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VIGTIG KORREKTION AF MEDICINSK UDSTYR
VIGTIG SIKKERHEDSRELATERET MEDDELELSE

Emne: Forkerte udlzesningsveerdier for position som fglge
af kraftig konnektormodstand

Det bergrte produkts handelsnavn: C-Series Clinac eller Trilogy, version 7.x og 8.x

Reference / FSCA-identifikator: CP-06611

Meddelelsesdato: 2012-01-24

Type af handling: Kun meddelelse

Oplysninger om bergrt udstyr: Se bilag

Beskrivelse af problemet:

Dette brev har til formal at orientere dig om en haendelse, der er indberettet til Varian angaende
en C-Series Clinac®-accelerator. Heendelsen indebeerer kraftig konnektormodstand, som bevirkede,
at de faktiske kaebepositioner ikke svarede til de tilsigtede kaebepositioner, men operatgren fik
ikke vist en advarsel om dette. Denne uoverensstemmelse blev konstateret under den daglige
kvalitetssikringstest og lysfeltbekreaeftelse om morgenen. Varian har ikke faet indberetninger om
fejladministration som fglge af denne uoverensstemmelse. En undersggelse afslgrede, at et lignende
problem kunne opsta pa gantry- eller behandlingsbordsakserne. Dette pavirker ikke MLC. Denne
meddelelse indeholder relevante oplysninger om, hvad du kan gare for at undga eller mindske
dette problem.

Detaljer:

Kraftig konnektormodstand i de kabler, som leverer referencespaendinger til potentiometrene,
kan forarsage en uoverensstemmelse mellem de faktiske fysiske positioner i forhold til de tilsvarende
positionsudlaesninger, hvilket farer til en forkert indstilling sdsom behandlingsfeltstarrelse.
Spaendingen monitoreres ved stramforsyningen, men ikke ved potentiometrene. Et malbart
spaendingsdyk kan resultere i en situation, hvor den faktiske position muligvis er forskellig fra
den tilsigtede position, i begge retninger.

Kablerne, som transporterer +/- spaendingsreferencesignalerne, anvendes som bade primeere
og sekundaere positionsudlaesningsindikatorer. Derfor vil en modstandsaendring i konnektoren
resultere i samme offset i begge udlaesninger. En modstandsaendring, som opstod, mens maskinen
var i tilstanden Ready (Klar) eller Beam On (Strale til), ville udlgse en interlock-afbrydende behandling.

Selvom det er meget usandsynligt, at uoverensstemmelsen ikke ville blive opdaget ved
rutinemaessige kvalitetssikringskontroller og anbefale brug af lysfeltet, hvis for eksempel en
kaebepositionsfejl gik ubemeaerket hen, ville den effektive feltstarrelse veere stgrre eller mindre
end beregnet. Behandlinger, hvor feltet er fuldt formet af en tertiger kollimator, ville begraense
effekten af sma fejl i keebepositioner. Dette omfatter felter, der er formet af en MLC, (herunder
Dynamic MLC og RapidArc), SRS-behandlinger ved brug af en konisk kollimator og
elektronbehandlinger ved brug af en elektronkegle. Ubemaerkede vaesentlige fejl i keebepositioner
ville dog resultere i alvorlige kveestelser, uanset hvilken tertiger kollimationsmetode der blev
anvendt.
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Kvalitetssikringsforanstaltninger og standardbrug af lysfeltet kan identificere problemet. Det er
bydende ngdvendigt, at begge falges rutinemaessigt. En daglig konsistenskontrol af kvalitetskontrollen
ved hjeelp af lysfeltet og mekaniske skalaer kan bestemme eventuelle forskelle i den forventede
og den faktiske feltstarrelse, kollimator, gantry eller lejerotation og lejeposition. Lysfeltet giver
ogsa kontrol af feltstgrrelsen, feltformen og matchlinjen og bar bruges for hvert eneste felt.
Kvalitetssikring om morgenen bgr omfatte kontroller af kollimatorstarrelsesindikatoren i henhold
til de af AAPM anbefalede daglige kvalitetssikringsprocedurer. En lysfeltkontrol og kontrol af
mekanisk skala ville identificere eventuelle udlaesningsafvigelser.

Anbefalet brugerhandling
Alle afdelinger bar etablere et omfattende kvalitetssikringsprogram. Fglgende er henvisninger til
sadanne programmer:
1. “AAPM code of practice for radiotherapy accelerators: Report of AAPM Radiation Therapy
Committee Task Group.” Medical Physics, Vol. 21, No. 7, July 1994
2. “Comprehensive Quality Assurance for radiation oncology: Report of AAPM Radiation
Therapy Committee Task Group,” Medical Physics, Vol. 21, No. 4, April 1994

Far dagens behandlinger pabegyndes, skal der udfgres kvalitetssikringstest. AAPM Task Group
142 anbefaler, at der udfgres en kontrol af indikatoren for kollimatorstarrelse dagligt for alle
behandlingstyper.*

Derudover bgr alle uoverensstemmelser i billedfeltstgrrelse i forhold til planlagt feltstarrelse
indberettes til den medicinske fysiker med henblik pa en undersggelse, far behandling fortsaettes.

Varian-handlinger:
Varian underretter alle eventuelt bergrte kunder via dette brev.

Varian overvejer lgbende mulige tekniske lgsninger pa dette problem.

Underret venligst det relevante personale, der arbejder pa den pagaeldende straleterapiafdeling,
om dette brevs indhold. For fremtidig reference laegger vi dette dokument pa Varians
kundeservice-website: http://www.MyVarian.com.

Seerlige instruktioner for kunder uden for USA og Canada: For at imgdegéa de lovmaessige
krav beder vi dig venligst udfylde den vedhaeftede meddelelsesattest eller det vedhaeftede
kvitteringsmodtagelseskort, sa snart du har laest dette dokument, og returnere den/det til Varian
Medical Systems.

Vi beklager ulejligheden og takker pa forhand for dit samarbejde. Hvis du har brug for yderligere
oplysninger, er du velkommen til at kontakte den lokale Varian kundeserviceansvarlige.

! Klein et al.: “QA of Medical Accelerator: Report of Task Group”, Medical Physics, Vol.36, No. 9. september 2009,
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Undertegnede bekraefter hermed, at denne meddelelse er givet til den relevante kontrollerende
myndighed.

