SECTION ViI

MEDICAL DEVICE REPORTS

FOR METAL / POLYMER CONSTRAINED HIP PROSTHESES

Inclusive dates -January 1985 through December 1998

(A reasonable effort was made to find all ... erse reports made for these devices under
MDR regulations. However, a small number of reports were likely made under improper
product codes, and some device descriptions are ambiguous. In addition, the Agency may
have access to additional reports made after December 1998. Therefore, a small number
of reports involving these devices may exist that were not found by this search)

SUMMARY

The search found atotal of 68 Medical Device Reports that contained 91 adverse events
from seven different manufacturers. Sixty-three reports (86 events) involved serious
injury and five reports (5 events) were malfunctiors

LIST OF CONSTRAINED HIP MDRs

TOTAL =91 ADVERSE EVENTSIN 68 REPORTS (7 Manufacturers)

MDR Date No. of

Number MReorted] Mmviee Identity Occur. Event Description Event Type
163517 04/18/98 Biomet 1 Didlocation Serious Inj.
146857 01/19/98 Biomet | Didlocation Serious Inj.
148867 01/15/98 Biomet 1 Broken implant Serious Inj
064523 01/17/97 Biomet 1 Dislocation Serious Inj.
064520 01/17/97 Biomet ! Dislocation Serious Inj.
051098 11/14/96 Biomet 1 Revision Serious Inj.
036717 08/30/96 Biomet | Broken Ring Serious Inj .
036712 08/30/96 Biomet (same event as MDR#03 67 17)

726395 08/18/95 Biomet ! Didlocation-chronic Serious Inj.
726394 08/18/95 Biomet ! Didlocation-chronic Serious Inj.
720298 06/27/95 Biomet 1 Disengaged liner Serious Inj.
704259 03/29/95 Biomet ! Disengaged liner Serious Inj.
452691 12/02/93 Biomet | Disengaged liner Serious Inj.
148070 02/05/98 Exactech 1 Dislocation Serious Inj.
153151 02/23/98 DePuy | Size Midabeled Malfunction
124156 09/30/97 DePuy l Dislocation Serious Inj.
149096 01/08/98  Zimmer 1 Revision Serious Inj.
200147 11/30/98  Zimmer 1 Dislocation Serious Inj.
201149 12/17/98  Osteonics 1 Dislocation Serious Inj.
137494 12/09/97  Osteonics ! Disengaged liner SeriousIn;.
097938 06/10/97  Osteonics 1 Disengaged liner Serious Inj.
097933 06/10/97  Osteonics ! Cement loosening Serious In;.
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MDR Date No. of

Number Reported Device Identity Occur. Event Description Event Type
097925 06/10/97  Osteonics 1 Ring Dislodged SeriousIn;.
097926 06/10/97  Osteonics 1 Disengaged liner Serious Inj.

270154 03/03/92  Osteonics | Disengaged liner Serious Inj .
363796 02/08/93  Osteonics ! Disengaged liner Serious Inj.

407457 08/27/93  Osteonics | Disengaged liner Serious In;.

196262 11/11/98  J&J | Broken Ring Serious Inj.

196248 11/11/98  J&J 1 Broken Ring Serious Inj.

177095 07/15/98  J&J 1 Tapers Unlocked Serious In;.

172102 06/11/98  J&J 1 Broken Ring Serious Inj.

173619 06/22/97  J&J | Poor Liner Fit Malfunction
115634 08/27/97  J&J 1 Disengaged liner Serious Inj.
091504 05/19/97  JX&J 1 Poly Worn Through Serious Inj.
096489 06/09/97  J&J 8* Dislocation Serious Inj.
096496 06/09/97  J&J | Dislocation Serious Inj.
096499 06/09/97  J&J 8**  Dislocation Serious Inj.
0965 15 06/09/97  J&J 5**  Dislocation Serious Inj .
137298 12/11/97  J&J 1 Disengaged liner Serious Inj.
137300 12/11/97  J&J | Broken Ring Serious Inj.
137301 12/11/97  J&J ! Broken Ring Serious Inj.
157925 03/20/98  J&J 1 Dislocation Serious Inj.
223881 03/05/91  Joint Medica | Dislocation Serious Inj.
288805 05/20/92  Joint Medica 1 Dislocation Serious Inj.

290139 06/05/92  Joint Medica ! Dislocation Serious In;.

297265 06/26/92  Joint Medica ! Revision Serious Inj.

3953 14 06/09/93 Joint Medical | Dislocation Serious Inj.

397715 07/02/93  Joint Medica 1 Dislocation Serious Inj .

441357 10/22/93  Joint Medica 1 Dislocation Serious Inj.
474757 01/18/94  Joint Medica | Dislocation Serious Inj.
486168 02/07/94  Joint Medica 1 Dislocation Serious In;.
487677 03/04/94  Joint Medical | Dislocation Serious Inj.
488463 03/09/94  Joint Medica ! Dislocation Serious Inj.
488464 03/09/94  Joint Medica 6** * * Didocation Serious In;.
490208 03/24/94  Joint Medical | Broken Insert Serious In.

493454 04/18/94  Joint Medica | Didlocation Serious Inj .
530952 06/20/94  Joint Medica | Insert Wouldn’t Fit Malfunction

526762 07/13/94  Joint Medica 1 Broken Ring Serious Inj.
559822 10/04/94  Joint Medica 1 Didlocation Serious In;.
578668 01/03/95  Joint Medica | Dislocation Serious In;.
589947 01/17/95  Joint Medicd | Dislocation Serious Inj.
803483 04/06/95  Joint Medica 1 Device Split Malfhction
711181 05/17/95 Joint Medica | Dislocation Serious Inj.
842767 10/27/95  Joint Medicd 1 Ring Wouldn't Fit Malfunction
736850 11/16/95 Joint Medical | Dislocation Serious In;.
741253 12/06/95  Joint Medica (5 cases also reported in J& J MDR#096515)
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MDR Date No. of
Number Reported Device Identitv_Occur. Event Description Event Type

847139 1 1/08/95 Joint Medical | Ring Migrated Serious In;.
743066 01/02/96  Joint Medical 1 Dislocation Serious Inj.
759554 06/12/96  Joint Medical 1 Revision Serious Inj.
762 176  06/21/96  Joint Medical 1 Revision Serious Inj.

