2,500

4 Impedance, low
t Deliver, failure to
Malfunction
Alarm,
Damage, I error of warning
_ internal/external ]
= I Error message
_ Sensing, invalid 3 given
(=] m”.
o™~
X R Normal
Battery, low m
oo N : :
| Threshold, B YE failure to deliver
g T o5
high €3> % 1
= m “m o
e .
£t — x5 RN wattunction
O o
m .m m o .
° ® L2 0
M H] Pace, failure to =30 <
%0 5ED Impedance, high
8 5
v E8g
.w & 0 Qa [
=ma Capture, o E
= m failure to = W Shock
_ $a inappropriate
o E| Interference 7 _
J Dislodged Noise
Lead(s),
_ fracture of Oversensing
Noise
_ Pace, failure to
Impedance,
| high
Oversensing Battery, low
Shock, =
! * inappropriate S Unknown
L] | | N A
g8 8 8 8 -°
: 2 B % 2= BB g 8828828 8g8"™
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%] 31

Permanent

Electrode, Pacemaker,

1,400
1,200
200

Normal

Implant,
repositioning of

Sensing, invalid

Pace, failure to

Threshold, loss of

QOversensing

Impedance, low

Lead(s),
fracture of

Noise

Threshold, high

Damage,
internal/external

Impedance, high

Dislodged

Capture,
failure to

Pulse—Generator,
| Pacemaker, Implantable

600
500

Battery, low

Measurements,
inaccurate

Normal

Noise

| Oversensing

Malfunction

1 Battery, premature

discharge of

Pacing
inadequately

Telemetry
discrepancies

1 Interrogate,

difficult to

Other

Impedance, high

Program, failure to

Interrogate,
failure to

Output, none

Pacer found
in back—up mode

Capture,
failure to

Pace, failure to

Unknown
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Coronary
—— Drug-Eluting Stent

X 33

iR

350

300

250

200

150

100

50
0

Balloon rupture

Balloon burst

Other

Dissection

Underdelivery

Unknown

Deliver, failure to

Device fragments
remain in patient

Removal
difficulties

Design/structure
problem

Advance,
failure to

Fracture(s) of
device/material

Occlusion

Device remains
implanted

Dislodged

|

Stent, Ec;r;nary

e

X 34

200

180

160

Deploy, failure to

Source,
detachment from

Deflation
difficulties

Positioning
difficulties

Qcclusion

Inflation
difficulties

Device breakage

Deploy, difficult
to

Device fragments
remain in patient

Device remains
implanted

Balloon rupture

Removal
difficulties

Advance, failure
to

Device, incorrect
care/use of

Dislodged
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—

Device, Hemostasis,|
Vascular

X 35

450

400

350

300

250

‘200

150

100

Other

Retract, failure to

Deploy, difficult
to

Insertion
difficulties

Device, removal
of (non—-implant)

Device, incorrect
care/use of

Mislocation

Device breakage

Source,
detachment from

Unknown

Deploy, failure to

Removal
difficulties

Couple, failure to

]Wire, Guide, Gatheteri

[ |

Bl Em

300

250

200

150

100

Steering wire
problem

Separates

Peeling

Fracture(s) of
device/material

Tears, rips,
holes in device

GComponent(s),
detachment of

Device breakage

Device, incorrect
care/use of

Removal
difficulties

Tip breakage

Source,
detachment from

Device fragments
remain in patient

Wire(s),
breakage of
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| Catheter, Angioplasty,

Peripheral, Transluminal

& 37

B

Il iausa

180

160

140

120

100

80

60

40

20

Tip breakage

Fracture(s) of
device/material

Device breakage

Calcification

Shaft break

Device fragments
remain in patient

Component(s),
detachment of

Deflation
difficulties

Balloon burst

Device, incorrect
care/use of

Removal
difficulties

Source,
detachment from

Balloon rupture
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HEICBELAHE ESN-HEDA, Adverse Event Z S =8EITDLVT
(Problem RBIZDWNTOEENZEhI-2 D)
€3N EN: T

3.000
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@ -} &
a 2 -
700 —#—Knee, Patellofemarotibial,
Semi-Constrained, Cemented, |
Polymer/Metal/Polymer

o ) Metal/Polymer, Cemented J

BEER R E RER (4 39 ——ti. Sari-Conetrsnad

—tr—Hip, Hemi—, Acetabular
. Cemented, Metal

500

| =&=Knee, Hemi~, Tibial.
Resurfacing (Uncemented)

==—Hip, Semi-Constrained.
Metal/Polymer,
Perous Uncemented

400

=—@—Knee, Femerotibial,
Semi-Constrained,
Cemented, Metal/Polymer

= Hip, Hemi—, Femoral,
Metal/Polymer, Cemanted
Or Uncemented

=——Hip, Semi—Constrained
(Metal Uncemented
Acetabular Component)

200

—=—Knee, Hemi—, Femoral

100
—o— Screw, Fixation, Bone

—{O—Knee, Patellofemorotibial,
Semi-Constrained,
Metal/Polymer. Mobile Bearing
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4 40

[Problemi#]

