Abbott Medical
6035 Stoneridge Drive

URGENT MEDICAL DEVICE CORRECTION Pleasanton, CA 94588
HeartMate 3™ LVAS Implant Kit (Model: 106524US) USA
HeartMate 3™ System Controller (Model: 106531US)
Abbott HeartMate 3™ System Controller Low Flow 2.0 (Model 106531LF2)

July 2024
Dear Valued Customer,

Abbott is notifying customers of a potential issue identified with the HeartMate 3™ System Controller (Model 106531US
and Model 106531LF2) which is provided within the HeartMate 3™ Left Ventricular Assist System (LVAS) Implant Kit
(Model 106524US) or distributed separately. These controllers were distributed after March 2024.

Abbott has identified that there is a potential for the controllers to have a lifted User Interface (Ul) membrane that when
present, is observed along the edge of the controller housing, near the Display Button as highlighted in images below.
The product is not being removed from the field. As of June 25, 2024, Abbott had not received any complaints for this
issue. Subsequently, Abbott communicated the possibility of this issue and provided initial instructions to customers to
inspect Controllers for the Ul membrane lift. As of July 8, 2024, after providing these instructions to inspect, Abbott has
received 4 complaints where a lifted Ul membrane was observed by customer with no patient harm reported. It is
unlikely that any serious adverse health consequences would occur as a result of the lifted User Interface membrane as
detailed below.

Please review Appendix A for the specific serial numbers within the scope of this notification.

Impact and Associated Risks:

If the Ul membrane is lifted and if the controller were to be exposed to fluid, there is a potential for fluid ingress into the
controller which may lead to damaged Printed Circuit Board Assemblies (PCBA). This could result in unexpected and
false positive alarms, as well as loss of the user interface (use of buttons, loss of visual alarms, etc.). Fluid ingress may
also lead to loss of power to the pump resulting in a pump stop, however this possibility is very rare due to
redundancies in the power path to the pump.

A lifted Ul membrane may result in a range of harms from anxiety, hemodynamic compromise, to possibly death. The
degree of harm depends on the level of fluid ingress and patient heart failure status. It is unlikely that any serious
adverse health consequences would occur as a result of the lifted Ul membrane. A serious adverse health
consequence can only occur when both redundant power lines are equally impacted due to this issue and alarms are
not addressed. There is a remote probability estimated as approximately 0.0011% that a medically reversible transient
adverse health consequence (e.g., hemodynamic compromise) may occur due to the fluid ingress and subsequent
degradation of controller function. In addition, degradation to one of the power paths to the pump would be detected by
the controller, which would issue associated alarms while maintaining pump speed. Healthcare providers and patients
are provided instructions to avoid exposing the controller to fluids per the Instructions For Use (IFU).

Recommendation:

»  Carefully inspect the controller at the edge near the Display Button to confirm that the Ul membrane is not lifted
(refer to provided visual examples) prior to using the controller or providing the controller to your patient. Do not
provide controllers with lifted Ul membrane to your patients and report controllers with lifted Ul membrane by
contacting Abbott Technical Support at 1-800-456-1477 or your local Abbott Representative. Note that
controllers that do not present a lifting Ul membrane will not lift over time.

Page 1 of 11



HeartMate 3 System Controller with Lift HeartMate 3 System Controller with no Lift
near the Display Button near the Display Button
Top Edge (close to Display button) View

» Provide enclosed Patient Letter to patients who have received any of the serial numbers on Appendix A
between March 2024 through June 2024, to explain this issue and reinforce to follow these instructions in the
Patient Handbook (PHB):

* Reinforce requirement to patient to perform the daily Self-Test to verify the display works appropriately as listed
in “Performing a System Controller Self-Test” on pages 2-29 — 2-30 of the IFU, and pages 42-43 of the PHB.
These sections can be downloaded from the Abbott Manuals website eLabeling | Abbott (eifu.abbott) which can
be accessed at https://manuals.eifu.abbott/en/index.html.

» Reinforce “General Warning” and “Warnings and Cautions” within the IFU and the PHB to protect the controller
from exposure to fluids and keep it dry at all times. In addition, patients who are permitted to shower by a
doctor, must use the Shower Bag for every shower. The Shower Bag protects the external system components
from water and moisture. Refer to Appendix B for images of Shower Bag.

