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DEPARTMENT OF VETERANS AFFAIRS
Medical Center
West Los Angeles
11301 Wilshire Boulevard
Los Angeles CA 90073

March 31. 1997 AFR 0 1 1397

. 691/214
L. J. Callan, Regional Administrator

United States Nuclear Regulatory Commission, Region IV

611 Ryan Plaza Drive, Suite 400

Arlington, Texas 76011-8064

Dear Mr. Callan:

On Decenzber 26, 1996, a few days after the Dual Timer was installed, the Co-60 Teletherapy
Unit experienced source drawer malfunctions. Then, a Theratronic's serviceman attempted to
determine the root cause but was not successful. Not until the 7" of March did the malfunction
in question reoccur. Theratronics was not able to determine the cause but did find a loose wire
and made some other minor adjustments. Sinc: that time the failures have again ceased. It is not
yet known if these adjustmen’s were directly related to the root cause. Another possibility is that
these minor alterations may have temporarily masked the root cause and now it may require quite
some time before a source drawer failure occurs again. The servicerian indicated that in order to
pinpoint the cause the machine must malfunction again so that he can conduct the appropriate
testing which requires the machine to be in the failed state. The amount of time before the next
malfunction occurs is not known and may again require several months wait.

Because the exact cause(s) of the teletherapy unit malfunctions have not been determined, we
are requesting «» implement the following:

e If the Co-60 Unit malfunctions again so that the cause can be pinpointed and the par: or parts
that are producing the problem are isolated, then they will be replaced and any other repairs
required will be done at that time. Theratronics indicated that this corrective action should
prevent reoccurrence by eliminating the root cause.

o W= do plan to continue operation of the unit beyond 180 days from the date of the Confir-
matory Action Letter (CAL) 4-96-006(B) (Supplement) dated January 2, 1997. Our justifi-
cation is that the West Los Angeles VA Medical Center has requestec that the Veterans Inte-
grated Service Network (VISN) purchase a new Linear Accelerator t» replace the Co-60
Teletherapy Unit. Funding must first become available before the relacement can be pur-
chased This may take longer than the 180 days would permit. There ‘ore, the VA Medical
Center requests to continue using the Co-60 unit for patient treatment until the funding is ap-
propriated. In the interim, the above plan will be in effect. Once the new machine is in-
stalled, the Co-60 unit would then be decommissioned.

Additional justification for the continued us~ of the Co-60 Unit is the installation of the Dual
Timer. The Dual Timer insures that the operator will be made aware of a source drawer mal-
function. When a malfunction occurs such that the source does not leave the housing, the timer
will stop counting and an error message will be displayved. Then the operator wili not be given
false impression of treatment by having the timer count, even though the source has not moved
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into position to treat, as was the case with the single timer According to Theratronics (see their
enclosed fax dated 97/03/26), the Dual Timer system insures no patient will get incorrect dose
delivery without the operator heing made aware of it, even though the exact cause of the problem
has yet to be determined.

Theratronics investigated the C0-60 teletherapy unit and has expressed confidence that even
without knowing the exact cause of the error, patients are not placed in jeopardy.

Nonetheless, considering the unit’s age and history, clearly this machine should be replaced as
soon as possible and VISN has been made aware of the importance of doing so, in order to
minimize the risk to our patients.

We remain committed to the operational and procedural controls outlined in our letter dated
January 9, 1997 should a source drawer malfunction occur prior to the replacement and decom-
missioning of the Co-60 Unit.

Copies of the Co-60 Teletherapy service reports since the discovery of the malfunction are en-
closed for documentation purposes. Also enclosed is a copy of the letter from Federal Express to
Theratronics regarding the lc. ackage containing the single timer and circuit board that was to
be tested by Theratronics. A copy of the letter from Theratronics to West Los Angeles VA
Medical Center regarding the lost package is also enclosed.

Sincerely yours,
RK

ecutive Director

Enclosures:

e
Fran Herbig, Ph.D.
VA National Health Physics Program (115 HP)

Edwin Leidholdt. Jr., Ph. D.
VA National Health Physics Program

Robert Nicol, Compliance Officer
U.S. Food and Drug Administration

Linda Howell, Chief Nuclear Materials Inspection
& Fuel Cycling Decommission Branch
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March 20, 1997

Veterans Affairs Medical Center
West Los Angeles

11301 Wilshire Bivd

Los Angeies, California

90073

Attention: Mr, Brad Krutoft
Dear Mr. Krutott:

Subject: Theratren Y780 SNQ37 - Parts Returned for Investigation.

