which he/she practices to use or order the use of 
the device. 
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How To Open Visix 

On your desktop, double click on the Visix icon.       

Or   

On your desktop, click on the Start button   

Go to All Programs    

Select Visix Imaging    

 Then select Visix again.  
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Select a Provider 

The first Visix window that opens is the Select Provider Window. 

 

A provider is a doctor.  If the name that displays is the correct provider click on the Login button.  
Otherwise, click on the User Name down arrow to display a drop down box of other providers 
that may be selected from.  If the necessary provider does not appear in the drop down box, 
click on the cancel button to exit Visix then open Visix Administration and enter a new provider.  
For instructions on how to use Visix Administration, please refer to the Visix Administration 
manual. 
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Patients Window  

 

The Patient window is broken up into two sections: a Patients area where a patient is selected, 
added, deleted, or has his information edited, and a Search Criteria area which is used to locate 
specific images.   

Patients Area 

The Patient wi
the top bar of the window where the provider, Visix icon, and Visix name 
display, the message “No Current Patient” also displays.   

ndow initially opens without a patient selected.  Notice on 
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After a patient is selected the patient’s name will display here.   

Always check this area of the screen to make sure that the correct 
patient is selected before starting an activity in Visix. 

Display Existing Patients 

 

In the Patient List inside Visix, patients are listed in 
alphabetical order by last name. 

Find a Patient  

Click on the Find Last Name radio button to find patients 
by their last name, or on the Find ID radio button to find 
patients by their ID, then enter either the patient’s last 
name or ID into the Find Patient box. 

 

As information is entered into the Find Patient box, Visix 

 
will advance through the list of patients, moving to the first 
patient whose last name or ID is the same as the entry in
the Find Patient box. 
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In the example above, the patient is being found by their 
last name and the letter “m” was entered into the Find 
Patient box.  Visix moved to the first patient in the Visix 
Patient List whose last name begins with the letter “m”. 

 

In this second example, the letters “me” were entered into 
the Find Patient box.  Visix moved past “Mainner” whose 
second letter is an “a” to “Meyer” whose second letter is an 
“e” which matches the Find Patient criteria. 

Select a Patient  

To select a patient, double click anywhere on the patient’s 

Birth, or Provider) or click on the Select button.  The 
patient’s name will display in the top bar of the Visix 
window letting you know which patient has been selected. 

information in the patient list (Patient Name, ID, Date of 
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Once the patient has been selected, the main Visix window 
appears with the patient’s images displayed on the right 
hand side in the Images window. 

Add a Patient 

To add a new patient, click on the Add button at the top of 
the Patients window.     

 

The Add Patient window will display. 
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First Name  

Enter the first name of the patient.  This is required to save 

e 

This is required to save 

the record. 

Last Nam  

Enter the last name of the patient.  
the record. 
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Provider  

Select the correct provider from the drop down box.  This is
required to save the record. 

 

    Gender 

     Select Male or Female to specify the gender of the patient. 

Date o

nt was born.  Include slashes as a 
git year. (ex. 11/23/1985) 

 
Patient

t will use in Visix. 

    S.S.N. 

    Insure

e Insured party for the 
patient. 

Street 

Enter the street address of the patient. 

City   

State 

Enter the state the patient lives in. 

Zip Code  

Enter the zip code the patient lives in. 

f Birth  

Enter the date the patie
separator and a four-di

 ID  

Enter the ID this patien

Enter the patient’s Social Security Number. All X’s can be 
substituted. 

d’s ID: 

If applicable, enter the ID for th

Address   

Enter the city the patient lives in. 

  

Visix Imaging 2.1  Page 17 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Home Phone  

Enter the home phone number of the patient.  If you would 
like the phone number to display with separators for ease 
of viewing, such as dashes, enter them. 

Work Phone  

Enter the phone number where the patient works.  If you 
would like the phone number to display with separators for 
ease of viewing, such as dashes, enter them. 

Email 

   

   

Enter the e-mail address the patient uses. 

OK 

Click on the OK button  at the bottom of the 
Add New Patient window to save the patient record. Th
patient record can be saved at any point after the patient’s

e 
 

name and providers’ name have been entered.  Once 
saved, the patient record will appear in its alphabetical 
position by last name. 

Cancel    

Click on the Cancel button  at the bottom of 
the Add New Patient window to close the window without 
any further saving. 

Edit a Patient 

To change information in a patient record, left click once on 

nts 
the patient in the Patient List, and then click on the Edit 
button at the bottom of the Patients section of the Patie
window.      
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The Edit Patient Info window will display.  The Edit Patient 
Info window contains the same information fields as the 
Add New Patient window.  For an explanation of each 
entry please refer to the Add A Patient section of this 
manual. 

Delete A Patient 

To delete a patient, left click once on the patient in the 
Patient List, and then click on the Delete button at the 
bottom of the Patients section of the Patients window.     

 

A window that asks if you are sure that you want to delete 
the patient and all of the patient’s images will appear.  
Check the patient name at the top of the Visix window to 
make sure this is the correct patient before proceeding.   
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Click on yes if you are sure that you want to delete the 
currently selected patient with all of his or her images.  
Click on No if you are not sure. 

Visix Imaging 2.1  Page 20 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Patients Window  
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Search Crit

The Search Criteria section of the Patient window is used to find a 
specific image, or group of images, from among a potentially large 
number of images.  

The search decision involves the information that is displayed in the 
Anatomical Region, Exam Dates, Image Types, and Keywords list boxes 
in the Search Criteria section of the Patients window.  Click on any 
information in each list box that can be used to narrow the image search.  

The anatomical region diagram allows you to search for images that have 
the selected teeth displayed in the image. If any images have anatomical 
information specified, the Anatomical Region diagram will color the 
corresponding teeth green. To search for images of a specific tooth or 
teeth, click on the green teeth to turn them blue.  To search for standard 
sets of teeth click on “A” for anterior,  “P” for posterior, “Q1”, “Q2”, “Q3” 
and “Q4” buttons for a quadrant, and “Upper” and “Lower” buttons for all 
teeth in either the Upper or Lower Arch.  

When “Only Display Mounts” is checked, clicking the Search button will 
filter out all single images and display only mount images.  

Click on the Include Archived Images check box if there are any archived 
images that should also be searched.   

Double-clicking on the patient’s name in the Patient List will over-ride the 
search criteria and display all of the patient’s images. 

For example, referring to the Search Criteria window section pictured 
above, a search could be narrowed to only those images that have teeth 
with amalgam fillings where the x-ray was taken on 11/28/2006 or 
12/7/2006 using a ScanX Phosphor Plate.  To do this, the Amalgam 
Filling entry in the Keywords list box would be clicked on, the ScanX 
Phosphor Plate entry in the Image Types list box would be clicked on, 
and the 11/28/2006 and 12/7/2006 dates in the Exam Dates list box 
would be clicked on.  When the Search button is then clicked, only those 
images that were of an Amalgam Filling that were taken on 11/28/2006 
and 12/7/2006 using a ScanX would display. 

The anatomical region for an image can be assigned using the Right Click 
Image Menu (see the Right Click On An Image section of this manual) or 
by assigning an anatomical region to a mount hole in the Mount window 
(see the Mount Window section of this manual). 

Keywords can be assigned to an image in the same ways the anatomical 
region can be assigned. 

eria Area 
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The infor
Search C

mation in the Exam Dates and Image Types list boxes in the 
riteria area is automatically entered when the image is acquired. 
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Images Window   

 

The Images window is the vertical window on the right side of Visix.  The images 
displayed on the Images window belong to the patient whose name appears at the top of 
the Visix window. To learn how to change patients see the Select A Patient section of 
this manual. 

The images in the Image window will display based on their age.  The newest images 
display first.  Images can be dele , ing 
and manipulation, sent to the Mount 

Select an Image 

To manipulate an image in any fashion the image must be 
selected first. 

To select an image, left click on it.  To select multiple 
images, left click on multiple images. To select all of the 
images, click on the All button at the bottom of the Images 
window. 

ted  exported, opened into the View window for view
window for viewing and mounting, or printed. 
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Deselect an Image 

To deselect an image, click on it again.  To deselect all of 
the selected images, click on the None button at the 
bottom of the Images window. 

 

Delete an Image 

To delete an image, first select the image or images to be 
deleted, and then perform ONE of the following steps: 

• Click on the Delete button on the top Visix toolbar. 

 

• Right click on one of the selected images and 
select Delete from the Right Click Menu that 
appears. 
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• Click on the Actions Menu on the top Visix toolbar 
and then select Delete from the drop down menu 
that appears. 

 

Once the delete option is selected, the following window 
will open: 

 

Note: If the Yes button is clicked, the image will be 
deleted.  A deleted image is NOT recoverable. 

View an Image 

A single image may be opened in the View window by left 
clicking twice on it. To open multiple images in the View 
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window, first select the image or images to be viewed, an
then perform ONE of the following steps: 

d 

• Click on the View button on the top Visix toolbar. 

 

• Right click on one of the selected images and 
select View from the Right Click Menu that 
appears. 

 

• Click on the Actions Menu on the top Visix toolbar 
and then select View from the drop down menu that 
appears. 
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For instructions on how to use the View window, please 
refer to the View Window section of this manual.   

Mount an image 

To mount an image or work with an already created mount, 

• Click on the Mount button on the top Visix toolbar. 

click on the mount and/or images that are needed then 
perform ONE of the following steps:   

 

• Right click on one of the selected images and 
select Mount from the Right Click Menu that 
appears. 

 

• Click on the Actions Menu on the top Visix toolbar 
and then select Mount from the drop down menu 
that appears. 
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For instructions on how to use the Mount window, please 
refer to the Mount Window section of this manual.   

Print an Image 

ges 
g 

 on the Print button on the top Visix toolbar. 

To print an image in a report, click on the image or ima
that need to be included then perform ONE of the followin
steps:   

• Click

 

• Right click on one of the selected images and 
select Print from the Right Click Menu that appears. 
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• Click on the Actions Menu on the top Visix toolbar 
and then select Print from the drop down menu that 
appears. 

 

The Windows Print window will open to allow the user to 
select the printer to send the report to, the number of 
copies to print, etc.  The report that prints will display 
patient, doctor and practice information in addition to the 

s. 

Right Click on an Imag

When you right click on an image the Right Click Menu will 
appear:   

selected image

e Menu 

  

Mount 

The selected images will be opened in the Mount window. 
For instructions on how to use the Mount window, please 
refer to the Mount Window section of this manual.  
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View  

The selected images will display in the View window.  For 
instructions on how to use the View window, please refer 
to the View Window section of this manual.  

Print  

The selected image or images will be printed along with 
the patient’s name, ID, gender, and date of birth, the 
provider’s name and phone number, the practice name, 
address and phone number and the date the image was 
taken. 

Delete  

When Delete is selected the following window will display: 

 

Click on Yes to remove the image from Visix.  Click on No 
to cancel the delete.  A deleted image can not be 
recovered. 

Copy  

The selected image will be copied to the clipboard. The 
image can then be pasted into another program that uses 
the clipboard such as Microsoft Word. 
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Archive  

                                              

When an image is archived, the full size image is removed 
from Visix and placed in the archive location specified in 
Visix Administration.  The thumbnail version of the image 
remains in Visix. The thumbnail version will not open in the 
View window. To restore an archived image, right click on 
the thumbnail version and select Restore.   

Export  

Exporting is the process by which an image is copied from 
within Visix to a file outside of Visix.  When Export is 
selected the following window will display: 
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Export to Hard disk/Memory stick: 

 

Export Location - Available Drives 

t the image to a hard drive or memory stick that is 
accessible by this computer, click on the Available Drives 

displayed. 

To expor

down arrow then select the drive from those 

    

Export Location – Available Directories 

The ir  
driv  
fold s

 d ectories (also known as folders) within the selected
e will display.  Double click on a folder to display any
er  that might be within it. 
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Select the directory (folder) to copy the export file to. 

File Naming Options 

The default name for the exported file is the patient’s 
name. 
 
If multiple images are exported at the same time, a number 
that increases by 1 for each exported image will follow the 
ima  

ons 

 the exported image. 

Export  

Click on the Export button to export the file. 

Change Patient (Move Images From One Patient To Another) 

The ability to move an image from one patient to another 
patient is available only from the Right Click Image Menu. 

To move an image from one patient to another, perform 
the following steps: 

• Open the patient the image was incorrectly saved 
to 

• Right click on the image to open the Right Click 
Menu 

• Select Change Patient. The Change Patient 
window will open. 

ge name.  For example: 
John_Smith1.jpg  
John_Smith2.jpg  
John_Smith3.jpg   

Export Opti

Click on Embed Image Annotations to place a check in the 
checkbox if the annotations on this image should be 
included with
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• Double left click on the name of the patient who
sh

 
ould have received the image, or type in the last 

name of the patient who should have received the 
image for Visix to locate it for you 

• Click on the OK button. 

Anatomical Region  

When Anatomical Region is selected the following window 
will display: 
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This is identical to the Anatomical Region section of the 
Patient Window. Select the teeth in the diagram that 

. 

 be 
ch individual tooth.  Clicking 

on selected teeth will un-select them.  Changes to this 
window are saved when the window’s close button 

correspond with the teeth in the image by clicking on them
Clicking on “A”, “P”, “Q1”, “Q2”, “Q3”, “Q4”, “Upper” or 
“Lower” will select sets of teeth.  Individual teeth can
selected by left clicking on ea

 is 
clicked. 

Saving the anatomical region allows this image to appear 
(or not appear) in response to a search by anatomical 
region.  The search is performed on the Patient Window. 

Keywords  

When Keywords is selected the Keywords window will 
display:  

 

 
The Keywords window allows two actions: 

• Keywords can be added or deleted from the main 
Keywords List that supplies keywords to all of the 
images in Visix. 

• Specific Keywords can be associated ith the 
currently selected image 

 w
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Add K

To add or delete Keywords from the main Keywords List, 
e right of the Available 

Keywords drop down box.   

eywords to the Main Keyword List    

click on the Edit button on th

 

The following window will display: 

 

To Add a Keyword, click on the Add button at the top of the 
window then enter the keyword into the New Keyword 
window.  Click on the OK button to save the new keyword. 
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Click on the Done button to close the Add K ye word 
window. 

Assign

To assign a keyword to a selected image, click on the 
down arrow of the Available Keywords drop down box  

 a Keyword to an Image   

 

then select the keyword.  The keyword must exist in the 
Main Keyword List before it can be assigned to an image.   

Multiple Keywords can be assigned to an image.  When all 
of the applicable Keywords have been assigned to the 
image, click on the window’s Close button  to close the 
Keywords window. Note: If the keyword to assign does not 
appear in the drop down box, add the keyword to the main 
Keyword List following the Add Keywords To The Main 
Keyword List instructions above. 

Remove a Keyword from an Image     

To Remove a Keyword that was assigned to an image, 
click on the Keyword then click the Remove Button. 

      

When finished, click on the window’s Close button  to 
close the Keywords window. 
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Delete a Keyword from the Main Keyword List  

 on To Delete a Keyword from the Main Keyword List, click
the Edit button on the Keyword window. 

 

In the window that opens click on the Keyword to delete, 
and then click on the Delete button.   

 

Click 
windo

on the Done button to close the Edit Keywords 
w then on the window’s Close button  to close the 

main Keywords window. 

Flip  

When Flip is selected the following window will display:  
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Left/Right  

Selecting Left/Right will create a horizontally mirrored 
image.  What was on the left side of the image will now be 
on the right side, and what was on the right side of the 
image will now be on the left side.  

Top/Bottom  

Selecting Top/Bottom will create a vertically mirrored 
image.  What was on the top of the image will now be on 
the bottom, and what was on the bottom of the image will 
now be on the top. 

Rotate  

When Rotate is selected the following window will display: 

 

Rotate 90 CW 

 

Rotate

Rotate 180 

cause th  turn 

Properties  

hen Properties is selected the following window will 
display:  

 

Selecting Rotate 90 CW will cause the selected image to
turn 90 degrees clockwise (CW). 

 90 CCW    

Selecting Rotate 90 CCW will cause the selected image to 
turn 90 degrees counter clockwise (CCW). 

Selecting Rotate 180 will e selected image to
180 degrees.  

W
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The information displayed on the General tab includes the 
type of equipment used to capture the currently selected 
image, the name, ID, gender, and age of the patient the 
image was taken of, the name of the provider for this 
patient, the date the image was acquired, where the image 
is stored, what the stored image is called, and how large 
the image is.   

Change the Created Date for Images acquired from a flatbed 
scanner or imported  

If the image was acquired from a flatbed scanner or 

imported, an Edit button  will appear on the 
Properties window that will allow the Created Date for the 
image to be changed. 
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Acquisition Windows 

Accent Sensor 

Images are entered into Visix through the Acquisition buttons. The types of input include 
X-rays from an Accent sensor, a ScanX phosphor plate scanner, or a flatbed scanner, 
Video Stills from an Acclaim camera, and imported images. 

 

Accent Acquisition Window 

Click on the Accent button on the Visix toolbar to open the 
Accent Acquisition window.  
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Acquiring Images 

When the Acc
then change to
initialized and is ready to acquire images. 
 

Settings Button for

from an Accent Sensor 

ent Acquisition window opens, the status bar will flash and 
 a solid green. This indicates the sensor has been 

 an Accent Sensor  

The Settings button will display windows that hold optional 
settings for the sensor that is connected to this computer.  
These settings are advanced and will apply to all of the 
future images acquired by this sensor. 
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Settings B t sensor 

` 

utton – Low Res. Settings – Accen

 

The current settings for the Accent sensor are displayed in 
the center of the Settings window under the heading 

s a tool that will help obtain the best image 
quality possible. Click on the 1.2.3…Setup button to 

“Current Settings”.  The settings for a low-resolution image 
will display if the last image taken was a low-resolution 
image.  The settings for a high-resolution image will display 
if the last image taken was a high-resolution image.  

1, 2, 3… Setup i

change the Brightness, Contrast, Gray Shift, Edge 
Enhancement, or Smoothing settings for future low-
resolution or high-resolution images taken by this sensor.  
At least one image must be acquired before using the 1, 2, 
3…Setup tool. 

