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Please note the Following messages and inform yvour System Adminiskrataor:

Failed to access volume cache file <C:\Program Filestyarian\RY711Cachei S04 .MImageDRR =,
Possible reasons are:

- Directory not existing or write-protected

- Disk. Full

Do you want ko save your changes before application abaorts?
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The sagittal view should have looked like the one to the right, with MLC
Dose distribution is identical
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All Users of Varian
treatment system must
alert to the existence of a
system flaw with the
potential of leading to a
very high overdose.

A dose calculation
revealed that the patient
received three
fractionated treatments in
the range of 13-14y per
treatment to a volumes
between the base of the
skull and the larynx. Total
dose received was
approximately 39-y.

https://www.health.nv.qov/environmental/radioloqical: 2
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NEW YORK CITY DEPARTMENT OF HEALTH AND MENTAL HYGIENE
OFFICE OF RADIOLOGICAL HEALTH
2 LAFAYETTE ST, 11" FLOOR
NEW YORK, NY 10007

March 25, 2005

ORH INFORMATION NOTICE 2005-01

Addressees

All Holders of Therapeutic Radiation LINAC Unit Certified Registrations

Purpose

We are issuing this Information Notice to inform certified registrants operating therapeutic radiation
LINAC units of a significant misadministration which occurred during treatment utilizing the Varian
VARIS oncology information system. The exact cause of the occurrence is still under investigation by

Varian, but the circumstances of the event are serious enough to warrant early notification. All Users of
Varian treatment systems must be alert to the existence of a system flaw with the potential of leading to a

very high overdose.

Description of Circumstances

On March 14, 15 and 16, 2005, a patient received fractionated treatments for base of the tongue cancer.
Normal review protocols were followed. The Prescribed dose per fraction was 2 Gray, using a 5-field
IMRT technique. A revised treatment plan was developed by a physicist and approved by a physician to
reduce dose to the teeth. Analysis revealed that the dynamic multileaf collimators were wrongly in the
open position during the three treatments. A dose calculation revealed that the patient received three
fractionated treatments in the range of 13-14 Gy per treatment to a volume between the base of the skull
and the larvnx. Total dose received was approximately 39-42 Gy.

Preliminary information indicates that a software error resulted in corruption of the MLC data used for
this patient’s treatment. Although the dynamic MLC files were missing at the time of treatment, they are
shown connected to the treatment fields in the Varian VARIS patient management software. Also, the
Treatment Field Setup Report showed that the MLC was present in the treatment fields when in fact it
was not. When the User tried to access the MLC file the Varian software crashed each time.

Varian notified the FDA on March 22, 2005. It is understood that Varian will submit a Medical Device
Report to FDA when they have completed their investigation.

adon/radioactive material licensing/docs/berp2005



https://www.health.ny.gov/environmental/radiological/radon/radioactive_material_licensing/docs/berp2005_2.pdf
https://www.health.ny.gov/environmental/radiological/radon/radioactive_material_licensing/docs/berp2005_2.pdf
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March 25, 2005
ORH INFORMATION NOTICE 2005-01 (cont’d)
Effects of Misadministration

The report of misadministration lists possible sequelae in 2 phases. These include a number of serious
effects, although the report does not predict the likelithood or severity of each of the possible problems.

Action

Al | U Se rS Of Varl an Although treatment plans are entered which should cause multileaf collimators to be in place, the VARIS

system may not properly actuate collimators. This has resulted in a serious radiation overexposure. All

treatment system _ T T colmarors T st o erits oot Tt systoms s v TTeered by T probTen
utl | | Z| n g th e L - betore scheduling further treatments.
multifield IMRT
technique must be
aware of this
defect...



https://www.health.ny.gov/environmental/radiological/radon/radioactive_material_licensing/docs/berp2005_2.pdf
https://www.health.ny.gov/environmental/radiological/radon/radioactive_material_licensing/docs/berp2005_2.pdf
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STATE OF NEW YORK
DEPARTMENT OF HEALTH

Flanigan Square, 547 River Street, Troy, New York 12180-2216

Antonia C. Novello, M.D., M.P.H., Dr.P.H Dennis P. Whalen
Commissioner Executive Deputy Commissioner

April 6, 2005

RE: LINAC/IMRT Significant Misadministration — Software Error Suspected
(Notice No. BERP 2005-1)

Dear Linear Accelerator Registrant:
The New York City Department of Health and Mental Hygiene. Office of Radiological Health

issued a notice to its registrants in regard to a significant misadministration which occurred in its
jurisdiction. A copy of that notice is attached.

Preliminary information indicates that an error with the Varian VARIS software may have resulted
in corruption of the multi-leaf collimator data used for the patient’s treatment. Each facility should also
review the procedures that are utilized for verification that the radiation field is of the appropriate size and
shape during the delivery of each IMRT fraction

Please review the notice and implement any actions that may be prudent. This notice is being sent
to you for informational purposes. therefore. a response is not required. However. if you have experienced
a similar software problem, regardless if it involved a patient, please contact this office.

If you have any questions or comments, please call John O’Connell, Janaki Krishnamoorthy, Ph.D.,
or me at (518) 402-7590. e-mail us at berp@health.state.ny.us or write to:

New York State Department of Health

Bureau of Environmental Radiation Protection
Radioactive Materials Section

547 River Street, Flanigan Square — Room 530
Troy. New York 12180-2216

Sincerely.

