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\ DEPARTMENT OF VETERANS AFFAIRS**

Medical Center
* West Los Angeles

11301 Wilshire Boulevard,

Los Angeles CA 90073

01WMarch 31,1997 nw n er to
-

691/214
*

L. J. Callan, Regional Administrator
United States Nuclear R.egulatory Commission, Region IV
611 Ryan Plaza Drive, Suite 400
Arlington, Texas 76011-8064

Dear Mr. Callan:

On December 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. Since that time the failures have again ceased. It is not
yet known if these adjustments 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 serviceman 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 to implement the following:

|

If the Co-60 Unit malfunctions again so that the cause can be pinpointed and the part 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.

We do plan to continue operation of the unit beyond 180 days from tl'e date of the Confir-.

matory Action Letter (CAL) 4-96-006(B)(Supplement) dated January 2,1997. Ourjustifi-
cation is that the West Los Angeles VA Medical Center has requested that the Veterans Inte-
grated Service Network (VISN) purchase a new Linear Accelerator ta replace the Co-60

% Teletherapy Unit. Funding must first become available before the replacement can be pur-

Q chased. This may take longer than the 180 days would permit. Therefore, the VA Medical me.

88 Center requests to continue using the Co-60 unit for patient treatment until the funding is ap- $
$8 propriated. In the interim, the above plan will be in effect. Once the new machine is in- E.

stalled, the Co-60 unit would then be decommissioned. $a
08 EE-

@@ Additional justification for the continued use of the Co-60 Unit is the installation of the Dual 1
;"' Timer. The Dual Timer insures that the operator will be made aware of a source drawer mal- 5:e
R@ function. When a malfunction occurs such that the source does not leave the housing, the timer E

,* will stop countirig and an error message will be displayed. Then the operator will 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 being made aware ofit, 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 i

without knowing the exact cause of the error, patients are not placed injeopardy.
'

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 i

minimize the risk to our patients.
,

! We remain committed to the operational and procedural controls outlined in our letter dated i

?
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 Ic package 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 j

Medical Center regarding the lost package is also enclosed. |

|
1

Sincerely yours,

|

A7n
nN

Kj7NNRT ARK
Fli.xecutive Director

Enclosures:

cc:
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 Blvd.
Los Angeles, California
90073 ',

Attontion: Mr. Brad Krutoff

Dear Mr. Krutoff:

Subiectf Theratron 123Q SNO37 - Pans rieturned ist investigalisn.

As per your request to Mr. Davo 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 never received
by Theratronics here in Ottawe.

t

in soito;of repeated efforts by the courier to trace the shipment, the
packagq containing both the Single Channe! Timer and the B12 Solenoid
PCB P/tf A102409-505 cannot be Iccated. I am enclosing a letter from
Federal, Express that documents the pertinent detalls of the shipment
along with their apology for the loss.

!
Please feel free to contact either Mr. Dave Marquez, the Therattonics
Service: Representative for your area or the undersigned at (613) 591-
2172 If jwe can be of further assistance.

.

Sincerely,

7 K ,. . j

.b O '

Ron Strike
Quality ' Assurance .,

|

cc: Mr., Dave Marquez
Unii History File
Filej 961221

413 Maren Road

_
P o. Box 121JO

, Kinata ontario Canada
g , g , g,, g,

~ K2K 237
~I6I3) 591-2100

Fax '6131592-3516 unste. urnarto, canons

.
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T1111RATRONICS INT 11RNATIONAL LIMITliD,

i 413 MARCHROAD
! KANATA,ONTARLO

K2K 2B7 CANADA
]

'
.-

To: BRAD KRUTOFF From:KEITH A.STRUTT !j
!

!
i Company: WEST LA MEDICAL CENTRE Company:THERATRONICS INTERNATIONAL

Date:97/03/28 Time:16:11:58 Return Fax No.:1613 591-2142'

!
*

| Subject: Voice Phone No.:1813 591-2128

reference: Therstron 780 serial number 37

Dear Mr. K stoff,

Pursuant to our telephone conversations,1 whh to advise you of the following :
4

The Theratronics service organization has inspected the a/m unit recently and, although no dennite problem ,

was located and repaired, neveral minor elecidcal connecthms were tightened and/or cicaned. |
lAttempts to duplicate the problent were not successiht as the unit continued to operate property,

A cable was put in place to allow the measurement of a point voltage should the pmblera re-occur.

