August 13, 2012

URGENT DEVICE CORRECTION

Re: Potential Error in Values for Calcium Scoring When Restoring Snapshots

Dear Customer:

Vital Images has found two potential errors in calcium score values in restored snapshots of studies generated
through use of Vitrea or Vitrea Enterprise Suite. This issue affects Version 3.1 of Vitrea fX; Version 5.2 of
Vitrea; Versions 6.0, 6.1 and 6.2 of Vitrea and Vitrea fX; and Versions 1.3, 6.0, 6.1 and 6.2 of Vitrea
Enterprise Suite; and all updates to those versions. If the calcium score in the restored snapshot is relied
upon, less-healthy vessels may be incorrectly considered as healthy, which may lead to different treatment
paths than would otherwise be followed. We are providing a software update (patch) for these issues and will
contact you to upgrade your systems.

You are receiving this letter because your institution was eligible to receive one of the affected versions.

The first error can be avoided if a user follows either of the following recommended workflows: (1) using the
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“manual” method and not selecting “Interpolate;” or (2) selecting “Interpolate” after drawing all contours.
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The second error can be avoided by using the “manual” method and not using “Interpolate.”
The first error occurs during the following specific workflow in the calcium scoring application when a user:

e draws multiple contours in the selected vessel,

e selects the “Interpolate” button,

e draws one or more additional contours, but does not select the “Interpolate” button,

e takes a snapshot, and

e restores that snapshot.
Upon restoring the snapshot, the color tinting and calcium score reflect only the drawn contours, while the
formerly interpolated regions are excluded from the color tinting and the resulting calcium score. Because of
the loss of interpolation between the drawn contours, the displayed value after snapshot restore will be lower
than the original snapshot, unless no calcium was present in the interpolated regions. Review of the contours
shown upon restoring a snapshot will show the loss of the interpolation.

To resolve the first issue, Vital Images has generated a software update that performs two functions. First,
when a user selects “Interpolate” while drawing contours and then draws additional contours and does not
select “Interpolate” before attempting to take a snapshot, an on-screen dialogue box notifies the user that all
contours have not been interpolated and requires all contours to be interpolated before taking the snapshot.
Additionally, when a user restores a snapshot, an on-screen dialogue box notifies the user to review and
confirm all contours in the restored snapshot.

The second error occurs when, after restoring a snapshot of a calcium score image that used interpolation, a
user draws additional contours. When the new contours are drawn, the interpolation between all drawn
contours becomes lost and the resulting calcium score value accounts only for the drawn contours. To obtain



the correct calcium score after drawing new contours on a restored image that was generated through
interpolation, the user will need to again select “Interpolate.”

To resolve the second issue, users need to select “Interpolate” after drawing additional contours in order to
obtain correct calcium scores after drawing additional contours on restored snapshots. All contours will then
be interpolated. Additionally, the software update retains the calcium score values for the interpolated
regions, even if the user draws additional contours.

Please immediately inform all potential users of these issues and the two alternative workflows that will
prevent the first issue. You will be contacted to arrange for installation of the software update.

Direct customers of Vital Images should contact Vital Images Customer Support with any questions at 1-800-
208-3005 or send an e-mail to support@vitalimages.com. If you acquired the software through a reseller, you

should contact your reseller.

Sincerely,

Jim Litterer
Vice President, Operations
Vital Images, Inc.
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Corporate Headquarters
Vital Images, Inc.

5850 Opus Parkway, Suite 300
Minnetonka, Minnesota 55343-4414
U.S.A.

952.487.9500
info@vitalimages.com

Vital Images Europe
Laan van's-Gravenmade, 20

2495 AJ Den Haag

The Netherlands

+31 70 413 5800
jdurieux@vitalimages.com

Asia

Beijing, China

L24, Tower 3, China Central Place
77 Jianguo Road

Chaoyang District

Beijing, 100025

+86 10 8588 1888
lguo@vitalimages.com

Other Offices

Vital Images UK

50 Broadway

London SW1H ORG

United Kingdom

Paul Hughes - Sales Manager
+44 (0) 7960 685 267
phughes@vitalimages.com

Vital Images France

12/14 rond-point des Champs Elysees
75008 Paris

France

Laurent Morin - Sales Manager
+33(0) 153531518
Imorin@vitalimages.com

Vital Images Germany

Unter den Linden 21

10117 Berlin

Deutschland

Martin Seelhorst - Sales Manager
+49 (0) 151 2706 5405
mseelhorst@vitalimages.com

Customer Support

Customer Support
7am.-7p.m. (CST)

Monday - Friday
800.208.3005
support@vitalimages.com

Customer Support Europe
08:00-17:00 (GMT +1)
Monday - Friday

+31 70 413 5801
eusupport@vitalimages.com

Customer Support Asia
09:00 - 18:00 (GMT+8)
Monday - Friday

+86 10 8588 1800
asiasupport@vitalimages.
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