Abbott has implemented an additional inspection point within the manufacturing process as an immediate action and
will implement additional corrective actions to address this issue. While investigation and implementation of corrective
actions is ongoing, in order to support patients who require an implant, Abbott will continue to distribute potentially
affected controllers and implant kits until inventory of nonaffected controllers is available. The serial numbers affected
by this notice will be continuously updated on the Abbott Product Advisory Website: Cardiovascular Product
Advisories | Abbott.

Please complete the acknowledgement form included with this letter and return to Abbott. Also, distribute this notice
to those who need to be aware within your institution and to any organization where potentially affected devices may
have been transferred in the event that devices were transferred elsewhere.

Adverse reactions or quality problems experienced with the use of this product may be reported to the FDA's
MedWatch Adverse Event Reporting program either online, by regular mail or by fax. To submit your report:

+  Complete the voluntary Form FDA 3500 online at https://www.fda.gov/safety/medical-product-safety-
information/medwatch-forms-fda-safety-reporting.

* Download the form from FDA.gov or call 1-800-332-1088 to request a reporting form, then complete and return
it to the address on the pre-addressed form or submit it by fax to 1-800-FDA-0178.
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Abbott is committed to providing the highest quality products and support, and we thank you for your

partnership in assisting us with this process. Should you have any questions about this notice, please contact your
Abbott representative or Technical Support at 1-800-456-1477.

Sincerely,

o et \DAguaa

Benjyna Obasuyi
Director Quality Assurance
Abbott Heart Failure

Enclosures:
¢ Patient Letter
¢ Acknowledgement Form
¢ Appendix A — Serial Number List
¢ Appendix B — Image of Shower Bag
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Serial Number

