STATE OF NEW YORK
DEPARTMENT OF HEALTH

Il University Place Albany, New York 12203-3309

Barbara A. DeBuono, MD. M.P H. Dennis P. Whalen

Commissioner

NOTICE TO LICENSEES (HDR)

Re:  Treatment planning errors
Date:  April 2, 1997

This is to bring to your attention a problem that occurred during treatment planning on a Nucletron
Plato treatment planning system which contributed to a misadministesti = Vou should review this
information for applicability to your program and take action as appropriate to avoid a similar problems
No response to this notice is necessary.

A treatment plan was completed using the Nucletron Plaio treatment planning computer and
software (version 13.10). The plan included a step size of 5 mm, prescribed dose of 350 ¢Gy and was
checked and approved by both the physicist and physician and stored on the program card. The next day
the source was replaced with a new higher activity source. On the day of treatment, the plan was updated
to include the new source strength. During this step the computer automatically changed the step size trom
5.0mm to 2.5mm (the default step size), however the indicated dose remained unchanged at 350 ¢y This
was not immediately noticed by the physicist since he was not working in that section of the data page
During the final plan review prior to treatment neither the physicist or physician noticed that the step size
was now indicating 2.5 mm. The plan was approved and the treatment was delivered. During
subsequent chart review it was noticed that the plan indicated the wrong step size. The actual dose was
665 cGy to half the intended treatment area. Since this was the first of three fractions, the treatment plan
has been modified to correct for this error.

Contributing factors to this misadministration included the failure of the licensee to carefully
review the plan prior to treatment, failure of the treatment planning computer to provide a warning or error
message when it changed the step size and failure to calculate the correct dose when the step size « o
changed. A similar problem was previously described a Nucletron Technical Bulletin issued in December
1996 (copy enclosed). The manufacturer was notified of this error

If you have any questions or need additional information concerning this notice, please contact 1!
office
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Sincerely,
— s - . N\
S70409013&6 970402 (i T
P STPRG ESONY Stephen M. Gavitt, Chief
¥4 3 PDR Radwactive Materials Section
Hauvve Bureau of Environmental Radiation Protection
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FAX MESSAGE
Date: 14-Feb-97
To: All users of Plato-BPS v.13.1, 13.2
Subj: Safety Alert
Dear Plato User,

Please read the accompanying Techmeal Bulletis (Plato 261) carefully. Thus User Notificaton
describes a srustion in which it is possible to export incorrect stepsize informaiion to the
program card and treatment console.

As an addendurm, it is imponant 1o note that the described siuation refers (o reconstrucnon by
catheter describing points. If the recoustruction 1s done with catheter tracking, the result it
the same, but no error messages are displayed in cither the plan printout or the yjournal file

Proposed solutions:

o Muke sure that the sicpsize defined in an existing patient sod treatment unil are always the
same
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and before proceeding with the Ueatment.
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‘ Nucletron

Technical Bulletin

05 December 1996 PLATO 261

Subject:
User Notification

Incorrect check to disable export data
to program card and treatment console |

Validity
PLATO BPS v13.1 and v13.2
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@ Nucletron User Notification
Page 2002 091 . TTROR 196
Dawe of wsue 05 Decernber 1996 Vaicity: PLATO B9S v13 1 and vi3 2
Intenced use.

Al PLATO customers who Rave nstalled and yse PLATO BPS v13.1 and v13 2 clincaity.

Oescrniption.

PLATO APS alows you export Gala 10 0w program cand and Uediment console after accessing an
Foslng plan ang reBcng € 8 WeETTEe Uit wihuch has Leen definec with » dfferent sieomize

Explanation.

AN rgEcng M AN masing patent wath 3 veamme unit thal has & differam stepse, the oumal fie
Priol uspiys (e failowa g eTor Mes3age.

“INACCURATE DOSE CALCULATION MAY RESULT"
PROGRANM CARD IS DISABLED"

Mowever 115 possibie 10 expor! NacourThe GOl W the progrem card 8nd INSEUMOY CONSOW.,

Conseguences.

mmmum.nwm-nu“cwmamm-mw
lengin.

Doubiting the active trestment length Gcours when an exmsing peten! has been cresded with a slegsize of
2 5 mwn a0 hen & cusiomzing Me has been lnaded with » stepsae of 5.0 mm

mMahing (he active eakment lengih 0Cous when 37 @ISNNg pauen has been Cresled with 3 slepsize of
50 Ten ang ihan 2 customang e has been Ca0e0 with 2 siepsize of 2 8 rmm

Proposed soiutions.
Maks g0 (Nat e stepsze 0 BN @GSUNG DBBEN and VSaTent Ll 51¢ dhways he same.
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