URGENT FIELD SAFETY NOTICE

Subject: RapidArc™ and VVMAT Treatment may deliver as Dynamic Arc on Incorrectly
Configured System

Commercial Name of Affected Product: Clinac 2100

FSCA Identifier: CP-02334
Date of Notification: 2010-07-20
Type of Action: Notification

Details on Affected Devices:
All C series Clinacs Equipped for Rapid Arc Treatment delivery
see Appendix for serial numbers

Description of Problem:

We are writing to advise you about a possible configuration issue on RapidArc and VVMAT
systems, including information on how to identify that your system does not have this issue.

In the rest of this letter, ‘VMAT’ is used as a generic term to represent RapidArc or VVMAT
treatments.

Anomaly:

A system was discovered where VMAT plans were delivered as Dynamic Arc. On investigation, it was
determined that an older configuration of the Clinac and older version and configuration of the LVI
software (‘Linac VI' —the interface computer between the Clinac and the 4DITC), which did not recognize
VMAT plans was inadvertently installed.

Under these circumstances, dynamic dose rate and gantry speed features as well as avoidance
sectors (range of gantry rotation where no dose should be delivered) that may be part of a
VMAT plan are not recognized, and dose delivered does not match the treatment plan.

We believe that this system configuration issue was unique, but are issuing this letter as a
cautionary measure.

Recommended User Action:

e Users should observe the C-series display during delivery of a test VMAT plan. The
words ‘RapidArc X' or 'VMAT X' should appear under Treatment Type during dose
delivery. If the words ‘RapidArc’ or 'VMAT" are not seen, call Varian service and
discontinue use of the device for VMAT treatments. Note you can also determine the
version of Linac VI software installed — refer to the 4DITC Administrative Reference
Guide.

e |tis also recommended that users establish routine machine QA checks for VMAT. The
VMAT machine QA should be performed at least every time the software configuration of
any component on the Clinac, i.e. 4DITC, Linac VI, C-series, MLC, is modified. For a
discussion on VMAT machine QA, users are encouraged to refer to: Ling et al.,
Commissioning and Quality Assurance of RapidArc™ Radiotherapy Delivery System, Int.
J. Radiation Oncology Biol. Phys., Vol. 72, No. 2, pp. 575-581, 2008
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e Users are encouraged to take advantage of the RapidArc Bibliography and
Commissioning information available at www.MyVarian.com

e If you have a pre-treatment plan QA program for VMAT plans established in your clinic,
please note the following:

0 Some treatment planning systems, like Eclipse, have a function that allows
calculation of VMAT fields as if the dose was delivered from a single gantry angle,
typically O degrees. This function is used to simulate measurement conditions
where a radiation detector is attached to the machine's head and rotates with the
gantry during VMAT delivery. If such a plan, stripped from the gantry rotation
information, is delivered on the machine, it will be delivered as a static gantry
IMRT plan. Caution should be used if this approach is selected for pre-treatment
plan QA. The machine is not operating in VMAT mode when delivering such a
plan. The QA method is thus not fully verifying the capabilities required to deliver
VMAT plans.

Varian Actions:
e Varian is notifying all possibly affected customers with this document.

e Varian is modifying user documents, installation instructions, and the Customer
Acceptance Test Plan in order to prevent a recurrence of this system configuration
problem.

Please advise the appropriate personnel working in your radiotherapy department of the
content of this letter.

We sincerely apologize for any inconvenience and thank you in advance for your cooperation. If you
require further clarification, please feel free to contact your local Varian Customer Support District or
Regional Manager.
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APPENDIX
LIST OF AFFECTED DEVICE SERIAL NUMBERS

Listed are the affected system Serial Numbers. The last four digits represent the serial number of the

device.