DA S-Ten-20i2
Peter J. Goronado, Dato
Acting Director, Global Regulatory Affairs
on behalf of
Mika Miettinen,

Director, Global Quality Assurance and Product Reliability

™

Kontaktoplysninger for Varian Oncology Helpdesk

Telefon: USA og Canada: 1.888.VARIANS (888.827.4265)
Europa: +41 41 749 8844

E-mail: Nordamerika: support-americas@varian.com
Australien/New Zealand: support-anz@varian.com
Europa:_support-emea@varian.com
Sydgstasien:_support-sea@varian.com
Kina/Asien:_support-china@varian.com
Japan: support-japan@varian.com
Latinamerika: soporte.al@varian.com

Internet: Oncology Systems kundewebsted - www.myvarian.com
Varian Medical Systems offentligt websted - www.varian.com
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APPENDIKS
LISTE OVER SERIENUMRE
H140001 H140142 H140706 H140765 H140823 H140882 H140942 H260952 H271626 H271921 H272168 H272341 H272497
H140011 H140143 H140707 H140766 H140824 H140883 H140943 H260953 H271628 H271926 H272169 H272343 H272500
H140018 H140144 H140708 H140767 H140825 H140884 H140944 H270767 H271635 H271931 H272172 H272345 H272801
H140025 H140145 H140709 H140768 H140826 H140885 H140945 H270788 H271640 H271935 H272173 H272346 H272803
H140026 H140146 H140710 H140769 H140827 H140886 H140947 H270794 H271662 H271941 H272174 H272349 H272804
H140027 H140147 H140711 H140770 H140828 H140887 H140948 H271041 H271663 H271942 H272178 H272354 H272805
H140029 H140148 H140712 H140771 H140829 H140888 H140949 H271066 H271664 H271951 H272179 H272355 H272806
H140031 H140150 H140713 H140772 H140830 H140889 H140950 H271105 H271669 H271954 H272180 H272359 H272811
H140038 H140151 H140714 H140773 H140831 H140890 H140951 H271157 H271678 H271961 H272184 H272360 H272816
H140039 H140152 H140715 H140774 H140832 H140891 H140952 H271158 H271681 H271964 H272187 H272362 H272820
H140043 H140153 H140716 H140775 H140833 H140892 H140953 H271159 H271691 H271972 H272188 H272365 H272822
H140045 H140154 H140717 H140776 H140834 H140893 H140956 H271167 H271693 H271973 H272195 H272370 H272824
H140046 H140201 H140718 H140777 H140835 H140895 H140957 H271194 H271711 H271974 H272197 H272372 H272825
H140047 H140202 H140719 H140778 H140836 H140896 H140958 H271214 H271712 H271975 H272202 H272377 H272826
H140048 H140203 H140720 H140779 H140837 H140897 H140959 H271227 H271713 H271976 H272203 H272380 H272827
H140058 H140204 H140721 H140780 H140838 H140898 H140962 H271242 H271714 H271993 H272204 H272381 H272828
H140062 H140205 H140722 H140781 H140839 H140899 H140963 H271258 H271720 H271994 H272209 H272388 H272834
H140067 H140206 H140723 H140782 H140840 H140900 H140964 H271265 H271724 H272000 H272216 H272394 H272837
H140069 H140207 H140724 H140783 H140841 H140901 H140965 H271277 H271729 H272001 H272219 H272397 H272841
H140070 H140208 H140725 H140784 H140842 H140902 H180455 H271293 H271742 H272003 H272220 H272401 H272842
H140071 H140209 H140726 H140785 H140843 H140903 H182000 H271308 H271755 H272009 H272223 H272405 H272846
H140073 H140210 H140727 H140786 H140844 H140904 H182001 H271334 H271760 H272014 H272226 H272407 H272847
H140076 H140211 H140728 H140787 H140845 H140905 H182002 H271362 H271762 H272016 H272231 H272410 H272848
H140077 H140212 H140729 H140788 H140846 H140906 H182003 H271370 H271763 H272023 H272235 H272412 H272849
H140078 H140213 H140730 H140789 H140847 H140907 H182005 H271378 H271773 H272029 H272236 H272413 H272854
H140079 H140214 H140731 H140790 H140848 H140908 H182006 H271385 H271780 H272031 H272237 H272416 H272856
H140088 H140215 H140732 H140791 H140849 H140909 H182007 H271393 H271783 H272033 H272239 H272418 H272857
H140090 H140216 H140733 H140792 H140850 H140910 H182008 H271407 H271785 H272035 H272240 H272421 H272858
H140092 H140217 H140734 H140793 H140851 H140911 H182009 H271413 H271797 H272043 H272243 H272422 H272859
H140096 H140218 H140735 H140794 H140852 H140912 H182010 H271414 H271801 H272045 H272250 H272423 H272860
H140097 H140219 H140736 H140795 H140853 H140913 H182011 H271420 H271802 H272049 H272259 H272425 H272862
H140098 H140220 H140737 H140796 H140854 H140914 H182012 H271425 H271811 H272050 H272260 H272426 H272864
H140101 H140221 H140738 H140797 H140855 H140915 H182013 H271429 H271825 H272052 H272271 H272427 H272866
H140107 H140222 H140739 H140798 H140856 H140916 H182014 H271438 H271831 H272062 H272277 H272428 H272868
H140109 H140223 H140740 H140799 H140857 H140917 H182016 H271439 H271833 H272064 H272283 H272432 H272872