Clicking on the Reset Default Settings button 
 will change the settings back to the 

original settings Visix came with. 
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Settings Button – Accent sensor 

 

1, 2, 3…

dge 
Enhancement will make the first few pixels on the dark side 

 side 

 

d 
ct 

image quality.  

Click on the Back button to exit out of the 1, 2, 3…Setup 
tool. Click on the Next button to advance to the Step 2 
window. 

 Setup Step 1 

Click on the amount of Edge Enhancement desired.  E

of an edge darker and the first few pixels on the white
of an edge whiter.  This causes more contrast at the 
edges, which makes the edges more defined, giving them 
a sharper look. 

As the level of Edge Enhancement is changed, the change
is reflected on the last image that was acquired, allowing 
the user to decide the amount of Edge Enhancement that 
is appropriate. 

The Advanced button should only be accessed by traine
service personal. Changing its values may adversely affe
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1, 2, 3… Setup Step 2 

      

Click on the amount of Smoothing to apply to all future Low 
pts 

plied in Step 1. 

 the 
amount Smoothing that should be 

applied. 

ffect 
.  

button to return to Step 1, Edge 
Enhancement.  Click the Next button to move to Step 3 

Resolution or High Resolution images. Smoothing attem
to remove any extra “noise” or graininess from the image 
caused by the Edge Enhancement ap

As the level of Smoothing is changed, the change is 
reflected on the last image that was acquired, allowing
user to decide the 

The Advanced button should only be accessed by trained 
service personal! Changing its values may adversely a
image quality

Click on the Back 
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1, 2, 3…

     

 Setup Step 3 

 

allows the user to set the amount of brightness, 
t and gray shift (also called gamma) that is applied
ture Low R

Step 3 
contras  
to all fu esolution images. 

The default values are shown in the screen shot above 
and can be set by clicking the Center Controls button 
below the sliders. 

As the levels of brightness, contrast or gray shift are 
adjusted, the changes will be reflected on the last acquired 
image so that the user can determine which setting is 
appropriate. 

Brightness  

Changing the Brightness setting can make up for 
an x-ray device that takes images with too much 
lightness or darkness.  Brightness raises or lowers 
the lightness for every pixel in the image. 
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Contrast  

Increasing the Contrast creates an image where 
the white areas are whiter and the black areas 
blacker.  This causes the edges of a shape within 
the image to be more easily seen. 

Gray Shift (Gamma)  

A Gray Shift change leaves the whitest and 
blackest parts of an image alone as it makes the 
mid gray values lighter or darker.  If the Gamma 
level gets moved up the Contrast level should be 
moved down.  Changing the Gamma setting can 
result in an image that is very dark. 

Back or Finish 

Click on the Back button to return to Step 2, 
Smoothing.  Click on the Finish button to complete 
the 1, 2, 3…Setup.  

A summary of the new settings that will be applied 
age 
e first 

1.2.3…Setup window under the heading “Current 
”. 

to every Low Resolution or High Resolution im
taken with the Accent sensor will appear on th

Settings
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Settings B

     

utton – Sensors Window – Accent sensor 

 

Sensors Tab Settings     

Auto Re-Arm 

 

 each image the sensor takes is viewed 
as if the viewer is on the outside of the mouth 

 

Timeou

Place a check in the Auto Re-Arm checkbox to 
have the sensor automatically reset itself for 
another picture as soon as the previous picture has
been taken. 

Auto Flip 

By default,

looking in.  Place a check in the Auto Flip checkbox
to change the view to look like the viewer is on the 
inside of the mouth looking out. 

t Value 

The Timeout Value is the amount of time the 
sensor will wait for an x-ray to be taken before 
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going into low power mode. The default valu
will cause the sensor to

e of 0 
 never time out. 

t 
nsor 

l.  
 Right Click On 

An Image section of this manual for instructions on 
ual images. 

Auto-Mount 

Sensor Orientation 

The Sensor Orientation lists each size of Accen
sensor and whether the image taken by that se
should be displayed in a vertical or horizontal 
position.  No matter how an image is brought into 
Visix, its orientation can be changed later from 
vertical to horizontal or from horizontal to vertica
Please refer to the Images Window,

how to rotate and flip individ

 

Check the Auto-Mount checkbox to automatically place 
each scanned image into a previously created and saved 

own arrow of the Available Mounts 
ct a mount.  The selected mount will 

display in the black mount box underneath the Available 
Mounts

Scann

When using the Auto-Mount feature, images must 
e 

ced in 
the number one on it, the 

second scanned image would be placed in the 
image box with the number two on it, etc.  When 
mounting a large number of images, such as a full 
mouth series, taking the x-rays in the order 

mount.  Click on the d
drop down box to sele

 drop down box.   

ing Order 

be scanned in the order they are placed into th
mount.  For example, in the mount displayed 
above, the first scanned image would be pla
the image box with 
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specified by the mount can become a more 
complicated business. 

Auto-Mount Colors 

Different colors are used to represent different 
image holder situations in an auto-mount.  An 

pped. 

ng an Image in the Mount 

 

e image holder will turn black.  Clicking on the 
image holder again will remove the black and allow 
the image holder to receive an image again. 

 the 

anned will be placed in the open mount space 
that was created by removing the image. 

Creating the Mount 

t is full it wi
ve 

 is 
still going on.  This allows further scans to be 

aced in a new, empty mount automatically.   

and 
scanning will stop. 

image holder that is green has an image loaded.  
An image holder that is red indicates the holder into 
which the next scanned image will be placed.  An 
image holder that is white is empty.  An image 
holder that is black will be ski

Skippi

There will be times when some of the image 
holders in a mount will need to be skipped because
that particular x-ray was not taken.  To skip an 
image holder, click on it before the scan begins.  
Th

Deleting an Image 

If an image used in the mount is deleted before
mount is saved the image will automatically be 
removed from the mount.  The next image that is 
sc

When a moun ll flash three times.  
Clicking on the Create button at this time will sa
the mount without disrupting any scanning that

pl

If the Create button is not clicked on time, the 
following warning message will appear 
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If the warning message appears, click on the OK 
button to close it, click on the Create button to save 
the mount, and then rescan any plates that did not 
have their image acquired.   

Manually Mount Images 

The alternative to Auto-Mount is to mount the images 
manua ount 
window
manua
manua

Sensor Indicator Bar 

Once the Accent Sensor is ready to be used, the bar next 
to the S en will 
flash gr
display take 
the x-ra g Image” w
display

During the Acquire

Visix w or.   

If the C

lly by dragging them onto a mount using the M
.  For instructions on how to mount images 
lly, please refer to the Mount Window section of this 
l. 

tart button will display the word “Initialized” th
een and the words “Waiting for Exposure” will 
.  After the sensor button has been pressed to 
y the bar will flash red and “Processin ill 
. 

 Process 

ill automatically capture the image from the sens

ancel button  is clicked during the 
uire process will be aborted. acquire process, the acq

After the Acquire P

Once a area 
under t

To che
into the
acceptable, close the View window by clicking on the 
Close Window box 

rocess 

n image has been acquired it will appear in the 
he Start button as a thumbnail image.  

ck an image, double click on the image to open it 
 Visix View window.  If the image quality is 

 in the upper right corner of the 
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window and eithe tir con nue acquiring images or move on 
to selecting the images and saving them into Visix.   

If the im  View 
window, and reacquire  
accept click on the Save button 
to save the image into Visix. 

Image Buttons  

age quality is not acceptable, close the
the image.  Once the image is

able, select the image then 

 

Delete an Image  

To delete an image, first select the image or 
images to be deleted, and then click on the Delete 
button at the bottom of the window.     
Deleted images are not recoverable. 

Select an Image 

To select an image, left click on it.  To select 
multiple images, left click on multiple images.  To 
select all of the images click on the Select All 
button at the bottom of the window.     
A selected image will have a green box around it.     

Deselect an Image  

To deselect an image, left click on it again.  To 
deselect all of the selected images, click on the 
Select None button at the bottom of the window.   

 

View an Image 

To open a single image into the View window, 
double click on the image.  To open multiple 
images into the View window, first select the 
images to be viewed, and then click on the View 
button at the bottom of the Acquisition window. 
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Save an Image   

To save images, click the Close and Save button at 
the bottom of the Acquisition window. 

  The images will save to the 
currently selected patient. 
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Acquisition Wind
 

Images are entered into Visix through the Acquisition buttons. The types of input include 
X-rays from an Accent senso nner, or a flatbed scanner, 
Video Stills from an Acclaim camera, and imported images. 

ows 

r, a ScanX phosphor plate sca

 

ScanX  

The ScanX scanner uses small, flexible, reusable phosphor plates to acquire images 
instead of film. The ScanX can be setup in an office in two ways: Direct Connect Mode 
and Intelligent Track Control Mode.   

Direct Connect Mode is the traditional method of setting up a ScanX.  In Direct Connect 
Mode the ScanX is directly connected to one computer with a cable.  Although all of the 
workstations on the network that have Visix installed on them can display saved ScanX 
images, only the copy of Visix on the computer the ScanX is directly connected to can 
acquire the images from the ScanX.   

Intelligent Track Control Mode, also known as ITC mode, allows up to two workstations 
that have Visix installed to acquire images from the ScanX.  The workstations will use 
the ScanX in either Exclusive or Shared Mode.  In Exclusive Mode only one workstation 
will be allowed to acquire images from the ScanX.  In Shared Mode, the tracks on the 
ScanX will be shared equally between two workstations allowing each workstation to 
independently acquire images from the plates that are fed into their assigned tracks. 

Direct Connect Mode 

Installation Overview 

To use the ScanX in Direct Connect Mode install the 
ScanX and Visix on one workstation then use the Visix 
Administration program on that workstation to activate the 
ScanX.  Install the remaining copies of Visix that were 
purchased on other network workstations.  Each copy of 

uest an activation code the first time it’s 
as  refer to the ScanX Drivers and Utilities cd 

for instructions about installing the ScanX.  Refer to the 
tion 

g 

Visix will req
opened.  Ple e

Visix Installation instructions and the Visix Administra
manual for instructions about installing Visix and activatin
Visix and the ScanX.   
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ScanX indow 

tton on the Visix toolbar to open the 
ScanX Acquisition window.  

 Acquisition W

Click on the ScanX bu

 

ScanX Acquisition window when Direct Connect Mode is used 

 

Scan P

The Scan Parameters for the ScanX phosphor plate 
scanner specify the type of image being x-rayed and the 
resolution for the resulting digital image.   

arameters  
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Image Type 

Image types include: 

• Intraoral, where a phosphor plate is placed inside the 
patient’s mouth and an x-ray is taken of a small group 
of teeth.  

 

• Ceph, where a cephalometric x-ray machine takes an 
x-ray of the side of the patient’s head.  

 
Resolution 

Selecting a high or very high resolution will result in an 
image with a greater amount of detail along with a larger 
file size that requires more hard drive space.  For most x-
rays, a Standard resolution scan setting is appropriate.   

• Pan, where a panoramic x-ray machine takes a picture
of the patient’s entire jaw.  

 

Status Lights 

Before beginning a scan check the color of the four Status 
lights.  The four Status lights in Visix correspond to the four 
Track Status Lights on the ScanX. 

 

If a track is available for use its Status light will be green. If 
hor plate its Status 

light will be red.  If the Status lights are gray, the computer 
has los
issues 

a track is currently scanning a phosp

t its connection to the ScanX.  For connection 
please call Visix technical support. 
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Settings Button for a ScanX Scanner  

The Set
scan sett

tings button will display windows that hold optional 
ings for the ScanX scanner.  These settings are 

advanced and will affect the future images acquired by the 
ScanX scanner.  

     Settings Button – Intra-Oral Window – ScanX scanner 

 

The Int age 
scanne
display
intra-or
scanner. Th
the “Reset Default Settings” button will return the settings 
on that

Intra-oral Windo

ine the 

ore using the 1, 2, 3…Setup tool. Changes 

ra-oral settings window will display if the last im
d was an intra-oral image. The intra-oral tab 
s the Current Settings that are applied to every 
al phosphor plate that is scanned by the ScanX 

e default settings are displayed above. Clicking 

 window to the manufacturer’s default settings. 

w 1, 2, 3… Setup 

1, 2, 3… Setup is a tool that will help determ
settings necessary for capturing the best image 
possible. At least one image must be scanned 
bef
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made in 1, 2, 3…Setup on the Intra-oral tab will 
affect all future intra-oral images. 

Step 1 

 

Step 1 determines the amount of edge 
enhancement that will be applied to an image, 
ranging from None to High. Edge enhancement 
increases the sharpness of the edges and struc
of the teeth. 

ture 

ement will look like.  

ttonto move to Step 
2. 

As different levels of edge enhancement are 
selected, the image displayed in the Waterfall 
window will change to show what the application of 
that level of edge enhanc

The Advanced button should only be accessed by 
trained service personnel! Changing a value on the 
Advanced window may adversely affect image 
quality.  

Click the Back button to exit out of the 1, 2, 
3…Setup tool. Click the Next bu
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 Step 2 

      
 

 

Step 2 determines the amount of smoothing that 
should be applied to future images, ranging from 

f 

e 

Click the Back button to return to Step 1. Click the 
Next button to move to Step 3. 

None to High. Smoothing will attempt to remove 
any extra “noise” or graininess from the image 
caused by the edge sharpening applied. 

As different levels of smoothing are selected, the 
image displayed in the Waterfall window will 
change to show what the application of that level o
smoothing will look like.  

The Advanced button should only be accessed by 
trained service personnel! Changing a value on th
Advanced window may adversely affect image 
quality.  
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 Step 3 

 

Step 3 determines the amount of brightness, 
contrast, and gray shift (or gamma) that will be 
applied to future intra-oral images. 

The default value for each slider is shown in the 
above window and can be set by clicking the 
Center Controls button . 

As the levels of brightness, contrast and gray shift 
are adjusted, the image displayed in the Waterfall 
window will change to reflect the adjustment.  

Click the Back button to return to Step 2. Click the 
Finish button to move to complete the 1,2,3… 
Setup steps.  The new settings will display on the 
Intra-oral window under the Current Settings 
heading. 
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Settings Button – Extra-oral Window – ScanX scanner 

 

Extra-oral Window 1, 2, 3… Setup 

 

planation of 
each setting please refer to the Intra-oral settings 

i ed before this section. 

    

The Extra-oral settings window will display if the 
last image scanned was an extra-oral image. The
Extra-oral settings are the same as the Intra-oral 
settings except that they refer to extra-oral images 
instead of intra-oral images.  For an ex

explanations l st
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Sett r ings Button – Plates Window – ScanX scanne

 

Intra-oral Film Mask 

A Film Mask is a black border around an image that 
is similar to a mat around a picture.  This border 
can make the edges of the image look sharper.  A 
check mark indicates that a film mask will be placed 
on all future ScanX scanned images. 

Intra-oral Auto Flip  

When an image is Auto Flipped the view is as 
though sitting on the tongue looking out at the x-ray 
head.   

Intra-oral Trim 

By default this option will be set to 10 which is the 
highest trim value. Instances where intra-oral trim 
would be used include cone-cut images and 
images that have “scatter” (extraneous black dots) 
around their edges. These types of images have 
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white borders that the Intra-oral trim will delete, 
creating a cleaner image. 

Extra-oral Auto Flip  

When an extra-oral image is Auto Flipped, it’s 
flipped left right.  

Plate Orientation 

The Plates window lists each size of intra-oral 
phosphor plates and whether it is to be displayed in 
Visix in a vertical or horizontal position.  No matter 
how an image is brought into Visix, its orientation 
can be changed later, from vertical to horizontal or 
from horizontal to vertical.  Please refer to the 
Images Window, Right Click On An Image section 
of this manual for instructions on how to rotate and 
flip individual images. 

     Reset Default Settings 

Clicking the Reset Default Settings button will 
original settings for this window. 

 

restore the 
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   Settings Button – DEMS Window – ScanX scanner 

 

DEMS 

d 

 

 will 

xposure Monitoring System lets the 
e image being captured was shot 

.   

DEMS stands for Dynamic Exposure Monitoring 
System.  The DEMS thresholds are an advance
feature that should never be altered by the user 
without the permission of a Visix representative.  If,
for some reason, the DEMS settings are altered, 
clicking on the Reset Default Settings button
restore the original settings. 

The Dynamic E
user know if th
with a less than optimum x-ray exposure setting
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Auto-Mount 

 

the Auto-Mount checkbox to automatically place 
canned image into a previously created and saved
  Click on the down arrow of the Available M

Check 
each s  
mount. ounts 
drop down box to select a mount.  The selected mount will 

nt box underneath the Available 
x.   

Scann

ust 
 

in 

e 
number two on it, etc.  When 

mounting a large number of images, such as a full 
mouth series, taking the x-rays in the order 
specified by the mount can become a more 
complicated business. 

Auto-Mount Colors 

Different colors are used to represent different 
image holder situations in an auto-mount.  An 

pped. 

display in the black mou
Mounts drop down bo

ing Order 

When using the Auto-Mount feature, images m
be scanned in the order they are placed into the
mount.  For example, in the mount displayed 
above, the first scanned image would be placed 
the image box with the number one on it, the 
second scanned image would be placed in th
image box with the 

image holder that is green has an image loaded.  
An image holder that is red indicates the holder into 
which the next scanned image will be placed.  An 
image holder that is white is empty.  An image 
holder that is black will be ski
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Skipping an Image in the Mount 

 
n 

e image holder will turn black.  Clicking on the 
image holder again will remove the black and allow 

e image holder to receive an image again. 

Deleting an Image 

e 
mount is saved the image will automatically be 

rom the mount.  The next image that is 
scanned will be placed in the open mount space 

ount 

ull it will flash three times.  
Clicking on the Create button at this time will save 

There will be times when some of the image 
holders in a mount will need to be skipped because
that particular x-ray was not taken.  To skip a
image holder, click on it before the scan begins.  
Th

th

If an image used in the mount is deleted before th

removed f

that was created by removing the image. 

Creating the M

When a mount is f

the mount without disrupting any scanning that is 
still going on.  This allows further scans to be 
placed in a new, empty mount automatically.   

If the Create button is not clicked on time, the 
following warning message will appear and 
scanning will stop. 