* Johnson and Johnson Professional, Inc., became aware of a report of 8 cases of hip
dislocations requiring open reduction and/or replacement of hip prostheses from a 1991
article in the Journal of Orthopaedics (Vol. 14, No.3). The events occurred over an
unknown period of time preceding the publication.

** Johnson and Johnson Professional, Inc. became aware of areport of 8 cases of hip
dislocations requiring open reduction and/or replacement of hip prostheses from a 1994
articlein the Journal of Arthroplasty (Vel. 9, Ne.1). The events described occurred over
an unknown period of time preceding the publication.

*** Johnson and Johnson Professional, Inc. became aware of areport of 5 cases of hip
dislocations requiring open reduction and/or replacement of hip prostheses from a 1994
article in the Journal of Arthroplasty (Vel 9, No. 3). The events described occurred over
an unknown period of time preceding the publication.

**** This report is based upon aliterature article; Journal of Arthroplasty, (Vol.9, No.
1) 17-23, 1994, Constrained Acetabular Components. The article reports on revision
surgery on 21 patients who had either chronic dislocations, or who had intraoperative
instability. Of the 21 patients, 6 subsequently had a total of 8 disocations. A
roentgenogram accompanying the article shows that at least one dislocation involves a
femoral head, manufactured by another company, that was not a complete sphere. The
package insert cautions about use of the device with heads manufactured to different
tolerances or that is not a full sphere. It is unknown if any of these cases were previously
reported.
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SUMMARY OF EVENT TYPE

SERIOUS INJURY

Adverse Event Number of Total Adverse
Reports Events

Dislocation 33 56
Disengaged liner 11 11
Ring Broken 7 7
Ring Migration 2 2
Revision 5 5
Cement Loosening 1 1
Broken Insert 2 2
Tapers Unlocked 1 1
Liner Wear 1 1
TOTAL 63 86

MALFUNCTIONS

Adverse Event Number of Total Adverse
Reoorts Events

Size Midabeed 1 |

Device Split ! 1

Poor Liner Fit 2 2

Ring Wouldn't Fit | 1

TOTAL 5 5

GRAND TOTAL

63 MDR Reports Covering 86 Serious Injuries
5 MDR Reports Covering 5 Mahnctions

68 MDR Reports Covering 91 Adver se Events
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STRATIFICATION OF DISLOCATIONSIN MDRs

25 Didocations are of unknown cause

12 Didocations occurred during normal activities (chair, toilet, turning in bed)

10 Didocations occurred from lever-out (impingement on acetabular rim)

9 Didocations were due to misaligni. ...t (mixing components from different
manufacturers, using skirted head/neck, improper placement angles)

56 Total which were considered dislocations

4 Didocationg/disassociation wer e attributed to falls
1 Didocation occurred subsequent to tissue loss from a gunshot
10 Didlocations wer e subsequent to broken components (10 locking rings)

15 Total were listed separately from dislocatioi IS due to broken components,
patient falls, or_other extenuating circumstances
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MAUDE

TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED
DATE FDA RECEIVED

ISTHIS AN ADVERSE EVENT REPORT?
ISTHIS A PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DATE OF REPORT

DEVICE OPERATOR

DEVICE EXPIRATION DATE

DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER
DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WAS DEVICE AVAILABLE FOR
EVALUATION?

DATE RETURNED TO MANUFACTURER
CONCOMITANT MEDICAL PRODUCTS

ISTHE REPORTER A HEALTH
PROFESSIONAL?

DISTRIBUTOR FACILITY AWARE DATE
TYPE OF REPORT

http://www.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detaill. CFM?MASTER D=1 53082

Page 1 of 3

ARCOM CONSTRAINED LINER
PROSTHESIS, HIP, COMP.
BIOMET, INC.

PO BOX 587

WARSAW, IN

46581-0587

us

159179

163517

153665

1825034- 1998-00029
K926107

K B

MANUFACTURER

YES

!

1

18-APR-1998

YES

NO

REQUIRED INTERVENTION
17-APR-1998

HEALTH PROFESSIONAL
NA

NA

14-105023

274280

NA

DEVICE NOT RETURNED TO
MANUFACTURER

20-MAR-98
UNK

YES

20-MAR-1998
INITIAL

3/1/99
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MAUDE

ANAUE AN L BN KRS

DEVICE AGE

REPORT SENT TO FDA FLAG
EVENT LOCATION
MANUFACTURER NAME
MANUFACTURER CONTACT

INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WASDEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
TYPE OF DEVICE USAGE

CORRECTION OR REMOVAL REPORT
NUMBER

BASELINE BRAND NAME
BASELINE GENERIC NAME
BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER
BASELINE DEVICE FAMILY

PMA FLAG

510(K) FLAG

PREAMENDMENT FLAG
TRANSITIONAL FLAG

EXEMPT FLAG 510(K)

DATE FIRST MARKETED

DATE CEASED MARKETING
EVENT DESCRIPTION

Page 2 of3

A4 3 ANT R IO

4
NO

HOSPITAL

BIOMET, INC.

DEB VOYNOVICH

P.O. BOX 587

WARSAW, IN

46581-0587

(219) 267 -6639

COMPANY REPRESENTATIVE
20-MAR- 1998

1825034- 1998-00029

INJURY

YES

OI-OCT-1997
YES
INITIAL

NA

ARCOM CONSTRAINED LINER
PROSTHESIS, HIP, COMP.
14-105023

NA

NA

ARCOM CONSTRAINED LINER
NO

YES

NO

NO

NO

28-JUL-1993

0000003157

TOTAL HLP ARTHROPLASTY WAS PERFORMED ON 11/10/97. REVISION SURGERY
OCCURRED ON 02/04/98, DUE TO DISLOCATION AND LOOSENING. IT WAS NOTED
THAT THE SUBJECT PATIENT HAS PARKINSON'S AND HAD FALLEN PRIOR TO THE

DISLOCATION.

