A IMPORTANT SAFETY NOTICE
Couch Densities Overwritten with Upgrade - Monaco RFC 36014

Correct Functioning | Sample couch parameter files are supplied with Monaco releases
of the System 3.10.00 and later. The user can access these files from the
Treatment Couch Library. By clicking on a particular couch file,
the individual components of the couch can be selected and their
densities edited. The user can then use the “Save as Treatment
Couch” to enter a unique name for the modified couch parameter
file. The sample files and their default values are not intended for
clinical use, and Monaco was designed with the assumption that
the user would rename the file when it was populated with actual,
clinical values.

What is the When sample couch parameter files are edited, the densities
problem? altered, and “Save” is selected, the sample files will be updated
with these new, user defined densities. Subsequently, when a
software upgrade is loaded, under the conditions described below,
the modified couch densities in these sample files will be
overwritten with the default value of 1.000.

When does this This problem will affect upgrades to Monaco Releases 3.20.00
occur? and 3.30.00 from release 3.10.00 or 3.20.00. The problem will
occur during an upgrade if and only if — prior to the upgrade — a
sample couch parameter file was edited and saved under the

original name.
Why does this The problem occurs because the upgrade installation script is
occur? designed to overwrite the sample couch files in the Treatment

Couch Library with the original default values.

What is the clinical | Clinical relative electron densities for certain treatment couch
impact? components can vary substantially from 1.000. If a relative
electron density of 1.000 is used in dose calculations instead of
the actual couch relative electron densities, the patient will
receive an incorrect dose. The magnitude of this dose error will
depend on:

e the magnitude of the couch relative electron density error

¢ the angle of the beam passing through the couch.

There is a potential for serious injury.

USA
Tel 314.993.0003 Toll-Free: 800.878.4267 Fax: 314.993.0075

LINMONOO007 / 1.0

Q Elekta Inc. IMPAC Medical Systems, Inc. 13723 Riverport Drive, Suite 100, Maryland Heights, MO 63043
ELEKTA



What is the The problem can be avoided by using the “Save as Treatment
workaround? Couch” option to save the edited sample couch file under a new
name. Clearly distinguish between files containing sample data
and files containing actual clinical data. Do not retain or use the
word “sample” in the name of files containing actual clinical data.

Patient Follow-Up Please ensure that couch files are checked for releases 3.20.00 and
3.30.00 to verify that the correct relative electron density values
are being used in the dose calculation. It is imperative that this
check be done before following the resolution steps below.

What is the If you have edited the sample couch files, and previously
resolution? upgraded to Monaco 3.20.00 or 3.30.00, your couch files have
already been overwritten. Open the couch files, make the
necessary updates to the couch parameters, and use the “Save As
Treatment Couch” option to save the modified sample couch files
to a new, unique name.

Please note that the couch files can also be edited in Focal and
then the patients opened in Monaco. Comparable Focal releases
would be Focal 4.64.00(Monaco 3.10.00), Focal 4.70.00(Monaco
3.20.00) and Focal 4.80.00 (Monaco 3.30.00).

Please distribute this notice to any and all users of IMPAC software at your organization who are
potentially affected by this issue. The applicable regulatory agencies have been notified of this
corrective field action.
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