Thcrutronica will continue to monitor the operation of your cobalt unit, and with your continued co-operathm,
we trust that we shall be able to duplicate the pawblem and locate and repair the source of the problem or ha
fact conclude that the accumulative service interventhum have already solved it.

Now that a digital dual timer has been inntailed on your cohmit unit, in the event that a source expmure in
requested but does not occur, the design of the deal tinierwillindicate the absence of a source exposure.
Becaunc the operation of the expmure timer in dependant upm the detection of the suurec in the fully expmed
position within an acceptable source transit time, fouowing the request for an exposure, an indication of
cupmure in not punible when there in no expmure. We at Therminmics therefore wish to indicate that the
hazard of inco Tect dose delivery due to the previous problem no longer exists.

~

As with all elecidcal/ electronic / pneutnatic devices, the the possibility of component failure exists. The
safe-guard now in place in the form of the digital dual timer skmg with the diligence of the unit operators
should allow for continued usage of the unit without incidence. All correct operadng procedures need to be
folhmed, and any further indicathm of penhiems will he investigated. Picane he annurred that you have the fur j

and complete resources of Theratronics available to help maintain your cobalt unit as you continue to operate |

It.

Best ngards,

Keith A.Sitrutt
General Manager, Service and Technical Support

ec: Ed Martell

I
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VIA FAX 315-394-0455
i,

February i3,1997

|
'

Mr. Mike Lemke
; Thoratronics International

826 Proctor
Ogdensberg. NY 13669

Dear Mr. Lemke: I
4

The prohlom encountered with a December 20 FedEx shipment from Therstronics in
Tacoma, WA has been brought to my attention.

1a

According!to our records, packsne tracking number 3592983483 was tendered to;

FedEx on Friday, December 20 for delivery on Mon.hy, December 23 ty 4:30 p.m.
! Unfortunately. however, the shipment was delivered incorrectly. I note that efforts I

to retrieve the package were unsuccessful, |
t

Mr. Lemkg, it la never our intention to inconvenienec a custamcr in any way. I wish
'

to assure you that doewoontation has been ferwar,ded to the appropriate
management so that all factors of this occurrence may be internally addressed. We

i are dedicated to 100% performance, and our customers, at s!! times, are our
foremost concern.

3 sincerely;apologIxe for the inconvenience caused to all concerned, Mr. Lomke. We,

look forward to the privilege of serving you again, confident that future transactions
will prove $o be far more favorable and reflective of the quality service we are'

known to provide,

Slucerely. ;
*

:

& = ?W
: Mae Rco Jackson
' Customer Relations Department - '

mrj.

cc: Tony Pctritano, Sr. Manager,13601/ARTNNY

0TA F.01
.

h. .
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_
c;,ntL/ sL%d-JHJ nws " * * *
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I TIIERATRONICS INTERNATIONA
pagei a 2 !i

.

*|

! . CUSTOMER:
SERVICE RECORD NUMBER j

PASNUMBER 4~1d95
,/

* N. V = d [/* b SOURCE DATE & CURIE 5gA M 36.1
'

UNTT SERIALNUMBER 4 ".T
j y jg

: THERATRON 780 MAINTENANCE

1. SOURCEOPERA11NO SYS1EM
A Drsin AirTank 6. HAND CONT 1tOL

t/
'

E servios air Shar/monture trap ou compressor A Check farloans or 6syed wiring

j C Test LP.safssy sweich (28-32),JLysi B. Test saem swisch opersaion (if applicable) %
D. Check compresser operskan en(35 40)_.ggtpsi C Test sunsrgsacy switch

i susl42 d(45 55)./aOF*i D. Chaa opersham efall Arachoes ,,_

j smal43 oJ($545)p E Inspect mmg for loose couplangs and proper j
vsasl42 sysrssion ,

!

