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Improper or Incorrect Procedure or Method
Intravalvular regurgitation
Biocompatibility

Failure to Interrogate

Material Split, Cut or Torn

Pumping Stopped

Difficult to Advance

Off-Label Use

Unintended Ejection

Migration or Expulsion of Device
Increased Pump Speed

Unspecified Valve Regurgitation
Sensing Intermittently

Device Dislodged or Dislocated

Device Appears to Trigger Rejection
Adhesive Too Strong

Fluid/Blood Leak

Migration

Patient-Device Incompatibility

Device Tipped Over

Gas/Air Leak

Fracture

Nonstandard Device

Detachment of Device or Device Component
Insufficient Device Problem Information

Break

Adverse Event Without Identified Device or Use
Problem
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Failure to Seal |

Misfire

Migration or Expulsion of Device
Unintended System Motion

Failure to Deliver Energy

Decrease in Pressure

Contamination

Telemetry Discrepancy

Measurement System Incompatibility
Suction Failure

Excess Flow or Over-Infusion

False Alarm

Application Network Problem
Expulsion

Defective Alarm

Corroded

Decrease in Suction

Precipitate in Device or Device Ingredient
Device Ingredient or Reagent Problem
Delivered as Unsterile Product
Material Protrusion/Extrusion

Patient Device Interaction Problem ]

Device Displays Incorrect Message
Packaging Problem

Dull, Blunt

Device-Device Incompatibility
Activation Problem

Device Slipped

Manufacturing, Packaging or Shipping Problem |

Deflation Problem

Loss of Threshold ]

Failure to Disconnect

Leak/Splash |
Device Appears to Trigger Rejection |
Insufficient Device Problem Information |

Under-Sensing

Infusion or Flow Problem ]
Solder Joint Fracture ]

Device Difficult to Setup or Prepare

Failure to Advance ]

Increase in Pressure

Difficult to Flush ]

Incorrect, Inadequate or Imprecise Result or Readings
Difficult or Delayed Positioning

Incorrect Measurement

Degraded

Incorrect Interpretation of Signal
Naturally Worn

High Readings

Firing Problem

High impedance

Failure to Zero

Gradient Increase

Difficult or Delayed Separation

Device Damaged Prior to Receipt by User
Complete Blockage

Gas Output Problem

Clumping in Device or Device Ingredient
Failure to Calibrate

Difficult or Delayed Activation
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Dent in Material
Missing Information
Material Discolored
Material Twisted/Bent
Material Too Rigid or Stiff
Signal Artifact/Noise
Component or Accessory Incompatibility
Sensing Intermittently
Device Markings/Labelling Problem
Premature Discharge of Battery
Adhesive Too Strong
Noise, Audible
Backflow
No Device Output
Failure to Transmit Record
Migration
Defective Device
Separation Failure
Failure to Align
Difficult to Advance
Extra Components
Moisture or Humidity Problem
Entrapment of Device
Difficult to Open or Close
Unintended Ejection
No Display/Image
Failure to Form Staple
Failure to Eject
Obstruction of Flow
Failure to Cut
Component Misassembled
Air/Gas in Device
Failure to Charge
Defective Component
Failure to Unfold or Unwrap
Partial Blockage
Difficult to Remove
Positioning Failure
Difficult to Fold, Unfold or Collapse
Burst Container or Vessel
Device Sensing Problem
Unintended Deflation
Peeled/Delaminated
Material Perforation
Accessory Incompatible
Deformation Due to Compressive Stress
Mechanical Jam
Failure to Deliver
Activation Failure
Component Incompatible
Restricted Flow rate
Coagulation in Device or Device Ingredient
Unsealed Device Packaging
Device Misassembled During Manufacturing /Shipping
Tear, Rip or Hole in Device Packaging
Inflation Problem jmesm 12
Failure to Fire mesm 13
Material Puncture/Hole s 13
Difficult to Open or Remove Packaging Material s 15
Retraction Problem jmessss 17
Physical Resistance/Sticking jmemm 10
Gas/Air Leak s 19
Failure to Sense jmwmsm 19
Failure to Deflate jmm——m 20
Detachment of Device or Device Component s 20
Material Deformation s 22
Device Dislodged or Dislocated je—m 24
Crack = 24
No Flow = 3]
Material Split, Cut or Torn j— ()
Material Separation ————— 45
Component Missing ss——— ]
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Break 76
Device Contaminated During Manufacture or Shipping 77
Nonstandard Device 95
Fracture 102
Fluid/Blood Leak : 142 .
0 100 200
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