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URGENT MEDICAL DEVICE CORRECTION   
URGENT FIELD SAFETY NOTICE 

Subject:    Absent Wedge filter on the 4D Integrated Treatment 
Console after a plan has been loaded from the 
ARIA Oncology Information System

Commercial Name of Affected Product: 4D Integrated Treatment Console (4DITC) versions 
8.1.3 to 8.8

Reference / FSCA Identifier:  CP-03556
Date of Notification:  2012-04-09 
Type of Action:  Notification and Correction

Details on Affected Devices:    Refer to Appendix page. 

Description of Problem:
This letter is to provide all users of the 4D Integrated Treatment Console (4DITC) with 
notification and instructions regarding the use of wedges and Secondary Channel Integrity 
Check (SCIC).  You may have previously received a notification; however, please read the 
document in its entirety.  Further explanation regarding affected versions has been added. 
 
This letter will also address all users by system configuration 4DITC and Oncology Information 
System (OIS) and explain what has occurred and what steps to be taken. The correction 
strategy will all apply to 4DITC users, regardless of OIS vendor.  Varian has been notified that a 
plan containing a wedge was treatment approved in ARIA and loaded on the 4DITC for 
treatment.  The wedge data was present upon loading the treatment plan.  However, when the 
wedge field was to be treated, the wedge was not present and treatment was allowed without 
the presence of the wedge. 
 
The following configurations could potentially allow treatment without the presence of a wedge: 

� The 4DITC version 8.1.3 when using ARIA version 8.5 to 8.8.  (4DITC 8.1.3 does not 
support SCIC) or; 

� The 4DITC version 8.3 to 8.8 with ARIA version 8.3 to 8.9 when the SCIC feature is not 
enabled in 4DITC Treatment Administration and/or in ARIA Radiation Oncology 
Administration.  Both 4DITC and ARIA administration must have SCIC enabled at the 
same time in order for SCIC to work. 

Details: 
After a plan with wedge field has been opened in 4D Integrated Treatment Console, users may 
not notice that the wedge filter may actually be missing from a selected field, and the treatment 
application will not notify the user of this anomaly and will not prevent beam delivery.  The user 
may come to understand that the wedge filter is missing only after the treatment field has been 
partially or completely delivered and when the user attempts to close the patient from the 
treatment application.  With this situation the treatment application forces the user to unload the 
patient, requires user authorization, and informs the user that the treatment record for the 
missing wedge field will not be saved to the OIS.    
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Delivery of a treatment field without the planned and calculated wedge filter could result in an 
over dosage for that beam and potentially an unintended dose uniformity of the target treatment 
volume. 
 
This errant behavior may occur with these releases of 4D Integrated Treatment Console v8.6 or 
earlier. However, no reported events have occurred with a 3rd party OIS. 
 
Additionally, Varian updated the 4DITC DICOM library in version 8.8 and no reported events 
have occurred with the wedge being dropped for treatment in version 8.8 or higher. 
 
Secondary Channel Integrity Check (SCIC) 
Implementation of Treatment Plan Data Integrity 

In the ARIA system the treatment plan is stored in the central system database (Varian system 
database) and accessed by multiple applications. Treatment delivery commences after plan has 
been transferred over to the 4D integrated treatment console. To further ensure safety of the 
radiation beam delivery, Varian Medical Systems has introduced a data integrity check for 
treatment plan data after plans have been approved. This check (if enabled by user) is applied 
any time the approved plan is opened from the database or after any data transfer from one 
application to another (e.g. data transfer from Varian system database to 4D ITC). 
  
The check is achieved by a verification of a checksum or “plan signature” of most important plan 
parameters. The initial “plan signature” is calculated and stored at the time of plan approval and 
it is recalculated and verified any time the approved plan is accessed or transferred to another 
application. If the mismatch in the “plan signature” is detected, the receiving application will 
issue a warning and prevent user from further action until the warning has been acknowledged 
by an authorized user. The following figure below illustrates the use of the plan signature In 
addition to treatment delivery the check is applied by any application accessing treatment plan 
data after approval.  
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Figure 1: SCIC workflow and plan signature generation 

SCIC was introduced in 4DITC version 8.3 and ARIA Radiation Oncology version 8.5.  See the 
table below for SCIC support. 