 EE—

1.800

1,600

1,400

1,200

600

Tip breakage
Explanted
Replace
Migration

Insertion difficulties

Implant,
repositioning of

Disassembly

Device remains
implanted

Malfunction

Implant breakage or
physical damage

Other
Device breakage

Device failure

Fracture(s) of
device/material

Component(s),
broken

Dislocated

Component(s),
worn

Unknown

Loose

Implant,
removal of

| —#—Loose

| —#—Component(s),

worn

==—Component(s),

broken

—#—Fracture(s) of

device/material

—@—Device failure

| =—]mplant breakage or
physical damage

‘ —6—Device breakage
‘ —-— Malfunction

—o— Disassembly

—0—Implant,

repositioning of

A

X 41 |

IR & R

————— | =fr—Dislocated

AV

\\
\

-]

450

400

350

300

250

200
150
00

2003

2008

2007

2005

2004

2002

2001
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Device failure

Malfunction

Fracture(s) of
device/material

Other

Component(s),
broken

Unknown

Loose

Component(s),
worn

Implant,
removal of

= 43

Knee, Hemi—, Tibial,

| Resurfacing (Uncemented)

|

353

250

50

Malfunction

Disassembly

Device failure

Fracture(s) of
device/material

Other

Component(s),
broken

Replace

Device breakage

Unknown

Component(s),
worn

Loose

Implant,
removal of
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& 44

Knee, Femorotibial,
Semi-Constrained,
Cemented, Metal/Polymer

321

120
100
80
60
40
20

Malfunction

Fracture(s) of
device/material

Flaking

Dislocated

Component(s),
broken

Unknown

Loose

Component(s),
worn

Implant,
removal of

] 45

B = = =

Hip, Semi—Constrained,
Metal/Polymer, Cemented

..

N

|

544

300
250

150
100
50
0

200

Lubrication

Disassembly

Clean, failure to

Device failure

Fracture(s) of
device/material

Component(s),
broken

Component(s),
worn

Dislocated

Unknown

Loose

Implant,
removal of
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x| 46

|
B

Hemi—, Acetabular

1.

, Cemented, Metal

\Mp

|

i1

i I L I

50

Migration

Device breakage

Device remains
implanted

Disassembly

Other

Component(s),
broken

Unknown

Dislocated

Loose

Component(s),
worn

Implant,
removal of

= 47

Metal/Polymer,
| Porous Uncemented |

Hip. Semi-Constrained,

Component(s),
incompatible

Malfunction

Disengaged

Device failure

Insertion
difficulties

Other

Device remains
implanted

Fracture(s) of
device/material

Component(s),
broken

Component(s),
worn

| Disassembly

Dislocated

Unknown

Loose

Implant,
removal of

160

140
80
60
40

43-95




%] 48

|Shoulder, Semi-Constrained
Metal/Polymer Cemented

'

|

i

79

35

30

25

20

15

0

Component(s),
broken

Other

Unknown

Dislocated

Loose

Component(s),
worn

Implant,
removal of

= 49

|Screw. Fixation, Bone\

36

n

17

30

Explanted

Device, or device
fragments
remain in patient

Implant breakage
or physical
damage

Device failure

Device breakage

Fracture(s) of
device/material

Component(s),
broken

Implant,
removal of

Unknown
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—

Fracture(s) of

i i Lo
device/material ose

40

.I
mV.v w
]
2!
& 2|
Device breakage | Device breakage
(S|
- |
]
= 5
al <
: 3
S| Device failure L Malposition
kS ﬂ_
X | | .M
L 7]
& g
= §
a % 2
X
L |
Implant, [ Implant,
removal of removal of
Component(s), Implant,
broken repositioning of
Implant breakage
Unknown or physical
% damage
g 8 B 8 £ 2 5" = 2 2 g = < = =
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Dislodged

%] 52

Disengaged

I Device failure

Unknown

Intramedullary ——

" Rod, Fixation, |
And Accessories

Component(s),
broken

Device breakage

Implant
removal of

Fracture(s) of
device/material
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-

Leak(s) A A Power, loss of
Implant, Battery, premature
reprogramming of discharge of
.| Disconnect , r“ﬂﬂﬂﬁmmu.o*
™ B
o ! <
_| Accuracy rate w Unit inactivated
B =

Procedure,
improper/incorrect

Pump, Infusion,
Implanted, Programmable

BN H D E SN-|EDA., Adverse Event o= E|

(Problem RBIZDWLWTOREALEIAI-ED)

(ZFDHhDHE2E)

-_—
—

=1
350
300
250
200
150
100

50

400

Unknown

Premature
explantation

| Kink

Underinfusion

Occlusion

| Repair

| Malfunction

Tears, rips, holes
in device

| Volume accuracy

Motor drive unit
stalled or jammed

Device remains
implanted

Explanted

Replace

Totally Implanted
For Pain Relief

Stimulator, Spinal-Cord,

L

318

160
140

20| Battery, low

| Shock, electrical

Charge, failure to

Continuity,
intermittent

EMI, compatibility

Implant,
repositioning of

Dislodged

Migration

Explanted

Implant,
reprogramming of

Device remains
implanted

Shock,
inappropriate

Impedance, high

Replace
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