ADDITIONAL MANUFACTURER NARRATIVE

http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail CFM?MASTER 1D=153082 3/1/99

0060043



MAUDE Page 3 of 3

THERE ARE WARNINGS I-N THE PACKAGE INSERT THAT STATE THAT THISTY PE OF
EVENT CAN OCCUR. THISTYPE OF EVENT ISNOT OCCURRING AT A RATE ABOVE
EXPECTED FREQUENCY. NO REMEDIAL ACTION WILL BE TAKEN. NO FURTHER
COMPLICATIONS HAVE BEEN REPORTED. CURRENT INFO IS INSUFFICIENT TO
PERMIT A VALID CONCLUSION ASTO THE CAUSE OF THE EVENT. A FAX WAS SENT
TO INFORM THE USER FACILITY OF THE EVENT. NO MEDWATCH REPORT WAS REC'D
FROM THE USER FACILITY.

- FDA HOME PAG

 RETURN 70 SEARCH [ CDRH HOME PAGE

 SEND COMMENTS

(Database Updated February 5, 1999)

http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER _ ID=1 53082 3/1/99
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MAUDE

h

BRAND NAME
TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED
DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT REPORT?
ISTHISA PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DEVICE OPERATOR

DEVICE EXPIRATION DATE

DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER
DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WASDEVICE AVAILABLE FOR
EVALUATION?

DATE RETURNED TO MANUFACTURER
CONCOMITANT MEDICAL PRODUCTS

ISTHE REPORTER A HEALTH
PROFESSIONAL?

TYPE OF REPORT
REPORT DATE
REPORT SENT TO FDA FLAG

Page 1 of 3

ARCOM CONSTRAINED LINER

PROSTHESIS, HIP, COMP.
BIOMET, INC.

PO BOX 587
WARSAW, IN
46581-0587

us

143127

146857

137850

1825034~ 1998-00005
K926107

K'/B
MANUFACTURER

YES

1

1

19-JAN- 1998

YES

NO

REQUIRED INTERVENTION
HEALTH PROFESSIONAL
NA

NA

14-105023

980290

NA

DEVICE NOT RETURNED TO
MANUFACTURER

18-DEC-97
UNK

YES

INITIAL
16-JAN-1998
NO

http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER _ ID=136750

000045
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MANUFACTURER CONTACT

INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WASDEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
TYPE OF DEVICE USAGE
BASELINE BRAND NAME
BASELINE GENERIC NAME
BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER
BASELINE DEVICE FAMILY

PMA FLAG

510(K) FLAG

PREAMENDMENT FLAG
TRANSITIONAL FLAG

EXEMPT FLAG 510(K)

DATE FIRST MARKETED

DATE CEASED MARKETING
EVENT DESCRIPTION

ASENSIVEL . L, RINNC.

DEB VOYNOVICH
P.0. BOX 587
WARSAW, IN
46581-0587

(219) 267 -6639
USER FACILITY
18-DEC- 1997
1825034-1  998-00005
INJURY

YES

OlI-MAR-1997

YES

INITIAL

ARCOM CONSTRAINED LINER
PROSTHESIS, HIP, COMP.
1::-105023

NA

NA

ARCOM CONSTRAINED LINER
NO

YES

NO

NO

NO

28-JUL-1993

0000003157

Page 2 ot 5

TOTAL HIP ARTHROPLASTY WAS PERFORMED ON 07/08/97. REVISION OF THE
MODULAR HEAD AND ACETABULAR LINER OCCURRED ON 1 1/29/97, DUE TO
DISLOCATION. A MALLOTY/HEAD RINGLOC SHELL AND CONTRAINED ACETABULAR
LINER WERE USED WITH A SKIRTED MODULAR HEAD COMPONENT. THIS
COMBINATION IS CONTRAINDICATED IN PRODUCT LABELING.

ADDITIONAL MANUFACTURER NARRATIVE

THERE ARE WARNINGS IN THE PACKAGE INSERT THAT STATE THAT THIS TYPE OF
EVENT CAN OCCUR. THISTYPE OF EVENT IS NOT OCCURRING AT A RATE ABOVE
EXPECTED FREQUENCY. NO REMEDIAL ACTION WILL BE TAKEN. NO FURTHER
COMPLICATIONS HAVE BEEN REPORTED. CURRENT INFO IS INSUFFICIENT TO
PERMIT A VALID CONCLUSION AS TO THE CAUSE OF THE EVENT. BIOMET REC'D A
MEDWATCH REPORT FROM THE USER FACILITY. THE REPORT STATES THE SHELL
COMPONENT AS AN EXPLANTED DEVICE. THIS DEVICE WAS NOT EXPLANTED.
BIOMET HAS CHOSEN NOT TO REPORT THE SHELL COMPONENT.

http://www.fda.gov/scripts/cdrh/cfdocs/cEtMAUDE/Detail. CFM?MASTER 1D=136750
063046

3/1/99



MAUDLE

TYPE OF DEVICE
DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED
DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT REPORT?
ISTHIS A PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DATE OF REPORT

DEVICE OPERATOR

DEVICE EXPHZATION DATE

DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER
DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WASDEVICE AVAILABLE FOR
EVALUATION?

DATE RETURNED TO MANUFACTURER
TYPE OF REPORT

REPORT DATE

DEVICE AGE

DATE REPORT TO MANUFACTURER
MANUFACTURER NAME
MANUFACTURER CONTACT

Page | ot 2

h

ARCOM CONSTRAINED LINER
ACETABULAR CUP IMPLANT
64644

64523

6063 1

1825034- 1997-00005

K926107

KWB

MANUFACTURER

YES

1

!