H140111 H140224 H140742 H140800 H140858 H140918 H182017 H271440 H271835 H272069 H272290 H272434 H272873
H140113 H140225 H140743 H140801 H140859 H140919 H182018 H271443 H271838 H272078 H272291 H272438 H272876
H140114 H140226 H140744 H140802 H140860 H140920 H182019 H271452 H271845 H272081 H272293 H272440 H272885
H140115 H140227 H140745 H140803 H140861 H140921 H182020 H271490 H271853 H272085 H272299 H272444 H272889
H140116 H140228 H140746 H140804 H140862 H140922 H182021 H271497 H271856 H272086 H272301 H272445 H272890
H140117 H140229 H140747 H140805 H140863 H140923 H182022 H271502 H271858 H272089 H272302 H272446 H272893
H140118 H140230 H140748 H140806 H140864 H140924 H182023 H271507 H271860 H272111 H272306 H272454 H272899
H140119 H140231 H140749 H140807 H140865 H140925 H182030 H271515 H271862 H272115 H272307 H272456 H272905
H140121 H140232 H140750 H140808 H140866 H140926 H182032 H271519 H271866 H272118 H272309 H272458 H272908
H140122 H140233 H140751 H140809 H140867 H140927 H260905 H271523 H271870 H272129 H272310 H272460 H272909
H140124 H140234 H140752 H140810 H140868 H140929 H260909 H271526 H271872 H272134 H272311 H272462 H272910
H140125 H140235 H140753 H140811 H140869 H140930 H260922 H271531 H271875 H272136 H272313 H272464 H272911
H140129 H140236 H140754 H140812 H140870 H140931 H260924 H271534 H271877 H272137 H272318 H272466 H272912
H140132 H140237 H140755 H140813 H140871 H140932 H260925 H271559 H271879 H272138 H272321 H272469 H272914
H140133 H140238 H140756 H140814 H140872 H140933 H260928 H271582 H271881 H272143 H272324 H272470 H272922
H140134 H140239 H140757 H140815 H140873 H140934 H260931 H271587 H271890 H272153 H272325 H272473 H272926
H140135 H140240 H140758 H140816 H140874 H140935 H260936 H271588 H271893 H272155 H272326 H272476 H272932
H140136 H140700 H140759 H140817 H140875 H140936 H260940 H271593 H271895 H272156 H272327 H272479 H272933
H140137 H140701 H140760 H140818 H140876 H140937 H260942 H271594 H271896 H272157 H272328 H272480 H272936
H140138 H140702 H140761 H140819 H140877 H140938 H260946 H271602 H271903 H272158 H272329 H272488 H272938
H140139 H140703 H140762 H140820 H140878 H140939 H260949 H271607 H271905 H272159 H272333 H272491 H272941
H140140 H140704 H140763 H140821 H140879 H140940 H260950 H271618 H271906 H272162 H272336 H272492 H272946
H140141 H140705 H140764 H140822 H140881 H140941 H260951 H271624 H271918 H272163 H272339 H272494 H272951
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H272953 H273103 H273168 H290287 H291001 H291065 H291129 H291191 H291253 H293340 H293403 H293465 H293528
H272956 H273104 H273169 H290295 H291002 H291066 H291130 H291192 H291254 H293341 H293404 H293466 H293529
H272960 H273105 H273170 H290304 H291003 H291067 H291131 H291193 H291255 H293342 H293405 H293467 H293530
H272961 H273106 H273171 H290308 H291004 H291068 H291132 H291194 H291256 H293343 H293406 H293468 H293531
H272963 H273107 H273172 H290313 H291005 H291069 H291133 H291195 H291257 H293344 H293407 H293469 H293532
H272964 H273108 H273173 H290317 H291006 H291070 H291134 H291196 H291258 H293345 H293408 H293470 H293533
H272968 H273109 H273174 H290321 H291007 H291071 H291135 H291197 H291259 H293346 H293409 H293471 H293534
H272971 H273110 H273175 H290326 H291008 H291072 H291136 H291198 H291260 H293347 H293410 H293472 H293535
H272973 H273111 H273176 H290341 H291009 H291073 H291137 H291199 H291261 H293348 H293411 H293473 H293536
H272978 H273112 H273177 H290352 H291010 H291074 H291138 H291200 H291262 H293349 H293412 H293474 H293537
H272981 H273113 H273178 H290358 H291011 H291075 H291139 H291201 H291263 H293350 H293413 H293475 H293538
H272982 H273114 H273179 H290362 H291012 H291076 H291140 H291202 H291264 H293351 H293414 H293476 H293539
H272985 H273115 H273180 H290371 H291013 H291077 H291141 H291203 H291265 H293352 H293415 H293477 H293540
H272986 H273116 H273181 H290372 H291014 H291078 H291142 H291204 H291266 H293353 H293416 H293478 H293541
H272987 H273117 H273182 H290376 H291015 H291079 H291143 H291205 H291267 H293354 H293417 H293479 H293542
H272990 H273118 H273183 H290379 H291016 H291080 H291144 H291206 H291268 H293355 H293418 H293480 H293543
H272993 H273119 H273184 H290381 H291017 H291081 H291145 H291207 H291269 H293356 H293419 H293481 H293544
H272996 H273120 H273185 H290386 H291018 H291082 H291146 H291208 H291270 H293357 H293420 H293482 H293545
H272999 H273121 H273186 H290392 H291019 H291083 H291147 H291209 H291271 H293358 H293421 H293483 H293546
H273003 H273122 H273187 H290397 H291020 H291084 H291148 H291210 H291272 H293359 H293422 H293484 H293548