pump taas (<3) Main 1i
seal 43 7. c)UCH V, f

*

} pump tims (<4) esia A Q ed vertical drive bait 1
'

i E Ossak1 FJeplater Q4 26) R Osselads and ciusess on allmataams .ad"4

i F. Lapset bassa. fittings. med check valw in; der C Osak lisait swedes and steps vertical M
ledaral ,,,gg,,

j pressure ses142 (<5.0 paier.) e

i smal43 (<2.5 psi 4r.) f ' "_.Z_
'

O. lampact air cylsadst esp rotation 4
esaasmric reassionz i

;

; 2. HEAD AND NECK D. Check driw chain tsunams / I

E insped - ' beennes and snaps IA Check bassa denneslight card rest 2'.
B. Ossak and alip O.D.L _ad F. Inspect top

C Inspect hand swivel drive moear and peers j
,

j D. Onesk estlanssor readnin pwr. supply (5) vde 8. AUXILLARY EQUIPMENT ;

E Chsa operateen af mercury switches _,g',, A hopset posiset psahamnslasers 1

F. Chad haadi-* eperskan 7 E Tem rooms anonitor |

I4

) O. Qissk insemaer C Assessonas cesand(Use in commmess)
E Chank and aquet u hghallaser j

; 9. OpEIAT10NALTEST
'

3. COLIJMATtst A Samros transittimas sun (1.5 2.0) /.8_esa
1

.
'

: A Rassums upper himens in(1.5 2.0) 47_,, esc

; E Qass andlubriassaland screws R Test medge flharArmy seisriod operassee ,,A//g
i C servios driw emiss C. Test failed power opsressas _,ng

D. Ossak missanoel =====*== D. Chaa that reest is eat passible wieb saa interlod 1

door s/L Cheekwedge Shar4 ray isJeriod g
7 headock ./

F. Ossak asesshmir and hisemer mL& _y_
dshised ,,4,O. Chaa $sid eine readsoms for ammarecy ,,,,g.,

;
E Check SDD swise openssen g SharArmy ,

t

hasausset modo seisca
i
'

4. MAIN pRAME 360 doyes disshis |

A Chee drie bait. pulley keye and pulley tiginness / basa est d
,

low air
i R Chad genry reassion mares driw dowels & boks and resation

gustto tubs shaR dowels tait has saamas indualerpenal

C ChadoilInveis guar reescer E Tem correct opershes of tremessant modes Sand are

wann ahive ressham skip v'
D. Chai anscencel =====*a== _,,hd F. Chad corred operassas efbessMa and beam odf'

E Chad main cassessor ./ lidas imit a/ asmosis /
F. Chask power supphe (+15)hvde (-15)>'vde eserthe doorL'

(6.3) vde 10. TD4ER(cheacas)
O. Ossak slip ring sensably A A MECHANICAL 11MER gdt,

'

_V (1) Chank eks4 eperuhen '1 JE 1mspost susating union
_ ,sg_ Q) Checktinuar opersham

'
e

L lampact trammencer med drive chain *
1

| 1 Test smarysecy sweiches
K. Test s2m sysed R stNOIIDIGrTALTDdER'

*

L ChrA eran seestice safety swind opershoe (1) Rapisse bananas

O. M operassen OFTEST key swind Q) Chad besteryvoltage (>5.2vde)
Q) Chad peuer supplyvehagus (St05),

5. CON 11tOL CUNSOLE (12) vde
/ (4) Oise see bustas en key board for properA Chad alllessps

E 11ghtsu almarical _,g. epersnam'-

C. Test key switch for proper opersuan ,,_g., (5) Rammove ens eftismer relays, start fixed tr==a==ne

D. Test suuremmey swied opershoe _,,3d', timmer shamad sheer relay faihr.:

E Test resst operstaam _,sd',. Rapiece relay

F. Chas calibronce ofsna rendout V (6) Ossd that any busks will pauer sad type of

G. Chad comune power supphes (+15) --.msle (.15)_ s.asic W
(300) -vde (5)1vde C) Chad timent opershon

K Chad aesting of PCB's ca==an j cardfde v "
L Ossak card fils power mapply (5),,g,,wle (25)f.d. ,vde

(115) As vde
(pas enn ret 90) g.g, wie

, _
_ -- ..
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p ,/. , / . N . M f. C . msERIEWMBER M
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j

br do96/45 |
THERATRON 780 MAINna4ANCE(Cowa) ).