 

If the warning message appears, click on the O
button to close i

K 
t, click on the Create button to save 

the mount, and then rescan any plates that did not 
have their image acquired.   
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Manua

The alternative to Auto-Mount is to mount the images 
t 

 this 

Start b

e Start button 

lly Mount Images 

manually by dragging them onto a mount using the Moun
window.  For instructions on how to mount images 
manually, please refer to the Mount Window section of
manual. 

utton  

Click on th  on the ScanX 
Acquisition window to tell Visix a scan is ready to begin. 

At the ScanX Scanner 

Load the phosphor plate or plates according to the 
ections into a ScanX track that displays 

a green light.  

During the Sc

Visix w  the ScanX 
scanner.  As the phosphor plate or plates advance through 

r they will drop down the Visix Current 
Image box on the Acquisition window in a waterfall effect.  
As the  
ScanX  
red ligh t 
track.  e 
can be er scan.  If  
Cancel

manufacturer’s dir

anning Process 

ill automatically capture the image from

the ScanX scanne

plate is being scanned, the Status light on the
and the corresponding light in Visix will turn red.  A
t indicates that an image is being processed in tha
When a light turns green another phosphor plat
 inserted into that track to begin anoth the
 Button is clicked during the scanning process, the 

scan will be aborted.     

Please n  note that the Current Image box (the waterfall) o
the Acq .uisition Window is not a diagnostic quality image   
The Cu
progres

After the Scanning Process 

Once an image has bee
called a he 
ScanX  green 
if Visix o 
acquire  

rrent Image box is only used to show the image’s 
sion through the scanner.   

n scanned, a small version of it, 
 thumbnail, will appear in the lower left part of t
window.  A DEMS light on each image will be
is satisfied with the x-ray machine settings used t
 this image, yellow if Visix thinks the x-ray settings
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could b
settings are poor and the image should be checked.   

e, d ble click on the image to open it 
into the Visix View window.  If the image quality is 
accepta
Close W

e slightly better, and red if Visix thinks the x-ray 

To check an imag ou

ble, close the View window by clicking on the 
indow box  in the upper right corner of the 

.  If the image quality is not acceptable, close the 
indow and consider either rescanning the plate, if it
been erased, or retaking the x-ray. 

window
View w  
hasn’t 

Image Buttons  

 

Delete an Image  

To delete an image, first select the image or 

button 
images to be deleted, and then click on the Delete 

at the bottom of the window.     
 images are Deleted not recoverable. 

Select an Image 

ct an image, left click on it.  To select To sele
multiple images, left click on multiple images.  To 
select all of the images click on the Select All 
button at the bottom of the window.     
A s ted image will have a green box around it.    elec  

Deselect an Image  

To deselect an image, left click on it again.  To 
deselect all of the selected images, click on the 
Select None button at the bottom of the window.   

 

View an Image 

To open a single image into the View window, 
double click on the image.  To open multiple 
images into the View window, first select the 
images to be viewed, and then click on the View 
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button at the bottom of the Acquisition window. 
 

Save an Image   

To save images, click the Close and Save button at 
the bottom of the ScanX Acquisition window. 

  The images will save, no matter 
what color their DEMS lights are, to the currently 
selected patient. 

Intelligent Track Control Mode 

Intelligent Track Control Setup Options 

Intelligent Track Control Mode has three setup options that 
use different combinations of Visix workstations to control 

nX. 

 
station will acquire images from 

the ScanX.   

f 
cquire 

images from it. 

Option 3  Although the ScanX is physically connected 
to this workstation, one or two other 
workstations will acquire images from it. 

Installation Overview 

To use the ScanX in ITC Mode, install the ScanX and Visix 
on one workstation first, then use the Visix Administration 
program on that workstation to change Visix to ITC Mode 
and to activate the ScanX.  Next, install Visix on any 
additional workstations that will be acquiring images from 
the ScanX and use the Visix Administration program on 
those workstations to set Visix to ITC Mode. Finally install 
the remaining copies of Visix that were purchased on other 
network workstations.  Each copy of Visix will request an 
activation code the first time it’s opened.  Please refer to 
the ScanX Drivers and Utilities cd for instructions about 

and acquire images from the Sca

Option 1 The ScanX is connected to a USB port on 
this workstation.  The copy of Visix running
on this work

Option 2  Although the ScanX is not physically 
connected to this workstation, the copy o
Visix running on this workstation will a
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installing the ScanX.  Refer to the Visix Installation 
instructions and the Visix Administration manual for 
instructions about installing Visix, changing to ITC Mode, 
and activating Visix and the ScanX. 

ScanX Acquisition Window 

Click on the ScanX button on the Visix toolbar to open the 
ScanX Acquisition window.  

 

Intelligent Track Control – Setup Option 1 or 2 

The copy of Visix running on this workstation will acquire 
images from the ScanX.   

The ScanX Acquisition window looks the same when Visix 
is setup in ITC Mode and either Option 1 or Option 2 is 
selected to show where the ScanX will be located and 
which workstations will be acquiring images from it. 
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ScanX Acquisition window when S TC Mode is selected: 
The copy of Visix running on this wo e images from the ScanX 

etup Option 1 or 2 of I
rkstation will acquir

 

Connect S

e
wo
The
Sca  A 

r w on B.   

tus light tell if the ScanX 
is being used in Shared mode or Exclusive Mode, and, if 

kstation A. 
Workstations A and B 
both acquire images 
from the ScanX. 

tatus 

Th  Connect Status light will be green if this Visix 
rkstation is currently connected to the ScanX scanner.  
 letter on the Connect Status light will indicate if the 
nX recognizes this Visix workstation as workstation
orkstatio

The label next to the Connect Sta s 

it’s in Exclusive Mode whether workstation A or workstation 
B has control.   

This is wor
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This is workstation A. 
Only workstation B 
acquires images from 
the ScanX. 

If this Visix workstation has failed to connect to the ScanX 
the Connect Status light will be red, and the Connect 
button will be available for use.   Click 
on the Connect button to establish the 
connection to the ScanX scanner. 

ScanX Status         

Before beginning a scan, check the color of the four ScanX 
Status lights.  The four ScanX Status lights in Visix 
correspond to the four Track Status Lights on the ScanX. 

    

• If a track is available for use its corresponding Status 
light will be green.  

• If a track is currently scanning a phosphor plate its 

 to 

its connection to the ScanX.  Please refer to 
ller section of this 

ontroller and the 
ScanX. 

 

Settings Butt

Status light will be red.   
• If half of the Status lights are gray, this Visix 

workstation is controlling the tracks that correspond
the green or red Status lights and the other Visix 
workstation that is sharing control of the ScanX 
computer is controlling the tracks that correspond with 
the gray Status lights.   

• If all of the Status lights are gray, the Visix Controller 
has lost 
the instructions in the ScanX Contro
manual to reconnect the ScanX C

on for a ScanX Scanner  

ttings button will display windows that hold option
ttings for the ScanX scanner.  The

The Se al 
scan se se settings are 
advanced and will affect the future images acquired by the 
ScanX scanner.  
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     Settings Button – Intra-Oral Window – ScanX scanner 

 

The Int age 
scanne
display
every i phor plate that is scanned by the 
ScanX scanner. The default settings are displayed above. 
Clickin  the 
setting
setting

Intra-oral Window 1, 2, 3… Setup 

image must be scanned 
before using the 1, 2, 3…Setup tool. Changes 

will 

ra-oral settings window will display if the last im
d was an intra-oral image. The intra-oral tab 
s the Current Scan Settings that are applied to 
ntra-oral phos

g the “Reset Default Settings” button will return
s on that window to the manufacturer’s default 
s. 

1, 2, 3… Setup is a tool that will help determine the 
settings necessary for capturing the best image 
possible. At least one 

made in 1, 2, 3…Setup on the Intra-oral tab 
affect all future intra-oral images. 
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Step 1 

 

Step 1 determines the amount of edge 

 

nt levels of edge enhancement are 
selected, the image displayed in the Waterfall 

f 

ced button should only 
be changed by trained service personnel. Changing 

to exit out of the 1, 2, 
3…Setup tool. Click the Next button to move to 

enhancement that will be applied to an image, 
ranging from None to High. Edge enhancement 
increases the sharpness of the edges and structure
of the teeth. 

As differe

window will change to show what the application o
that level of edge enhancement will look like.  

The settings on the Advan

a value on the Advanced window may adversely 
affect image quality.  

Click the Back button 

Step 2. 
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 Step 2 

 

Step 2 determines the amount of smoothing th
should be applied to future images.  Smoothing 
amounts range from None to High. 

at 

Smoothing will 
attempt to remove any extra “noise” or graininess 

selected, the 

 

 

ck button to return to Step 1. Click the 
Next button to move to Step 3. 

from the image caused by the edge sharpening 
applied. 

As different levels of smoothing are 
image displayed in the Waterfall window will 
change to show what the application of that level of
smoothing will look like.  

The settings on the Advanced button should only 
be changed by trained service personnel. Changing
a value on the Advanced window may adversely 
affect image quality.  

Click the Ba
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 Step 3 

 

Step 3 determines the amount of brightness, 
contrast, and gray shift (or gamma) that will be 
applied to future intra-oral images. 

The default value for each slider is shown in the 
above window and can be set by clicking the 
Center Controls button . 

As the levels of brightness, contrast and gray shift 
are adjusted, the image displayed in the Waterfall 
window will change to reflect the adjustment.  

Click the Back button to return to Step 2. Click the 
Finish button to move to complete the 1,2,3… 
Setup steps.  The new settings will display on the 
Intra-oral window under the Current Settings 
heading. 
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Settings Button – Extra-oral Window – ScanX scanner 

 

Extra-oral Window 1, 2, 3… Setup 

 

planation of 
each setting please refer to the Intra-oral settings 

i ed before this section. 

    

The Extra-oral settings window will display if the 
last image scanned was an extra-oral image. The
Extra-oral settings are the same as the Intra-oral 
settings except that they refer to extra-oral images 
instead of intra-oral images.  For an ex

explanations l st
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Sett r ings Button – Plates Window – ScanX scanne

 

Intra-oral Film Mask 

A Film Mask is a black border around an image that 
is similar to a mat around a picture.  This border 
can make the edges of the image look sharper.  A 
check mark indicates that a film mask will be placed 
on all future ScanX scanned images. 

Intra-oral Auto Flip  

When an image is Auto Flipped the view is as 
though sitting on the tongue looking out at the x-ray 
head.   

Intra-oral Trim 

By default this option will be set to 10 which is the 
highest trim value. Instances where intra-oral trim 
would be used include cone-cut images and 
images that have “scatter” (extraneous black dots) 
around their edges. These types of images have 
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white borders that the Intra-oral trim will delete, 
creating a cleaner image. 

Extra-oral Auto Flip  

When an extra-oral image is Auto Flipped, it’s 
flipped left right.  

Plate Orientation 

The Plates window lists each size of intra-oral 
phosphor plates and whether it is to be displayed in 
Visix in a vertical or horizontal position.  No matter 
how an image is brought into Visix, its orientation 
can be changed later, from vertical to horizontal or 
from horizontal to vertical.  Please refer to the 
Images Window, Right Click On An Image section 
of this manual for instructions on how to rotate and 
flip individual images. 

Reset Default Settings 

Clicking the Reset Default Settings button will 
original settings for this window. 

 

restore the 

Visix Imaging 2.1  Page 80 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



   Settings Button – DEMS Window – ScanX scanner 

 

DEMS 

DEMS stands for Dynamic Exposure Monitoring 
System.  The DEMS thresholds are an advanced 
feature that should never be altered by the user 

t the permission of a Visix representative.  If, 
me reason, the DEMS settings are altered, 

clicking on the Reset Default Settings button will 

um x-ray exposure setting.   

withou
for so

restore the original settings. 

The Dynamic Exposure Monitoring System lets the 
user know if the image being captured was shot 
with a less than optim
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Settings B ttu on – Network Window – ScanX scanner 

 

ScanX Con ro

Enter the name or IP ad
ScanX is physically connected to.   

Status Port 

isix 

Configure window.  The two 
entries must match. 

Image Port 

Enter the number of the Image Port that will be 
used to send images from the ScanX to this Visix 
workstation. Enter the same port that was entered 
in the ScanX Controller Configure window.  The two 
entries must match. 

t

dress of the computer the 

ller Host Name or IP Address 

Enter the number of the Status Port that will be 
used to send ScanX status information to this V
workstation.  Enter the same port that was entered 
in the ScanX Controller 
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Scan Parameters  

The Scan Parameters for the ScanX phosphor plate 
scanner specify the type of image being x-rayed and the 
resolution for the resulting digital image.   

The Scan Parameter setting is selected from the list 
that displays by left clicking once on the ScanX icon 
in the System Tray. 

  

Image Type 

Image types include: 

• Intra-oral, where a phosphor plate is placed 
de the patient’s mouth and an x-ray is 

taken of a small group of teeth.   

  
chine 

 
Resolu

esult in 
g with 

uires more hard drive 
space.  For most x-rays, a Standard resolution scan 

opriate.   

insi

• Pan, where a panoramic x-ray machine 
takes a picture of the patient’s entire jaw. 

• Ceph, where a cephalometric x-ray ma
takes an x-ray of the side of the patient’s 
head. 

tion 

Selecting a high or very high resolution will r
an image with a greater amount of detail alon
a larger file size that req

setting is appr
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Auto-Mount 

 

the Auto-Mount checkbox to automatically place 
canned image into a previously created and saved
  Click on the down arrow of the Available M

Check 
each s  
mount. ounts 
drop down box to select a mount.  The selected mount will 

nt box underneath the Available 
x.   

Scann

ust 
 

in 

e 
number two on it, etc.  When 

mounting a large number of images, such as a full 
mouth series, taking the x-rays in the order 
specified by the mount can become a more 
complicated business. 

Auto-Mount Colors 

Different colors are used to represent different 
image holder situations in an auto-mount.  An 

pped. 

display in the black mou
Mounts drop down bo

ing Order 

When using the Auto-Mount feature, images m
be scanned in the order they are placed into the
mount.  For example, in the mount displayed 
above, the first scanned image would be placed 
the image box with the number one on it, the 
second scanned image would be placed in th
image box with the 

image holder that is green has an image loaded.  
An image holder that is red indicates the holder into 
which the next scanned image will be placed.  An 
image holder that is white is empty.  An image 
holder that is black will be ski
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Skipping an Image in the Mount 

 
n 

e image holder will turn black.  Clicking on the 
image holder again will remove the black and allow 

 holder to receive an image again. 

age used in the mount is deleted before the 
mount is saved the image will automatically be 

 mount.  The next image that is 
aced in the open mount space 

that was created by removing the image. 

is not clicked on time, the 
following warning message will appear and 

There will be times when some of the image 
holders in a mount will need to be skipped because
that particular x-ray was not taken.  To skip a
image holder, click on it before the scan begins.  
Th

the image

Deleting an Image 

If an im

removed from the
scanned will be pl

Creating the Mount 

When a mount is full it will flash three times.  
Clicking on the Create button at this time will save 
the mount without disrupting any scanning that is 
still going on.  This allows further scans to be 
placed in a new, empty mount automatically.   

If the Create button 

scanning will stop. 

 

If the warning message appears, click on the OK 
button to close it, click on the Create button to save
the mount, and then rescan any plates that did n
have their image acquired.   

 
ot 
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Manua

sing the Mount 
window.  For instructions on how to mount images 

please refer to the Mount Window section of this 
manual. 

At the ScanX Scanner 

Load the phosphor plate or plates according to the 
ections into a ScanX track that displays 

a green light.  

During the Sc

Visix w  the ScanX 
scanner.  As the phosphor plate or plates advance through 

r they will drop down the Visix Current 
n window in a waterfall 

effect.  on 
the Sca d.  
A red li
that tra  
plate ca another scan.  
If the C

    

lly Mount Images 

The alternative to Auto-Mount is to mount the images 
manually by dragging them onto a mount u

manually, 

manufacturer’s dir

anning Process 

ill automatically capture the image from

the ScanX scanne
Image box on the ScanX Acquisitio

 As the plate is being scanned, the Status light
nX and the corresponding light in Visix will turn re
ght indicates that an image is being processed in 
ck.  When a light turns green another phosphor
n be inserted into that track to begin 

ancel Button is clicked during the scanning process, 

 the scan will be aborted.

Please note that the Current Image box on the Acquisition 
Window is not a diagnostic quality image.  The Current 

box is only used to show the image’s progression 
 the scanner.   

Image 
through

After the Scanning Process 

Once an image has been scanned, a small version of it, 
called a he 
ScanX  green 
if Visix d to 
acquire  
could b
settings are poor and the image should be checked.   

To check an image, double click on the image to open it 
into the Visix View window.  If the image quality is 
acceptable, close the View window by clicking on the 

 thumbnail, will appear in the lower left part of t
window.  A DEMS light on each image will be
is satisfied with the x-ray machine settings use
 this image, yellow if Visix thinks the x-ray settings
e slightly better, and red if Visix thinks the x-ray 
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Close Window box  in the upper right corner of the 
window.  If the image quality is not acceptable, close the 
View w
hasn’t 

Image Button

indow and consider either rescanning the plate, if it 
been erased, or retaking the x-ray. 

s  

 

Delete an Image  

To delete an image, first select the image or 
images to be deleted, and then click on the Delete 
button at the bottom of the window.     
Deleted images are not recoverable. 

Select an Image 

To select an image, left click on it.  To select 
multiple images, left click on multiple images.  To 
select all of the images click on the Select All 
button at the bottom of the window.     
A selected image will have a green box around it.     

Deselect an Image  

To deselect an image, left click on it again.  To 
deselect all of the selected images, click on the 
Select None button at the bottom of the window.   

 

View an Image 

To open a single image into the View window, 
double click on the image.  To open multiple 
images into the View window, first select the 
images to be viewed, and then click on the View 
button at the bottom of the Acquisition window. 
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Save an Image   

To save images, click the Close and Save bu
the bottom of the ScanX Acquisition window. 

tton at 

  The images will save, no matter 
what color their DEMS lights are, to the currently 

 

selected patient. 
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Intelligent Track Control – Setup Option 3 

 as when Visix is 
setup in Direct Connect Mode.  For instructions on how to 

efer to the Direct Connect Mode 
section of this manual. 