Product SCIC not supported SCIC supported 

4DITC 8.1 8.3 to present 

ARIA 8.0 to 8.3 8.5 to present 

3rd party OIS with 4DITC and 
Eclipse 

------------ Eclipse (ARIA Radiation 
Oncology) 8.5 to present 
4DITC 8.3 to present 

Table 1: SCIC support 

Figure 2 below displays where to check that SCIC Plan Integrity Checking has been enabled in 
ARIA Radiation Oncology Administration. 
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In order to enable this functionality, the administrator must log into Radiation Oncology 
Administration > System Properties > General System Properties > Preferences > Enable Plan 
Integrity Checking. 
 

Figure 2: Radiation Oncology Administration SCIC configuration 

Recommended User Action 
To avoid this issue, we recommend that customers make workflow adjustments in their 
planning, scheduling, and delivery portions prior to delivering a wedge field treatment as follows: 
 
Planning 

1. A Setup Note is recommended for each field that requires a physical, virtual, or 
motorized wedge, and should contain the ID and Name of the wedge as well as the Field 
Name.  {Setup Notes are added in RT Chart�Parameters Tab�select Field�SetUp 
Note�select …  �enter wedge specifics in the text box � save.} 

� The Setup Note entry is presented to the user inside the treatment room on the 
In-Room Monitor (IRM), which is utilized by the user during the patient set-up 
process.  
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� The Setup Note entry is also available to the user from the Treatment application. 
� Show Setup Note… button. 

 
Scheduling 

1. A Patient Alert will be needed for the patient when one or more fields in her/his treatment 
plan requires a physical, virtual, or motorized wedge.  {Patient Alerts are added in 
Patient Manager � Summary tab � right-click the Patient Alert(s) section � select New 
Alert… � save.} 

� At the treatment machine user authorization is required to acknowledge the 
Patient Alert with username and password.  The Patient Alert must not be 
checked-off         (� Sign Off); only then will it be available for every session prior 
to the patient's plan being loaded in to the Treatment application. 

 
Delivery 

1. The user will review and acknowledge the Patient Alert. 
2. The user will only mark this particular Patient Alert as complete (� Sign Off) on the last 

session for the patient's treatment plan. 
3. When the radiation therapy therapist (RTT) sets up the patient inside the treatment 

room, s/he will review the Setup Note contents on the IRM and will understand that a 
wedge is required for the current moded-up field.  See figure 1 below. 

a. In the unlikely event that the IRM—Internal Mount field—does not call for the 
planned wedge filter for the current moded up field while the Setup Note calls for 
the wedge filter follow these steps: 

i. Select Clear Mode Up  from the Treatment application to remove the 
prescription from the linac control system. 

ii. Close the patient from the Treatment application. 
iii. Open the patient again in the Treatment application. 

� This will clear the errant plan loading in the Treatment application, 
which now includes the wedge for the respective field(s). 

� Users may also use RT Chart � Parameters workspace or the Treatment Field 
Setup report to assist with wedge fields prior to beam delivery. 
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Varian Oncology Help Desk Contact Information: 

   Phone: USA and Canada: 1.888.VARIAN5 (888.827.4265)  
 Europe:  +41 41 749 8844 

   Email: North America: support-americas@varian.com 
 Australia/New Zealand: support-anz@varian.com 

Europe: support-emea@varian.com 
South East Asia: support-sea@varian.com 
China / Asia: support-china@varian.com 
Japan: support-japan@varian.com 

 Latin America: soporte.al@varian.com 
 
   Internet: Oncology Systems customer site - www.myvarian.com 

Varian Medical Systems public site - www.varian.com 
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APPENDIX 
LIST OF SERIAL NUMBERS 