As per your request 1o Mr. Dave Marquez for information concerning the
parts replaced on the above mentioned unit, we regret to inform you that
the parts returned by Mr. Marquez for Investigation, were ngver received
by Theratronics here In Crtawi

in spite of repeeted efforts by the courier 10 trace the shipment, the
package containing both the Single Channe' Timer and the B12 Solenoid
PCB P/N A102409-505 cannot be Iccated. | am anclosing a letter from
Federa! Express that documents the pertinent details of the shipment
along with their apology for the loss,

Please feel fres 10 contact either Mr, Dave Marquez, the Theratronics
Service ‘Representative for your srea or the undersigned at (613) 591-
2172 If we can be of further assistance,

Sincearety,

—

XJ"’\., L e —— s Ak A

Ron Strike
Quality Assurance

cc: Mr. Dave Marquez
Unir History File
Filg: 961221

_ 413 Marcn Road
PO Box 13140

Kanata ()?nwul :.-*Lda ’
LA et A 4’[
1613) 681-2100
~ Fax 613) 6982-3516

anae. Untang, Canade




From: KEITH A STRUTY To: BRAD KRUTORP " Dute: $773/28 Tierw: 18:112:31 Puge 1 of 1

THERAFAX

THERATRONICS INTERNATIONAL LIMITED

413 MARCH ROAD
KANATA, ONTARIO
K2K 2R7 CANADA
To:BRAD KRUTOFF From:KEITH A. STRUTT
Company:WEST LA MEDICAL CENTRE Company:THERATRONICS INTERNATIONAL
Date:97/03/26 Time:16:11:88 Return Fax No.:1 613 §91-2142
Subject: Voice Phone No.:1 613 §91-2126

reference: I'heratron 780 serial number 37
Dear Mr. Krutofl,
Pursaant to our telephone conversations, | wizX 10 udvise you of the following :

T'he Theratronics service organization has inspected the a’m umit recentty and, although no definite problem
was locuted und repaired, severul minor clectrical connections were tightened und/or cleunca.
Attempts to duplicate the problem were not successful as the unit continuec to operate property.

A cable was put in place to allow the measurement of a point voltage should the probler r&-occur.

Therutronicx will continue to monitor the operation of your cobalt unit, and with your continued co-operation,
we trust that we shall be able to duplicate the problem and locate and repair the source of the problem or in
fuct conclude thut the sccumulative serviee interventions huve already solved it

Now that & digital dual timer has been instafled on your cobalt unit, in the cvent that a seurce exposure is
requested but does not occur, the design of the dual timer will indicate the absence of a source exposure.
Because the operation of the exposurc timer is dependant upon the detection of the source in the fully cxposcd
position within an acceptahle source transit time, following the request for an exposure, an indication of
exposure Is not possiblc when there is no exposure. We at Therutronies therefore wish to indicate that the
hazard of incorrect dose delivery due to the previous problem no longer exists.

As with all electricalelectronic/ pneumatic devices, the the possibility of component failure exists. The
sufc-guard now in place in the form of the digital dual timer along with the diligence of the unit operators
should allow for continued usage of the unit without incidence. All correct operating procedures aeed to be
followed, und uny further indication of problems will be investiguted. Pleuse be assurred thut you have the full

and complete resources of Iheratronics available to help maintain your cobalt unit as yon continue to operate
it

Best rogurdy,

Keith A. Strutt
General Manager, Service and 1'echnical Support

cc: d Martell
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VIA FAX 315-394-0455

February 13, 1997

Mr. Mike Lemke
Thoratramics Internstional
826 Proctor

Ogdensberg, NY 13669

Dear Mr. Lemke:

The problom encountered with a December 20 FedBx shipment from Theratronics in
Tacoma, WA has been brought to my attention.

Accurding to our records, package tracking number 3592953483 was tendered to
FedEx on Friday, December 20 for delivery on Monday, December 23 by 4:30 p.m.
Unforiunately, however, the shipment was delivered incorrectly. Inote that efforts
to retrieve the package werc unsuccessful,

Mr. Lemke, it is never our intention to inednvenience & custamer in any way. | wish
te assurc you that documontation has been ferwarded 1o the appropriate
management 50 that all factors of this orcurrence may be internally addressed. We

are dedicaied to 100% perfermance, and our customers, at &ll times, are our
foremost voncerr:.