ScanX Acquisition window ode is selected: 
The ScanX is connected to this workstation but 

one or two other workstations will acquire images from the ScanX 

Although the ScanX is physically connected to this 
workstation, one or two other workstations will acquire 
images from it. 

When the ScanX is physically connected to this 
workstation but controlled by other workstations, the 
ScanX Acquisition window looks the same

use this window, please r

 when Setup Option 3 of ITC M
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ScanX Controller   

If the ScanX is configured for Client/Server mode the 
ScanX Controller will appear in the System Tray (the lower 
right corner on the computer screen).  The background 
color of the ScanX Controller will be green if the ScanX is 
available for scanning, white if the ScanX and the ScanX 
Controller are not communicating with each other, and red 
if the ScanX is currently scanning plates. 

ScanX Icon Right Click Menu 

Right clicking once on the ScanX icon in the System Tray 
will display the following menu: 

 

Configure 

Information on the Configure windows should only 
be changed when: 

• Visix is installed on this computer 
• The Visix port numbers have changed 

computer the ScanX scanner is connected 
to has had its name or IP address changed 

• The 

• The Scan Mode needs to be changed. 
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ScanX Controller - General Window 

 

Queue 

If plates were scanned by the ScanX Controller 
instead of from the Visix Op A workstation or Op B 
workstation, the images will sit in a queue until the 
client opens, at which time they will appear as 
thumbnails on the ScanX window and can be 

  

Parameter Setting that 
should be used when scanning images directly 

 Visix 
kstation or Op B workstation. 

selected and saved.   

Scan Setting 

Select the ScanX Scan 

from the ScanX Controller instead of from the
Op A wor
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  Scan Mode 

Select Exclusive to allow just one workstation, 
either Op A or Op B, to acquire images from the 
ScanX.  In Exclusive Mode, the workstation that is 
selected will be able to use all of the ScanX tracks.   

Select Shared Mode to allow both workstations to 
acquire images from the ScanX.  In Shared Mode 
each workstation is allowed to use only half of the 
ScanX tracks.  In Shared Mode, Op A uses tracks 1 
and 2, and Op B uses tracks 3 and 4.  When using 
a ScanX Duo, Op A uses track 1 and Op B uses 
track 2. 

  Exclusive Op 

If the Scan Mode is Exclusive, select the op that will 
acquire the images from the ScanX. 

  

 to 
 

ottom of both Configure 

Scanner Type 

Select Two Tracks if a ScanX Duo will be used
scan plates.  Select Four Tracks if a ScanX will be
used to scan plates. 

Minimize and Stop Buttons 

The Stop button at the b
windows will end the communication between Visix 
and the ScanX.   

The Minimize button will close the Configure 
window. 
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ScanX Controller - Network Window 

 

Operatory A Port Settings 

status information and images to the workstation 
set up as the Visix Op A workstation.  The Op A 
ports listed on the computer the ScanX is 
connected to must match the Op A ports listed on 
the Op A computer. 

Operatory B Port Settings 

Enter two unused ports that the computer the 
ScanX is connected to will use to send ScanX 
status information and images to the workstation 
set up as the Visix Op B workstation.  The Op B 
ports listed on the computer the ScanX is 
connected to must match the Op B ports listed on 
the Op B computer. 

Enter two unused ports that the computer the 
ScanX is connected to will use to send ScanX 
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  Minimize and Stop Buttons 

e The Stop button at the bottom of both Configur
windows will end the communication between Visix 
and the ScanX.   

The Minimize button will close the Configure 

Restar

Selecti

window. 

t 

ng Restart will display the following menu: 

 

Reb ot
selectin
ScanX 
Sele t 
betwee

Stop 

Select Stop to close the ScanX Con roller. 

ScanX Ico

Left clic
the list  option 
to automatically erase th

o ing this computer will have the same effect as 
g the ScanX and Communication options.  Select 
to restart the ScanX controller on this computer.  

c Communication to open the communication link 
n this computer and the ScanX scanner.   

t

n Left Click Menu 

k on the ScanX icon in the System Tray to display 
of ScanX Parameter Settings along with the

e plate after it has been scanned. 
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  Scanning Images Without Visix Open 

The ScanX Controller can be used to scan phosphor 
plates if the Visix Op A and Op B workstations are not 
available for use.  To use the ScanX Controller in this 

orkstation, Op A or Op B, 
would normally have been used to acquire the 
images.  

• Right click one time on the ScanX controller 

manner, perform the following steps: 

• Determine which Visix w

 in 
the System Tray of the workstation the ScanX is   
directly connected to, and select Configure. 

• On the General tab, select the Scan Setting that 

• Feed the plates into the ScanX tracks that are used 
by the Visix Op A or Op B workstation that would 

ally have been used to acquire the images.  
ages will be placed in the queue belonging 

to the Visix Op A or Op B workstation that would 

should be used to scan the phosphor plates. 
• On the General tab, click on the Start button. 

norm
• The im

normally have been used to acquire the images. 

 

• When the ScanX Acquisition window is opened on 
the Visix Op A workstation, the ScanX images 
acquired by the ScanX Controller using Op A tracks 
will appear at the bottom of the window as 
thumbnails. 

• When the ScanX Acquisition window is opened on 
the Visix Op B workstation, the ScanX images 
acquired by the ScanX Controller using Op B tracks 
will appear at the bottom of that window as 
thumbnails. 

• To save the images, click on the Select All button at 
the bottom of the ScanX Acquisition window, then 
on the Close and Save button.  The images will 
save to the currently selected patient. 
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Acquisition Windows 
 

Acclaim Camera  

Images are entered into Visix through the Acquisition buttons. The types of input include 
X-rays from an Accent sensor, a ScanX phosphor plate scanner, or a flatbed scanner, 
Video Stills from an Acclaim camera, and imported images. 

 

By default, Visix can only capture video images from the Acclaim USB camera and the 
SLC USB camera. For other intra-oral camera support, the Universal Video module must 
be used. 

Acclaim Acquisition Window 

Click on the Acclaim button on the Visix toolbar to open the 
Acclaim Acquisition window.  
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Capture Devices 

Click on the down arrow of the Capture Devices drop down 
box to display the devices Visix can retrieve still images 
from.  Select an intra-oral camera. 

Input 

Click on the down arrow of the Input drop down box to 
display different types of input such as S-Video or 
Composite. Select the correct type for the intra-oral 
camera that is connected to this workstation. 

Size 

Click on the down arrow of the Size drop down box to view 
the different sizes that the window used to display the 
camera’s live picture can be adjusted to.  A few of the 
available dpi settings are pictured below. 
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Select a size.  The recommended size for the Acclaim is 
640 by 480. 

Freeze / Live 

Click on the Freeze button to cause the current image from 
the camera to freeze in the Current Image box. After 
Freeze is clicked on, either click on Save to put the image 
in the thumbnail row at the bottom of the window, or click 
on the Live button to restore the live feed from the camera 
to the Current Image box. The picture still needs to be 
saved to bring it into Visix. 

Save  

 Click the Save button to capture an image. A thumbnail 
version of the image will appear at the bottom of the 

 Current Image box will return to live feed.  The 
eeds to be saved to bring it into Visix. 

screen. The
image still n
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  Settings Button

Settings Button – Acclaim Camera 

 

en 

ng this box will automatically start the camera in
 mode.   

 on the Advanced butto

Start Full Scre

Checki  full 
screen

Advanced… 

Clicking n will open the settings 
windows for the camera. Please refer to the camera 

ns for an explanation of each 
setting.  Please be aware that any changes made here will 
affect e

manufacturer’s instructio

very future image taken by this camera. 
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Auto-Mount 

 

the Auto-Mount checkbox to automatically place 
canned image into a previously created and saved
  Click on the down arrow of the Available M

Check 
each s  
mount. ounts 
drop down box to select a mount.  The selected mount will 

ount box underneath the Available 
x.   

Scann

ust 
 

mount.  For example, in the mount displayed 
d in 

e 
number two on it, etc.  When 

mounting a large number of images, such as a full 
mouth series, taking the x-rays in the order 
specified by the mount can become a more 
complicated business. 

Auto-Mount Colors 

Different colors are used to represent different 
image holder situations in an auto-mount.  An 

pped. 

display in the black m
Mounts drop down bo

ing Order 

When using the Auto-Mount feature, images m
be scanned in the order they are placed into the

above, the first scanned image would be place
the image box with the number one on it, the 
second scanned image would be placed in th
image box with the 

image holder that is green has an image loaded.  
An image holder that is red indicates the holder into 
which the next scanned image will be placed.  An 
image holder that is white is empty.  An image 
holder that is black will be ski

Visix Imaging 2.1  Page 100 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Skipping an Image in the Mount 

 
n 

e image holder will turn black.  Clicking on the 
image holder again will remove the black and allow 
the image holder to receive an image again. 

Deleting an Image 

If an image used in the mount is deleted before the 
mount is saved the image will automatically be 

ove  from the mount.  The next image that is 
nne  will be placed in the open mount space 

that was created by removing the image. 

l it will flash three times.  
king on the Create button at this time will save 

the mount without disrupting any scanning that is 

arning message will appear and 
scanning will stop. 

There will be times when some of the image 
holders in a mount will need to be skipped because
that particular x-ray was not taken.  To skip a
image holder, click on it before the scan begins.  
Th

rem d
sca d

Creating the Mount 

When a mount is ful
Clic

still going on.  This allows further scans to be 
placed in a new, empty mount automatically.   

If the Create button is not clicked on time, the 
following w

 

If the warning message appears, click on the OK
button to close it, click on the tt
the mount, and then rescan any plates that did no

 
 Create bu on to save 

t 
have their image acquired.   
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Manually Mount Im

The alternative to Auto-Mount is to mount the images 
manually by dragging them onto a mount using the Mount 
window.  For instructions on how to mount images 
manually, please refer to the Mount Window section of this 
manual. 

Image Buttons 

ages 

 

Delete an Image  

To delete an image, first select the image or images to be 
deleted, and then click on the Delete button at the bottom 
of the window.    

Select an Image 

To select an image, left click on it.  To select multiple 
images, left click on multiple images.  To select all of the 
images click on the Select All button at the bottom of the 
window.     A selected image will have a green 
box around it.     

Deselect an Image  

To deselect an image, left click on it again.  To deselect all 
of the selected images, click on the Select None button at 
the bottom of the window.    

View an Image 

To open an image into the View window, first select the 
image or images to be viewed and then click the View 
button at the bottom of the window.  

Save an Image   

To save an image or images, click the Close and Save 
button at the bottom of the window.    All of 
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th
th

e images on the bottom of the window will be saved to 
e currently selected patient. 
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Acquisition Windows 
 

Flatbed Scanner 

Images are entered into Visix through the Acquisition buttons. The types of input include 
X-rays from an Accent sensor, a ScanX phosphor plate scanner, or a flatbed scanner, 
Video Stills from an Acclaim camera, and imported images. 

 

Film Scanning 

Click on the Acclaim button on the Visix toolbar to open the Film 
Scanning Acquisition window.  

Acquisition Window 

 

Setting up Film on the Flatbed Scanner Bed 

When scanning film, make sure the scanner’s 
transparency cover – if it has one – is off.  It will need to be 
replaced for scanning documents and photographs. 

If the scanner’s transparency area does not include the 
entire scanner bed, line up the negatives under the area of 
the scanner bed that the transparency area does cover.  
For example, the Epson Perfection 1600 transparency 
area includes just an oblong section of the center of the 
scanner bed.  In this case, negatives would be placed in a 
straight row within the oblong area. 
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Film Scanning Acquisition Window 
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TWAIN Devic

down arrow of the TWAIN Devices drop down 
box to display the devices Visix can retrieve scanned 
images

Settings Button for a Flat

es 

Click on the 

 from.  Select the appropriate flatbed scanner. 

bed Scanner  

ttings button will diThe Se splay windows that hold optional 
scanning settings for the scanner that is connected to this 

e sett gs are advanced and will apply to computer.  Thes in
all of the future images acquired by this scanner. The 
Reset b
that win

    

utton on each window will change the settings for 
dow back to the original settings Visix came with. 

Settings Button - Flatbed Scanner 
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General Wind

Film Mask  

s 
e 

k sharper.  A check mark indicates that a 
film mask will be placed on all future flatbed 

ages. 

Auto O

n 

image.  When the film being scanned is over 
rn Auto Optimize off.  A check mark 

indicates that Auto Optimize is on. 

Auto-S

y 
recognize separate items on the scanner face as 

es.  If four standard size negatives 
are placed on the scanner face and Auto-Segment 

 
d 

nt is off (the box is not checked), the 
 a selection box around each image 

manually by clicking and dragging a box around the 

d 

Any image that does not have a selection box 
ound it will not be scanned into Visix. 

Allow 

Allow Scan Edit will allow the user to be able to 
manually draw selection boxes around each image, 
or edit the selection boxes Visix automatically drew 
around the images using Auto-Segment.   

ow  

A Film Mask is a black border that is placed around 
an image in the same way a colored mat surround
a painting.  This border can make the edges of th
image loo

scanned im

ptimize  

Auto Optimize will turn Visix processing routines o
in an attempt to enhance the quality of the scanned 

exposed tu

egment   

Auto-Segment is the ability to automaticall

separate imag

is on (the Auto-Segment box has a check mark in
it), Visix should place a green selection box aroun
each negative indicating that it recognizes four 
separate pieces of film to scan.  

If Auto-Segme
user must draw

image.  Allow Scan Edit must be on (checked) to 
manually draw selection boxes.  Auto-Segment an
Allow Scan Edit should never both be off. 

ar

Scan Edit  
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Any image that does not have a selection box 
around it will not be scanned into Visix. 

For instructions on how to add, edit and remove 
boxes please refer to the Add a Box Around an 
Item, Edit a Box Around an Item, and Remove a 
Box paragraphs coming up in this section of the 
manual. 

Prompt for Date  

If Prompt for Date is on (checked) Visix will prompt 
the user to enter the date the film was originally 
taken on.  If Prompt for Date is off (unchecked), 
Visix will save each scan using the current date. 

Brightness  

Changing the Brightness setting can make up for 
an x-ray machine that shoots images with too much 
lightness or darkness.  Brightness raises or lowers 
the lightness for every pixel in the image. 

 

 

Gamma  

A Gamma change leaves the whitest and blackest 
parts of an image alone as it makes the mid gray 
values lighter or darker. Changing the Gamma 
setting can make the image very dark. 

Reset  

Reset restores the default settings that came with 
Visix. 

 

Contrast 

Increasing the Contrast creates an image where 
the white areas are whiter and the black areas 
blacker.  This causes the edges of a shape within
the image to be more easily seen.   
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     ner Settings Button – Flatbed Scan

 

Film Ty

r 

ought 
into Visix, i ed later, from 
vertical to h

pes Window 

The Film Types window lists four sizes of film and whethe
each is to be scanned into Visix in either a vertical or 
horizontal position.  No matter how an image is br

ts orientation can always be chang
orizontal or from horizontal to vertical. 
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Settings Button - Flatbed Scanner 

 

DEMS Windo

DEMS 
The DE
never b
Visix re
setting utton 

w 

stands for Dynamic Exposure Monitoring System. 
MS thresholds are an advanced feature that should 
e altered by the user without the permission of a 
presentative.  If, for some reason, the DEMS 

s are altered, clicking on the Reset b
 will restore the original settings. 

Auto-Mount 
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Check 
each s d saved 
mount.  Click on the down arrow of the Available Mounts 

ct a mount.  The selected mount will 
ount box underneath the Available 

Mounts drop down box.   

Scann

ust 
be scanned in the order they are placed into the 

d in 
 

age would be placed in the 
image box with the number two on it, etc.  When 
mounting a large number of images, such as a full 
mouth series, taking the x-rays in the order 
specified by the mount can become a more 
complicated business. 

Auto-Mount Colors 

Different colors are used to represent different 

mpty.  An image 
holder that is black will be skipped. 

Skipping an Image in the Mount 

age holder, click on it before the scan begins.  
The image holder will turn black.  Clicking on the 

age holder again will remove the black and allow 
the image holder to receive an image again. 

Deleting an Image 

If an image used in the mount is deleted before the 

the Auto-Mount checkbox to automatically place 
canned image into a previously created an

drop down box to sele
display in the black m

ing Order 

When using the Auto-Mount feature, images m

mount.  For example, in the mount displayed 
above, the first scanned image would be place
the image box with the number one on it, the
second scanned im

image holder situations in an auto-mount.  An 
image holder that is green has an image loaded.  
An image holder that is red indicates the holder into 
which the next scanned image will be placed.  An 
image holder that is white is e

There will be times when some of the image 
holders in a mount will need to be skipped because 
that particular x-ray was not taken.  To skip an 
im

im

mount is saved the image will automatically be 
removed from the mount.  The next image that is 
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scanned will be placed in the open mount space 
that was created by removing the image. 

Creating the Mount 

When a mount is full it will flash three times.  
Clicking on the Create button at this time will save 
the mount without disrupting any scanning that is 
still going on.  This allows further scans to be 
placed in a new, empty mount automatically.   

If the Create button is not clicked on time, the 
following warning message will appear and 
scanning will stop. 

 

If the warning message appears, click on the OK 
button to close it, click on the Create button to save 
the mount, and then rescan any plates that did not 
have their image acquired.   

Manually Mount Images 

The alternative to Auto-Mount is to mount the images 
manually by dragging them onto a mount using the Mount 
window.  For instructions on how to mount images 

 

At the Flatbed Scann

 

manually, please refer to the Mount Window section of this
manual. 

er   

Load the film onto the flatbed scanner. 

Start Button   

Click on the Start button on the Film Scanning window to
tell Visix a scan is ready to begin. 
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Enter Film Date  

 

Enter the date that this film was taken then click on the OK 
button.  If you are not sure of the date, click on the down 
arrow of the Enter Film Date drop down box to display a 
calendar. 

 

 

Click on the left and right arrows that are on either side of 
the month and year to step backwards or forwards through 
the months.  Click on a day to automatically insert that date
into the Enter Film Date box and close the calendar. 