 
H510010� H510807� H511260� H511614� H511939� H512265� H512652� H513009� H513261� H513547� H513830� H514051� H514285�
H510017� H510834� H511270� H511626� H511943� H512268� H512662� H513010� H513265� H513550� H513841� H514053� H514288�
H510039� H510835� H511276� H511638� H511949� H512273� H512663� H513015� H513266� H513553� H513842� H514056� H514289�
H510081� H510846� H511286� H511639� H511951� H512274� H512665� H513018� H513268� H513559� H513853� H514064� H514293�
H510098� H510847� H511293� H511648� H511954� H512279� H512667� H513025� H513281� H513563� H513857� H514065� H514300�
H510136� H510848� H511295� H511655� H511955� H512283� H512669� H513034� H513289� H513569� H513858� H514070� H514303�
H510188� H510855� H511296� H511658� H511958� H512294� H512671� H513036� H513297� H513574� H513860� H514072� H514308�
H510189� H510856� H511302� H511662� H511963� H512297� H512674� H513039� H513299� H513575� H513862� H514075� H514311�
H510195� H510863� H511303� H511667� H511964� H512299� H512675� H513045� H513301� H513589� H513863� H514077� H514313�
H510196� H510867� H511312� H511670� H511966� H512310� H512681� H513048� H513302� H513595� H513867� H514078� H514322�
H510197� H510903� H511320� H511673� H511971� H512324� H512685� H513049� H513305� H513600� H513876� H514079� H514326�
H510222� H510905� H511328� H511676� H511991� H512339� H512687� H513050� H513310� H513604� H513888� H514083� H514337�
H510231� H510906� H511333� H511682� H511996� H512347� H512691� H513054� H513312� H513606� H513889� H514092� H514339�
H510236� H510907� H511341� H511686� H511998� H512357� H512694� H513059� H513313� H513617� H513890� H514093� H514340�
H510262� H510908� H511342� H511690� H512001� H512361� H512697� H513060� H513314� H513619� H513904� H514112� H514341�
H510273� H510920� H511393� H511698� H512002� H512366� H512705� H513062� H513317� H513624� H513908� H514114� H514344�
H510280� H510925� H511401� H511713� H512004� H512369� H512710� H513066� H513322� H513626� H513909� H514121� H514345�
H510301� H510944� H511402� H511714� H512013� H512380� H512713� H513078� H513325� H513630� H513911� H514122� H514346�
H510322� H510945� H511403� H511715� H512014� H512386� H512731� H513079� H513358� H513634� H513912� H514136� H514349�
H510368� H510948� H511408� H511716� H512017� H512400� H512734� H513083� H513359� H513645� H513913� H514138� H514355�
H510379� H510952� H511409� H511745� H512028� H512404� H512735� H513086� H513363� H513646� H513922� H514149� H514356�
H510382� H510953� H511411� H511763� H512032� H512405� H512737� H513087� H513366� H513649� H513923� H514155� H514357�
H510410� H510964� H511412� H511764� H512035� H512416� H512745� H513092� H513372� H513650� H513930� H514159� H514359�
H510430� H510983� H511416� H511780� H512036� H512423� H512747� H513101� H513378� H513663� H513932� H514163� H514362�
H510433� H510997� H511417� H511781� H512040� H512429� H512758� H513104� H513382� H513667� H513935� H514166� H514363�
H510434� H511000� H511418� H511784� H512041� H512432� H512777� H513112� H513387� H513672� H513939� H514167� H514380�
H510456� H511012� H511419� H511785� H512042� H512435� H512778� H513113� H513393� H513674� H513942� H514171� H514383�
H510468� H511028� H511420� H511787� H512043� H512436� H512789� H513114� H513394� H513675� H513944� H514173� H514393�
H510492� H511029� H511430� H511802� H512051� H512454� H512795� H513116� H513396� H513686� H513947� H514180� H514396�
H510493� H511030� H511440� H511807� H512052� H512483� H512804� H513122� H513399� H513690� H513952� H514181� H514397�
H510494� H511032� H511449� H511808� H512053� H512485� H512810� H513124� H513400� H513691� H513953� H514182� H514399�
H510495� H511033� H511457� H511811� H512058� H512498� H512812� H513125� H513402� H513692� H513957� H514183� H514401�
H510510� H511035� H511458� H511813� H512062� H512502� H512819� H513130� H513405� H513709� H513959� H514184� H514409�
H510513� H511043� H511459� H511815� H512063� H512504� H512831� H513132� H513425� H513712� H513964� H514191� H514410�
H510514� H511054� H511460� H511823� H512065� H512513� H512835� H513134� H513426� H513713� H513966� H514193� H514412�
H510525� H511073� H511466� H511825� H512067� H512517� H512842� H513143� H513429� H513715� H513967� H514209� H514420�
H510526� H511081� H511474� H511826� H512078� H512522� H512849� H513144� H513434� H513721� H513968� H514211� H514422�
H510536� H511082� H511475� H511827� H512081� H512536� H512853� H513152� H513438� H513730� H513971� H514213� H514424�
H510553� H511099� H511487� H511828� H512082� H512539� H512863� H513154� H513439� H513731� H513973� H514214� H514437�
H510554� H511117� H511488� H511829� H512084� H512546� H512867� H513167� H513441� H513735� H513978� H514219� H514441�
H510555� H511122� H511489� H511832� H512095� H512550� H512874� H513181� H513442� H513738� H513979� H514221� H514460�
H510560� H511129� H511490� H511844� H512097� H512556� H512887� H513182� H513450� H513743� H513980� H514222� H514464�
H510565� H511142� H511491� H511853� H512100� H512559� H512892� H513183� H513452� H513746� H513982� H514225� H514466�
H510578� H511150� H511505� H511860� H512104� H512560� H512893� H513184� H513462� H513755� H513988� H514227� H514467�
H510579� H511152� H511506� H511861� H512107� H512573� H512896� H513192� H513466� H513760� H513995� H514228� H514468�
H510594� H511153� H511507� H511863� H512111� H512575� H512912� H513195� H513471� H513761� H514001� H514229� H514469�
H510595� H511166� H511511� H511872� H512122� H512577� H512913� H513196� H513485� H513764� H514002� H514230� H514471�
H510600� H511176� H511517� H511874� H512124� H512591� H512918� H513200� H513495� H513771� H514003� H514232� H514480�
H510603� H511202� H511518� H511879� H512131� H512596� H512920� H513204� H513496� H513772� H514005� H514237� H514481�
H510607� H511203� H511524� H511884� H512133� H512598� H512934� H513216� H513498� H513773� H514006� H514247� H514482�
H510632� H511213� H511531� H511890� H512138� H512607� H512938� H513228� H513499� H513775� H514008� H514260� H514483�
H510664� H511232� H511540� H511891� H512201� H512613� H512944� H513231� H513517� H513776� H514015� H514265� H514484�
H510695� H511236� H511542� H511902� H512207� H512617� H512945� H513244� H513520� H513777� H514017� H514269� H514485�
H510699� H511238� H511548� H511915� H512208� H512621� H512954� H513245� H513521� H513783� H514022� H514270� H514496�
H510701� H511239� H511550� H511924� H512210� H512637� H512959� H513246� H513527� H513785� H514023� H514272� H514501�
H510702� H511240� H511555� H511925� H512211� H512643� H512966� H513248� H513528� H513802� H514026� H514274� H514507�
H510769� H511251� H511558� H511926� H512212� H512645� H512969� H513250� H513529� H513805� H514028� H514275� H514508�
H510785� H511253� H511563� H511928� H512226� H512646� H512978� H513256� H513534� H513808� H514031� H514276� H514515�
H510795� H511259� H511613� H511937� H512244� H512647� H512997� H513257� H513546� H513829� H514042� H514277� H514523�
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H514526� H514759� H514971� H515131� H515293� H515467� H515640� H515814� H515988� H518253� H51B047� H51B197�
H514527� H514763� H514975� H515133� H515294� H515472� H515641� H515820� H515989� H518254� H51B049� H51B198�
H514529� H514766� H514976� H515134� H515298� H515473� H515642� H515823� H515993� H518256� H51B061� H51B201�
H514532� H514767� H514982� H515140� H515301� H515478� H515646� H515824� H515996� H518265� H51B062� H51B205�
H514533� H514768� H514984� H515141� H515303� H515480� H515648� H515828� H515999� H518269� H51B063� H51B208�
H514540� H514769� H514986� H515142� H515304� H515482� H515650� H515830� H516012� H518270� H51B065� H51B209�
H514541� H514770� H514987� H515143� H515310� H515484� H515651� H515831� H517094� H518271� H51B068� H51B210�
H514546� H514783� H514993� H515144� H515316� H515486� H515656� H515837� H517273� H518272� H51B070� H51B212�
H514553� H514787� H515006� H515147� H515329� H515490� H515658� H515847� H517545� H518294� H51B071� H51B214�
H514554� H514792� H515007� H515148� H515330� H515492� H515660� H515848� H517584� H518296� H51B072� H51B216�
H514555� H514793� H515008� H515150� H515331� H515495� H515664� H515850� H517726� H518300� H51B073� H51B217�
H514559� H514795� H515011� H515153� H515333� H515497� H515665� H515854� H518001� H518301� H51B076� H51B218�
H514562� H514796� H515012� H515156� H515334� H515498� H515668� H515855� H518102� H518302� H51B078� H51B222�
H514563� H514797� H515013� H515159� H515336� H515503� H515670� H515859� H518104� H518305� H51B080� H51B223�
H514564� H514798� H515016� H515163� H515337� H515506� H515671� H515860� H518106� H518308� H51B089� H51B225�
H514565� H514801� H515017� H515165� H515341� H515507� H515673� H515861� H518108� H518309� H51B090� H51B227�
H514568� H514804� H515018� H515174� H515344� H515510� H515676� H515864� H518110� H518312� H51B093� H51B228�
H514574� H514805� H515024� H515175� H515345� H515517� H515677� H515870� H518114� H518313� H51B094� H51B229�
H514577� H514811� H515025� H515176� H515346� H515518� H515680� H515871� H518116� H518323� H51B096� H51B232�
H514578� H514813� H515027� H515177� H515347� H515521� H515682� H515873� H518122� H518324� H51B099� H51B233�
H514579� H514815� H515033� H515179� H515351� H515525� H515692� H515874� H518127� H518328� H51B101� H51B238�
H514580� H514818� H515042� H515181� H515352� H515526� H515700� H515877� H518133� H518329� H51B104� H51B239�
H514582� H514826� H515043� H515185� H515353� H515527� H515701� H515880� H518134� H518332� H51B107� H51B240�
H514585� H514827� H515045� H515186� H515361� H515528� H515702� H515885� H518136� H518336� H51B108� H51B241�
H514590� H514828� H515050� H515188� H515363� H515529� H515703� H515888� H518137� H518337� H51B110� H51B242�
H514598� H514830� H515054� H515190� H515365� H515530� H515704� H515890� H518139� H518341� H51B113� H51B248�
H514602� H514834� H515055� H515191� H515366� H515533� H515707� H515892� H518145� H518343� H51B117� H51B249�
H514607� H514844� H515059� H515192� H515370� H515538� H515709� H515894� H518146� H518344� H51B118� H51B251�
H514608� H514852� H515061� H515198� H515371� H515543� H515712� H515895� H518147� H518345� H51B121� H51B253�
H514613� H514855� H515062� H515200� H515374� H515545� H515713� H515896� H518150� H51A004� H51B122� H51B255�
H514615� H514856� H515063� H515203� H515377� H515546� H515716� H515897� H518157� H51A006� H51B127� H51B258�
H514616� H514857� H515070� H515205� H515379� H515547� H515723� H515900� H518161� H51A010� H51B128� H51B263�
H514618� H514862� H515071� H515209� H515381� H515553� H515726� H515901� H518164� H51A011� H51B129� H51B264�
H514620� H514863� H515072� H515210� H515382� H515554� H515730� H515902� H518169� H51A012� H51B132� H51B267�
H514623� H514868� H515075� H515211� H515384� H515559� H515732� H515904� H518170� H51A013� H51B139� H51B268�
H514624� H514876� H515076� H515213� H515388� H515562� H515733� H515906� H518171� H51A014� H51B140� H51B269�
H514626� H514890� H515079� H515214� H515394� H515563� H515739� H515908� H518182� H51A015� H51B141� H51B275�
H514627� H514892� H515080� H515218� H515398� H515565� H515740� H515911� H518183� H51A018� H51B144� H51B276�
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