1 sincerely apolegixe for the incanvenience caused to all concerned, Mr. Lomke. We

look fo;ward 10 the privilego of scrving you again, confident that future transactions

will prove 1o be far more favorable and reflective of the qualily service we are
known to proviue,

Siucerely,
L f.-w

Mae Reo Jackson
Customer Relations Depariment

mr|

ce: Tany Perritano, Sr. Manager, 136017ARTA/NY

“DTA. F.01
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THERATRONICS INTERNATIONAL

Page | of 2
+ CUSTOMER: SERVICE RECOPI.I: MNUHBER y‘
Wi AV AME SOURCE DATE & CURIE
UNIT SERIAL R
THERATRON 780 MAINTENANCE
1.  SOURCE OPERATING SYSTEM
A Drais Al Tank 6. HAND CONTROL
B Service air filter/mowture trap on compressor A Check for loose or frayed wiring
€. Test LP. safety switch (28-32) B Test enabic switch operation (if applicable)
D.  Check compressor operation on (35-40) C Tem swiich j
msid2 off (4535) Lore D. Cheuk operation of all functions "
-4l ed'(”“)w E  lospect mounting for looss couplings snd proper \/
[ _T3L V) oaperation
‘ﬂmm(q).&ﬂ % e
=2
praeng time (<4) YA min A Check vertical drive beh va
E Check' P regulator (24-26) i B Check locks and chutches oo all motions v
F.  kwpoct hoses, fittings, and check valve wider C. Ohack limst switches and stops vertical Ve
prossure ms 142 (<5.0 pe/hr.) lateral _
w242 (<29 n’h.)ﬁ longitudinal _, ./
0.  lnspect air cylinder ) tqpm.z
iscoentric rolation
i HEAD AND NECK D, Check drive chein tensions 2
A Check beam defining light cord reel . F. wmspect Schneeburger beanngs and stops
B Check and align O.D.1L » F.  lospect top
C mummwdm v
D. Mmmw supply (S)%_\* L} WYW
:- Mw‘ : T ‘ . -
& M. adjust backpotnter - | o :
9. OPERATIONAL TEST
3. COLLIMATOR A Source tranest times ot (15:20) /.5 e
A Examine apper binges -(I.S-‘LO){,Z soc
B Closn and lubricate lead screws B Test wedgs fillertray interiock operstion Y
€. Barvice drive chains C. Test failed power oparation o
D Chack shectrical conmections :é D.  Check that reset is not possible with each interiock
E  Check wedge fiker/tray ideriock Z door +/
F.  Check crosshair end trummer alignment Z beadlack
Q. Check fisld size readouts for scouracy oL off shield
H  Check SDD switch operstion W Wﬁ
trestment mode select
4 MAIN FRAME 360 degree disable /7
A Check drive beit, pulley keys and pulley tightness v besm not off
B Check gantry rotation worm drive dowels & bolts and rotation bow ar
gear 10 tube shafl dowels é unit has siatus indicator pane!
C.  Check oil levels g reducer E  Test correct operstion of treatment modes fixed ac
worm dnive rotation kip p~
2. Check electrics’! connections Check corvect operation of beam-on and beam off / /
P, Check power supplies (+1%5) Av&(“l;;’f : " s s over the door .
. TIMER one
0. Check slip ring sssembly é A MECHANICAL TIMER v/
H. lsspect rotaling umon (1) Check chutch rperation ) 2
L lnepect tranedhcer aad drive chain . (7) Check timer operation v\ ﬁn
1. Test emergency swiiches ,
K Tew vim specd i B IINOLEDK)H'ALMR
(3) Check power supply voltages (5*-03) wio
5. CONTROL CONSOLE (12) wic
: Check all lamps v’ (4) Check each button on key board for proper
Tighten eloctncal connectons ol operstion MA
€. Test key swiich for proper operstion v (5) Remowve one of tmer relays, start fixed treatment,
2. ;--—cyulﬂm Y ’-ﬁ::tavnhyﬁus ﬁ:
exi resel operstion Replace relay
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