 

er 

Scanner Settings 

After the scan date has been entered, the scann
software will open.  

 

For most flatbed scanners, the settings for the scanner 
driver window should resemble the following: 
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• Mode   Professional 
• Document Type   Film 
• Film Type   Positive Film 
• Image Type  8-bit Grayscale 
• Resolution   200dpi 

v been adjusted, click on the Scan 
button to begin the scan.  Note that some scanners 

During the Scanning Process 

e fro  the flatbed 

Once the settings ha e 

perform better if a Preview scan is performed before the 
actual scan. 

Visix will automatically capture the imag m

scanner.   If the Cancel button      is clicked on 
during the scanning process, the scan will be aborted. 

nning Process if Allow Scan Edit is on 

Once an image has been scanned, if Allow S

After the Initial Sca

can Edit is on 
(the Allow Scan Edit box is checked on the Settings Button 

six will pause to allow the user to add or 
point, the 

 

Adding a selection box around an item will cause Visix to 
scan that item.  To add a selection box, left click on a 
corner of the item, hold the left mouse button down and 
drag the mouse to the opposite corner of the item to scan.  
Each side of the box should touch its matching side on the 

’t, r er to the next paragraph. 

Edit a Selectio

Editing a selection box involves using the resizing or 
rotating or orientation.  
The rotating arrows are curved arrows that are located at 
the corners of the box.  The resizing arrows are straight 
arrows and are located in the middle of each side.  Click 
and drag the appropriate arrow until each side of the box 
touches its matching side on the image. 

– General tab), Vi
edit selection boxes around each image.  At this 
scanner software will have closed, Visix will be open with 
the scan visible in the Current Image Box, and the Finish 
button will be present.  An image must have a selection 
box around it for Visix to acquire it. 

Add a Selection Box Around an Item 

image.  If they don ef

n Box Around an Item  

 arrows on the box to change its size 
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lection Box  Remove a Se

 ue selection box from around an 
item prevents that item from being scanned.  To remove a 
selectio
Outline

After the Boxes have been Adjusted  

 done adjusting boxes the Finish button 
w the final scanning processes to 

start.  O on 
of it, cal t of 
the Film be 
selecte

After the Final Scanning Process 

e, d ble click on the image to open it 
into the Visix View window.  When finished, close the View 
window

Removing a green or bl

n box, right click on the box and select Delete 
. 

Once the user is
should be clicked to allo

nce an image has been scanned, a small versi
led a thumbnail, will appear in the lower left par
 Scanning window.  The image still needs to 

d and saved into the Visix database. 

To check an imag ou

 by clicking on the Close Window box  in the 
ight corner of the window.   upper r

Image Buttons  

 

Delete an Image  

To delete an image, first select the image or 
images to be deleted, and then click on the Delete 
button at the bottom of the window.     
Deleted images are not recoverable. 
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Select an Image 

To select an image, left click on it.  To select 
multiple images, left click on multiple images.  To 
select all of the images click on the Select All 
button at the bottom of the window.     
A selected image will have a green box around it.     

Deselect an Image  

lect an image, left click on it again.  To 
deselect all of the selected images, click on the 
Select None button at the bottom of the window.   

To dese

 

View an Image 

pen a single image into the View window, 
double click on the image.  To open multiple 

 and then click on the View 
button at the bottom of the Acquisition window. 

To o

images into the View window, first select the 
images to be viewed,

 

Save an Image   

To save images, click the Close and Save button at 
the bottom of the Acquisition window. 

  All of the images that appear as 
thumbnails at the bottom of the Acquisition window 
will save to the currently open patient. 
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Acquisition Windows 
 

Import  

Images are entered into Visix through the Acquisition buttons. The types of input include 
X-rays from an Accent sensor, a ScanX phosphor plate scanner, or a flatbed scanner, 
Video Stills from an Acclaim camera, and imported images. 

Importing is the process by which a digital image, photo or document can be copied into 
Visix from a location that is outside of Visix. 

 

Import Acquisition Window 

Click on the Acclaim button on the Visix toolbar to open the 
Import Acquisition window.  
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Available Drives  

Click on the drop down box arrow to display the list of 
drives this computer can access.  If this computer is on a 
network and has network drives mapped, the network 
drives will also display. 

 

Select the drive where the imported images can be found
Note that the computer vie

. 
ws many digital cameras as 

removable hard drives. 
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Available Directori

After th
Directo

es    

e drive is selected, a list of the folders (also called 
ries) on that drive will display. 

 

the folder where the impSelect orted images can be found.  
Any images in the selected folder (directory) on the 

lay in the Current Image box on the 

To import an image, select the image by left clicking on it 
once th
appear
is turne
the bot
save th

Auto-Mount 

selected drive will disp
Acquire window.   

en click on the Import button.  The image will 
 at the bottom of the window, and, if Auto-Mounting 
d on, in the selected mount.  Select the image at 
tom of the window and click on the Save button to 
e image to the currently selected patient.   

 

Check the Auto-Mount checkbox to automatically place 
each s
mount.
drop do ount will 
display in the black mount box underneath the Available 

x.   

canned image into a previously created and saved 
  Click on the down arrow of the Available Mounts 
wn box to select a mount.  The selected m

Mounts drop down bo
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Scann

When using the Auto-Mount feature, images must 
e 

 
ned image would be placed in 

the image box with the number one on it, the 
second scanned image would be placed in the 
image box with the number two on it, etc.  When 
mounting a large number of images, such as a full 
mouth series, taking the x-rays in the order 
specified by the mount can become a more 
complicated business. 

Auto-Mount Colors 

dicates the holder into 
which the next scanned image will be placed.  An 
image holder that is white is empty.  An image 
holder that is black will be skipped. 

lders in a mount will need to be skipped because 
that particular x-ray was not taken.  To skip an 

before the scan begins.  
rn black.  Clicking on the 

image holder again will remove the black and allow 
the image holder to receive an image again. 

Deleting an Image 

If an image used in the mount is deleted before the 

Creating the Mount 

When a mount is full it will flash three times.  
Clicking on the Create button at this time will save 
the mount without disrupting any scanning that is 

ing Order 

be scanned in the order they are placed into th
mount.  For example, in the mount displayed
above, the first scan

Different colors are used to represent different 
image holder situations in an auto-mount.  An 
image holder that is green has an image loaded.  
An image holder that is red in

Skipping an Image in the Mount 

There will be times when some of the image 
ho

image holder, click on it 
The image holder will tu

mount is saved the image will automatically be 
removed from the mount.  The next image that is 
scanned will be placed in the open mount space 
that was created by removing the image. 
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still going on.  This allows further scans to be 
placed in a new, empty mount automatically.   

pear and 
If the Create button is not clicked on time, the 
following warning message will ap
scanning will stop. 

 

If the warning message appears, click on the OK 
ave 
ot 

Manually Mount Im

The alternative to Auto-Mount is to mount the images 
manually by dragging them onto a mount using the Mount 

Image Buttons Within the Current Image Box 

button to close it, click on the Create button to s
the mount, and then rescan any plates that did n
have their image acquired.   

ages 

window.  For instructions on how to mount images 
manually, please refer to the Mount Window section of this 
manual. 

 

Select an Image  

To select an image to import, left click on it.  To select 
multiple images, click on multiple images.  To select all of 

 th Select All button at the bottom of the images click on e 
the Current Image box.     A selected image 
will have a green box around it. 
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Desele

To des
desele
at the b

ct an Image   

elect an image, click on it a second time.  To 
ct all of the images click on the Select None button 
ottom of the Current Image box.  

ge  Import an Ima

i t select the image or images that 
lick on the Import button at the 

bottom of the Current Image box.    

To import an image, f rs
require importing then c

  The 
image 
databa

Stop the Impo

ort operation, the image is no longer 
desired, click on the Cancel button at the bottom of the 

Curren

or images still need to be saved into the Visix 
se. 

rt  

If, during the imp

t Image box.         The Cancel butto
rt the import operation. 

n 
will abo

After the Import 

Once an image has been selected and imported it will 
unde  the Available Directories box as a 

thumbnail image.  The image still needs to be selected and 
saved i

To check an image, do
into the

Image Buttons below the Current Image Box 

move to the area r

nto Visix. 

uble click on the image to open it 
 Visix View window.   

 

Delete an Image  

To delete an image, first select the image or 
images to be deleted, and then click on the Delete 
button at the bottom of the Acquisition window.   

  Deleted images are not recoverable. 
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Select an Image 

To select an image, left click on it.  To select 
multiple images, left click on multiple images.  To 
select all of the images click on the Select All 
button at the bottom of the Acquisition window.  

   A selected image will have a green 
box around it.     

Deselect an Image  

To deselect an image, left click on it again.  To 
deselect all of the selected images, click on the 
Select None button at the bottom of the Acquisition 
window.    

View an Image 

To open a single image into the View window, 
double click on the image.  To open multiple 
images into the View window, first select the 
images to be viewed, and then click on the View 
button at the bottom of the Acquisition window. 

 

Save an Image   

To save images, click the Close and Save button at 
the bottom of the Acquisition window. 

  All of the images that appear as 
 window 

will save to the currently open patient. 
thumbnails at the bottom of the Acquisition
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Mount Window 

 

Any saved image can be brought to the Mount window to be viewed, and/or mounted. 

Bring Images to the Mount Window 

To bring images to the Mount window, select the images from the Images 
window, and then click on the Mount button at the top of the main Visix 
window.  The images will appear on the Mount window below the black 
Digital Light Box. 
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Using the Mount window to view existing mounts 

To use the Mount window to view an existing mount that has images in it, 
bring the mount to the Mount window then drag the mount onto a dark 
part of the Mount box.  Double left click on each image in the mount to 
view that image in the View window. 

Using the Mount Window to Mount Images 

Mounting images is similar to placing photographs inside a mat that has 
multiple openings.  The mounted photographs are now grouped together 
and can be viewed as one large picture.  In the same way, images can be 
placed into the same mount then viewed, printed and exported as a single 
image. 

Mount Images Using Existing Mount Templates 

Move the images that need to be mounted to the Mount 
window by clicking on them and then clicking on the Mount 
button.   

 

Click on the down arrow of the Mounts drop down box and 
select a mount.     

 

The white boxes that appear in the black Digital Light Box 
are meant to hold the ima  the images, one at 
time, onto a white Imag

ges.  Drag a 
e Holder box.  The order that the 

images are dragged onto the white boxes does not matter.  
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• To move an image within the mount, drag the imag
from its current location in the mount to a different 
Image Holder Box.   

e 

e mount, right click on the 
image in the mount and select Remove from the Right 

tal to vertical, 
the orientation of the Image Holder Box must be 

structions on how to change the 
on an existing 

When the images have been correctly placed in the mount, 

click on the Save button 

• To remove an image from th

Click Menu that appears.   

• To change the orientation of an image in the mount 
from vertical to horizontal or from horizon

changed.  For in
orientation of an Image Holder Box 
mount please refer to the Edit An Existing Mount 
section below. 

 to save them as a 
single mounted image 
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Making Changes a r s 
been saved 

ed to be 
 click on 

e on.   

added to the mount. 

Move an Image in an Existing Mount 

Once an existing mount has been opened for editing, an 
image can be moved by dragging it to a different Image 
Holder Box. 

Remove an Image from an Existing Mount 

ing, an 
image can be removed from it by right clicking on the 
image and selecting Remove from the Image Holder Right 
Click Menu that appears. 

Add an Image to an Existing Mount 

The mount plus the images to add to it must be moved to 

ened for editing, images can be added 
by dragging them to Image Holder Boxes.   

Save the Updated Mount 

Click on the Save button to save the updated mount.  The 

fte  Images have been mounted and the Mount ha

Select a mount, plus any additional images that ne
placed in that mount, by clicking on them, and then

 Mount buttth

In the Mount window, drag the mount onto a black area of 
the Digital Light Box instead of onto a white Image Holder 
Box.  The mount will open for editing.  Images can be 
moved, removed, or 

Once an existing mount has been opened for edit

the Mount window at the same time.  Once an existing 
mount has been op

following window will open: 
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• Click on Yes to keep the original mount and save the 
updated mount as a separate image. 

the 

Create a New Mount Template 

To create a new mount, in the Mount window click on the 
Edit Mounts button. 

• Click on No to save the updated mount and delete 
original mount image. 

• Click on Cancel if the mount needs additional 
adjusting. 

 

 

The area of the window underneath the Digital Light Box 
will change. 

Click on the Add button to create a new mount.   

 

The area of the window underneath the Digital Light Box 
will change again. 

 

To create a new mount, drag one of the two boxes 

onto the Mount box to create an Image 
Holder.  The boxes that are dragged onto the Mount box 
cannot touch each other.  The larger oblong box, when 
dragged onto the Mount box, will hold a pan or ceph 
image.  Notice that the Image Holder boxes are numbered.  
The numbers are important only if the mount is going to be 
used with the Visix Auto-Mount feature. 
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Creatin e used with for Auto-Mounting 

If the Auto-Mount feature is going to be used with this 
mount, the Image Holders must be placed on the mount in 
the same order that the images coming into Visix will be 
loaded into the mount.  For example: 

g a Mount that will b

 

In the mount above, two bitewings are located on each 
side of a pan.  Using a phosphor plate scanner for this 
example, the first plate that is scanned will be placed into 
the Image Holder with the number 1 on it, the second plate 
that is scanned will be placed into the Image Holder with 
the number 2 on it, the third plate that is scanned will be 
placed into the Image Holder with the number 3 on it (the 

e 

Image 

l appear. 

pan), etc.  If the plates are fed into the scanner in the 
wrong order the pan may end up in a bitewing sized Imag
Holder. 

Holder Right Click Menu 

To change one of the image holder boxes on the Digital 
Light box, right click on it.  The Image Holder Right Click 
Menu wil
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Anatomical Region 

 

If the same type of image will always be placed in this 
image holder, the anatomical region represented can be 
preset.  Select the teeth in the diagram that correspond 
with the teeth in the image by clicking on them. Clicking on 
“A”, “P”, “Q1”, “Q2”, “Q3”, “Q4”, “Upper” or “Lower” will 
highlight sets of teeth in green.  Left clicking on a specific 

 highlight an individual tooth.  Clicking 
highlighted teeth will un-highlight them.  Changes to this 
tooth number will

window are saved when the window’s close button  is 
clicked. 

Saving the anatomical region allows this image to appear 
(or not appear) in response to a search by anatomical 
region.  The search is performed on the Patient Window. 

Keyword 

 image holder, the keyword associated with it 
can be preset. Assign Keywords by selecting them from 

al. 

Rotate 90 

Select Rotate 90 to rotate the Image Holder 90 degrees. 

If the same keyword will be assigned to every image 
placed in this

the pull down menu. For instructions on how to use the 
Keywords window please refer to the Right Click On An 
Image section of this manu
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Compensate for Sensor Flip 

Select Compensate for Sensor Flip to automatically flip an 
image being placed in this image holder by a sensor.  A 
check will appear next to this option on the Image Holder 

Delete 

Select Delete to remove the Image Holder from the mount. 

Compl

Right Click Menu to indicate that this function has been 
activated.   

ete the New Mount 

When the Image Holders are adjusted correctly in the 
mount, click in the Description box and enter a descriptive 
title for this mount, then click on the Save button to save 
the new mount. 

 

Edit an Existing Mo

To change an existing mount, in the Mount window click on 
the Edit Mounts button.  

unt Template 

 

The area of the window underneath the Digital Light Box 
will change. 

Click on the down arrow of the Mounts drop down box to 
select the mount to edit, then click on the Edit button to 
edit the selected mount.   
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The area of the window underneath the Digital Light Bo
will again change. 

x 

 

Anything on the mount, including its description, can be 
changed.  If the mount is being used with the Auto-Mount 
feature be cautious about adding and deleting Image 
Holders.  You may affect the order that the digital images 
should come into Visix (see Creating A Mount That Will Be 
Used For Auto-Mounting above). When all of the changes 
have been made, click on the Save button  to 

Delete an Existing 

To delete an existing mount, in the Mount window click on 
the Edit Mounts button.  

save the mount.  Click on the Close Editor button to end 
this edit session. 

Mount Template 

 

The area of the window underneath the Digital Light Box 

 session. 

will change. 

Click on the down arrow of the Mounts drop down box to 
select the mount to delete, then click on the Delete button.  
Click on the Close Editor button to end this edit
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Right Click Menu for Images in the Mount Window 

Placing the cursor on an image that has been dragged 
onto an Image Holder in the Mount box, then clicking the 
right mouse button once opens the Right Click Image 
Menu displayed below. 

 

View   

To view an image in the View window, right click on the 
 that 

agnified, 
rotated, flipped, colorized, embossed, annotated, 
measured, inverted, etc. 

Extract  

To copy an image from the Digital Light Box to the area 
ox, right click on the image in 
ct Extract from the menu that 

appears.   

Copy  

To copy an image to the clipboard from the Digital Light 
Box, right click on the image in the Digital Light Box and 
select Copy from the menu that appears.  The image will 

ny 

Show Annotations 

Show Annotations will cause the annotations to display on 
the thumbnail version of the image.  Selecting Show 
Annotations when the annotations already display will 
cause the annotations to be hidden.   

image in the Mount and select View from the menu
appears.  In the View window the image can be m

underneath the Digital Light B
the Digital Light Box and sele

be copied to the clipboard and can then be pasted into a
software product that can utilize the clipboard. 
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Delete  

To remove an image from a mount but leave it on the 
Mount window under the Digital Light Box where it can b
used again, right click on the image in the M

e 
ount and 

select Delete from the menu that appears. 

How to Drag and Drop

To drag an image  

Place the cursor (the arrow that moves on the screen when 

 

To drop an image 

ton. 

Image Buttons 

 an Image 

the mouse is rolled on a flat surface) on top of the desired 
image.  Press down and hold the left mouse button.  While
holding the left mouse button move the cursor, by sliding 
the mouse on a flat surface.   

  

To drop an image, release the left mouse but

 

Remove an Image from the Mount Window 

To remove an image from the Mount window, click on the 
image under the Digital Light Box then click on the 
Remove button at the bottom of the Mount window.       