I'
\

I
J
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C. DUALDIGITALTDdER (uses 24)Mvec
(1) Cisedtimur gewer myply vahagas (SA1)figyde

Chad that reset swise en timer resses digits to 000
j

1

Z(2)
Cheek that each est human works properly. g0) Chad that 20.99 mit is measuma possible tremesume

'

Omsk that all sin bumens will pause end type deresamest
g

i (4)
1 (S)
*

e

'I
'

Operans PE switch manueuy, presary eeumser starts to.

(4) enuma,warmies ummer undi,essendarytimerandsettism|' n
'

Aswimbibit andimput raisun;.
nowhitdestksw indwiusi erinhibitj

D) . Ramsveensdtimerrelays, snartfusedtreatment, /
timmrwinshow reasy tailure dieihir Z
aspina reiny
set im mia rund tremens t..t end.temennatism, shonei

Prrmary(1.00) _(s)-

j Sessmeny(1.00 se Lo3)_
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i THERATRONICS INTERN ONAL LIMITED j
|

monCE DAVE
wi, to saiP eia
I;tS1 1..$ ra 'll Dit. A1. CE.N TEF. El'FLI.6,105 alk - I'l'EI' All)

;! 'R.s01aTO.W THER tPY SERVICE 214 9'' DEC . I '.

| U.'ILEI SG 500. Ibl 0 352 06 b ,' moiCE NO

t 1Li.i! V1L5HIPL E4LUD. H
L O.'4 ANGELE5 s.' ALI FOB N Ia 90073 PAvuENT TEnMs

So,CHaPGE
i soto vo
! lEtf LA \M MEDICAL '. ENTER
! P.tDlal t0N THER i! Y SERVICE 21i AEct onoEn NO.

j B8.til DING 300. RM 95.:2 0+,% 391937

i i l 101 UIL5 FIRE bl.\ D. cusrOMEa OnoEnNO sontE cusrouEa NO. Actu^t ss P oAtt

! LO5 a.'!GELC . Calif 0PMI A 'ei10 7 ) 96 DEC. I'. )
r7EM DESCRIPTION . CAT NO OTY ORD OTY SHIP

i . j i~"

'

1 .410 2 'e 2 5 21 ! CONTROL (0!ioLE T18Ei: a.t ; 7. ~ 115 *s0 2 2. '<' 1 --|, -,
*

(Ol'NTRY Of OP(GIN: favaDa |

|| DtTY b LR012R.%E BILI. 10 SHIPPER ? i
| 'JaL8!E 10R CU510MS ?t'REOSE3 0.NLY j
; 'AFTa CERTIFliATE OF ORIGIN ATTACHED. i k k k u h !

j 6 P S E P.W. C
i
j

,

i

I

,

i

l

!
s

i N M M M

i
> .

; __ . , _ _ . . , _ _ . . , m -_- . - - - - -- - }
i

<

i

i

d i M k M A M M M

| _. 3 1 H

j PROD SEM.NO. ISO TOPE CONTAINER TYPE NO. OF PA( uGES

USE CASE,

i

PHVSACAL FORM MEAS.DATE WEIGHT SHIPMENT NO.
"~

11-LBs. ' \..

RAotAflON

CHEM FORM

FACr uRH VOLUME SHIPMkNT DATE

io x ti x io ,,s DEc. u
AT ONE
METRE uaH

THERATRONICS INTERNATIONAL LIMITED
413 MARCH ROAD. P.O. BOX 13140

KANATA. CANADA K2K 287
TELEX 053-441 S

TELEPHONE (613) 591-2100
FAX (613) 592-3816

''''PACKING SLIP
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CUSTOMER ORDER NO. & DATE COST CENTER CHARGE POINT PRODUCT ID SERvlCE RECORD NO SERfES

P19 4was Anr 154il F

APPOINTMENT DATE TIME START DATE TIME COMPLETE DATE TIME MODEL & SERIAL NO. SB. HOURS H V. HOURS
.