17-JAN-1997

YES

NO

REQUIRED INTERVENTION
16-JAN- 1997

HEALTH PROFESSIONAL
NA

NA

14-105023

828770

NA

DEVICE NOT RETURNED TO
MANUFACTURER

17-DEC-96
INITIAL
16-JAN-1997

8

16-JAN-1997
BIOMET, INC.
DEB VOYNOVICH
P.0. BOX 587
WARSAW, IN
46581-0587

(219) 267 -6639

http://www fda.gov/scripts/cdrh/cfdocs/cEIMAUDE/Detail. CFM?MASTER_|D=57375

0690047

3/1/99
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MAUDE

“
AiWEA &L ESRES ANAUR Il [ LW 4 OF L\ W) U]

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WASDEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
TYPE OF DEVICE USAGE

CORRECTION OR REMOVAL REPORT
NUMBER

BASELINE BRAND NAME
BASELINE GENERIC NAME
BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER
BASELINE DEVICE FAMILY

PMA FLAG

510(K) FLAG
PREAMENDMENT FLAG
TRANSITIONAL FLAG
EXEMPT FLAG 510(K)

DATE FIRST MARKETED

DATE CEASED MARKETING
EVENT DESCRIPTION

Page 2 of2

NONJLYLL Z ALY L ANRL ANAANJALIN R L RAL LY B

17-DEC- 1996
1825034- 1997-00005
INJURY

YES

Ol-APR-1996
YES
INITIAL

NA

ARCOM CONSTRAINED LINER
PROSTHESIS, HIP, COMP.
14-105023

NA

NA

ARCOM CONSTRAINED LINER
ND

YES

NO

NO

NO

28-JUL-1993

0000003157

TOTAL HIP REPLACEMENT SURGERY WAS PERFORMED ON 1 0/29/96. REVISION
SURGERY WAS PERFORMED ON 12/8/96, DUE TO DISLOCATION.

ADDITIONAL MANUFACTURER NARRATIVE

THERE ARE WARNINGS IN THE PACKAGE INSERT THAT STATE THAT THIS TYPE OF
EVENT CAN OCCUR. THISTYPE OF EVENT ISNOT OCCURRING AT A RATE ABOVE
EXPECTED FREQUENCY. NO REMEDIAL ACTION WILL BE TAKEN. NO FURTHER
COMPLICATIONS HAVE BEEN REPORTED. CURRENT INFO IS INSUFFICIENT TO
PERMIT A VALID CONCLUSION AS TO THE CAUSE OF THE EVENT.

| RETURN TO SEARCH

(Database Updated February 5, 1999)

http://'www fda.gov/scripts/cdrh/cfdocs/cftMAUDE/Detail. CFM?MASTER _ID=57375
000048

 CDRH HOME PAGE l FDA HOME PAGE

SEND COMMENTS
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MAUDE Page 1 of 2

BRAND NAME ARCOM CONSTRAINED LINER
TYPE OF DEVICE ACETABULAR CUP IMPLANT
MANUFACTURER BIOMET
PO BOX 587
WARSAW, IN
46581
us
DEVICE EVENT KEY 64644
MDR REPORT KEY 64520
EVENT KEY 6063 1
REPORT NUMBER 2200670000- 1996-900 1
S5S10(K) NUMBER K926107
PRODUCT CODE K™'B
REPORT SOURCE USER FACILITY
WAS MANUFACTURER REPORT YES
SUBMITTED?

NUMBER OF DEVICESIN EVENT !

NUMBER OF PATIENTSINVOLVED 1

DATE FDA RECEIVED 17-JAN-1997
ISTHISAN ADVERSE EVENT REPORT? YES
ISTHISA PRODUCT PROBLEM REPORT? NO

OUTCOME OF EVENT REQUIRED INTERVENTION
DATE OF REPORT 16-JAN- 1997

DEVICE OPERATOR HEALTH PROFESSIONAL
DEVICE EXPIRATION DATE NA

DEVICE MODEL NUMBER NA

DEVICE CATALOGUE NUMBER 14-105023

DEVICE LOT NUMBER 828770

OTHER DEVICE ID NUMBER NA

WAS DEVICE AVAILABLE FOR DEVICE NOT RETURNED TO
EVALUATION? MANUFACTURER

DATE RETURNED TO MANUFACTURER 17-DEC-96
CONCOMITANT MEDICAL PRODUCTS NA

ISTHE REPORTER A HEALTH
PROFESSIONAL?

DISTRIBUTOR FACILITY AWARE DATE 27-DEC-1996
TYPE OF REPORT INITIAL

YES

http://'www.fda.gov/scripts/cdriv/cfdocs/ctMAUDE/Detail. CFM?MASTER _1D=57372 3/1/99
00004 9



MAUDE

ANEYE \SAND LSRN K AU

DEVICE AGE

REPORT SENT TO FDA FLAG

EVENT LOCATION

DATE REPORT TO MANUFACTURER
MANUFACTURER NAME
MANUFACTURER CONTACT

MANUFACTURER REPORT NO

BASELINE BRAND NAME

BASELINE GENERIC NAME

BASELINE CATALOGUE NUMBER

BASELINE MODEL NUMBER

OTHER BASELINE ID NUMBER

BASELINE DEVICE FAMILY

PMA FLAG

510(K) FLAG

PREAMENDMENT FLAG
TRANSITIONAL FLAG

EXEMPT FLAG 510(K)

DATE FIRST MARKETED

DATE CEASED MARKETING

EVENT DESCRIPTION

Page Z ot 2

ANVTPLIMNT L LA

8
NO

HOSPITAL

16-JAN-1997

BTOMET, INC.