Select an Image 

To select images, left click on them.  To select multiple 
images, left click on multiple images. To select all of the 
images click on the Select All button at the bottom of the 
window. A selected image will have a green box around it. 
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Deselect an Image 

To deselect an image, left click on the image again.  To 
deselect all of the selected images, click on the Select 

If an image was mistakenly removed from the Mount 
window right click on the image in the mount and select 

View an Image 

To open an image in the View window, first select the 
 
 

select the 
image or images to be viewed, then right click on one of 

ins
to t

None button at the bottom of the window.    

Extract.  A copy of the image will be placed under the 
Digital Light Box. 

image or images to be viewed, and then click on the View
button at the bottom of the Images window.   Another way
of opening images in the View window is to first 

the images and select View from the right click menu.  For 
tructions on how to use the View window, please refer 
he View Window section of this manual.  
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View Window 

The View window is used to examine and manipulate an image, through measurements of 
angles and lines, flipping, rotating, colorizing, zooming, changes in brightness and contrast, 
magnifying, annotations, etc. 

Open an Image into the View window from the Images Window 

To open a single image into the View window, double click 
on the image using the left mouse button or right click on 
the image and select View from the Right Click Menu.  

To open multiple images into the View window do one of 
the following: 

• Left click on the All button at the bottom of the Images 
window then right click on one of the selected images 
and select View from the Right Click Menu. 

 
• Left click once on each image that needs to be viewed 

to select it, then left click once on the View icon at the 
top of the Visix window. 

 
k once on each image that needs to be viewed 
t it, then right click on one of the selected 

images and select View from the Right Click Menu.   
 

• Left clic
to selec
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Sections of the View Window 

The box where the image appears is the Current Image box. To the left of 
age box are the tools available to examine and manipulate 

t the top of the Current Image box are any settings and 
requirements needed for the currently selected tool. To the right of the 
Current Image t.   

the Current Im
the image.  A

 box are the tools that adjust the brightness and contras
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View Window Toolbar 

                         

View Window Tools 

affect either the single image in the View 
Window, or, if there are multiple images in the window, the 
selected image.  Left click once on an image to select it. 

the V w window will have a green 

Pan Tool 

The tools will 

The selected image on ie
box around it.  

 

When viewing an image that has been zoomed in on, the 
Pan Tool can be used to move the area being displayed.   

Visix Imaging 2.1  Page 138 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Click and drag the red Pan Box to change the section of 
 imag  that is currently displayed in the View 

Zoom In 

the zoomed in e
window. 

 

Each click on the Zoom In tool will make the image a little 

Zoom Out 

larger. 

 

Each click on the Zo O
smaller until it’s res  to

om ut tool will make the image a little 
tored  its original size. 

Full Screen  

If more than one image is op  t
clicking on the Full Screen to ll 

en in he View window, 
ol wi make the selected 

image (the image with the green box around it) fill the View 
elected 
a third 

time to return the image to its original size. 

Reset Zoom 

window.  Click on Full Screen again to make the s
image fill the entire window.  Click on Full Screen 

 

Click on the Reset Zoom tool to return the image to its 
original size. 

Rotate 90 Degrees Counter c Clo kwise  

Click on this tool to turn the image 90 degrees to the left.

0 Degrees Clockwise 

 

Rotate the Image 9  

Click on this tool to turn the image 90 degrees to the right. 
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Rotate the g Ima e 180 Degrees  

Click on this tool to turn the image 180 degrees so that 
what had been at the top of the image is now at the bott
of the image. 

om 

Flip the Image from Left to Right  

Click on this tool to flip the image over from left to r

 Top to Bottom 

ight. 

Flip the Image from  

Click on this tool to flip the image over from top to bottom. 

Reset the Image to its Original Orientation  

Click on the Reset tool to return the image to the 
orientation it had when it was originally acquired. 

Automatically Arrange Images  

Click on the Auto Arrange Images tool to move the images 

Manually Arrange Images 

in the View window to the position they were in when the 
View window was opened. 

 

Click on the Manually Arrange Images tool to allow the 
images to be resized and moved anywhere on the View 
window.  To move an image, click on the image and dra
to a new location.  To resize an image, move the cursor on 
top of a corner box.  When the curso

g it 

r becomes a two 
headed arrow click and drag the corner box until the image 

 

becomes the desired size. 
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 Measure 

Click on the Measure tool to open the Measure Options
window. The Measure tool might need to be calibrated 
before it can be used.  After calibrating, if the color the 
lines will be draw

 

n in needs to be changed, click on the 
Line Color button and select a new color.  At this point, 

Note: For accurate measurements, not only does the 
calibration need to be precise, but also the patient 
positioning and the acquisition device positioning needs to 
be precise to avoid images that are taken on an angle.  
Images taken on an angle will have measurements that are 
slightly different from reality. 

To close the Measure options window, click on the 
Measure tool again. 

measurements may be taken. 

 

Click on 

Line 

the Line option to measure a line.  Left click on 
one end of the line then left click on the other end of the 

R ht click to stop measuring lines. 

Angle 

Click on the Angle option to measure an angle.  Click on 
d f one leg, then at the point of the angle, and 

e end of the second leg.  Right click to stop 

line.  ig

the en  o
finally on th
measuring angles. 
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Calibrate    

To calibrate, something that has a known measurem
millimeters must 

ent in 
be on the image.  Click the Calibrate 

button, click on one end of the object to measure, then 
k on the opposite end of the object to measure.  Do not clic

click and drag.   

The Calibrate window will appear. 

 

Enter the length of the object in millimeters.  For exam
if the object is 20 mill

ple, 
imeters long enter 20 then click on the 

OK button.  Do not enter “mm” for millimeters.  Once the 
system is calibrated, angles and lines can be measured. 

Note: Be as precise as possible when drawing the 
calibration line.  Try to start and end the calibration line 
exactly on the edges of the object that is being used for 
calibration.  In addition, try to keep the calibration line as 
straight as possible, avoiding the tiny jogs in the line that 
the computer adds to create a line that angles across the 
screen. 

Line Color   

Select the color of the line from the pallet window that 
n. 

Show/H

n the Show/Hide 
option to allow the measurement lines to remain on the 
image but not display.  Click on the Show/Hide option 
again to display the lines. 

opens. The color must be selected before the line is draw

ide   

The when the Measure tool is opened the default for 
Show/Hide is to Show the lines.  Click o
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Undo Last   

Delete the last measurement made on the currently 
selected image. 

Undo All 

Annotate 

Delete all of the measurements from the currently selected 
image. 

 

When the Annotate tool is clicked, the Annotation options 
window appears above the Current Image box.  Note that 

 an image cannot be moved or changed in 
any way.  To move or change an annotation, the 

s window click on the 
Annotate tool again. 

annotations on

annotation must be deleted and then reentered.   

To close the Annotation option

 

Line  

Select the line width and color first, then left click on the 
image on one end of the line, left click on the other end of 
the line, and right click to stop the line drawing.  A series of 

nected lines (for example, to draw a triangle) can be 
drawn by left clicking at each corner and right clicking only 
con

when all of the lines have been drawn. 
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Freehand  

e left 

le 

he 

Arrows

ct e left, right, up or down arrow option then left click 
e e tip o the arrowhead should be.  Arrows and text 

are not affected by line width. 

Text 

ect e text color and font first then click on the point at 
which the first letter of the text should be placed.  The Text 

 
nd text are not affected by line width. 

Select the line width and color first, then hold down th
mouse button and draw. 

Circle  

Select the line width and color, then click and drag a circ
on the image.  

Square  

Select the line width and color first, then click and drag t
square on the image. 

  

Sele th
wher th f 

 

Sel th

Entry window will display allowing the text to be entered. 
Arrows a

 

Font  

Select the font, font style and font size for the text before 
entering the text. 
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Color 

Select the color the annotation will display in before 

Width   

ect th  width of the line for a line, freehand, circle or 
square before it is drawn. 

Show/H

again to display the annotations. 

  

 

Undo All   

the annotations from the currently selected 
image. 

Magnifying Glass 

 

creating the annotation. 

Sel e

ide  

The when the Annotation tool is opened the default for 
Show/Hide is to Show the annotations.  Click on the 
Show/Hide option to allow the annotations to remain on the 
image but not display.  Click on the Show/Hide option 

Undo Last 

Delete the last annotation placed on the currently selected
image. 

Delete all of 

 

Click on the Magnifying Glass tool to open the Magnifying 
Glass Options window. 

 

Click on the desired shape, size, magnification amount and 
special effect then hold the left mouse button down as the 
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mouse is moved over the image.  The area under the 
e wi e affected.   

Print Selected Imag

mous ll b

Click on the Magnifying Glass tool again to close the 
Magnifying Glass Options window. 

e  

When the Print tool is clicked, the Microsoft Print window is 

.  The selected image will print along 
with the patient’s name, ID, date of birth, and gender, plus 
the provider’s name and phone number, and the date the 

ge w  taken.  The practice’s name, address and 
ne nu ber will display above the image. 

Negate Image 

opened to select the device to print to, the number of 
copies to print, etc

ima as
pho m

 

When the Negate Image tool is clicked, the image areas 
that were black become white, and the image areas that 

 wh e become black.  Click the Negate Image tool 
n to eturn the image to its previous appearance. 

Colorize Image 

were it
agai  r

 

When the Colorize Tool is clicked, a different color will be 
substituted for each grayscale value in an image. To re
an image to its original grayscale appearance, click on the 

turn 

Colorize Image tool again. 

Pseudo 3D  

When the Pseudo 3D tool is clicked, the image will appear 
to be more three-dimensional, helping to emphasize the 
edges of the teeth. To return the image to its original 2D 
view, click on the Pseudo 3D tool again. 
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 Sharpen Image Edges 

Sharpness looks for the boundaries between the light and 
rk a as of an image.  When a boundary is found, 

sharpening it will make the first few pixels on the dark side 

n the 
rmal. 

Reset Original Image 

da re

darker and the first few pixels on the white side whiter.  
This causes more contrast at the edges.  Making an image 
too sharp can cause the image to appear grainy. 

Click on the Sharpen Image Edges tool again to retur
image to no

 

When clicked, the Reset Original Image button will return 
the image to its original appearance at the time the image 
was acquired.  Measurements and annotations that were 
previously saved on the image will still be there. 

Remove From Viewer  

Removing an image from the View window does not delete 
the image from Visix; it simply takes the image off the View 
window.  Left click once on the image that needs to be 
removed to select the image.  A green box displays around 
a selected image.  Click on the Remove From Viewer 
button to take the image off the View window. 

Brightness/Contrast Control  

Left click and drag the small red circle on the Bright/Cont 
Tool.  Moving the circle causes changes in the brightness 
(overall lightness) and contrast (the whites become whiter 
and the blacks become blacker) of the image.  
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  Gray Shift (Gamma)

Gamma will not change the whitest and blackest grayscale 
values in the image.  It will, however, change the in-
between colors – the different shades of gray.  When the 
Gamma Slide Bar is slid down, the grays are lightened.  
When the Gamma Slide Bar is slid up, the grays are 
darkened. 
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A Few Recommendations from the maker of Vis . . 

Equipment 

least meets the minimum requirements for Visix as well as 
for each acquisition device used.  Remember that better 
computer equipment (including the monitor and the printer) 
and acquisition devices result in better images.  Image 

ould be made on high quality color ink jet 
 

e 
 

media.  For example, if you are backing up your files to 
disks, use a different disk for each day of the week plus a 

y using multiple media 
in this way you reduce the risk of copying a damaged file 
over your only good backup. 

Training 

There is no substitute for investing in good hands-on 
training.  As staff is added, make a practice of having the 
employee with the strongest knowledge of Visix completely 
train the new employee.  In addition, make sure the Visix 
manual is easily accessible by all employees, and strongly 
consider purchasing a yearly support contract, which 
provides you with Visix support over the telephone. 

Internet Access 

Image files are large.  If you intend to transfer them using 
the Internet (using, for example, email with the images sent 
as attachments) high speed Internet access is preferred.   

Office Phones 

Please have at least one cordless phone or cell phone 
available for use by the office staff for making support calls  
to Visix.  Solving problems frequently involves multiple 
computers so mobility is important. 

ix . 

 

Make sure that the equipment used to run Visix at the very 

printouts sh
printers such as those made by HP and Epson.

Backups 

Make a backup of your database and image files daily.  W
also strongly recommend that you use multiple backup

set of disks for each month end.  B
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Visix  
 

What Folders to Backup – Short Guide 

The maker of Visix recommends that the Visix database and images be stored on the network 
server and backed up nightly.  There are many different backup schemes and software.  Which 
is employed is up to the user. 
 
To locate the folder(s) to backup: 

• Close Visix  
• Open Visix Administration 
• Login to the Administration program 
• Click on Program Configuration and then click the Next button 
• Click in the top box labeled “Database Connect String” and use the right arrow on the 

computer keyboard to move to the right, down the string.  The location of the database is 
listed immediately after “Data Source = “.  Tvdata.mdb is the database. 

• The middle box displays the location of the images folder, where the images are kept. 
• By default, the Images folder is located in the same folder that holds the database. 

 
 
If you have questions, call Visix Technical Support at 1-866-908-4749. 
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Accent Sensor Short Guide Visix 

 
 
 

 
en r

ready to be used, the 

ear at the 

 

Check 2 things: 
1. Is this the correct patient? 
2. Is this the correct Exposure Mode? 

S so  Indicator Bar:  
During the time that the Accent Sensor is initializing, the Sensor Indicator Bar to the left of the 

tart button will display the word “Initializing”.  Once the Accent Sensor is S
bar will display the word “Initialized”, and then will flash green and the text “Waiting for 
Exposure” will display.  After the x-ray button has been pressed to take the x-ray, the bar will 
ash red, the text “Processing Image” will display, then the thumbnail image will appfl

bottom.    
 

 the Accent sensor has been set to automatically re-arm, the Sensor Indicator Bar will return toIf
the “Waiting for Exposure” message.  If the Accent sensor has not been set to automatically re-
arm, click on the Start button to activate the sensor for the next shot 
 
To Save: 
Click on the individual images to save or click on the Select All button at the bottom of the 
screen, and then click on the Close and Save button at the bottom of the screen. 
 

 
 

For more information, refer to page 42 in the Visix manual 
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ScanX Scanner Direct Connect Short Guide Visix 

 

Che  3ck  things: 
1. Is this the correct patient?  
2. Is the Scan Parameters setting correct? 

 DEMS light on each image.  Images with a red DEMS light should be opened into the 

lick on the individual images to save or click on the Select All button at the bottom of the 
screen, then click on the Save button at the bottom of the screen. 

3. Are the Slot Status lights green? 
 
If the three things listed above are all correct, the plate can be scanned. 
 
Feed the plate into a slot with a green light.  The white side of the plate should be against the 
ScanX.  Press the plate down until you feel the ScanX rollers grab it. 
 
A crude version of the image will float down the waterfall window, showing the progress through 
the ScanX.  The actual image will appear in thumbnail size on the lower part of the window. 
 
Check the
Viewer and checked there. 
 
To Save: 
C

 

For more detailed information, refer to page 55 in the Visix manual 
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Acclaim Camera Short Guide 

 
 
 
Ch

2. Is this the correct camera? 

repare the Acclaim camera by placing a sheath over it and then removing the extra section 
icture is 

of.  When the correct teeth display on the screen, 
ither click on the Freeze button on the screen or press the forward button on the camera to 

the 
screen e rear button on the camera.  An image called a “thumbnail” will appear at the 
bottom of the window. 
 
To Save: 
Click on the individual images to sav r
screen, then click on the Save button at the bottom of the s
 

eck 2 things: 
1. Is this the correct patient? 

 
P
from the lens side of the camera.  Pull the sheath down snuggly over the lens so the p
clear. 
 
Point the camera at the area to take a picture 
e
freeze the picture.  If the picture is good enough to save, either click on the Save button on 

 or press th

e o  click on the Select All button at the bottom of the 
creen. 

 
 
 
 

V

For more information, refer to page 96 in the Visix manual 

isix 
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Flatbed Scanner Short Guide 

 
 
Check 2 things: 

1. Is this the correct patient? 
2. Is this the correct Flatbed Scanner? 

 
Place the film to scan on the scanner bed, close the lid and click on the Start button. 
 
If the scanner was setup to ask for a date, a window will open that asks for the date  
the x-rays were taken.  Click on the down arrow and then click on the date. 
 
The software that runs the scanner will open. 
 
For most flatbed scanners, the settings for the scanner driver window should resemble the 

following: 

• Mode  Professional 
• Document Type  Film.  Film refers to something that 

light can shine through, such as film 
or transparencies.   

• Film Type Positive Film 
• Image Type 8-bit Grayscale 
• Resolution  200dpi 

Visix 
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Once the settings have been adjusted, click on the
scanner is finished scanning the image will appear

 Scan button to begin the scan.  When the 
 in the Visix window. 

 
If the scanner was setup with Allow Scan Edit on, the program will stop to allow you to add, 
delete or adjust image boxes.  Whatever is inside an image box is what Visix will capture as an 
image.  Once the boxes are adjusted, click on the Finish button. 
 
If the scanner was not setup with Allow Scan Edit on, thumbnail images will appear in Visix 
according to what the scanner thinks is a separate image to scan.  With Allow Scan Edit off, you 
are not allowed to adjust what is being acquired. 
 
To Save: 
Click on the individual thumbnail images to save or click on the Select All button at the bottom of 
the screen, then click on the Save button at the bottom of the screen. 
 

 
 
 
 

 
 
 
 

For more detailed information, refer to page 104 in the Visix manual 
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Export Images Short Guide Visix 

 

1. Left click one time on each image that needs to be exported. 
 
2. Right click once on any of the images that were just left clicked on 
 
3. Select Export 
 
4. The Export window will open 
 
5. The makers of Visix recommend creating a folder called “Import Export” directly under the 

Documents and Settings folder on Local Disk C: and using it to Export to and Import from. 
 
6. Left click on the folder to export to.  Locate it using Available Drives and Available Directories. 
 
7. Click on the Format down arrow to select the type of export file to create.  JPG is the safest 

file type to send because most programs will read it. 
 
