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Shut Down Unexpectedly Due to a Premature Component Failure

	Device/ Product Description:
	Ventilators 

	
Brand:

	V60 

	
Affected product:

	


	Manufacturer:
	
PHILIPS Theraputic Care


	Problem:
	
A solder connection on the Power Management printed circuit board assembly (PCBA) of affected V60 ventilators is subject to solder connection failure. This solder joint connects a component (designated as R31) to the PCBA.
In the most common failure mode of the solder joint (estimated to be less than 1 in 650 of affected devices), the failure will cause the blower to lose power, spool down, and trigger a visual and audible High Priority “Check Vent” alarm (See Figure 1) to alert clinicians to switch the patient to alternative ventilation. This failure mode is referred to as an “open failure.”
A significantly less common failure mode was identified in which the solder experiences an intermittent connection. The intermittent connection disrupts expected operation and triggers the unit to shutdown unexpectedly. Should this intermittent failure occur, the ventilator will shut down without issuing an alarm.
In the event that the open failure mode occurs, the ventilator will cease to ventilate the patient, but will appropriately alarm to notify clinicians of the need for alternative ventilation. This may lead to moderate patient hypoxemia (reduced blood oxygen level).
In rare cases of an intermittent solder joint failure, an unexpected shutdown will occur ceasing ventilation without appropriate alarming and indication. Clinicians will not be alerted to the shut down by the V60 ventilator alarm, which could lead to hypercarbia (excess blood carbon-dioxide level) and severe hypoxemia if the loss of ventilation is not otherwise promptly recognized.


	Recommendation/Actions:
	
· Review this notice and ensure that affected personnel are aware of the contents. 
· Follow directions in the operator’s manual and in the Field Safety Notice to further reduce any risk associated with this potential failure. From the Operator’s Manual:
1. Use an external O2 monitor/analyzer and set the ventilator alarm thresholds appropriately.
2. Promptly attend to all alarms presented by the ventilator.
3. Ensure that an alternative means of ventilation is available whenever the ventilator is in use.
· Additional directions:
4. Determine whether the V60 ventilator is affected by this correction without interrupting therapy.
5. If a V60 ventilator experiences a shutdown, disconnect the patient and immediately start ventilation with an alternate device. Contact a local customer service contact to report the failure and to schedule corrective maintenance to replace the Power Management PCBA at a time when the ventilator will not be in use.


For more information, Please click here.

If you think you had a problem with your device or a device your patient uses, please do not hesitate to report the problem to SFDA through:
NCMDR
Vigilance system
19999 unified call center


	Devices/Products photo:
	


	Authorized Representative Details
		AR name:
	Philips Healthcare Saudi Arabia Ltd.

	Assigned Contact Person:
	Alawi AlKhadhrawi

	Mobile/Phone:
	0503879145

	Email:
	sfda.sa.met@philips.com
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		Affected Products in Saudi Arabia



		 Serial Number

		100051956

		100060589

		100060595

		100060596

		100060598

		100060603

		100061649

		100061651

		100061775

		100061780

		100096210

		100096341

		100096351

		100096400

		100096558

		100096609

		100003071

		100003161

		100005818

		100007210

		100007216

		100007343

		100007412

		100010704

		100010705

		100013964

		100014011

		100014026

		100016933

		100017398

		100017476

		100017480

		100017484

		100017485

		100017560

		100017561

		100020661

		100020745

		100020756

		100021179

		100021201

		100021202

		100021205

		100021207

		100021208

		100021287

		100021289

		100021294

		100021295

		100021297

		100021299

		100021302

		100021392

		100021395

		100021396

		100021397

		100021399

		100022042

		100022043

		100022044

		100022054

		100022144

		100022145

		100022146

		100022150

		100022152

		100022158

		100022160

		100022162

		100022240

		100024709

		100024882

		100024890

		100029327

		100029328

		100030119

		100030332

		100030347

		100030765

		100030772

		100030774

		100030778

		100030780

		100030781

		100030785

		100031140

		100031148

		100031151

		100031155

		100031156

		100031158

		100037537

		100037538

		100037554

		100038187

		100038188

		100038189

		100038190

		100038194

		100038200

		100038201

		100038205

		100038211

		100038213

		100038215

		100038286

		100038287

		100038288

		100038289

		100038290

		100038291

		100038292

		100038294

		100038295

		100038296

		100038297

		100039248

		100039763

		100039773

		100039781

		100039783

		100039785

		100039786

		100039787

		100039788

		100039790

		100039791

		100039792

		100039794

		100039795

		100039843

		100039846

		100039850

		100039851

		100039853

		100039854

		100039856

		100039857

		100039946

		100039947

		100039948

		100039949

		100039950

		100039951

		100039952

		100039954

		100039955

		100039957

		100039958

		100039959

		100039960

		100039965

		100039966

		100039967

		100043101

		100043113

		100043293

		100043297

		100043300

		100043314

		100043316

		100043317

		100043319

		100044335

		100044522

		100044524

		100044525

		100044537

		100044541

		100044544

		100044545

		100044546

		100045538

		100045545

		100045553

		100045555

		100045558

		100045562

		100045563

		100045566

		100050525

		100051949

		100051960

		100052388

		100052389

		100052391

		100052392

		100052393

		100052394

		100052395

		100052396

		100052397

		100052398

		100052402

		100052410

		100052847

		100052858

		100052861

		100052864

		100052865

		100052950

		100053602

		100053603

		100053786

		100060101

		100060102

		100060104

		100060105

		100060106

		100060109

		100060110

		100060111

		100060112

		100060115

		100060417

		100060477

		100060478

		100060479

		100060489

		100060580

		100060581

		100060582

		100060583

		100060584

		100060586

		100060587

		100060588

		100060590

		100060592

		100060601

		100060602

		100061650

		100061774

		100061776

		100061777

		100061778

		100061779

		100061781

		100061782

		100061783

		100061784

		100061785

		100061786

		100061787

		100061788

		100061789

		100061790

		100061791

		100061792

		100061793

		100061794

		100061795

		100061797

		100061799

		100061806

		100094217

		100094346

		100094391

		100094395

		100095588

		100095591

		100095593

		100095596

		100095751

		100095793

		100095794

		100095795

		100095796

		100095798

		100095799

		100096116

		100096117

		100096118

		100096119

		100096201

		100096204

		100096206

		100096207

		100096208

		100096300

		100096301

		100096302

		100096303

		100096304

		100096306

		100096340

		100096342

		100096344

		100096350

		100096384

		100096385

		100096386

		100096387

		100096388

		100096389

		100096390

		100096391

		100096393

		100096396

		100096399

		100096402

		100096543

		100096545

		100096547

		100096551

		100096552

		100096554

		100096555

		100096556

		100096557

		100096560

		100096610

		100096611

		100096612

		100097288

		100098000

		100098001

		100098475

		100099517

		100099522

		100099523

		100099526

		100099531

		100100168

		100100171

		100100172

		100100174

		100100175

		100100180

		100100183

		201000690

		201000691

		201000692

		201000693

		201000694

		201000695

		201000696

		201000698

		201000700

		201000703

		201000704

		201000705

		201000707

		201000709

		201000742

		201000744

		201000747

		201000749

		201000754

		201000756

		201000876

		201000880

		201000889

		201000891

		201000894

		201000900

		201000902

		201000903

		201001117

		201001863

		201001950

		201001958

		201001989

		201002101

		201002102

		201002104

		201002105

		201002698

		201002699

		201002707

		201002708

		201002711

		201002720

		201003386

		201003393

		201003395

		201003396

		201003397

		201003443

		201003447

		201003478

		201003482

		201003494
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