H273004 H273123 H273188 H290399 H291021 H291085 H291149 H291211 H291273 H293360 H293423 H293485 H293549
H273006 H273124 H273189 H290400 H291022 H291086 H291150 H291212 H293009 H293361 H293424 H293486 H293550
H273011 H273125 H273190 H290401 H291023 H291087 H291151 H291213 H293207 H293362 H293425 H293487 H293551
H273016 H273126 H273191 H290402 H291024 H291088 H291152 H291214 H293300 H293363 H293426 H293488 H293552
H273026 H273127 H273192 H290403 H291025 H291089 H291153 H291215 H293301 H293364 H293427 H293489 H293553
H273027 H273128 H273193 H290405 H291026 H291090 H291154 H291216 H293302 H293365 H293428 H293490 H293554
H273029 H273130 H273194 H290414 H291027 H291091 H291155 H291217 H293303 H293366 H293429 H293491 H293555
H273030 H273131 H273195 H290422 H291028 H291092 H291156 H291218 H293304 H293367 H293430 H293492 H293556
H273031 H273132 H273196 H290423 H291029 H291093 H291157 H291219 H293305 H293368 H293431 H293493 H293557
H273032 H273133 H273197 H290501 H291030 H291094 H291158 H291220 H293306 H293369 H293432 H293494 H293558
H273035 H273134 H273198 H290503 H291031 H291095 H291159 H291221 H293307 H293370 H293433 H293495 H293559
H273036 H273135 H273199 H290504 H291032 H291096 H291160 H291222 H293308 H293371 H293434 H293496 H293560
H273039 H273136 H273200 H290505 H291034 H291097 H291161 H291223 H293309 H293372 H293435 H293497 H293561
H273040 H273137 H273201 H290508 H291035 H291098 H291162 H291224 H293310 H293373 H293436 H293498 H293562
H273041 H273138 H273202 H290509 H291036 H291099 H291163 H291225 H293311 H293374 H293437 H293499 H293563
H273042 H273139 H273203 H290510 H291037 H291101 H291164 H291226 H293312 H293375 H293438 H293500 H293564
H273048 H273140 H273204 H290511 H291038 H291102 H291165 H291227 H293313 H293376 H293439 H293501 H293565
H273049 H273141 H273205 H290512 H291039 H291103 H291166 H291228 H293314 H293377 H293440 H293502 H293566
H273052 H273142 H273206 H290517 H291040 H291104 H291167 H291229 H293315 H293378 H293441 H293503 H293567
H273053 H273143 H273208 H290519 H291041 H291105 H291168 H291230 H293316 H293379 H293442 H293504 H293568
H273055 H273144 H273209 H290520 H291042 H291106 H291169 H291231 H293317 H293380 H293443 H293505 H293569
H273056 H273145 H273210 H290530 H291043 H291107 H291170 H291232 H293318 H293381 H293444 H293506 H293570
H273057 H273146 H273547 H290533 H291044 H291108 H291171 H291233 H293319 H293382 H293445 H293507 H293571
H273063 H273147 H273711 H290538 H291045 H291109 H291172 H291234 H293320 H293383 H293446 H293508 H293572
H273064 H273148 H273929 H290540 H291046 H291111 H291173 H291235 H293321 H293384 H293447 H293509 H293573
H273065 H273149 H290186 H290541 H291047 H291112 H291174 H291236 H293323 H293385 H293448 H293510 H293574
H273066 H273150 H290192 H290547 H291048 H291113 H291175 H291237 H293324 H293386 H293449 H293511 H293575
H273072 H273151 H290201 H290548 H291049 H291114 H291176 H291238 H293325 H293387 H293450 H293512 H293576
H273075 H273152 H290208 H290549 H291050 H291115 H291177 H291239 H293326 H293388 H293451 H293513 H293577
H273077 H273153 H290222 H290550 H291051 H291116 H291178 H291240 H293327 H293389 H293452 H293514 H293578
H273080 H273155 H290224 H290551 H291052 H291117 H291179 H291241 H293328 H293390 H293453 H293515 H293579
H273082 H273156 H290233 H290552 H291053 H291118 H291180 H291242 H293329 H293391 H293454 H293516 H293581
H273083 H273157 H290241 H290553 H291054 H291119 H291181 H291243 H293330 H293392 H293455 H293517 H293583
H273084 H273158 H290243 H290554 H291055 H291120 H291182 H291244 H293331 H293393 H293456 H293518 H293584
H273086 H273159 H290248 H290555 H291056 H291121 H291183 H291245 H293332 H293394 H293457 H293519 H293585
H273088 H273160 H290249 H290556 H291057 H291122 H291184 H291246 H293333 H293395 H293458 H293520 H293586
H273089 H273162 H290256 H290557 H291059 H291123 H291185 H291247 H293334 H293396 H293459 H293521 H293587
H273092 H273163 H290262 H290558 H291060 H291124 H291186 H291248 H293335 H293397 H293460 H293522 H293588
H273093 H273164 H290272 H290559 H291061 H291125 H291187 H291249 H293336 H293398 H293461 H293523 H293589
H273100 H273165 H290274 H290560 H291062 H291126 H291188 H291250 H293337 H293399 H293462 H293524 H293590
H273101 H273166 H290278 H290561 H291063 H291127 H291189 H291251 H293338 H293401 H293463 H293525 H293591
H273102 H273167 H290282 H290600 H291064 H291128 H291190 H291252 H293339 H293402 H293464 H293527 H293592
Varian PN CP-06611 Rev A side 5 af 7