8. If you want all of the annotations that are on the images to go with the images, click on the 

Embed image annotations checkbox to put a check in it. 
 
9. Click on the Export button 
 

For more information, refer to page 32 in the Visix manual 
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For questions about Visix that are not answered in 
this manual, please call the Visix support line at 1-
866-90-VISIX from 8:15 AM EST to 5:00 PM PST. 
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Perfecting Your Practice… 

 
 
 
 

 

Visix Imaging 
Administration Manual 
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Indications for Use    
 
Visix is a clinical software application that receives images and data from various imaging 
sources (e.g., radiographic devices, digital video capture devices, and generic image devices 
such as scanners).  In addition, Visix enables the storage of clinical exam data and 
measurements.   
  
It is intended to acquire, display, edit (e.g., resize, adjust contrast, annotate, etc.), review, store, 
print, and distribute images using standard PC hardware. 
 
 
Caution: Federal law restricts this device to sale by or on the order of a dentist or any other 
practitioner licensed by the law of the State in which he/she practices to use or order the use of 
the device. 
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Select a Provider 

The first Visix window that opens is the Login Provider Window. 

 

A provider is a doctor.  If the name that displays is the correct provider click on the OK button.  
Otherwise, click on the Provider name down arrow to display a drop down box of other providers 
that may be selected from.  If the necessary provider does not appear in the drop down box, 
select a different one and use the Administration program to enter the missing provider. 
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Visix Imaging Administration Main Menu 

 

To update administration information click on the radio button next to the information that 
requires updating then click on the Next button at the bottom of the window. 
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Image File Formats 

 

To access the Image File Formats window click on the radio button next to Image File Formats 
on the Visix Administration Main Menu then click on the Next button at the bottom of the 
window. 

Format 

Select the type of image file for each type of image Visix 
saves.  Image file formats include TIFF, JPEG (lossy) and 
JPEG (lossless).  If JPEG (lossy) is selected the Q Factor 
slider will become accessible.   

Q Factor 

Q Factor stands for “Quality Factor” and is available only 
for JPEG (lossy) files.  The Q Factor determines the 
amount of compression that will be applied when the 
image file is saved.  Some images can be compressed 
more than others.  Images with a lot of detail cannot be 
compressed as much as images without a lot of detail and 
still maintain the same image quality.  The lower the Q 
factor the higher the degree of image quality and the 
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smaller the amount of compression applied.  Entries from 2 
through 50 are allowed. 

Back and Finish Buttons 

Click on the Back button to return to the Visix 
Administration Main Menu.  Click on Finish to save the 
information in this window.  If the Finish button is clicked, 
the following window will open: 

 

Click on Yes to save the image format information that was 
entered.  Click on No if any changes that were made 
should be edited. 
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Practice Information 

 

To access the Practice Information window click on the radio button next to Practice Information 
on the Visix Administration Main Menu then click on the Next button at the bottom of the 
window. 

Practice Name 

Enter the business name of the practice. 

Street Address 

Enter the street address of the practice.   

City 

Enter the name of the city that the practice is located in. 

State 

Enter the state that the practice is located in. 
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Postal Code 

Enter the postal or zip code that the practice is located in. 

Practice Phone 

Enter the main phone number for the practice.  A dash       
(minus sign), period, or parenthesis can be used as a 
separator character between sections of the phone 
number for ease of viewing. 

Back and Finish Buttons 

Click on the Back button to return to the Visix 
Administration Main Menu.  Click on Finish to save the 
information in this window.  If the Finish button is clicked, 
the following window will open: 

 

Click on Yes to save the practice information that was 
entered.  Click on No if any changes that were made 
should be edited. 
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Provider Information 

 

To access the Provider Information window click on the radio button next to Provider Information 
on the Visix Administration Main Menu then click on the Next button at the bottom of the 
window. 

Add a Provider 

To add a provider (a doctor) click on the radio button next to Add Provider then click on 
the Next button at the bottom of the Provider Information window.  An empty Provider 
Information window will display. 
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First Name 

Enter the first name of the doctor.  This information is 
required before the doctor’s record can be saved. 

Last Name 

Enter the last name of the doctor.  This information is 
required before the doctor’s record can be saved. 

Suffix 

Enter any initials that should be placed at the end of the 
doctor’s name.  A maximum of 10 characters may be 
entered.  The characters that can be used in the Suffix 
include letters, a period, and a dash (minus sign). 

User Name 

Enter a name of at least five characters that will represent 
this provider.  The characters that can be used in the User 
Name include letters and numbers.  This information is 
required before the doctor’s record can be saved. 
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Phone 

Enter the provider’s office phone number.  The characters 
that can be used as a separator character in the phone 
number include a period, parenthesis, or dash (minus 
sign). 

ID Number 

Enter the ID number assigned to this provider for use 
inside Visix.  The characters that can be used in the ID 
Number include a period, letters and numbers. 

Email 

Enter the email address for this provider. 

Is Admin 

Put a check mark in the box by clicking on the box if this 
provider should have administrator rights in Visix.  To 
remove a check, click on it. 

Back and Finish Buttons 

Click on the Back button to return to the Visix 
Administration Main Menu.  Click on Finish to save the 
information in this window.  If the Finish button is clicked, 
the following window will open: 

 

Click on Yes to save the practice information that was 
entered.  Click on No if any changes that were made 
should be edited. 

Visix Imaging Administration v2.1  Page 13  

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Click on the provider who will receive the patients then 
click on the Finish button. 

Once the patients have been transferred the following 
screen will display: 

 

Click on the Yes button to delete the provider. 
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Program Configuration 

 

To access the Program Configuration window click on the radio button next to Program 
Configuration on the Visix Administration Main Menu then click on the Next button at the bottom 
of the window. 

Database connect string 

The Database Connect String specifies which version of 
the Microsoft Jet engine is used and the name and location 
of the Visix data file.  Do not change this. 

Images Folder 

The Images Folder specifies the name and location of the 
folder where Visix stores the image files.  Do not change 
this. 

Archive Folder 

The Archive Folder specifies the name and location of the 
folder where Visix will store its archived images.  The 
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folder must be shared and entered with its UNC path 
(\\computername\shared folder name). 

Back and Finish Buttons 

Click on the Back button to return to the Visix 
Administration Main Menu.  Click on Finish to save the 
information in this window.  If the Finish button is clicked, 
the following window will open: 

 

Click on Yes to save the program configuration information 
that was entered.  Click on No if any changes that were 
made should be edited. 
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Module Configuration 

 

To access the Module Configuration window click on the radio button next to Module 
Configuration on the Visix Administration Main Menu then click on the Next button at the bottom 
of the window. 

Available Modules 

All of the modules available for use with Visix are listed in 
the Available Modules window.  A module must be 
purchased, by either calling Visix and providing credit card 
information or by sending Visix a written order with a check 
attached, before it can be installed.   

To install a module after it has been purchased click on the 
module in the Available Modules window then click on the 
Next button.  A small window will open that asks for an 
activation code.  Call the Visix 800 number and ask a 
support technician for an activation code.  The support 
technician will ask you to tell him the code that is displayed 
on your computer screen and will then give you a code to 
type in.  This code will allow Visix to install the requested 
module.  
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Installed Modules 

All of the modules that have had their activation codes 
entered into Visix are listed in this window. 

Back and Finish Buttons 

Click on the Back button to return to the Visix 
Administration Main Menu.  Click on Finish to save the 
information in this window.   
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ScanX Configuration 

The ScanX can be setup in either Direct Connect Mode or Client/Server Mode.   
 
If the ScanX is setup in Direct Connect Mode, it will be directly connected to this computer and 
only the copy of Visix that runs on this computer will acquire images from it.   
 
If the ScanX is setup in Client/Server Mode, also known as Intelligent Track Control Mode, it has 
the option of operating in three different ways: 

• The ScanX will be directly connected to this computer and the copy of Visix that runs on 
this computer will acquire images from it.  This is similar to the Direct Connect Mode 
except that a second workstation can also be setup to acquire images from the ScanX. 

• The ScanX will be directly connected to this computer but Visix on two different 
workstations will acquire images from it. 

• The ScanX will be directly connected to a different computer but Visix on this workstation 
will acquire images from it. 

Note that in Client/Server Mode, all of the Visix workstations on the network will be able to 
access ScanX images after they have been acquired and saved, but no more than two of those 
Visix workstations may actually acquire the images from the ScanX.   
 

Direct Connect Mode 

 

Click on the Direct Connect Mode radio button then click 
the Next button to display the Save window. 
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Click on the Yes button to save the ScanX setup 
information. 

Client/Server Mode 

 

Click on the Client/Server Mode radio button then click the 
Next button to display the second ScanX Configuration 
window. 
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The ScanX is directly connected to this workstation with a cable and the 
copy of Visix on this workstation will be used to acquire images from it 

 

The ScanX is not connected to this workstation with a cable but the copy of 
Visix on this workstation will still be used to acquire images from it 
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If the ScanX will be directly connected to this computer and 
the copy of Visix that runs on this computer will acquire 
images from it, OR if the ScanX will be directly connected 
to a different computer but the Visix on this workstation will 
still acquire images from it (the top two options in the 
ScanX Configuration screen above), clicking the Next 
button will display the following window: 

 

ScanX Controller Name 

Enter the name of the computer that has the ScanX 
directly connected to it with a cable. 

Operatory 

Click on the Operatory down arrow and select either Op A 
or Op B.  If two copies of Visix will be acquiring images 
from the ScanX make sure that one is set to Op A and the 
other is set to Op B. 

Next and Back Buttons 

Click on the Back button to return to the previous window.  
Click on the Next button to display the Save window. 
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Click on the Yes button to save the ScanX setup 
information. 

Third ScanX Configuration Option: 

The ScanX is connected to this workstation with a cable but the copies of 
Visix that will be used to acquire images from it are on two different 
workstations. 

 

Next and Back Buttons 

Click on the Back button to return to the previous window.  
Click on the Next button to display the Save window. 
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Click on the Yes button to save the ScanX setup 
information. 
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For questions about Visix Imaging  
that are not answered in this manual, please call 
the Visix support line at 1-866-908-4749 from 
8:00AM EST to 5:00PM PST. 

82508 
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Televere Systems 510(k) Premarket Notification Visix Imaging 
Section 013_Product Labeling Part 4  Page 1 of 1  
 CONFIDENTIAL 
 
 

PRODUCT LABELING 

 
CD Label for Visix Imaging disk 
 
 
 

 

 August 29, 2008 
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Section 013_Product Labeling Part 5 Visix Web Site Page 1 of 22  
 Confidential 
 
Web Site Main Page: 

 
 

August 29, 2008 
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Web Site Main Page (con’t): 
 

 
 

August 29, 2008 
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Visix Web Site Downloads section (bottom of page 2 above): 
 
Visix Ordering Information 
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Visix Web Site Downloads section (bottom of page 2 above): 
 
Visix Quick Start Guide 
 

 

VISIX Imaging Software 
 

Version 2  

Quick Start Guide  
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FOREWORD 
Air Techniques and its ALLPRO Imaging division have prepared this guide to provide 
brief instructions to install, configure, setup and use the VISIX Imaging Software 
provided with the digital imaging system (ScanX, Accent or Acclaim). References in this 
manual to Air Techniques include its division ALLPRO Imaging. This document is 
arranged as follows:  

.  Computer Requirements - Provides the minimum computer system 
requirements necessary to operate the digital imaging system (ScanX, 
Accent or Acclaim) with the VISIX Imaging Software.  

.  VISIX Installation - Provides the necessary instructions for the proper 
installation of the VISIX Imaging Software.  

.  Configuring VISIX Admin - Provides instructions to configure the VISIX 
administration settings. This allows the user to personalize their VISIX 
application and specify operating preferences as desired.  

.  ScanXConfiguration Options - Provides instructions to configure the a 
ScanXI/O or ScanXDuo with VISIX. This allows the user to have two 
computer workstations acquire images from a single ScanX.  

.  VISIX Operation - Provides brief instructions to get the user started using 
the VISIX Imaging Software with either ScanX, Accent or Acclaim digital 
imaging system.  

.  1. 2. 3 Setup - Provides instructions on using the 1. 2. 3 Setup tool of the 
VISIX Imaging Software. This tool adjusts the amount of edge 
enhancement filters, smoothing and amount of brightness, contrast and 
gray shift (or gamma) for the best image quality possible.  

 
Since this guide provides basic information meant to quickly get the user started using 
VISIX, it is recommended that the user refer to the VISIX documentation included on 
the supplied CD for detailed information.  
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COMPUTER REQUIREMENTS 
 

Computer System Requirements.  
The Computer System (laptop or computer, monitor, etc.) and any related peripheral or 
equipment must comply with the requirements for accessory Equipment as specified in 
the appropriate IEC 601-1 and/or IEC 601-1-1 harmonized national standard. The 
minimum computer system requirements necessary to operate the digital imaging 
system (ScanX, Accent or Acclaim) with the VISIX Imaging Software are listed below:  

Important: The Bluetooth Accent Camera requires Windows
® 

XP Professional with 
Service Pack 2.  

Operating System: 
Windows

® 
2000 Professional for an Intel 32-bit processor with  

Service Pack 4 and the KB 820759 update, or later; or  
Windows

® 
XP Professional for an Intel 32-bit processor with Service  

Pack 1 and the KB 822603 update, or later. 
USB Port: 

Must be USB 1.1 or later 
RAM Memory: 

1 GB minimum 
Processor Speed: 

Pentium 4, 2 GHz or faster 
Hard Drive: 

120 GB 
Peripherals: 

CD-RW Drive 
 

 
SIS Driver Note.  
There are known issues with the device drivers provided by SIS. If you have a SIS USB 
controller and experience problems operating the digital imaging system (ScanX, Accent 
or Acclaim) , it is recommended that you disable the SIS device drivers and use drivers 
provided by Microsoft. Microsoft and SIS are working to resolve these problems.  
 
Display Setting Setup.  
The color quality of the computer display must be set to True Color (32 bit) for proper 
operation using VISIX Imaging Software. Change the display settings in Windows

® 
by 

performing the following:  
1. Open the Control Panel window by pressing the Start button and selecting 

Settings and Control Panel.  
2. From the Control Panel window, open the Display Properties window by double-

clicking the display Icon.  
3. Click the Settings tab the Display Properties window and select True Color (32 
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bit) from the Color drop down list.  
4. Set the Screen Area for 1024 by 768 pixels or higher.  
5. Click Apply and OK and return to the Desktop.  

 

VISIX INSTALLATION 
 

The installation of the VISIX Imaging Software is a multi-step process. To simplify the 
process, an installation script is provided on the VISIX CD that should start automatically 
when inserted into the the CD-ROM drive.  If not, go to My Computer, open the CD-
ROM drive letter (typically located at drive D:) containing the VISIX CD and Run the 
setup.exe program.  

Important: If in a network situation, install the Database on the designated server 
computer. Make sure that all network connections or mapped drives to 
the server are set with full read and write access to the Data folder and 
its contents.  

 
Database Installation.  
This starts the installation script that provides the steps necessary to install VISIX. When 
given the option on whether to install the Database or Workstation, choose to install the 
Database first.  

Important: The VISIX Workstation portion must be installed separately on each 
workstation computer on a network.  

 
Workstation Installation. After finishing the Database installation, run the CD again 
and choose to install the Workstation this time. If installing VISIX across a network, take 
the VISIX CD to each workstation computer and install only the workstation portion.  

Important: It is strongly recommended that the VISIX data folder be backed-up 
daily.  

 
Database Connection. During the Workstation install, the installation script will ask to 
connect to the database. So prior to installing the workstation component, make sure 
that all network connections or mapped drives to the server are set with full read and 
write access to the Data folder and its contents.  
 
VISIX Activation. Once the Workstation installation is completed on all computers, a 
one-time activation code must be obtained for the VISIX software. There is a 10-day 
grace period to activate the VISIX software. If this code is not obtain within 10 days, the 
user will be locked out of the VISIX Application.  
Activation is done in a two-step procedure. First a reference code is given when double-
clicking the VISIX icon on your desktop. This reference code is needed by the VISIX 
staff to generate an activation code.  
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Second, obtain your activation code by calling the VISIX Technical Support at 1-866-90-
VISIX or by visiting www.visixsoftware.com. Mention you are activating VISIX and have 
the following available to complete activation:  

1. Doctor’s name  
2. VISIX reference code(s)  
3. VISIX part number  
4. VISIX serial number  

 

CONFIGURING VISIX ADMIN 
 

Configuration of VISIX administration settings allows the user to personalize their 
VISIX copy and specify operating preferences. Configure VISIX as follows:  

1. Go to the Start button and select Programs.  
2.  Select the VISIX Imaging program option and click on VISIX 

Administration.  
3. Observe that the The VISIX Imaging - Login Provider window opens 

as shown below.  

The VISIX Imaging - Login Provider window starts 
allowing the selection of a provider.  Make sure that 
System Admin is selected in the Provider field and 
click the OK button to open the VISIX Administration 
Main window.  

 
VISIX Administration Main Window  
This window allows the editing of VISIX configuration 
categories:  

1. Image File Formats 
2. Practice Information  
3. Provider Information  
4. Program Configuration  
5. Module Configuration  
6. ScanX Configuration  

Select a radio button to edit the configuration category desired.  
 
 
Image File Formats Window  
This selection opens a window to allow the setup of the 
save file format for each type of image that can be 
acquired in VISIX.  
The default settings are shown in the screen to the 
right. If using JPEG (lossy) setting, the compression 
factor applied to the image can also be specified.  
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Practice Information Window  
This selection opens a window to allow the input of 
your professional practice information including the 
practice name, address and phone number if 
applicable and/or desired.  

CONFIGURING VISIX ADMIN 
 

Provider Information Window  
This selection opens a window to allow the addition 
and editing of provider information for the practice 
as necessary. A Provider is any individual you wish 
to have access to VISIX.  
Each new provider must select a user name. There 
is also the option to allow each provider 
Administrative rights by checking the Is Admin box.  

 
 
 
Program Configuration Window  
This selection opens a window where you will find 
the location of your database (Connect String) and 
images (Images folder) folder in Program 
Configuration.  
You also have the opportunity to specify an Archive 
directory. This must be entered as a UNC path  
(i.e. //server name/share name) 

 

The Run in demonstration mode check box, when checked, will run both ScanXand 
Accent in demo mode with sample images. Un-checking this box returns VISIX to 
powering the hardware in Live mode.  