Appendix A: Serial Numbers in Scope as of June 2024

Controller Serial Number Range: HSC-133326 to HSC-134579

HSC-133326

Serial Number

HSC-134168

HSC-134330

Serial Number

HSC-134242

HSC-134331

HSC-134400

Serial Number

HSC-134244

HSC-134333

HSC-134401

HSC-134450

Serial Number

HSC-134245

HSC-134334

HSC-134402

HSC-134451

HSC-134499

HSC-134246

HSC-134335

HSC-134403

HSC-134452

HSC-134500

HSC-134247

HSC-134336

HSC-134404

HSC-134454

HSC-134501

HSC-134252

HSC-134337

HSC-134405

HSC-134462

HSC-134502

HSC-134253

HSC-134338

HSC-134406

HSC-134463

HSC-134503

HSC-134254

HSC-134339

HSC-134407

HSC-134464

HSC-134504

HSC-134255

HSC-134340

HSC-134408

HSC-134465

HSC-134505

HSC-134256

HSC-134341

HSC-134409

HSC-134466

HSC-134506

HSC-134257

HSC-134343

HSC-134410

HSC-134467

HSC-134507

HSC-134258

HSC-134344

HSC-134411

HSC-134468

HSC-134508

HSC-134302

HSC-134345

HSC-134412

HSC-134469

HSC-134509

HSC-134303

HSC-134346

HSC-134413

HSC-134470

HSC-134510

HSC-134304

HSC-134348

HSC-134414

HSC-134471

HSC-134511

HSC-134305

HSC-134350

HSC-134415

HSC-134472

HSC-134512

HSC-134306

HSC-134372

HSC-134416

HSC-134473

HSC-134513

HSC-134307

HSC-134373

HSC-134417

HSC-134474

HSC-134514

HSC-134309

HSC-134374

HSC-134418

HSC-134475

HSC-134515

HSC-134310

HSC-134375

HSC-134419

HSC-134476

HSC-134516

HSC-134311

HSC-134376

HSC-134420

HSC-134477

HSC-134517

HSC-134312

HSC-134377

HSC-134422

HSC-134478

HSC-134518

HSC-134313

HSC-134378

HSC-134423

HSC-134479

HSC-134519

HSC-134314

HSC-134379

HSC-134424

HSC-134480

HSC-134520

HSC-134315

HSC-134380

HSC-134425

HSC-134481

HSC-134521

HSC-134316

HSC-134381

HSC-134426

HSC-134482

HSC-134522

HSC-134317

HSC-134382

HSC-134427

HSC-134483

HSC-134523

HSC-134318

HSC-134383

HSC-134428

HSC-134484

HSC-134524

HSC-134319

HSC-134384

HSC-134429

HSC-134485

HSC-134525

HSC-134320

HSC-134385

HSC-134430

HSC-134486

HSC-134526

HSC-134321

HSC-134386

HSC-134431

HSC-134487

HSC-134527

HSC-134322

HSC-134387

HSC-134434

HSC-134488

HSC-134528

HSC-134323

HSC-134388

HSC-134440

HSC-134489

HSC-134529

HSC-134324

HSC-134390

HSC-134442

HSC-134490

HSC-134530

HSC-134325

HSC-134392

HSC-134443

HSC-134491

HSC-134531

HSC-134326

HSC-134393

HSC-134444

HSC-134492

HSC-134572

HSC-134327

HSC-134394

HSC-134445

HSC-134493

HSC-134573

HSC-134328

HSC-134395

HSC-134446

HSC-134494

HSC-134574

HSC-134329

HSC-134396

HSC-134447

HSC-134495

HSC-134575

HSC-134398

HSC-134448

HSC-134496

HSC-134576

HSC-134449

HSC-134497

HSC-134577

HSC-134498

HSC-134578

HSC-134579
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Serial Number

Appendix A: Serial Numbers in Scope as of June 2024

Controller Serial Number Range: HSC-134580 to HSC-134840

HSC-134580

Serial Number

HSC-134581

HSC-134630

Serial Number

HSC-134582

HSC-134631

HSC-134671

Serial Number

HSC-134583

HSC-134632

HSC-134672

HSC-134743

Serial Number

HSC-134584

HSC-134633

HSC-134673

HSC-134744

HSC-134798

HSC-134585

HSC-134634

HSC-134674

HSC-134745

HSC-134799

HSC-134586

HSC-134635

HSC-134675

HSC-134748

HSC-134800

HSC-134587

HSC-134636

HSC-134676

HSC-134749

HSC-134801

HSC-134588

HSC-134637

HSC-134677

HSC-134750

HSC-134802

HSC-134589

HSC-134638

HSC-134678

HSC-134752

HSC-134803

HSC-134590

HSC-134639

HSC-134679

HSC-134755

HSC-134804

HSC-134591

HSC-134640

HSC-134680