DEB VOYNOVICH

P.0. BOX 587

WARSAW, IN

46581-0587

(219) 267 -6639

1825034- 1997-00005
ARCOM CONSTRAINED LINER
PROSTHESIS, HIP, COMP.
14-105023

NA

N 4

AKCOM CONSTRAINED LINER
NO

YES

NO

NO

NO

28-JUL- 1993

0000003157

TOTAL HIP REPLACEMENT SURGERY WAS PERFORMED ON 10/29/96. REVISION
SURGERY WAS PERFORMED ON 12/8/96, DUE TO DISLOCATION.

| RETURN 1O SEARCH

(Database Updated February 5, 1999)

http://www.fda.gov/scripts/cdriv/cfdocs/cEMAUDE/Detail CFM?MASTER _|D=57372
000050

| CDRH HOME PAGE 8 FDA HOME PAGE

. SEND COMMENTS

3/1/99



MAUDE

TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED

DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT REPORT?
ISTHISA PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DATE OF REPORT

DEVICE OPERATOR

DEVICE CATALOGUE NUMBER

DEVICE LOT NUMBER

WAS DEVICE AVAHABLE FOR
EVALUATION?

DATE RETURNED TO MANUFACTURER

ISTHE REPORTER A HEALTH
PROFESSIONAL?

TYPE OF REPORT
REPORT DATE
DEVICE AGE
REPORT SENT TO FDA FLAG
-~ EVENT LOCATION
DATE REPORT TO MANUFACTURER

Page 1 of 2

RING LOC CONSTRAINED LINER

ACETABULAR CUP LINER
BIOMET

P.O. BOX 587
WARSAW, IN
46581-0587

us

38116

36712

34539
3600170000-1996-0005
K950202

KWB

USER FACILITY

YES

1

1

30-AUG-1996

NO

YES

REQUIRED INTERVENTION
07-AUG-1996

HEALTH PROFESSIONAL
RDII4576, RD114570

058840, 120050

DEVICE NOT RETURNED TO
MANUFACTURER

26-JUL-96
YES

INITIAL
07-AUG- 1996
2

NO
UNKNOWN
07-AUG- 1996

http://www.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detai. CFM?MASTER | D=34722
000051

3/1/99



MAUDE

AVAMRIN UL A R UVANEGAS 1IN IRvY N By

MANUFACTURER CONTACT

MANUFACTURER REPORT NO
BASELINE BRAND NAME
BASELINE GENERIC NAME
BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER
BASELINE DEVICE FAMILY
SHELF LIFE LABELED FLAG

PMA FLAG

510(K) FLAG

PREAMENDMENT FLAG
TRANSITIONAL FLAG

EXEMPT FLAG 510(K)

DATE FIRST MARKETED

DATE CEASED MARKETING
EVENT DESCRIPTION

Page 2 of 2

AIANILVEE S Ly LV,

DEB VOYNOVICH
P.O. BOX 587

WARSAW, IN

46581-0587

(219) 267 -6639

1825034- 1996-00004
CONSTRAINED LINER & RING
PROSTHESIS, HIP, COMPS.
RD114576, RD114570

NA

LOT# 058840, 120050

CONST. ACET. COMPS. (RD)
NO

NO

YES

NO

NG

NO

15-MAY-1995

0000000171

79 YEAR OLD, WHO HAD IN 1994 UNDERWENT REVISION HIP ARTHROPLASTY..
PRESENTS NOW WITH PAIN, DISCOMFORT & ROENTGENOGRAPHIC EVIDENCE OF
DISLOCATION. CONSTRAINING RING WAS FRACTURED. THERFORE HIP REVISION

COMPLETED.

| RETURN 1O SEARCH

(Database Updated February 5, 1999)

http://www fda.gov/scripts/cdrh/cfdocs/ctMAUDE/Detail. CFM?MASTER _|D=34722 3/1/99

000052



MAUDE Page1of 3

ACETABULARCONSTRAINED

BRAND NAME COMPONENTS
TYPE OF DEVICE PROTHESIS, HIP, COMPONENTS
MANUFACTURER BIOMET, INC.
P.0. BOX 587
WARSAW, IN
46581-0587
us
DEVICE EVENT KEY 38116
MDR REPORT KEY 36717
EVENT KEY 34539
REPORT NUMBER 1825034- 1996-00004
510(K) NUMBER K95 202
PRODUCT CODE KW
REPORT SOURCE MANUFACTURER
WAS MANUFACTURER REPORT VES
SUBMITTED?

NUMBER OF DEVICESIN EVENT 1

NUMBER OF PATIENTSINVOLVED 1

DATE FDA RECEIVED 30-AUG-1996
ISTHISAN ADVERSE EVENT REPORT? YES
ISTHIS A PRODUCT PROBLEM REPORT? NO

OUTCOME OF EVENT REQUIRED INTERVENTION
DEVICE OPERATOR HEALTH PROFESSIONAL,
DEVICE EXPIRATION DATE NA

DEVICE MODEL NUMBER NA

DEVICE CATALOGUE NUMBER RD114576, RD114570
DEVICE LOT NUMBER 058840, 120050

OTHER DEVICE ID NUMBER NA

WAS DEVICE AVAILABLE FOR DEVICE NOT RETURNED TO
EVALUATION? MANUFACTURER

DATE RETURNED TO MANUFACTURER  OI-AUG-96
CONCOMITANT MEDICAL PRODZJCTS UNK
ISTHE REPORTER A HEALTH

PROFESSIONAL? YES

TYPE OF REPORT INITIAL

REPORT DATE 28-AUG-1996
http://www.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detail. CFM?MASTER_|D=34727 3/1/99
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MANUFACTURER NAME
MANUFACTURER CONTACT

INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WASDEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
REMEDIAL ACTION

TYPE OF DEVICE USAGE

CORRECTION OR REMOVAL REPORT

NUMBER
BASELINE BRAND NAME
BASELINE GENERIC NAME
BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER
BASELINE DEVICE FAMILY
SHELF LIFE LABELED FLAG
PMA FLAG

510(K) FLAG

PREAMENDMENT FLAG
TRANSITIONAL FLAG

EXEMPT FLAG 510(K)

