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Fluid/Blood Leak

Accessory Incompatible

Failure to Interrogate

Deformation Due to Compressive Stress
Difficult to Open or Close

Failure to Deliver

Inflation Problem

Burst Container or Vessel

Difficult to Fold, Unfold or Collapse
Melted

Inadequate Instructions for Healthcare Professional
Material Discolored

Gradient Increase

Lack of Effect

Difficult to Advance

Patient Device Interaction Problem
Device Stenosis

Degraded

Device Dislodged or Dislocated
Premature Discharge of Battery
Loose or Intermittent Connection
Entrapment of Device

Retraction Problem

Sparking

Patient-Device Incompatibility
Migration or Expulsion of Device
Electrical Shorting

Intermittent Loss of Power

Gas/Air Leak

Nonstandard Device

Incorrect Measurement

Fracture

Difficult to Remove

Break

Insufficient Information

Material Separation

Device Appears to Trigger Rejection

Biocompatibility

Adverse Event Without Identified Device or Use..

Failure to Deflate
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No Visual Prompts/Feedback 1

Filling Problem
Use of Device Problem

No Display/Image |
Thermal Decomposition of Device |

No Device Output

Erratic or Intermittent Display
No Apparent Adverse Event
Stretched

Display Difficult to Read |

Inability to Irrigate

Failure to Zero

High impedance

Delivered as Unsterile Product

Gas Output Problem

Failure to Read Input Signal
Precipitate in Device or Device Ingredient
Failure to Prime

Powder Leak

Data Problem

Dull, Blunt

Burst Container or Vessel

Flaked

Difficult to Fold, Unfold or Collapse

Fitting Problem |

Defective Device
Infusion or Flow Problem

Device Sensing Problem |
Tear, Rip or Hole in Device Packaging |

Air/Gas in Device

Signal Artifact/Noise

Device Markings/Labelling Problem
Environmental Compatibility Problem
Material Discolored

Entrapment of Device

Decoupling

Patient-Device Incompatibility
Failure to Advance

Display or Visual Feedback Problem
Loose or Intermittent Connection
Suction Failure

Key or Button Unresponsive/not Working
Premature Activation

Intermittent Loss of Power

Optical Obstruction

Insufficient Flow or Under Infusion
High Sensing Threshold

Fail-Safe Problem

Ejection Problem

Firing Problem

Device Ingredient or Reagent Problem
Difficult to Open or Close
Obstruction of Flow

Sensing Intermittently

False Alarm

Adhesive Too Strong

Backflow

Product Quality Problem

Missing Information

Failure to Deliver
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Circuit Failure

Suction Problem

Low Readings

Free or Unrestricted Flow

Component Incompatible
Communication or Transmission Problem
Power Problem

Scratched Material

Failure to Power Up

Failure to Form Staple

Material Fragmentation

Failure to Eject

Device Alarm System

Defective Component

Device Damaged Prior to Use

Material Perforation

Peeled/Delaminated

Incorrect Measurement

Misassembled

Misfire

Accessory Incompatible

Material Frayed

Partial Blockage

Difficult to Advance

Material Disintegration

Coagulation in Device or Device Ingredient
Difficult to Remove

Failure to Align

Restricted Flow rate

Deformation Due to Compressive Stress
Deflation Problem

Material Twisted/Bent

Component or Accessory Incompatibility
Unsealed Device Packaging

Mechanical Jam

Activation Failure

Complete Blockage

Difficult to Open or Remove Packaging Material
Failure to Fire

Inflation Problem

Detachment of Device or Device Component
Failure to Cut

Device Misassembled During Manufacturing /Shipping
Failure to Sense

Gas/Air Leak

Material Deformation

Failure to Deflate

Material Puncture/Hole

Material Split, Cut or Torn

No Flow

Physical Resistance/Sticking

Retraction Problem

Crack

Device Dislodged or Dislocated

Device Contaminated During Manufacture or Shipping
Material Separation

Component Missing

Device Contaminated at the User Facility
Fracture

Break

Fluid/Blood Leak

Nonstandard Device
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