Robert E. Dansereau, Chief
Radioactive Materials Section
Bureau of Environmental Radiation Protection



https://www.health.ny.gov/environmental/radiological/radon/radioactive_material_licensing/docs/berp2005_1.pdf

.9 STATE OF NEW YORK
DEPARTMENT OF HEALTH

Flanigan Square, 547 River Street, Troy, New York 12180-2216

If you have any questions or comments, please call John O’Connell, Janaki
Krishnamoorthy, Ph.D., or me at (518) 402-7590, e-mail us at berp@health.state.ny.us
or write to:

Antonia C. Novello, M.D., MP.H., Dr.P.H. Dennis P. Whalen
Commissioner Executive Deputy Commissioner

New York State Department of Health
April 19, 2005 - - Bureau of Environmental Radiation Protection
- - Radioactive Materials Section
547 River Street. Flanigan Square — Room 530
Troy, New York 12180-2216
RE: UPDATE: LINAC/IMRT Significant Misadministration — Software Error - - §
Suspected (Notice No. BERP 2005-2) - - Sincerely,

Dear Linear Accelerator Registrant: .
Robert E. Dansereau, Chief

On April 6, 2005, a Notice (BERP 2005-1) was sent to you with regard to a
significant misadministration that occurred during the delivery of an IMRT treatment.

resulted in corruption of the data used to control a multi-leaf collimator. The purpose of this
notice is to provide updated information.

The Notilce indieal.ed thq‘ an error might have occnn'edlin lh; \'a;‘ian \"A?IS software \\"high : va r‘ ian s o fTwa r‘e pe r‘f o r‘ med as

- o gl expected and was not the cause of
.\'armu Medpal Systems representatives, mcl\!dm_g engineering, service, applications, i . . L. .
c‘t!ucano? dm(l quality pgrsonnd.. conducted an investigation. V armn:un:‘ludx.d tha‘! (l:c 1. h IS m 'Sad m I n IStratI O n )

Copies of Varian’s summary analysis and open letter dated April 4, 2005 are enclosed.

A complete analysis is available from Varian Medical Systems and can be obtained by
contacting Kolleen T. Kennedy, Vice President, Oncology Division at (650) 424-6235 or
e-mail at kolleen.kennedy@us.varian.com.

This event, along with others that have occurred, mandates that we remind facilities

of the absolute necessity to verify that the radiation field is of the appropriate size and shape
prior to the patient’s first treatment. Facilities are also reminded of the need to perform a

. . e
second check of the treatment plan, calullauom and/or data input |nl0 a Reaord and V. erm 000 1- h e ra p l STS m UST C l os e I y mo n l 1-0 r' 1. h e
Sx stem before tr b b ~+
= ~ - Caan . . .
- console/visual indicators during
Please review the Notice, and implement any actions that may be prudent. This S
Notice is being sent to you for informational purposes, therefore, a response is not required. T 1‘ rl ea"' m enT
. .

di hn—mn
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THE RADIATION BOOM

Radiation Offers New Cures, and Ways to Do Harm

By WALT BOGDANICH
Published: January 23, 2010

SIGN IN TO
RECOMMEND

As Scott Jerome-Parks lay dying, he clung to this wish: that his fatal

radiation overdose — which left him deaf, struggling to see, unable
to swallow, burned, with his teeth falling out, with ulcers in his

[E] TWITTER

E SIGN INTO E-
MAIL

mouth and throat, nauseated, in severe pain and finally unable to

breathe — be studied and talked about publicly so that others might —

not have to live his nightmare.

&, Enlarge This Image

For his last Christmas, Scott Jerome-
Parks rested his feet in buckets of
sand his friends had sent from a
childhood beach. More Photos »

(= PRINT

[ REPRINTS

SHARE
fGOLDEN Y
Sensing death was near, Mr. Jerome- EXNeIRe)s)H }
Parks summoned his family for a final
Christmas. His friends sent two
buckets of sand from the beach where they had played as
children so he could touch it, feel it and remember better
days.

Mr. Jerome-Parks died several weeks later in 2007. He
was 43.

A New York City hospital treating him for tongue cancer
had failed to detect a computer error that directed a linear
accelerator to blast his brain stem and neck with errant
beams of radiation. Not once, but on three consecutive






http://www.youtube.com/watch?v=NcqRgVqeQSg
http://www.youtube.com/watch?v=L_IzTqhghMs
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o that others could learn from his misfortune: He died in
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CoxHealth Issues
Statement on
COXHE/LLTH Increased Radiation

— for Patients
PRINT THIS AR By KSPR News
Story Created: F

S Updated: Feb 24, 2010 at 6:47 PM CST )

CoxHealth Issued this news release

They are not alone
Small field dosimetry have
some risks










MEDULLA PLANNING FORM

FML14.014

TWO SPINE FIELDS
Name: Site:
B.O.C. No: Unit:
Radiotherapist: Date:
Physics:
Setup Head fields 1socentric: asymmetric jaws; customised shielding trays
Physics to move junction after every ......... fractions (see over).
Site Head Upper Spine Lawer Spine
a) (b) (€)
Description Right Lateral Left Lateral Posterior Post / Sup
Field Size (approx
for first ........ fractions
Jaw Settings X Vi X Vi
X2 y2 X2 ¥2
F.5.D. ISOCENTRIC 100 cm 100 ecm
Gantry Angle op° 270° [
(ie. ....°tosup)
Collimators (e Sup | (e 2 Sup 90° 90°
End Post) End Post)
Floor Rotation 0° 0° 270° 270°
Beam Modifier Shielding block Shielding block Wax Wax
tray code = tray code = compensator (a). | compensator (b).
tray code 17 tray code 17
Beam Weight (%) 100% () 100% (a) 100% (b) 100% (c)
Output
(MU/100cGy)

Dase
Informatio:

T.AD. mid brain = 100%

Normalisation = ....... %

spinal cord: ... %

max subeut: .....%

spinal cord: ... %

max subeut: ....%

[ File Nafhe: FM14014 [ Page Number: 1 of: 1

[ Date: 11.5.98

| [ssu%umher: 1

| Authorised By:

‘ Issued By
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