DATE FIRST MARKETED

DATE CEASED MARKETING
EVENT DESCRIPTION

1Nws

BIOMET, INC.
DEB VOYNOVICH

P.O. BOX 587

WARSAW, IN

46581-0587

(219) 267 -6639

COMPANY REPRESENTATIVE
01-AUG- 1996

1825034- 1996-00004

INJURY

YES

Ol-JUN-1994
YES
OTHER
INITIAL

NA

CONSTRAINED LINER & RING
PROSTHESIS, HIP, COMPS.
RD114576, RD114570

NA

LOT# 058840, 120050
CONST. ACET. COMPS. (RD)
NO

NO

YES

NO

NO

NO

15-MAY-1995

0000000171

Page 2 of 3

79 YEAR OLD, WHO HAD IN 1994 UNDERWENT REVISION HIP ARTHROPLASTY .
PRESENTS NOW WITH PAIN, DISCOMFORT & ROENTGENOGRAPHIC EVIDENCE OF
DISLOCATION. CONSTRAINING RING WAS FRACTURED. THERFORE HIP REVISION

COMPLETED.

ADDITIONAL MANUFACTURER NARRATIVE

http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail CFM?MASTER _1D=34727

000054
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THERE ARE WARNINGS IN THE PACKAGING INSERT THAT STATE THAT THIS TYPE OF
EVENT CAN OCCUR. THIS EVENT IS NOT OCCURRING AT A RATE ABOVE EXPECTED

FREQUENCY. NO REMEDIAL ACTION WILL BE TAKEN. NO FURTHER COMPLICATIONS
HAVE BEEN REPORTED.

“RETURN TG SEARCH

| CDRH HOME PAGE

| SEND COMMENTS

(Database Updated February 5, 1999)

http://www.fda gov/scripts/cdrh/cfdocs/cEIMAUDE/Detail CFM?MASTER _ [D=34727 3/1/99
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Access nunber:

Dat e received:

- - Product nane:

Manuf act ur er:

Street:

Gty:
St at e:

Zipcode

Report type:

Panel code:
Product code:
Model nunber:
Event type:

Event description:

G oseout description:

Medi cal Device Reporting Full

726395
08/18/95
CONSTRAI NED LI NER
BIOVET, INC.
P.O BOX 587
WARSAW
IN
. 46580

SERI OUS | NJURY

87

KB

NA

F

D spl ay

(PIF = Prelimnary/Final)

THE COVPONENTS WERE | MPLABNTED 7/10/95. THE H P
SUBSEQUENTLY DI SLOCATED SEVERAL TIMES AND WAS

REVI SED 7/31/95. A DARK FLU D WAS FOUND I N THE

JO NT UPON REVISION. NO FURTHER COWPLI CATI ONS HAVE

BEEN REPORTED.
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Access nunber:

Dat e received:

— Product nane:

Manuf act ur er:

Street:
Gty:
St at e:

Zipcode:

Report type:

Panel code:

Product code:
Model
Event type:

Event description:

C oseout description:

numbazr:

Medi cal

726394

08/18/95

CONSTRAI NED LI NER

Bl OVET, INC.

P.0. BOX 587

VWARSAW

| N

46580

SERI QUS | NJURY

87

KWB

NA

F P/F = Prelininary/Final)
THE COVPONENT WAS | MPLANTED 07/18/95 DUE TO CHRONI C
DI SLOCATI ON. THE COVPONENT DI SENGAGED FROM THE
SHELL. THE COVPONENT WAS REVI SED ON 8/03/95. THE PT
IS A GUNSHOT VICTIM WTH SOFT-TI SSUE AND MUSCLE
LGSS. NO FURTHER COWPLI CATI ONS HAVE BEEN REPORTED.

Device Reporting Full Display

000057



Medi cal Device Reporting Full Display

Access nunber: 720298
Date received: 06/27/95
—_ Product name: CONSTRAI NED LI NER
Manuf acturer: BIOVET, TNC
Street: P.0. BOX 587 Al RPORT INDUSTRI AL PARK
Gty: WARSAW
State: IN
Zipcode: 46580
Report type: SERI QUS | NJURY
Panel code: 87
Product code: KWB
Model numbar: NA
Event type: P EP/ F = Prelininary/Final)
Event description: THE COVWONENT WAS | MPLANTED 11/94, AND REVI SED
6/9/95 WHEN THE COVPONENT DI SENGAGED.
C oseout description:

'
J
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Access nunber:

Dat e received:
Product nane:

Manuf act ur er:
Street:
Gty

State:
Zipcode:

Report type:
Panel code:
Product code:
Mbdel nunber:

Event type:

Event description:

C oseout description:

Medi cal Device Reporting Full Display

704259

03/29/95

CUSTOM CONSTRAI NED LI NER

Bl OVET, TNC

P. O BOX 587

VWARSAW

| N

46580

SERI QUS | NJURY

87

KW\B

NA

F (PIF = Prelimnary/Final)
THE COVPONENT DI SENGAGED FROM THE SHELL. REVI SI ON
SURGERY WAS PERFORMED ON 3/16/95. NO FURTHER
COWPLI CATI ONS HAVE BEEN REPORTED.
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Access nunber:

Dat e received:

Product nane:

Manuf act ur er:

Street:
Gty
St at e:

Zipcode:

Report type:

Panel code:
Product code:

Model nunber:
Event type:

Event description:

C oseout description:

Medi cal Device Reporting Full Display
452691

12/02/93

RINGLOCK CONSTRAI NED LI NER

Bl OVET, INC.

