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FDA CDRH

MAUDE(Manufacturer and User

Facility Device Experience Database)
MAUDE

1993

1991

1993
1996

MDR (Medical Device Reporting)

1992 1996

FDA
(Medical
Specialty panel)

(Control)

(Premarket Clearance)

Medical Specialty Regulation Medical Panel

(Advisory Committee) No. Specialty Code | Code
Clinical Chemistry Part 862 CH 75
Clinical Toxicology Part 862 X 91
Hematology Part 864 HE 81
Pathology Part 864 PA 88
Immunology Part 866 M 82
Microbiology Part 866 Ml 83
Anesthesiology Part 868 AN 73
Cardiovascular Part 870 CcV 74
Dental Part 872 DE 76
Ear, Nose, & Throat Part 874 EN 77
Gastroenterology & Urology | Part 876 GU 78
General & Plastic Surgery Part 878 SU 79
General Hospital Part 880 HO 80
Neurology Part 882 NE 84
Obstetrics/Gynecology Part 884 OB 85
Ophthalmic Part 886 oP 86
Orthopedic Part 888 OR 87
Physical Medicine Part 890 PM 89
Radiology Part 892 RA 90

Product Code
Code

Code

MAUDE
(MDR) (device)
(Patient)
(Text)

MDR 353523333073
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Product Code device

233
Code ( )
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Report Number
Class 1 2 3( )
Product Code 63 75 56 39 233
Report
Number device

patient MDR
(19,726 )

Report Number, Product Code,

(malfunction, injury, death,

Product Code 5,048 233
Device 395,818 | 361,709 21,421
MDR 451,062 | 344,048 19,726
Patient 451,944 | 361,709 21,421
Text 750,837 | 694,298 40,235
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Text "preakage"