Format L5463 Rev 03




VIGTIG KORREKTION AF MEDICINSK UDSTYR
VIGTIG SIKKERHEDSRELATERET MEDDELELSE

H293593 H293656 H293720 H293783 H293845 H293908 H293972 H294036 H294100 H294163 H294225 H294288 H294352
H293594 H293657 H293721 H293784 H293846 H293909 H293974 H294037 H294101 H294164 H294226 H294289 H294353
H293595 H293658 H293722 H293785 H293847 H293910 H293975 H294038 H294102 H294165 H294227 H294290 H294354
H293596 H293659 H293723 H293786 H293848 H293911 H293976 H294039 H294103 H294166 H294228 H294291 H294355
H293597 H293660 H293724 H293787 H293849 H293912 H293977 H294040 H294104 H294167 H294229 H294292 H294356
H293598 H293661 H293725 H293788 H293850 H293913 H293978 H294041 H294105 H294168 H294230 H294293 H294357
H293599 H293662 H293726 H293789 H293851 H293914 H293979 H294042 H294106 H294169 H294231 H294294 H294358
H293600 H293663 H293727 H293790 H293852 H293915 H293980 H294043 H294107 H294170 H294232 H294295 H294359
H293601 H293664 H293728 H293791 H293854 H293916 H293981 H294044 H294108 H294171 H294233 H294296 H294360
H293602 H293665 H293729 H293792 H293855 H293917 H293982 H294045 H294109 H294172 H294234 H294297 H294361
H293603 H293666 H293730 H293793 H293856 H293918 H293983 H294046 H294110 H294173 H294235 H294298 H294362
H293604 H293667 H293731 H293794 H293857 H293919 H293984 H294047 H294111 H294174 H294236 H294299 H294363
H293605 H293668 H293732 H293795 H293858 H293920 H293985 H294048 H294112 H294175 H294237 H294300 H294364
H293606 H293669 H293733 H293796 H293859 H293921 H293986 H294049 H294113 H294176 H294238 H294301 H294365
H293607 H293670 H293734 H293797 H293860 H293922 H293987 H294050 H294114 H294177 H294239 H294302 H294366
H293608 H293671 H293735 H293798 H293861 H293923 H293988 H294051 H294115 H294178 H294240 H294303 H294367
H293609 H293672 H293736 H293799 H293862 H293924 H293989 H294052 H294116 H294179 H294241 H294304 H294368
H293610 H293673 H293737 H293800 H293863 H293925 H293990 H294053 H294117 H294180 H294242 H294305 H294369
H293611 H293674 H293738 H293801 H293864 H293926 H293991 H294054 H294118 H294181 H294243 H294306 H294370
H293612 H293675 H293739 H293802 H293865 H293927 H293992 H294055 H294119 H294182 H294244 H294307 H294371
H293613 H293676 H293740 H293803 H293866 H293928 H293993 H294056 H294120 H294183 H294245 H294308 H294372
H293614 H293677 H293741 H293804 H293867 H293929 H293994 H294057 H294121 H294184 H294246 H294309 H294373
H293615 H293678 H293742 H293805 H293868 H293930 H293995 H294058 H294122 H294185 H294247 H294310 H294374
H293616 H293679 H293743 H293806 H293869 H293931 H293996 H294059 H294123 H294186 H294248 H294311 H294375
H293617 H293681 H293744 H293807 H293870 H293933 H293997 H294060 H294124 H294187 H294249 H294312 H294376
H293618 H293682 H293745 H293808 H293871 H293934 H293998 H294061 H294125 H294188 H294250 H294313 H294377
H293619 H293683 H293746 H293809 H293872 H293935 H293999 H294062 H294126 H294189 H294251 H294314 H294378
H293620 H293684 H293747 H293810 H293873 H293936 H294000 H294063 H294127 H294190 H294252 H294315 H294379
H293621 H293685 H293748 H293811 H293874 H293937 H294001 H294064 H294128 H294191 H294253 H294316 H294380
H293622 H293686 H293749 H293812 H293875 H293938 H294002 H294065 H294129 H294192 H294254 H294317 H294381
H293623 H293687 H293750 H293813 H293876 H293940 H294003 H294066 H294130 H294193 H294255 H294318 H294382
H293624 H293688 H293751 H293814 H293877 H293941 H294004 H294067 H294131 H294194 H294256 H294319 H294383
H293625 H293689 H293752 H293815 H293878 H293942 H294005 H294068 H294132 H294195 H294257 H294320 H294384
H293626 H293690 H293753 H293816 H293879 H293943 H294006 H294069 H294133 H294196 H294258 H294321 H294385
H293627 H293691 H293754 H293817 H293880 H293944 H294007 H294070 H294134 H294197 H294259 H294322 H294386
H293628 H293692 H293755 H293818 H293881 H293945 H294008 H294071 H294135 H294198 H294260 H294323 H294387
H293629 H293693 H293756 H293819 H293882 H293946 H294009 H294072 H294136 H294199 H294261 H294324 H294388
H293630 H293694 H293758 H293820 H293883 H293947 H294010 H294073 H294137 H294200 H294262 H294325 H294389
H293631 H293695 H293759 H293821 H293884 H293948 H294011 H294074 H294139 H294201 H294263 H294326 H294390
H293632 H293696 H293760 H293822 H293885 H293949 H294012 H294075 H294140 H294202 H294264 H294328 H294391
H293633 H293697 H293761 H293823 H293886 H293950 H294013 H294076 H294141 H294203 H294265 H294329 H294392
H293634 H293698 H293762 H293824 H293887 H293951 H294014 H294077 H294142 H294204 H294266 H294330 H294393
H293635 H293699 H293763 H293825 H293888 H293952 H294015 H294078 H294143 H294205 H294267 H294331 H294394
H293636 H293700 H293764 H293826 H293889 H293953 H294016 H294079 H294144 H294206 H294268 H294332 H294395
H293637 H293701 H293765 H293827 H293890 H293954 H294017 H294080 H294145 H294207 H294269 H294333 H294396
H293638 H293702 H293766 H293828 H293891 H293955 H294018 H294081 H294146 H294208 H294270 H294334 H294397
H293639 H293703 H293767 H293829 H293892 H293956 H294020 H294083 H294147 H294209 H294271 H294335 H294398
H293640 H293704 H293768 H293830 H293893 H293957 H294021 H294084 H294148 H294210 H294272 H294336 H294399
H293641 H293705 H293769 H293831 H293894 H293958 H294022 H294085 H294149 H294211 H294273 H294337 H294400
H293642 H293706 H293770 H293832 H293895 H293959 H294023 H294086 H294150 H294212 H294274 H294338 H294401
H293643 H293707 H293771 H293833 H293896 H293960 H294024 H294087 H294151 H294213 H294275 H294339 H294402
H293644 H293708 H293772 H293834 H293897 H293961 H294025 H294088 H294152 H294214 H294276 H294340 H294403
H293645 H293709 H293773 H293835 H293898 H293962 H294026 H294089 H294153 H294215 H294277 H294341 H294404
H293646 H293710 H293774 H293836 H293899 H293963 H294027 H294090 H294154 H294216 H294278 H294342 H294405
H293648 H293712 H293775 H293837 H293900 H293964 H294028 H294091 H294155 H294217 H294279 H294343 H294406
H293649 H293713 H293776 H293838 H293901 H293965 H294029 H294092 H294156 H294218 H294280 H294345 H294407
H293650 H293714 H293777 H293839 H293902 H293966 H294030 H294093 H294157 H294219 H294281 H294346 H294408
H293651 H293715 H293778 H293840 H293903 H293967 H294031 H294094 H294158 H294220 H294283 H294347 H294409
H293652 H293716 H293779 H293841 H293904 H293968 H294032 H294095 H294159 H294221 H294284 H294348 H294410
H293653 H293717 H293780 H293842 H293905 H293969 H294033 H294097 H294160 H294222 H294285 H294349 H294411
H293654 H293718 H293781 H293843 H293906 H293970 H294034 H294098 H294161 H294223 H294286 H294350 H294412
H293655 H293719 H293782 H293844 H293907 H293971 H294035 H294099 H294162 H294224 H294287 H294351 H294413