P.O BOX 587 AlIRPORT | NDUSTRI AL PARK

WARSAW

IN

46580

SERI QUS | NJURY

87

KVB

BD114435

P (PIF = Prelimnary/Final)
DEVI CE WAS | MPLANTED ON 10/21/93. X- RAY REVEALED
THAT THE CONSTRAI NED LI NER HAD DI SSASSOCI ATED FROM
ACETABULAR SHELL COVPONENT. REVI SI ON SURGERY WAS
PERFORMED ON 11/30/93 TO REPLACE LINER NO ADD L
COWPLI CATI ONS WERE REPORTED

000060
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BRAND NAME
TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY

EVENT KEY

REPORT NUMBER

510(K) NUMBER

PRODUCT CODE

REPORT SOURCE

WAS MANUFACTURER REPORT SUBMITTED?
NUMBER OF DEVICESIN EVENT

NUMBER OF PATIENTS INVOLVED

DATE FDA RECEIVED

ISTHIS AN ADVERSE EVENT REPORT?
ISTHIS A PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DATE OF REPORT

DEVICE OPERATOR

DEVICE EXPIRATION DATE

DEVICE CATALOGUE NUMBER

OTHER DEVICE ID NUMBER

WAS DEVICE AVAILABLE FOR EVALUATION?

ISTHE REPORTER A HEALTH PROFESSIONAL?

TYPE OF REPORT

REPORT DATE

DEVICE AGE

REPORT SENT TO FDA FLAG

DATE REPORT SENT TO FDA
EVENT LOCATION

INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO

CONSTRAINED LINER
CONSTRAINED LINER
EXACTECH, INC.

4613 NW 6TH STREET
GAINESVILLE, FL

32609

us

144291

148070

138988
1038671-1998-00001
K960748

KWB

MANUFACTURER

YES

!

!

05-FEB-1998

NO

YES

REQUIRED INTERVENTION
05-JAN-1998

HEALTH PROFESSIONAL,
NA

902-28-43

902-28-43

NO ANSWER PROVIDED
NO

INITIAL

04-FEB-1998

!

YES

05-JAN-1998

OTHER

*

05-JAN-1998
1038671-1998-00001

http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER D= 13 7946
000061
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MAUDE Page 2 of 2

R4 VRN A ERRLJE AN s 8 B &R AVAZ AR IV L AVILY

WAS DEVICE EVALUATED BY MANUFACTURER? YES

MANUFACTURE DEVICE DATE 0 1-NOV- 199%
LABELED FOR SINGLE USE? YES
REMEDIAL ACTION REVISION
TYPE OF DEVICE USAGE INITIAL

EVENT DESCRIPTION
CUSTOM CONSTRAINED LINER DISLOCATED.

ADDITIONAL MANUFACTURER NARRATIVE

CUSTOM LINER WAS REVISED WITHOUT INCIDENT. CLOSE EXAMINATION OF THE
CONSTRAINED LINER LEADS TO THE CONCLUSION THAT THE DISLOCATION OF THE
FEMORAL HEAD FROM THE LINER OCCURRED AS A RESULT OF IMPINGEMENT OF
THE FEMORAL STEM NECK ON THE EDGE OF THE LINER. BECAUSE THE LINER IS
DESIGNED TO CONSTRAIN THE FEMORAL HEAD IN THE LINER AND PREVENT
DISLOCATIONS, THE IMPLANT WILL INHERENTLY HAVE A REDUCED RANGE OF
MOTION IN COMPARISON TO A STANDARD LINER. WHEN DESIGNING THE IMPLANT,
THE PATIENT'S CASE WAS PRESENTED AS ONE SUFFERING FROM CHRONIC
DISLOCATIONS. THE CUSTOM IMPLANT WAS DESIGNED SO THAT THE HEAD WOULD
NOT DISLOCATE DURING NORMAL CONDITION 3, PROVIDING A NATURAL RANGE OF
MOTION FOR THE LIMB. IN CASE WHERE THE PATIENT WAS PLACING THE LIMB IN A
POSITION WHERE THE NECK OF THE FEMORAL IMPLANT WAS EXERTING EXTREME
PRESSURE (DUE TO IMPINGEMENT) ON THE LIP OF THE LINER, THE PATIENT WOULD
CAUSE THE FEMORAL HEAD TO CANTILEVER OUT OF POSITION. THE DESIGN
CONSIDERED THE FACT THAT THE PATIENT HAD AN MCS SHELL THAT WAS WELL
FIXED IN BONE AND A DISLOCATION, IN EXTREME CASES, WAS PREFERRED AS
OPPOSED TO COMPROMISING THE FIXATION OF THE SHELL. THE LOCKING
MECHANISM OF THE LINER TO THE SHELL WAS INTACT THAT THE OVERALL
DIMENSIONS OF THE SHELL WERE WITHIN ORIGINAL MANUFACTURING
SPECIFICATIONS. AT THE IMPINGEMENT POINT, HOWEVER, THE INSIDE DIAMETER
OF THE CONSTRAINING “LIP" WAS OUT OF ROUND AND ABOUT ,010 INCHES OUT OF
TOLERANCE. THE PLASTIC WAS BELIEVED TO HAVE BEEN DEFORMED, THEREFORE
ALLOWING THE HEAD TO DISLOCATE. THE STRESS ON THE LINER LIP WAS HIGH
ENOUGH TO CAUSE PLASTIC DEFORMATION OF THE LINER WHICH INDICATES AN
EXTREME IMPINGEMENT CONDITION.

PAGE B FDA HOME PAGE

| CORH HOME

(Database Updated February 5, 1999)

http://www fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER |D=137946 3/1/99
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BRAND NAME

TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY

EVENT KEY

REPORT NUMBER

510(K) NUMBER

PRODUCT CODE

REPORT SOURCE

WAS MANUFACTURER REPORT SUBMITTED?
NUMBER OF DEVICESIN EVENT

NUMBER OF PATIENTS INVOLVED

DATE FDA RECEIVED
ISTHISAN ADVERSE EVENT REPORT?
ISTHIS A PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DATE OF REPORT

DEVICE OPERATOR

DEVICE EXPIRATION DATE

DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER
DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WAS DEVICE AVAILABLE FOR EVALUATION?
CONCOMITANT MEDICAL PRODUCTS

ISTHE REPORTER A HEALTH PROFESSIONAL?

DISTRIBUTOR FACILITY AWARE DATE
TYPE OF REPORT

REPORT DATE

DEVICE AGE

1a5€1u;.;.