HSC-134756

HSC-134805

HSC-134593

HSC-134641

HSC-134682

HSC-134757

HSC-134806

HSC-134602

HSC-134642

HSC-134683

HSC-134758

HSC-134807

HSC-134603

HSC-134643

HSC-134684

HSC-134759

HSC-134808

HSC-134604

HSC-134644

HSC-134685

HSC-134760

HSC-134809

HSC-134605

HSC-134645

HSC-134686

HSC-134761

HSC-134810

HSC-134606

HSC-134646

HSC-134687

HSC-134762

HSC-134811

HSC-134607

HSC-134647

HSC-134688

HSC-134763

HSC-134812

HSC-134608

HSC-134648

HSC-134689

HSC-134764

HSC-134813

HSC-134609

HSC-134649

HSC-134690

HSC-134765

HSC-134814

HSC-134610

HSC-134650

HSC-134691

HSC-134766

HSC-134815

HSC-134611

HSC-134651

HSC-134692

HSC-134767

HSC-134816

HSC-134612

HSC-134652

HSC-134693

HSC-134768

HSC-134818

HSC-134613

HSC-134653

HSC-134694

HSC-134769

HSC-134819

HSC-134614

HSC-134654

HSC-134695

HSC-134770

HSC-134820

HSC-134615

HSC-134655

HSC-134696

HSC-134771

HSC-134821

HSC-134616

HSC-134656

HSC-134697

HSC-134772

HSC-134822

HSC-134617

HSC-134657

HSC-134698

HSC-134773

HSC-134823

HSC-134618

HSC-134658

HSC-134699

HSC-134774

HSC-134824

HSC-134619

HSC-134659

HSC-134700

HSC-134775

HSC-134825

HSC-134620

HSC-134660

HSC-134701

HSC-134776

HSC-134826

HSC-134621

HSC-134661

HSC-134726

HSC-134786

HSC-134827

HSC-134622

HSC-134662

HSC-134729

HSC-134787

HSC-134828

HSC-134623

HSC-134663

HSC-134730

HSC-134788

HSC-134829

HSC-134624

HSC-134664

HSC-134733

HSC-134789

HSC-134830

HSC-134625

HSC-134665

HSC-134736

HSC-134790

HSC-134831

HSC-134626

HSC-134666

HSC-134737

HSC-134791

HSC-134832

HSC-134627

HSC-134667

HSC-134738

HSC-134792

HSC-134833

HSC-134628

HSC-134668

HSC-134739

HSC-134793

HSC-134834

HSC-134629

HSC-134669

HSC-134740

HSC-134794

HSC-134835

HSC-134670

HSC-134741

HSC-134795

HSC-134836

HSC-134742

HSC-134796

HSC-134837

HSC-134797

HSC-134839

HSC-134840
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Serial Number

Appendix A: Serial Numbers in Scope as of June 2024

Controller Serial Number Range: HSC-134841 to HSC-141790

HSC-134841

Serial Number

HSC-134842

HSC-134895

Serial Number

HSC-134843

HSC-134897

HSC-134976

Serial Number

HSC-134844

HSC-134898

HSC-134977

HSC-141647

Serial Number

HSC-134845

HSC-134899

HSC-134978

HSC-141648

HSC-141712

HSC-134856

HSC-134900

HSC-134979

HSC-141649

HSC-141713

HSC-134857

HSC-134901

HSC-134980

HSC-141650

HSC-141714

HSC-134858

HSC-134902

HSC-134981

HSC-141651

HSC-141715

HSC-134859

HSC-134903

HSC-134982

HSC-141652

HSC-141716

HSC-134860

HSC-134904

HSC-134983

HSC-141653

HSC-141717

HSC-134861

HSC-134906

HSC-134984

HSC-141654

HSC-141718

HSC-134862

HSC-134907

HSC-134985

HSC-141655

HSC-141719

HSC-134863

HSC-134908

HSC-134996

HSC-141656

HSC-141745

HSC-134864

HSC-134909

HSC-134997

HSC-141657

HSC-141746

HSC-134865

HSC-134910

HSC-134998

HSC-141658

HSC-141748

HSC-134866

HSC-134911

HSC-134999

HSC-141659

HSC-141749

HSC-134867

HSC-134912

HSC-141620

HSC-141660

HSC-141760

HSC-134868

HSC-134913

HSC-141621

HSC-141661

HSC-141761

HSC-134869

HSC-134914

HSC-141622

HSC-141662

HSC-141762

HSC-134871

HSC-134915

HSC-141623

HSC-141663

HSC-141764

HSC-134872

HSC-134916

HSC-141624

HSC-141664

HSC-141765

HSC-134873

HSC-134917

HSC-141625

HSC-141665

HSC-141766

HSC-134875

HSC-134918

HSC-141626

HSC-141666

HSC-141768

HSC-134876

HSC-134919

HSC-141627

HSC-141667

HSC-141769

HSC-134877