Product

Code Device blank | Injury | Malfunction | Other
HWC SCREW, FIXATION, BONE 10 19 39 7 75
HRS PLATE, FIXATION, BONE 7 31 8 46
KWQ APPLIANCE, FIXATION, SPINAL INTERVERTEBRAL BODY 1 30 7 38
LXH ORTHOPEDIC MANUAL SURGICAL INSTRUMENT 3 8 24 3 38
HSH PROSTHESIS, KNEE, HEMI-, TIBIAL, RESURFACING (UNCEMENTED) 29 2 31
HSB ROD, FIXATION, INTRAMEDULLARY AND ACCESSORIES 4 13 11 28
KWP APPLIANCE, FIXATION, SPINAL INTERLAMINAL 21 4 3 28
JWH PROSTHESIS, KNEE, PATELLOFEMOROTIBIAL, SEMI-CONSTRAINED, 26 1 27
CEMENTED, POLYMER/METAL/POLYMER
HRX ARTHROSCOPE 1 4 15 3 23
JDI PROSTHESIS, HIP, SEMI-CONSTRAINED, METAL/POLYMER, CEMENTED 3 18 21
JDS NAIL, FIXATION, BONE 2 9 9 20
JDN IMPLANT, FIXATION DEVICE, SPINAL 3 12 4 19
HWA IMPACTOR 3 15 18
HTW BIT, DRILL 1 6 9 1 17
L70 PROSTHESIS, HIP, SEMI-CONSTRAINED, METAL/CERAMIC/POLYMER, 16 16
CEMENTED OR NON-POROUS, UNCEMENTED
KTT APPLIANCE, FIXATION, NAIL/BLADE/PLATE COMBINATION, 8 7 15
MULTIPLE COMPONENT
KWB PROSTHESIS, HIP, HEMI-, ACETABULAR, CEMENTED, METAL 2 13 15
JEC COMPONENT, TRACTION, INVASIVE 7 6 13
HTG PROSTHESIS, KNEE, HEMI-, PATELLAR RESURFACING, UNCEMENTED 1 8 1 10
KWY PROSTHESIS, HIP, HEMI-, FEMORAL, METAL/POLYMER, 8 2 10
CEMENTED OR UNCEMENTED
MCV SPINAL PEDICLE SCREW, FIXATION, APPLIANCE SYSTEM 2 2 6 10
MAI FASTENER, FIXATION, BIODEGRADABLE, SOFT TISSUE 1 7 1 9
JDO CERCLAGE, FIXATION 6 2 8
HRY PROSTHESIS, KNEE, FEMOROTIBIAL, SEMI-CONSTRAINED, 1 6 7
CEMENTED, METAL/POLYMER
HTY PIN, FIXATION, SMOOTH 1 3 1 5
JDW PIN, FIXATION, THREADED 3 2 5
KTW APPLIANCE, FIXATION, NAIL/BLADE/PLATE COMBINATION, SINGLE COMPONENT 1 4 5
MBI FASTENER, FIXATION, NONDEGRADABLE, SOFT TISSUE 1 4 5
HSA PROSTHESIS, KNEE, HEMI-, FEMORAL 4 4
HXX SCREWDRIVER 1 2 1 4
LPH PROSTHESIS, HIP, SEMI-CONSTRAINED, METAL/POLYMER, POROUS UNCEMENTED 3 1 4
MNI ORTHOSIS, SPINAL PEDICLE FIXATION 1 3 4
HTO BROACH 3 3
HTT BURR 1 2 3
HXI PASSER, WIRE, ORTHOPEDIC 1 2 3
KWS PROSTHESIS, SHOULDER, SEMI-CONSTRAINED, METAL/POLYMER CEMENTED 1 2 3
HXW BENDER 2 2
JDC PROSTHESIS, ELBOW, CONSTRAINED, CEMENTED 2 2
KWF PROSTHESIS, FINGER, POLYMER 2 2
LOD BONE CEMENT 1 1 2
LXT APPLIANCE, FIXATION, NAIL/BLADE/PLATE COMBINATION, 2 2
MULTIPLE COMPONENT, METAL COMPOSITE
HRR SCISSORS, ORTHOPEDIC, SURGICAL 1 1
HRZ PROSTHESIS, KNEE, HINGED (METAL-METAL) 1 1
HSD PROSTHESIS, SHOULDER, HEMI-, HUMERAL, METALLIC UNCEMENTED 1 1
HTN WASHER, BOLT NUT 1 1
HTX RONGEUR 1 1
HWD STARTER, BONE SCREW 1 1
HWQ PASSER 1 1
HWT TEMPLATE 1 1
HWX TAP, BONE 1 1
HXY BRACE, DRILL 1 1
HXZ CUTTER, WIRE 1 1
JDP IMPLANT, FIXATION DEVICE, CONDYLAR PLATE 1 1
JDR STAPLE, FIXATION, BONE 1 1
KWH PROSTHESIS, TOE, CONSTRAINED, POLYMER 1 1
KWM PROSTHESIS, WRIST, SEMI-CONSTRAINED 1 1
KWR PROSTHESIS, SHOULDER, CONSTRAINED, 1 1
METAL/METAL OR METAL/POLYMER CEMENTED
KYI PROSTHESIS, WRIST, CARPAL TRAPEZIUM 1 1
LzVv SYSTEM, CEMENT REMOVAL EXTRACTION 1 1
MAT ORTHOSIS, FIXATION, SPINAL CERVICAL INTERVERTEBRAL BODY 1 1
MAX ORTHOSIS, SPINAL INTERVERTEBRAL FUSION 1 1
MBK PROSTHESIS, ANKLE, SEMI-CONSTRAINED, UNCEMENTED, OSTEOPHILIC FINISH 1 1
MBY PROSTHESIS, KNEE, PATELLO/FEMOROTIBIAL, SEMI-CONSTRAINED, 1 1
UHMWPE, PEGGED, UNCEMENTED, POLYMER/METAL/POLYMER
MNH ORTHOSIS, SPONDYLOISTHESIS SPINAL FIXATION 1 1
55| 337 201 30] 623
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