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H294414 H294479 H294541 H294611 H294673 H294739 H294801 H294867 H294932 H295001 H295065 H295134 H295216
H294415 H294480 H294542 H294612 H294674 H294740 H294802 H294868 H294933 H295002 H295066 H295135 H295217
H294416 H294481 H294543 H294613 H294675 H294741 H294803 H294869 H294934 H295003 H295067 H295136 H295221
H294417 H294482 H294544 H294614 H294676 H294742 H294804 H294870 H294935 H295004 H295068 H295138 H295223
H294418 H294483 H294545 H294615 H294677 H294743 H294806 H294871 H294936 H295005 H295069 H295139 H295224
H294419 H294484 H294546 H294616 H294678 H294744 H294807 H294872 H294937 H295006 H295070 H295140 H295225
H294420 H294485 H294547 H294617 H294679 H294745 H294808 H294874 H294938 H295007 H295071 H295141 H295226
H294421 H294486 H294548 H294618 H294680 H294746 H294809 H294875 H294940 H295008 H295072 H295142 H295227
H294422 H294487 H294549 H294619 H294681 H294747 H294810 H294876 H294941 H295009 H295073 H295143 H295228
H294423 H294488 H294550 H294620 H294682 H294748 H294811 H294877 H294942 H295010 H295074 H295144 H295229
H294424 H294489 H294551 H294621 H294683 H294749 H294812 H294878 H294943 H295011 H295075 H295145 H295231
H294425 H294490 H294552 H294622 H294684 H294750 H294813 H294879 H294945 H295012 H295076 H295146 H295235
H294426 H294491 H294553 H294623 H294685 H294751 H294814 H294880 H294946 H295013 H295077 H295147 H295236
H294427 H294492 H294554 H294624 H294686 H294752 H294815 H294881 H294947 H295014 H295078 H295148 H295238
H294428 H294493 H294555 H294625 H294687 H294753 H294816 H294882 H294948 H295015 H295080 H295149 H295239
H294429 H294494 H294556 H294626 H294688 H294754 H294817 H294883 H294949 H295016 H295081 H295150 H295240
H294430 H294495 H294557 H294627 H294689 H294755 H294818 H294884 H294950 H295017 H295082 H295151 H295241
H294431 H294496 H294564 H294628 H294690 H294756 H294820 H294885 H294951 H295018 H295083 H295152 H295242
H294432 H294497 H294565 H294629 H294691 H294757 H294821 H294886 H294952 H295019 H295084 H295154 H295244
H294433 H294498 H294567 H294630 H294692 H294758 H294822 H294887 H294953 H295020 H295085 H295155 H295245
H294434 H294499 H294568 H294631 H294693 H294759 H294823 H294888 H294954 H295021 H295086 H295156 H295246
H294435 H294500 H294569 H294632 H294694 H294760 H294824 H294889 H294955 H295022 H295087 H295157 H295247
H294436 H294501 H294570 H294633 H294695 H294761 H294825 H294890 H294956 H295023 H295089 H295158 H295248
H294437 H294502 H294571 H294634 H294696 H294762 H294826 H294891 H294957 H295024 H295090 H295159 H295249
H294438 H294503 H294572 H294635 H294697 H294763 H294827 H294892 H294958 H295025 H295091 H295160 H295250
H294439 H294504 H294573 H294636 H294698 H294764 H294828 H294893 H294959 H295026 H295093 H295161 H295252
H294440 H294505 H294574 H294637 H294699 H294765 H294829 H294894 H294960 H295027 H295094 H295162 H295254
H294442 H294506 H294575 H294638 H294700 H294766 H294830 H294895 H294961 H295028 H295095 H295163 H295255
H294443 H294507 H294576 H294639 H294701 H294767 H294831 H294896 H294962 H295029 H295096 H295169 H295265
H294444 H294508 H294577 H294640 H294702 H294768 H294832 H294897 H294963 H295030 H295097 H295170 H295275
H294445 H294509 H294578 H294641 H294704 H294769 H294833 H294898 H294965 H295031 H295099 H295171 H295276
H294446 H294510 H294579 H294642 H294705 H294770 H294834 H294899 H294966 H295032 H295100 H295172 H295277
H294447 H294511 H294580 H294643 H294706 H294771 H294835 H294900 H294967 H295033 H295101 H295173 H295279
H294448 H294512 H294581 H294644 H294707 H294772 H294836 H294901 H294969 H295034 H295102 H295174 H295281
H294449 H294513 H294582 H294645 H294708 H294773 H294837 H294902 H294970 H295035 H295103 H295176 H295282
H294450 H294514 H294583 H294646 H294709 H294774 H294838 H294903 H294971 H295036 H295105 H295177 H295284
H294451 H294515 H294584 H294647 H294710 H294775 H294839 H294904 H294972 H295037 H295106 H295178 H295286
H294452 H294516 H294585 H294648 H294711 H294776 H294840 H294905 H294974 H295038 H295107 H295179 H295287
H294454 H294517 H294586 H294649 H294712 H294777 H294841 H294906 H294975 H295039 H295108 H295180 H295290
H294455 H294518 H294587 H294650 H294713 H294778 H294842 H294907 H294976 H295040 H295109 H295181 H295291
H294457 H294519 H294588 H294651 H294714 H294779 H294843 H294908 H294977 H295041 H295110 H295182 H295299
H294458 H294520 H294589 H294652 H294715 H294780 H294844 H294910 H294978 H295042 H295111 H295183 H295300
H294459 H294521 H294590 H294653 H294716 H294781 H294845 H294911 H294979 H295043 H295112 H295184 H295301
H294460 H294522 H294591 H294654 H294717 H294782 H294846 H294912 H294980 H295044 H295114 H295185
H294461 H294523 H294592 H294655 H294718 H294783 H294847 H294914 H294981 H295045 H295116 H295186
H294462 H294524 H294593 H294656 H294719 H294784 H294848 H294915 H294982 H295046 H295117 H295188
H294463 H294525 H294594 H294657 H294720 H294785 H294850 H294916 H294983 H295047 H295118 H295193
H294464 H294526 H294595 H294658 H294723 H294786 H294851 H294917 H294984 H295048 H295119 H295195
H294465 H294527 H294596 H294659 H294724 H294787 H294853 H294918 H294986 H295049 H295120 H295196
H294466 H294528 H294597 H294660 H294726 H294788 H294854 H294919 H294987 H295050 H295121 H295199
H294467 H294529 H294598 H294661 H294727 H294789 H294855 H294920 H294988 H295051 H295122 H295201
H294468 H294530 H294599 H294662 H294728 H294790 H294856 H294921 H294989 H295053 H295123 H295202
H294469 H294531 H294600 H294663 H294729 H294791 H294857 H294922 H294990 H295054 H295124 H295203
H294470 H294532 H294601 H294664 H294730 H294792 H294858 H294923 H294991 H295056 H295125 H295206
H294471 H294533 H294602 H294665 H294731 H294793 H294859 H294924 H294992 H295057 H295126 H295207
H294472 H294534 H294603 H294666 H294732 H294794 H294860 H294925 H294993 H295058 H295127 H295208
H294473 H294535 H294604 H294667 H294733 H294795 H294861 H294926 H294995 H295059 H295128 H295209
H294474 H294536 H294605 H294668 H294734 H294796 H294862 H294927 H294996 H295060 H295129 H295210
H294475 H294537 H294606 H294669 H294735 H294797 H294863 H294928 H294997 H295061 H295130 H295211
H294476 H294538 H294607 H294670 H294736 H294798 H294864 H294929 H294998 H295062 H295131 H295212
H294477 H294539 H294608 H294671 H294737 H294799 H294865 H294930 H294999 H295063 H295132 H295213
H294478 H294540 H294610 H294672 H294738 H294800 H294866 H294931 H295000 H295064 H295133 H295214
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ANNEX 4 EUROPEAN FIELD SAFETY CORRECTIVE ACTION REPORT FORM  v. 05/07