HSC-134920

HSC-141628

HSC-141691

HSC-141770

HSC-134878

HSC-134921

HSC-141629

HSC-141692

HSC-141771

HSC-134879

HSC-134922

HSC-141630

HSC-141693

HSC-141772

HSC-134880

HSC-134923

HSC-141631

HSC-141694

HSC-141773

HSC-134881

HSC-134924

HSC-141632

HSC-141695

HSC-141774

HSC-134882

HSC-134925

HSC-141633

HSC-141696

HSC-141775

HSC-134883

HSC-134927

HSC-141634

HSC-141697

HSC-141776

HSC-134885

HSC-134933

HSC-141635

HSC-141698

HSC-141777

HSC-134886

HSC-134934

HSC-141636

HSC-141699

HSC-141778

HSC-134887

HSC-134936

HSC-141637

HSC-141700

HSC-141779

HSC-134888

HSC-134937

HSC-141638

HSC-141701

HSC-141780

HSC-134889

HSC-134938

HSC-141639

HSC-141702

HSC-141781

HSC-134890

HSC-134939

HSC-141640

HSC-141704

HSC-141782

HSC-134891

HSC-134940

HSC-141641

HSC-141705

HSC-141783

HSC-134892

HSC-134942

HSC-141642

HSC-141706

HSC-141784

HSC-134893

HSC-134943

HSC-141643

HSC-141707

HSC-141785

HSC-134894

HSC-134944

HSC-141644

HSC-141708

HSC-141786

HSC-134945

HSC-141645

HSC-141709

HSC-141787

HSC-141646

HSC-141710

HSC-141788

HSC-141711

HSC-141789

HSC-141790
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Serial Number

Appendix A: Serial Numbers in Scope as of June 2024

Controller Serial Number Range: HSC-141791 to HSC-142739

HSC-141791

Serial Number

HSC-141792

HSC-141864

Serial Number

HSC-141793

HSC-141865

HSC-141972

Serial Number

HSC-141794

HSC-141866

HSC-141973

HSC-142602

Serial Number

HSC-141795

HSC-141867

HSC-141974

HSC-142604

HSC-142687

HSC-141796

HSC-141868

HSC-141975

HSC-142605

HSC-142688

HSC-141797

HSC-141869

HSC-141976

HSC-142608

HSC-142689

HSC-141798

HSC-141890

HSC-141977

HSC-142609

HSC-142693

HSC-141799

HSC-141891

HSC-141978

HSC-142621

HSC-142694

HSC-141830

HSC-141892

HSC-142504

HSC-142623

HSC-142696

HSC-141831

HSC-141893

HSC-142505

HSC-142624

HSC-142697

HSC-141832

HSC-141894

HSC-142508

HSC-142625

HSC-142698

HSC-141833

HSC-141895

HSC-142510

HSC-142626

HSC-142699

HSC-141834

HSC-141896

HSC-142511

HSC-142628

HSC-142702

HSC-141836

HSC-141897

HSC-142512

HSC-142629

HSC-142704

HSC-141837

HSC-141898

HSC-142513

HSC-142640

HSC-142706

HSC-141838

HSC-141899

HSC-142514

HSC-142641

HSC-142707

HSC-141839

HSC-141900

HSC-142519

HSC-142642

HSC-142708

HSC-141840

HSC-141901

HSC-142530

HSC-142645

HSC-142710

HSC-141841

HSC-141902

HSC-142531

HSC-142646

HSC-142711

HSC-141842

HSC-141903

HSC-142533

HSC-142647

HSC-142712

HSC-141844

HSC-141904

HSC-142535

HSC-142648

HSC-142713

HSC-141845

HSC-141905

HSC-142536

HSC-142650

HSC-142714

HSC-141846

HSC-141906

HSC-142539

HSC-142651

HSC-142715

HSC-141847

HSC-141907

HSC-142565

HSC-142652

HSC-142716

HSC-141848

HSC-141908

HSC-142570

HSC-142653

HSC-142717

HSC-141849

HSC-141909

HSC-142571

HSC-142654

HSC-142718

HSC-141850

HSC-141930

HSC-142572

HSC-142656

HSC-142720

HSC-141851

HSC-141932

HSC-142573

HSC-142657

HSC-142721

HSC-141852

HSC-141933

HSC-142574

HSC-142659

HSC-142722

HSC-141853

HSC-141934

HSC-142575

HSC-142661

HSC-142723

HSC-141854

HSC-141951

HSC-142576

HSC-142662

HSC-142724

HSC-141855

HSC-141952

HSC-142577

HSC-142663

HSC-142726

HSC-141856

HSC-141953

HSC-142578

HSC-142666

HSC-142727

HSC-141857

HSC-141954

HSC-142579

HSC-142667

HSC-142728

HSC-141858

HSC-141955

HSC-142590

HSC-142669

HSC-142729

HSC-141859

HSC-141956

HSC-142592