 
Module Configuration Window  
If purchased, you can activate support for another 
Direct show compatible video device here. Obtain a 
one time activation code by calling 1-866-90-VISIX 
and providing the module serial number.  
If you are interested in purchasing this module, 
please contact your dealer.  
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CONFIGURING VISIX ADMIN 
 

Important: The ScanXConfiguration window is only necessary for use with either a 
ScanXI/O or ScanXDuo image scanner manufactured by Air Techniques, Inc.  

Direct Connect 
Mode   

 
 

Scan Configuration Window  
This selection opens a window that allows setting up 
a ScanXI/O or ScanXDuo with VISIX. There are 2 
modes available:  

1. Direct Connect Mode  
2. Client/Server Mode 

Refer to the configuration options below to 
determine which mode is best for your office setup 

 
 

 

SCANX CONFIGURATION OPTIONS  
 
Direct Connect Mode  
The Direct Connect Mode is the default setup for VISIX as shown above with the Direct 
Connect Mode Radio Button selected. The Direct Connect Mode option allows only the 
ScanX connected directly to a single computer to acquire images.  
.  Direct Connect requires only one computer.  
.  The computer is normally located in a centralized location such as a 

hallway and not located in an operatory.  
.  The ScanX must be physically connected to the computer via USB.  
.  This computer only needs the VISIX workstation software running.  
.  All ScanX tracks are operated via the installed computer.  
 
If you plan to position your ScanX in a hallway or room connected to a dedicated 
computer that all x-ray technicians will access via a computer network, then Direct 
Connect Mode is the best option for that office setup.  
The Direct Connect mode enables VISIX to receive images from all ScanX tracks at the 
dedicated computer connected to ScanX via USB. Once the images are saved at this 
computer they will be accessible from all network computers running the VISIX software.  
Change to the Direct Connect Mode from the Client/Server Mode by selecting the Direct 
Connect Mode Radio Button and pressing the Next button. Save the new configuration. 
This ends the configuration setup and the computer must be rebooted in order for the 
changes to take effect.  
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SCANX CONFIGURATION OPTIONS 
 

Client/Server Mode  
The Client/Server Mode uses Intelligent Track Control to enable up to two computer 
workstations to acquire images from one ScanX. Intelligent Track Control allows for 
half of the available tracks to be assigned to one operatory and the other half to a 
second operatory. This enables a single ScanX I/O or ScanX Duo to be shared 
between two operatories.  
.  ITC requires at least two computers connected together by a network.  
  One of the computers must run a piece of VISIX software known  

as the ScanX Controller (Server). The ScanX device must be physically 
connected to this computer  

.  Both computers must run VISIX workstation (Client) software.  
 

Note: For most installations operating in Client/Server mode, the  
ScanX Controller must be installed on the computer directly connected 
via USB to the ScanX. 
The second computer with access to the ScanX will only have the Client 
software installed on it.  

If you plan to position your ScanX in a pass-through between operatories or in location 
that can be easily accessed by technicians from two different operatories, then the 
Client/Server mode is an option for you.  
There are two main approaches when operating in Client/Server mode:  

1. There are total of two computers.  
2. One computer is the “Server” running ScanX Controller software, 

and both computers run the “Client” software. 
a. The “Server” must be the computer that is directly connected via  

USB to the ScanX machine. The ScanX Controller will be installed 
on this computer.  

b. The “Client” is one of two computers that can receive the images 
from the ScanX Controller.  

 
Client/Server Mode Selection  
The Client/Server Mode is selected from the ScanX 
Configuration Window shown to the right. This is 
accomplished by selecting the Client/Server Mode 
Radio Button and pressing the Next button. A new 
window as shown on the top of page 9.  
ScanX Configuration must be done on at least 2 
computers when operating in Client/Server Mode.  
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SCANX CONFIGURATION OPTIONS 
 

Important: Separate ScanX Configurations must be run on each computer used to 
receive images from ScanX. Reboot all computers in order for the configuration changes 
to take effect.  

Client/Server Mode Window  
The Client/Server Mode Window (shown to the right) 
provides 3 separate configuration options.  
Read all three descriptions first and use the one that 
applies to the office setup.  

 
Controller and Client Software  
This option activates both the ScanX Controller and the 
ScanX Client software on the subject computer that is 
physically connected via USB to the ScanX.  
Choose the first option (top radio button) and press the 
Next button to run this ScanX Configuration on the subject 
computer.  
As shown to the right, a new window opens showing that 
VISIX has input your computer’s name as the ScanX 
Controller Name. By default this computer will be labeled 
Op A and will communicate via ports 8194 and 8195.  
Press the Next button and save the changes to ScanX 
Configuration. Reboot the computer once completed.  

 

Note: Editing of the ScanX Controller name or port numbers can be done in the ScanX 
Controller configuration and/or the Network tab in the VISIX Client.  
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SCANX CONFIGURATION OPTIONS 
 

Client Software Only  
This option activates only the ScanX Client software on the subject computer that is 
not physically connected to the ScanX but will receive images. Choose the second 
option (middle radio button) from Client/Server Mode Window and press the Next 
button to run this ScanX Configuration on the subject computer 
 
Note: Editing of the ScanX Controller name or port numbers can be done in the 

ScanX Controller configuration and/or the Network tab in the VISIX Client.  
 
Observe that a new window opens (shown right) with a 
blank field seeking the computer name. Enter the computer 
name from the first option configuration of the computer 
that is directly connected via USB to the ScanX as the 
ScanX Controller Name.  
By default this computer will be labeled Op B and 
communicate via ports 8196 and 8197. Press the Next 
button and save the changes to ScanX Configuration. 
Reboot the computer once completed.  

Important: Choosing the third option requires you to run ScanX 
Configurations on 3 total computers. This configuration is 
for a 3-computer network and is rarely used. 
 

 
Controller Software Only  
Choose the third option if your office setup uses a 3-computer network where the 
computer that is directly connected to the ScanX acts as the network server and the 
two other computers will receive images from the ScanX. 
This option activates only the ScanX Controller software on the subject computer that 
is physically connected via USB to the ScanX and acts as the network server.  
Choose the third option (bottom radio button) from Client/Server Mode Window and 
press the Next button to run this ScanX Configuration on the subject computer. Save 
the changes to ScanX Configuration. Reboot the computer once completed.  
The two other computers of the network must be configured to receive the images 
from ScanX, using the second option (Client Software Only) described above. The 
ScanX Controller name given during the option three configuration must be entered on 
both computers configured under the second option.  
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VISIX OPERATION 
 

Open VISIX.  
Launch VISIX simply by double clicking the VISIX icon  on the desktop. or via the 
Start button as follows:  

1. Click on the Start button and select All Programs.  
2. Select the VISIX Imaging program option.  
3. Then select the VISIX icon.  

 
Upon startup, the first VISIX window that opens is the 
Login Provider Window shown below.  If the name that 
displays is the correct provider, click on the OK button to 
Login to VISIX. Otherwise, click on the Provider down 
arrow to display a drop down box of other active providers. 
Select the correct provider and click the OK button to 
Login. 
 

 
Main VISIX Window.  
The Main VISIX window opens upon the correct provider Login as shown below. Note that 
the Patient List Icon is brightly colored denoting that it is active while the next four 
acquisition icons are gray or inactive.  

 
Patients Window.  

In order to acquire images, the Patients Window, shown below, must be opened to define 
or select a patient.  VISIX initially opens without a patient selected. Notice that the Main 
VISIX window title bar displays the message Patient: No Current Patient, [Provider: 
System Admin].  

The Patients Window is divided in two sections:  
1. The left side is the patient’s area where a patient is selected or information is 

added, deleted, edited.  
2. The right side provides a Search Criteria area used to locate specific images 

previously acquired for the selected patient.  
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VISIX OPERATION 
 

Adding a New Patient.  
Add a patient by clicking the Add button on the top left side of 
the Patients Window. Observe that the Add New Patient 
Window, shown on the right, opens containing the patient 
information form.  
Enter the patient’s information in the form as desired and click 
the OK button to to save the patient record.  
Once saved, the patient record will appear on the Patients 
Window in alphabetical order by last name.  

 
Acquiring Images.  
Refer to page 7 above if needed and open VISIX and Login.  
Select a patient by clicking the Patient List icon and double-
clicking the patient’s name from the list on left side of the 
Patients Window. 
Observe that the Main VISIX window opens with active Acquisition Icons.  

Important: Make sure that after a patient is 
selected the patient’s name appears in the 
title bar of the Main VISIX window.  

After selecting a patient, images can be acquired by VISIX through the Acquisition 
icons located on the Main VISIX window tool bar. The input methods consist of X-rays 
(Accent and ScanX), Video (Acclaim), and imported images from other media.  
Acquire an image by left clicking on the Acquisition Icon corresponding to the desired 
image input as follows.  
 
Acquiring Images with the Accent Sensor  

Selecting the Accent icon opens the Accent 
acquisition window. If the device is installed per 
manufacturer instructions, the initialized bar 
flashes and then turns solid green. This 
indicates that the sensor has been  
initialized and is ready to acquire images. Click 

the Start button to open the sub-acquisition window of 
the accent sensor. VISIX automatically captures X-ray 
images from the sensor. Select the Settings and 1. 2. 3 
Setup buttons to check and adjust the current settings 
as necessary. If the Cancel button is clicked during 
acquisition, the process is aborted.  
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VISIX OPERATION 
 

Acquiring Images with the ScanX  
Selecting the ScanXicon opens the ScanX 
acquisition window. If the device is installed 
per manufacturer instructions, the status bar is 
a solid green. This shows that the scanner has 
been initialized and is ready to acquire images. 

Select an appropriate scan setting from the Scan 
Setting list in the lower left hand corner. Intraoral 
Standard, Pan Standard, or Ceph Standard is 
suggested. Select the Settings and 1. 2. 3 Setup 
buttons to check and adjust the current settings as 
needed. 
Load the phosphor plate or plates into the ScanXin accordance with the manufacturer’s 
directions. VISIX automatically captures the image from the ScanX. If the Cancel button 
is clicked during the process, the scan is aborted.  

 
Acquiring Images with the Acclaim Camera  

Selecting the Acclaim icon opens the 
Acclaim acquisition window if the device is 
installed per manufacturer instructions. 

 
Observe that the live feed video input is displayed in the 
Preview Image box. If the video is not displayed check 
the following:  

 

1. Make sure that the Acclaim USB Camera is selected on the Capture 
Devices drop down box.  

2. Make sure that the Input drop down box should read Default Input 
indicating that the Acclaim drivers have been loaded successfully.  

3. Set the image resolution by clicking the down arrow of the Size drop 
down box and selecting 640 by 480 dpi (recommended).  

 
Freeze/Live Button  
Click Freeze of the Freeze/Live button to freeze the video display to show a still frame 
image on the Preview Image box.Notice that clicking Freeze, changes the button’s name 
to Live. Clicking the Live of the Freeze/Live button again brings the live feed back to the 
Preview Image box.  
Saving an Image  
After clicking Freeze, while a still frame image is in the Preview Image box, the Save 
button is enabled. Click the Save button to capture the existing still frame image. A 
thumbnail will appear at the bottom of the screen. The main image will return to live feed.  
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VISIX OPERATION 
 

Imported Images from Other Media  
 

Selecting the Import icon opens the Import 
acquisition window. 
 
 

Click on the drop down box arrow to display the list of 
available disk drives the computer can access.  If this 
computer is on a network and has network drives mapped, 
the network drives will also display. 

 
Note: The computer views many digital cameras as 
removable hard drives.  

Select the drive where the imported images can be found. After the drive is selected, a 
list of the folders (also called Directories) on that drive will display.  
Select the folder where the imported images can be found. Any images in the selected 
folder (directory) on the selected drive will display in the Current Image box on the 
Acquire window.    
To import an image, the image must be selected then imported, then selected and 
saved.  
 
Note: A selected image will have a green box around it.  
 
Selecting and Importing Images  
1. Select an image or images as follows:.  

a. Select one image by left clicking on it.   
b. Select multiple images by left clicking on the rest of the desired images.  
c. Select all of the images by clicking on the Select All button at the bottom 

of the window.  
 
2. Import the selected image or images by clicking on the Import button at the bottom of 

the Current Image box.  
 
Saving Images  
Once an image has been selected and imported it will move to the area under the 
Available Directories box as a thumbnail image. The image still needs to be selected 
and saved into VISIX by clicking the Save and Close button at the bottom of the 
window. All images will be automatically saved.  
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1.2.3 Setup 
 

1. 2. 3 Setup is a tool that adjusts the amount of edge enhancement, smoothing, 
contrast and gray shift (or gamma) for the best image quality possible when 
using the Accent sensor or ScanXunit. The 1. 2. 3 Setup tool is accessed from 
the Settings button on the Accent or ScanXAcquisition window. One image must 
be processed before using the 1. 2. 3 Setup tool. Changes made in 1. 2. 3. Setup 
under the Intra-oral tab will only be applied to future Intra-oral images. Click the 
1. 2. 3. Setup button to start the process.  

Step 1.  
Step 1 allows the user to set the amount of edge enhancement filtering that is applied to 
all future images.  Edge enhancement filters increase the sharpness of the edges and 
structure of the teeth. There are four setting selections; None, Low Med and High. While 
selecting different levels of edge enhancement, observe the result on the last processed 
image to better determine which setting gives the best image quality. The selected 
enhancements will affect all future images.  
The Advanced button should only be accessed by trained service personnel! Changing 
its values may adversely affect image quality. Clicking the Back button will exit out of the 
1. 2. 3. Setup tool without saving any of the changes made. Click the Next button to 
precede to Step 2. Observe that the Step 2 window opens.  
 
Step 2.Step 2 allows the user to set the amount of smoothing that is applied to all future 
images, and ranges from None to High. Smoothing filters attempt to remove any extra 
“noise” or graininess from the image caused by the edge sharpening applied.  
While selecting different levels of smoothing, observe the result on the last processed 
image to better determine which setting gives the best image quality.  
The Advanced button should only be accessed by trained service personnel! Changing 
its values may adversely affect image quality. Clicking the Back button will return you to 
Step 1, Edge Enhancement and undo any selected smoothing setting. Click the Next 
button and observe that the Step 3 window opens.  
 
Step 3.  
Step 3 allows the user to set the amount of brightness, contrast and gray shift (or 
gamma) that is applied to all future images.  The default values can be set by clicking 
the Center Controls button below the sliders. As the different levels of brightness, 
contrast or gray shift are adjusted, you will see live feedback on the last processed 
image to determine which setting gives the best image quality. 
  
Clicking the Back button will return you to the Step 2 window, Smoothing. will undo any 
selected brightness, contrast or gray shift settings . 
 
Click the Finish button to end the 1. 2. 3…Setup tool. You will see a summary 
of your new settings that will be applied to every image processed. 
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Visix Web Site Downloads section (bottom of page 2 above): 
 
List of Compatible Practice Management Systems 
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Visix Supported Cameras 
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Visix Supported Scanners 
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Visix Imaging Marketing Document: 
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STERILIZATION AND SHELF LIFE 

 
This section does not apply as the proposed device contains software only and does not 
require sterilization or have a shelf life identified. 
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 CONFIDENTIAL 
 
 

BIOCOMPATIBILITY 

 
This section does not apply, as the proposed device does not contain components that 
come into direct or indirect contact with patients. 
 
 

 
August 29, 2008 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SOFTWARE 

 
 
Visix Imaging is medical imaging software that acquires, displays, enhances, stores, and 
prints images.  The images are acquired from various hardware sources such as scanners, 
digital video cameras, digital image files, etc.   
 
 
Software Level of Concern: 
 
According to the Guidance for the Submission of Premarket Notifications for Medical 
Image Management Devices dated July 27, 2000, software for most medical image 
management devices is considered a minor level of concern.   
 
Based on the information provided for determining the level of concern in the Guidance 
for the Content of Premarket Submissions for Software Contained in Medical Devices 
dated May 11, 2005, Visix Imaging is considered a minor level of concern and the 
following information is provided. 
 

• A list and brief description of the functions performed by the software including 
revision history log; 

• A description of the software development methods including changes and 
configuration management; 

• A description of the software test methods;  
• A list of hazards related to the functions performed by the software and the means 

taken to mitigate each of these hazards; and  
• A certification statement regarding software. 

 

 
August 29, 2008 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Revision History Log: 

 
August 29, 2008 

(b)(4) Modifications

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Modifications

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Modifications

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Modifications

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Software Development Methods: 
 

 
August 29, 2008 

(b)(4) Modifications

(b)(4) 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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August 29, 2008 

(b)(4) Software Development Methods

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Software Development Process

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Software Development Process

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Software Development Process

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Software Development Process

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Software Development Process

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Software Development Process

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Configuration Management  

 
August 29, 2008 

(b)(4) Software Development Process

(b)(4) 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Software Testing Methods 

 
August 29, 2008 

(b)(4) 

(b)(4) 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hazard Analysis: 

 
Software Certification: 
 
The software certification statement immediately follows this page.

 
August 29, 2008 

(b)(4) 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Visix Imaging Hazard Analysis 

August 29, 2008 

(b)(4) 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Hazard Analysis

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 017_Electromagnetic Compatibility and Electrical Safety Page 1 of 1  
 CONFIDENTIAL 
 
 

ELECTROMAGNETIC COMPATIBILITY AND ELECTRICAL SAFETY 

 
This section does not apply as the proposed device is software only and does not contain 
an electronic component. 
 
 

 
August 29, 2008 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PERFORMANCE TESTING—BENCH 

 

 
August 29, 2008 

(b)(4) 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Televere Systems
Section 018_Performance Testing_Part 3

510(k) Premarket Notification Visix Imaging
 Page 1 of 36

(b)(4) Testing

(b)(4) 

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Testing

Records processed under FOIA Request # 2015-8521; Released by CDRH on 05-10-2016
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PERFORMANCE TESTING—ANIMAL 

 
This section does not apply as no animal studies were necessary to support this 510(k) 
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