Report Form Field Safety Corrective Action
Medical Devices Vigilance System (MEDDEV 2.12/1 rev 5)

1. Administrative information
Destination

Recipient
Name of national competent authority

The Danish Medicines Agency

Address of national competent authority
Axel Heides Gade 1

DK - 2300 — Kobenhavn
Denmark

Date of this report
2012-02-09

Reference number assigned by the manufacturer
CP-06611

Incidence reference number and name of the coordinating National Competent Authority (if
applicable)

Identify to what other National Competent Authorities this report was also sent
Austria, Belgium, Bulgaria, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany,

Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Netherlands, Norway, Poland,
Portugal, Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey, United Kingdom

2 Information on submitter of the report

Status of submitter

X Manufacturer

O Authorised representative within EEA
| Others (identify the role):

3 Manufacturer information

Manufacturer name
Varian Medical Systems, Inc.

Manufacturer’s contact person
Peter J. Coronado

Address

3100 Hansen Way

Postal code City

94304 Palo Alto, California
Phone Fax

1.650.424.6320 1.650.842.5113
E-mail Country
peter.coronado@varian.com USA

4 Authorised representative information

Name of the authorised representative
Varian Medical Systems UK, Ltd.

The authorised representative’s contact person
Per Persson

Address
Gatwick Road
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Postal code City

RH10 9RG Crawley

Phone Fax

+44 (0)1293 601200 +44 (0)1293 533509
E-mail Country

per.persson@varian.com

United Kingdom

5 National contact point information

National contact point name

Name of the contact person

Address

Postal code City

Phone Fax

E-mail Country

6 Medical device information

Class

| AIMD Active implants

0 MDD Class Il ] IvD Annex Il List A
XI MDD Class lib [1 VD Annex Il List B
[l MDD Classlla ]  IVD Devices for self-testing
[] MDDClass| O IvD General

Nomenclature system (preferable GMDN)
GMDN

Nomenclature code
35159

Nomenclature text
Accelerator system, linear

Commercial name/brand name/make
C-Series Clinac or Trilogy

Model number
H14, H18, H27, H29

Serial number(s) and/or lot/batch number(s)
See list attached to Field Safety Notice

Software version number (if applicable)
2.x through 8.x

Manufacturing date/expiry date (if applicable)
N/A

Accessories/associated device (if applicable)
N/A

Notified body (NB) ID- number
BSi/ CE0086
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7 Description of FSCA

Background information and reason for the FSCA
Product Indication :

The Varian High Energy Linear Accelerator is a computer controlled photon and electron
beam producing, radiation therapy linear accelerator machine. The major components of
the High Energy Linear Accelerator platform are: the Stand, the Gantry, the Couch, the
Console with Electronics Cabinet, and the Modulator Cabinet. The Varian High Energy
Linear Accelerator is intended to provide stereotactic radiosurgery and precision
radiotherapy for lesions, tumors and conditions anywhere in the body when radiation
treatment is indicated.

Description of Issue:

An event has been reported to Varian involving a C-Series Clinac® accelerator. The event
entails excessive connector resistance, which caused the actual jaw positions to differ from the
intended jaw positions without warning the operator. Normal morning daily quality assurance
testing and light field verification detected the discrepancy. Varian has not received any report
of misadministration as a result of the discrepancy. Investigation found that a similar issue
could arise on the gantry or couch axes. This does not affect the MLC.

Varian’s investigation revealed excessive connector resistance in the lines providing reference
voltages to the potentiometers. This can cause a discrepancy between the actual physical
positions compared to the corresponding position readouts, leading to an incorrect setting such
as treatment field size.

For versions 2.x — 6.x only: C-Series Clinac® version 3.x through 6.x only provide redundant
C-Series Clinac® axis position feedback on the axes intended to move during irradiation, these
are the upper jaws and the gantry (this redundancy is not included in version 2.x). On these
versions, the axes not intended to move during irradiation are not equipped with secondary
feedback of the positions. Thus these axes can be susceptible to failures that can affect the
position accuracy of the single feedback source. These single feedback axes are the lower
jaws, collimator rotation, and all couch axes.

Three reports has been received related to this issue (CP-00214 — Germany; CP-06495 - USA;
CP-06611 - USA). In the reported cases, no misadministration or serious deterioration in the
state of health was reported.

Note: There are 2 FSNs associated with this FSCA. The FSN labelled CP-06611 pertains to
cusomers who have v7.x-8.x. The FSN labelled CP-06611v2-6 pertain to customers who have
v2.x-6.Xx. Each FSN has a different consignee list and will therefore be distributed only to
customers who are affected.

Root Cause:

Design deficiency: An unknown source of resistance was applied to the connection from the
motor interface PCB to the potentiometers causing a discrepancy between the physical vs.
readout positions of the gantry, collimator, jaw and couch. The wires carrying both +/- voltage
reference are used for both primary and secondary position readout indicators, therefore a
change in resistance to the connector would result in the same offset in both readouts.

Risk Analysis:
In this situation, when the reference voltage drops the actual jaw position may differ from the
intended jaw position; the digital display will indicate only the intended jaw position and will not
accurately show the actual jaw position. Any jaw could be affected and could result in unplanned
dose to normal tissue and/or critical structures.