HSC-142671

HSC-142730

HSC-141860

HSC-141957

HSC-142593

HSC-142680

HSC-142732

HSC-141861

HSC-141958

HSC-142597

HSC-142681

HSC-142733

HSC-141862

HSC-141959

HSC-142598

HSC-142682

HSC-142734

HSC-141863

HSC-141970

HSC-142599

HSC-142683

HSC-142735

HSC-141971

HSC-142600

HSC-142684

HSC-142736

HSC-142601

HSC-142685

HSC-142737

HSC-142686

HSC-142738

HSC-142739

Page 7 of 11




Serial Number

Appendix A: Serial Numbers in Scope as of June 2024

Controller Serial Number Range: HSC-142741 to HSC-143328

HSC-142741

Serial Number

HSC-142742

HSC-142813

Serial Number

HSC-142744

HSC-142814

HSC-143073

Serial Number

HSC-142745

HSC-142815

HSC-143075

HSC-143138

Serial Number

HSC-142747

HSC-142816

HSC-143077

HSC-143140

HSC-143226

HSC-142748

HSC-142817

HSC-143078

HSC-143142

HSC-143227

HSC-142749

HSC-142818

HSC-143079

HSC-143143

HSC-143228

HSC-142761

HSC-142819

HSC-143080

HSC-143145

HSC-143232

HSC-142763

HSC-142820

HSC-143081

HSC-143146

HSC-143233

HSC-142765

HSC-142821

HSC-143082

HSC-143147

HSC-143234

HSC-142767

HSC-142822

HSC-143083

HSC-143149

HSC-143235

HSC-142769

HSC-142824

HSC-143084

HSC-143150

HSC-143237

HSC-142770

HSC-142829

HSC-143085

HSC-143162

HSC-143238

HSC-142771

HSC-142830

HSC-143086

HSC-143164

HSC-143240

HSC-142772

HSC-142835

HSC-143087

HSC-143165

HSC-143241

HSC-142773

HSC-142837

HSC-143088

HSC-143166

HSC-143242

HSC-142774

HSC-142838

HSC-143089

HSC-143167

HSC-143243

HSC-142775

HSC-142839

HSC-143090

HSC-143177

HSC-143244

HSC-142776

HSC-142851

HSC-143091

HSC-143181

HSC-143245

HSC-142777

HSC-142853

HSC-143100

HSC-143182

HSC-143246

HSC-142778

HSC-142854

HSC-143101

HSC-143183

HSC-143247

HSC-142779

HSC-142899

HSC-143112

HSC-143184

HSC-143249

HSC-142780

HSC-142902

HSC-143113

HSC-143185

HSC-143250

HSC-142781

HSC-142904

HSC-143114

HSC-143186

HSC-143251

HSC-142782

HSC-142922

HSC-143115

HSC-143187

HSC-143252

HSC-142783

HSC-142923

HSC-143116

HSC-143188

HSC-143253

HSC-142785

HSC-142927

HSC-143117

HSC-143189

HSC-143254

HSC-142786

HSC-142929

HSC-143118

HSC-143192

HSC-143256

HSC-142787

HSC-142940

HSC-143119

HSC-143194

HSC-143257

HSC-142788

HSC-142942

HSC-143121

HSC-143195

HSC-143258

HSC-142789

HSC-142943

HSC-143124

HSC-143196

HSC-143262

HSC-142790

HSC-142944

HSC-143125

HSC-143197

HSC-143263

HSC-142791

HSC-142945

HSC-143126

HSC-143198

HSC-143265

HSC-142792

HSC-142946

HSC-143127

HSC-143199

HSC-143282

HSC-142793

HSC-142948

HSC-143128

HSC-143200

HSC-143302

HSC-142794

HSC-142992

HSC-143129

HSC-143201

HSC-143304

HSC-142795

HSC-142994

HSC-143130

HSC-143212

HSC-143315

HSC-142796

HSC-142996

HSC-143131

HSC-143213

HSC-143317

HSC-142798

HSC-142997

HSC-143133

HSC-143214

HSC-143318

HSC-142810

HSC-142998

HSC-143134

HSC-143215

HSC-143319

HSC-142811

HSC-142999

HSC-143135

HSC-143217

HSC-143321

HSC-143001

HSC-143136

HSC-143218

HSC-143322

HSC-143137

HSC-143219

HSC-143323

HSC-143223

HSC-143324

HSC-143328
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Serial Number

Appendix A: Serial Numbers in Scope as of June 2024

Controller Serial Number Range: HSC-143330 to HSC-144461

HSC-143330

Serial Number

HSC-143331

HSC-143402

Serial Number

HSC-143333

HSC-143403

HSC-143541

Serial Number

HSC-143334

HSC-143404

HSC-143543

HSC-143655

Serial Number

HSC-143335

HSC-143405

HSC-143546

HSC-143656