H140025

H140753

H140845

H140896

H272157

H272963

H291040

H291187

H293443

H293691

H140038

H140769

H140846

H140901

H272158

H272981

H291048

H291190

H293447

H293696

H140045

H140772

H140848

H140902

H272165

H272982

H291050

H291206

H293475

H293700

H140047

H140773

H140849

H140904

H272178

H272985

H291051

H291226

H293496

H293709

H140078

H140777

H140850

H140906

H272187

H273049

H291053

H291230

H293507

H293725

H140092

H140780

H140851

H182012

H272188

H273065

H291060

H291234

H293519

H293726

H140096

H140781

H140853

H271167

H272216

H273162

H291067

H291242

H293538

H293727

H140097

H140783

H140854

H271370

H272220

H273170

H291072

H291247

H293541

H293728

H140122

H140787

H140855

H271378

H272231

H273202

H291081

H291248

H293560

H293736

H140124

H140790

H140856

H271385

H272309

H273203

H291084

H291251

H293565

H293737

H140125

H140794

H140857

H271531

H272310

H290278

H291088

H291253

H293577

H293749

H140144

H140795

H140858

H271588

H272325

H290282

H291096

H291254

H293581

H293769

H140146

H140797

H140863

H271607

H272360

H290362

H291099

H291262

H293592

H293773

H140148

H140799

H140864

H271618

H272377

H290399

H291107

H291270

H293596

H293774

H140201

H140800

H140865

H271662

H272401

H290400

H291115

H291271

H293611

H293775

H140202

H140801

H140866

H271663

H272426

H290402

H291116

H291272

H293624

H293778

H140206

H140808

H140867

H271729

H272427

H290501

H291117

H293312

H293627

H293779

H140214

H140812

H140868

H271785

H272440

H290503

H291118

H293325

H293632

H293780

H140216

H140816

H140869

H271825

H272456

H290510

H291119

H293327

H293636

H293781

H140218

H140817

H140871

H271890

H272473

H290512

H291124

H293335

H293638

H293790

H140222

H140818

H140874

H271906

H272491

H290519

H291133

H293342

H293642

H293802

H140223

H140819

H140876

H271926

H272497

H291007

H291136

H293353

H293644

H293804

H140224

H140820

H140877

H271941

H272500

H291008

H291138

H293361

H293646

H293805

H140233

H140824

H140881

H271951

H272826

H291011

H291143

H293363

H293649

H293818

H140240

H140826

H140882

H271954

H272834

H291014

H291149

H293370

H293650

H293820

H140718

H140829

H140883

H271994

H272842

H291017

H291154

H293379

H293652

H293825

H140719

H140830

H140886

H272000

H272873

H291019

H291159

H293401

H293653

H293829

H140721

H140832

H140887

H272014

H272885

H291021

H291169

H293411

H293657

H293830

H140741

H140836

H140889

H272016

H272908

H291022

H291170

H293414

H293662

H293835

H140742

H140840

H140891

H272029

H272910

H291025

H291171

H293431

H293663

H293839

H140747

H140841

H140892

H272064

H272933

H291028

H291172

H293433

H293664

H293841

H140749

H140843

H140893

H272081

H272946

H291035

H291178

H293438

H293686

H293846

H140751

H140844

H140895

H272111

H272960

H291037

H291184

H293439

H293690

H293847
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H293848

H294007

H294135

H294244

H294332

H294415

H294500

H294567

H294656

H294732

H293860

H294012

H294140

H294246

H294338

H294418

H294501

H294568

H294657

H294735

H293866

H294013

H294141

H294248

H294340

H294420

H294505

H294569

H294658

H294739

H293872

H294020

H294146

H294252

H294342

H294423

H294508

H294571

H294660

H294742

H293875

H294022

H294149

H294256

H294343

H294425

H294509

H294572

H294661

H294744

H293878

H294023

H294150

H294263

H294345

H294426

H294513

H294573

H294665

H294745

H293880

H294024

H294155

H294264

H294347

H294427

H294514

H294581

H294666

H294747

H293886

H294032

H294157

H294265

H294348

H294429

H294517

H294587

H294667

H294750

H293888

H294033

H294158

H294266

H294350

H294430

H294518

H294589

H294668

H294752

H293889

H294035

H294162

H294267

H294351

H294431

H294520

H294590

H294671

H294753

H293890

H294037

H294163

H294268

H294352

H294433

H294521

H294591

H294674

H294754

H293899

H294043

H294164

H294272

H294355

H294434

H294523

H294593

H294675

H294758

H293902

H294048

H294166

H294278

H294362

H294436

H294524

H294594

H294676

H294761

H293903

H294053

H294167

H294279

H294363

H294437

H294528

H294595

H294678

H294762

H293906

H294055

H294169

H294282

H294364

H294438

H294530

H294598

H294679

H294763

H293908

H294057

H294171

H294284

H294366

H294443

H294531

H294603

H294681

H294766

H293909

H294061

H294176

H294290

H294369

H294447

H294534

H294604

H294682

H294768

H293917

H294062

H294178

H294292

H294370

H294449

H294535

H294608

H294683

H294770

H293918

H294070

H294179

H294295

H294371

H294450

H294536

H294613

H294684

H294771

H293919

H294081

H294180

H294296

H294373

H294460

H294537

H294614

H294694

H294782

H293925

H294082

H294188

H294297

H294376

H294461

H294538

H294615

H294696

H294786

H293928

H294083

H294190

H294300

H294381

H294465

H294539

H294616

H294697

H294792

H293946

H294087

H294200

H294302

H294382

H294468

H294540

H294618

H294698

H294793

H293947

H294099

H294202

H294303

H294385

H294469

H294541

H294620

H294701

H294796

H293952

H294100

H294203

H294306

H294386

H294470

H294542

H294621

H294705

H294797

H293953

H294102

H294204

H294307

H294387

H294472

H294545

H294623

H294707

H294798

H293954

H294104

H294206

H294311

H294393

H294474

H294546

H294625

H294711

H294801

H293955

H294105

H294207

H294316

H294394

H294476

H294547

H294626

H294712

H294803

H293957

H294106

H294210

H294317

H294395

H294477

H294548

H294630

H294715

H294806

H293960

H294111

H294212

H294319

H294397

H294478

H294549

H294632

H294716

H294807

H293964

H294114

H294213

H294320

H294398

H294479

H294550

H294637

H294719

H294808

H293971

H294118

H294215

H294321

H294401

H294482

H294551

H294640

H294720

H294813

H293981

H294122

H294216

H294322

H294402

H294488

H294552

H294643

H294723

H294815

H293984

H294126

H294219

H294325

H294403

H294493

H294553

H294644

H294724

H294826

H293989

H294128

H294224

H294326

H294404

H294494

H294554

H294645

H294726

H294827

H293993

H294130

H294227

H294329

H294406

H294497

H294556

H294646

H294727

H294829

H294002

H294133

H294232

H294330

H294409

H294498

H294557

H294652

H294728

H294004

H294134

H294238

H294331

H294414

H294499

H294565

H294654

H294729
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