& O3 | .|b s
CUSTOMER

SETNICE REQUESTED

L d,cl ,v.,i e,r+A I,u t fi.~v- w~Nu| hjesr L A ia n'sl. 6Ece

cL s, L a cul~u Yn,& sef.o . _ _ _

/ /

LOGGED (v)O

SERYlCE PERFORMED STANDARD OVERTIME

LABOR

|rn*U e4 0 W $3. t&4/T in s 5 b&M OM
'

STANDARD OVERTIME

!# f A Fbe // Mf A An ) ** TRAVELa /Va

M/n/k -t La 1a wL.o L R ,,urAs<:$m an ,o remb
* *

TRAVEL
- ' EXPENSES $ e

D.h .w RNs1 $ Aaa en h' Dreb|*1** ~ 1Txj- Ca2 NET*
.

i a

BILLED SOURCELaf %,rce char */ -ov,e .'

4ERVICE REPLACEMENT

e u b [e eb I RERVICE
'

INSTALLATION
UNIT

'# cot. TRACTl. L t -rt.+ -rk m1M+ P fl.a 8-10 scx k.f -
CALL BACK WARRANTY

b!**E h*v r= - tod e M/ w i e., D V8C r lbW (INSTALLATION)*
n

-M-2 C r w d ',LLudor.wd ~p*d-..L A @'AT "$"LDRuENT |
'

ES8

_

efae ~= PJ & ad~f Ch c d 04c TRANING OTHER

mel-<esJ B-lo sce Pc,c }

Ax - ) W T. .Ln/d h>-&.a 2,k, , INVOICING INFORMATION.
- . - , e c.m

,_ iM A Ne w A-s - ,J4/. LABOR ,

#
i RECOMMENDATIONS

TRAVEL ,

MATERIAL .

FREIGHT ,
co0ES 1 2 3 4 5 s

1. TAX ,, .

2.

CUSTOMER TOTAL
s.,

4

QTY U/1 PART NUMBER DESCRIPT'ON UNIT PRICE AMOUNT
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7NERATRONICS co-oo senwce neceo

' CU ST O M E R COST CENTER CH ARGE PotNT PRODUCTID LOC. SERVICE NECORD NO.

V.AH M 4.MrrL.A. Tl4 62045 A |3) /5%| ;

gr.U 4LT D AT E TledE START DATE TlME COMPLETE DATE TIME MODEL & SERI AL NO. S.s. HOURS M.V. HOU RS j

T 7FO -W |'

_ _ _ .ie_ &dal-M_syrrre s/1Q av. c.4desb_3 A. k _ eku. % d s<c .3 ena1.id'_No.0- _ --i
I_ . .a 2_y.mber ed yar..ah1. _T~kat Eks>A 19pgs., m sAmad_76 dyd56

lou ~ l_eediGs_sl .m. _sm _ua4|c sidup!vfu9.pOn _ . - _ _ _ _ _ _ _ _ -._ _ _ _c

'.-.__ _JW A kh?'! .N M|_/Gd' o.Mk $_vbd _ hr_ fGfra Xu b bw. ~~ M _ _ - - _ _
\

. _dyldful.>- d_ GA ts ,. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ - _ _ _ _ _ - _ - _ _ _ _ _ - _

_ _ _ _ _ _ _ G _9_p m _ wt 4*d. ca. 9. .seem l. _hvedd%v'k. .! 7l" e _n~.rsz /Cesheb -
.

y
_ _ wal es-e m % % _ w Tk i_M_ :f'.~ pe_af raL/w_ _ _&_ _~>_ sann/di .wes -

- y p
_ _ _ c?sawd.d_~If.L. res.r<2. Tec:bh_a.e d _-th _wtd. cierd- y<e-i75cu J _ _ _ - _ _ - -

_ _ _ _ _ _ One sd.tdrq.we_y & .cund_ .wd_ wee e}l ^~~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ |T
1,_ __________________________________
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