HSC-143728

HSC-143336

HSC-143406

HSC-143548

HSC-143657

HSC-143742

HSC-143337

HSC-143407

HSC-143563

HSC-143659

HSC-143743

HSC-143338

HSC-143408

HSC-143564

HSC-143660

HSC-143744

HSC-143339

HSC-143409

HSC-143565

HSC-143662

HSC-143745

HSC-143340

HSC-143410

HSC-143566

HSC-143663

HSC-143746

HSC-143341

HSC-143412

HSC-143567

HSC-143664

HSC-143747

HSC-143342

HSC-143414

HSC-143568

HSC-143665

HSC-143748

HSC-143343

HSC-143416

HSC-143569

HSC-143666

HSC-143749

HSC-143344

HSC-143417

HSC-143570

HSC-143668

HSC-143750

HSC-143345

HSC-143419

HSC-143571

HSC-143671

HSC-143751

HSC-143346

HSC-143420

HSC-143572

HSC-143692

HSC-143762

HSC-143347

HSC-143421

HSC-143573

HSC-143693

HSC-143767

HSC-143348

HSC-143449

HSC-143574

HSC-143694

HSC-143768

HSC-143349

HSC-143450

HSC-143576

HSC-143695

HSC-143832

HSC-143350

HSC-143451

HSC-143577

HSC-143696

HSC-143833

HSC-143351

HSC-143464

HSC-143579

HSC-143697

HSC-143834

HSC-143363

HSC-143481

HSC-143580

HSC-143698

HSC-143835

HSC-143364

HSC-143482

HSC-143581

HSC-143699

HSC-143836

HSC-143365

HSC-143483

HSC-143582

HSC-143700

HSC-143837

HSC-143366

HSC-143484

HSC-143584

HSC-143701

HSC-143838

HSC-143367

HSC-143485

HSC-143587

HSC-143702

HSC-143839

HSC-143370

HSC-143486

HSC-143588

HSC-143704

HSC-143840

HSC-143371

HSC-143487

HSC-143589

HSC-143705

HSC-143841

HSC-143383

HSC-143488

HSC-143608

HSC-143706

HSC-143854

HSC-143385

HSC-143489

HSC-143610

HSC-143707

HSC-143855

HSC-143387

HSC-143490

HSC-143611

HSC-143708

HSC-143859

HSC-143388

HSC-143491

HSC-143612

HSC-143709

HSC-143861

HSC-143389

HSC-143492

HSC-143613

HSC-143710

HSC-143982

HSC-143390

HSC-143495

HSC-143614

HSC-143711

HSC-143983

HSC-143391

HSC-143496

HSC-143615

HSC-143712

HSC-144343

HSC-143392

HSC-143497

HSC-143616

HSC-143713

HSC-144385

HSC-143393

HSC-143498

HSC-143617

HSC-143714

HSC-144386

HSC-143394

HSC-143499

HSC-143618

HSC-143715

HSC-144389

HSC-143398

HSC-143500

HSC-143619

HSC-143716

HSC-144391

HSC-143399

HSC-143501

HSC-143620

HSC-143717

HSC-144393

HSC-143400

HSC-143537

HSC-143621

HSC-143719

HSC-144455

HSC-143538

HSC-143652

HSC-143720

HSC-144456

HSC-143654

HSC-143721

HSC-144457

HSC-143723

HSC-144458

HSC-144461
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Appendix A: Serial Numbers in Scope as of June 2024

Controller Serial Number Range: HSC-144570 to HSC-145022

Serial Number

Serial Number

HSC-144570

HSC-144684

HSC-144600

HSC-144685

HSC-144602

HSC-144689

HSC-144603

HSC-144690

HSC-144641

HSC-144794

HSC-144642

HSC-144797

HSC-144662

HSC-145022

Images of location of Controller Serial Number

Product Packaging

il 'Y E

Thoratec® HeartMate IlI™
System Controller

52
[EF] 106531INT | ool] 202407-08 | 55 20260428 |[SN] msczsass |

[ i

(21*‘50“515!(9‘)1&"7658)‘. <

Device Label

HeartMate 3™ @ @& @ wa
L CE “ngg?;:mdgeux.

REF] £002a0s0s
SN | Hsc-123456 [l 2707

Pleasanton, CA 94588 USA

Pictures are for reference only of the Serial Number location and do not reflect an actual impacted Serial Number.
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Appendix B — Image of Shower Bag

Refer to IFU pages 6-17 — 6-21 and PHB pages 152-157 on how to use the Shower Bag and the image below of the
Controller stored within the Shower Bag.

Images of Controller inside Shower Bag
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