Additionally, the gantry position, collimator rotation and couch axes could be affected and the
actual position may differ from the intended position.

The most serious probable scenario is a cranial-spinal treatment plan that would be using a




ANNEX 4 EUROPEAN FIELD SAFETY CORRECTIVE ACTION REPORT FORM  v. 05/07

match line shift to ‘feather’ the hot and cold spots throughout the treatment course. This type of
treatment does not always include additional collimation (MLC or a block) to the area that is being
matched. If the physical jaw was not in the correct position, an under dose or over dose would
occur. This error could gradually increase due to degradation and cause an increase in harm. It is
reasonable to expect that a gradual error would be detected. However, if a sporadic error
occurred, the discrepancy may be larger and may not be detected through normal QA processes.

Alternatively, if the light field was used to abut the fields and the field size was correct before
performing a double exposure image, a subsequent auto go to the planned field size could result
in an incorrect field size used for treatment.

Any organ at risk or critical structure that has reached the associated radiation tolerance limit
could cause harm and/or late radiation effects. The degree of harm is based on the degree of
error and the number of times the field size is incorrect during the course of treatment.

A risk hazard assessment of the consequences leading to the most probable scenario that could
be expected if the anomaly occurred is Critical (Could result in permanent impairment or life-
threatening injury). The Probability that harm will come to a patient as a result of this issue is
Remote (Unlikely to occur but possible during the life of an individual item; unlikely but reasonably
expected to occur in the installed base). The risk hazard concluded with an ALARP.

Description and justification of the action (corrective/preventive)
Varian had decided to further mitigate this issue as a Field Safety Corrective Action and will
notify all affected Users with a Field Safety Notice. The FSN provides a description of the
problem, and advises Users of the steps Varian is taking to address the issue.

For version 2.x — 6.x only: No technical solution is proposed for devices with v2.x to v6.x. The
FSN communication serves as the corrective action mechanism for the installed base. These
devices are manually driven and monitored by the user and only the y-jaws and the gantry
rotation have secondary position readouts (SPROSs).

For versions 7.x — 8.x only: Varian is continuing to evaluate possible technical solutions for
this issue, but no technical solution is proposed at this time as mitigation. Varian's external
corrective action consists of ensuring affected customer sites receive a copy of the FSN.

FSN distribution to affected users will begin immediately. In addition, the notices, including the
customer distribution list will be forwarded to Varian Sales, Marketing, and Service
organizations. Customer sites will be notified by appropriate methods, and will be requested to
return proof of naotification (via completed “Proof of Notification Form” or appropriate Postal
system certified receipt of delivery) to Varian. The enclosed FSN will also be posted to the
customer support site: http://www.MyVarian.com.

Advice on actions to be taken by the distributor and the user
Please refer to the FSN for further details

Attached please find
X Field Safety Notice (FSN) in English
[X] FSN in national language

[] Others (please specify):

Time schedule for the implementation of the different actions

90 days to complete FSN distribution and collection of proofs (April 2012). The timeframe for a technical
solution (for v7.x-8.x only) to be available has yet to be determined.

These countries within the EEA and Switzerland are affected by this FSCA
Within EEA and Switzerland:
X AT X BE X BG X cH X cy X cz X bE X] DK X EE X ES

X FI XKFR XoeB XGR XHU XIE XIs Xt O X LT
Xw X OMT XN XINO XpP. XPT XRO XS [XsI
Xsk
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Candidate Countries:

OHR XTR
[] All EEA, Candidate Countries and Switzerland

Others: French Polynesia, Guadeloupe, Martinique, Reunion

These countries outside the EEA and Switzerland are affected by this FSCA

Algeria, Angola, Argentina, Australia, Azerbaijan, Bahrain, Bangladesh, Belarus, Bolivia, Bosnia and
Herzegovina, Brazil, Canada, Chile, China, Columbia, Costa Rica, Dominican Republic, Ecuador,
Egypt, Georgia, Guatemala, Guam, Honduras, Hong Kong, India, Indonesia, Iran, Israel, Jamaica,
Japan, Kazakhstan, Kenya, Kuwait, Lebanon, Macau, Macedonia, Malaysia, Mauritania, Mexico,
Moldova, Morocco, Nepal, New Zealand, Oman, Pakistan, Panama, Paraguay, Peru, Philippines,
Puerto Rico, Qatar, Russia, Saudi Arabia, Serbia, Singapore, South Africa, South Korea, Sri Lanka,
Syria, Taiwan, Thailand, Trinidad and Tobago, Tunisia, Ukraine, United Arab Emirates, Uruguay, USA,
Venezuela, Vietnam, Virgin Islands (American)

8 Comments

List of customer sites in EEA member states, candidate countries and territories.
V 2.x-6.x:

Austria 3 Ireland 1 Romania 5
Belgium 8 Italy 54 Slovakia 5
Czech Republic 6 Latvia 1 Slovenia 1
Denmark 2 Lithuania 2 Spain 37
Finland 9 Martinique 1 Sweden 10
France 61 Netherlands 5 Switzerland 9
Germany 53 Norway 3 Turkey 17
Greece 1 Poland 10 United Kingdom 34
Iceland 1 Portugal 9
V 7.x-8.x:

Austria 4 Greece 3 Poland 11
Belgium 15 Guadeloupe 1 Portugal 10
Bulgaria 1 Hungary 1 Reunion 2
Cyprus 1 Ireland 6 Romania 2
Czech Republic 9 Italy 40 Slovakia 3
Denmark 6 Latvia 3 Slovenia 1
Estonia 1 Lithuania 3 Spain 31
Finland 1 Luxembourg 1 Sweden 9
France 88 Martinique 1 Switzerland 20
French Polynesia 1 Netherlands 8 Turkey 38
Germany 96 Norway 4 United Kingdom | 39

| affirm that the information given above is correct to the best of my knowledge.

Peter J. Coronado Palo Alto, California, USA 2012-02-09
Name City Date

Submission of this report does not, in itself, represent a conclusion by the manufacturer and/or authorized
representative or the national competent authority that the content of this report is complete or accurate, that the
medical device(s) listed failed in any manner and/or that the medical device(s) caused or contributed to the
alleged death or deterioration in the state of the health of any person.
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