CUSTOM CONSTRAINED
LINER

TOTAL HIP PROSTHESIS

DEPUY ORTHOPAEDICS, INC.

700 ORTHOPAEDIC DR.
P.O. BOX 988
WARSAW, IN
46581-0988

us

149212

153151

143822
1818910-1998-00037
K964987

KWB
MANUFACTURER
YES

1

1

23-FEB-1998

YES

YES

OTHER
30-JAN-1998
HEALTH PROFESSIONAL
NA

NA

1242-22-978
SC4F51

NA

YES

NI

YES

30-JAN-1998
INITIAL
30-JAN-1998

N

http://www.fda.gov/scripts/cdrh/cfdocs/cEIMAUDE/Detail. CFM?MASTER  ID=143001

000063
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EVENT LOCATION
MANUFACTURER NAME
MANUFACTURER CONTACT

INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WASDEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
REMEDIAL ACTION

TYPE OF DEVICE USAGE

CORRECTION OR REMOVAL REPORT NUMBER

BASELINE BRAND NAME

-- BASELINE GENERIC NAME

BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER
BASELINE DEVICE FAMILY
PMA FLAG

510(K) FLAG

PREAMENDMENT FLAG
TRANSITIONAL FLAG
EXEMPT FLAG 510(K)

DATE FIRST MARKETED
DATE CEASED MARKETING
EVENT DESCRIPTION

rage £ oI <

1w

HOSPITAL
DEPUY ORTHOPAEDICS, INC.
TERESA OBERLIN

700 ORTHOPAEDIC DRIVE
PO BOX 988

WARSAW, IN

46581-0988

(219) 372 -7499

HEALTH PROFESSIONAL
30-JAN-1998
1818910-1998-00037
MALFUNCTION

YES

01 -JAN- 1998

YES

OTHER

INITIAL

NA

CUSTOM CONSTRAINED LINER
NA

1242-22-978

NA

NA

TOTAL HIP PROSTHESIS
NO

NO

NO

NO

YES

29-JAN-1998

0000014405

COMPLAINANT CLAIMS THAT THE O.D. ISTOO SMALL, I.D. IS CORRECT, BUT LABEL
INDICATES A 28MM RESULTING IN A DELAY IN SURGERY.

| RETURK TO SEARCH

(Database Updated February 5, 1999)

| SEND COMMENTS

http://www.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detail. CFM?MASTER | D=143001 3/1/99
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MAUDE

BRAND NAME
TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED
DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT REPORT?
ISTHIS A PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DATE OF REPORT

DEVICE OPERATOR

DEVICE EXPIRATION DATE

DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER
DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WAS DEVICE AVAILABLE FOR
EVALUATION?

DATE RETURNED TO MANUFACTURER
CONCOMITANT MEDICAL PRODZJCTS
ISTHE REPORTER A HEALTH

—. PROFESSIONAL?

DISTRIBUTOR FACILITY AWARE DATE
TYPE OF REPORT

MAUDE Searc!

Page 1 ot 3

CUSTOM CONSTRAINED LINER

TOTAL, HIP PROSTHESS
DEPUY ORTHOPAEDICS, INC.
700 ORTHOPAEDIC DR.
P.O. BOX 988

WARSAW, IN

46581-0988

us

121561

124156

116724
1818910-1997-00196
KR0O0841

KV/B

MANUFACTURER

YES

1

!

30-SEP-1997

YES

YES

REQUIRED INTERVENTION
04-SEP-1997

HEALTH PROFESSIONAL
NA

NA

1241-20-994

3 04540

NA

DEVICE NOT RETURNED TO
MANUFACTURER

04-SEP-97
NI

YES

2 1 -AUG- 1997
INITIAL

http://www.fda.gov/scripts/cdrh/cfdocs/ctMAUDE/Detail. CFM?MASTER  ID=1 15201

000065
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REPORT DATE

-~ DEVICE AGE
REPORT SENT TO FDA FLAG
EVENT LOCATION
MANUFACTURER NAME
MANUFACTURER CONTACT

INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WAS DEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
REMEDIAL ACTION

— TYPE OF DEVICE USAGE

CORRECTION OR REMOVAL REPORT

NUMBER
BASEL INE BRAND NAME

BASEL INE GENERIC NAME
BASEL INE CATALOGUE NUMBER
BASEL INE MODEL NUMBER
OTHER BASELINE ID NUMBER
BASEL INE DEVICE FAMILY

PMA FLAG

510(K) FLAG

PREAMENDMENT FLAG
TRANSITIONAL FLAG

EXEMPT FLAG 510(K)

DATE FIRST MARKETED

DATE CEASED MARKETING
EVENT DESCRIPTION

rage < or 3

04-SEP- 1997

1

NO

HOSPITAL

DEPUY ORTHOPAEDICS, INC.
TERESA OBERLIN

700 ORTHOPAEDIC DR.
P.0. BOX 988

WARSAW, IN

46581-0988

(2 19) 3 72 -7499

HEALTH PROFESSIONAL
04-SEP-1997
1818910-1997-00196
INJURY

YES

OI-OCT-1996
YES

NA

INITIAL

NA

CUSTOM CONSTRAINED LINER
TOTAL HIP PROSTHESIS
124 1-20-994

NA

NA

TOTAL HIP PROSTHESIS
NO

NO

NO

NO

YES

14-OCT-1996

0000013640

THE HIP BALL DISLOCATED FROM THE ACETABULAR POLYETHYLENE LINER.

— ADDITIONAL MANUFACTURER NARRATIVE

http://www fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER _ ID=1 15201 3/1/99
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THE EVALUATION SHOWED THE LINER WAS DISTORTED AND DAMAGED FROM
EXTRACTION. DIMENSIONAL MEASUREMENTS SHOWED THE LINER WAS FOUND TO

MEET THE DESIGN REQUIREMENTS. THE DEVICE DID NOT ATTRIBUTE TO THE
DISLOCATION.

| RETHURN TO SEARCH

 CDRH HOME PAGE  SEND COMMENTS

(Database Updated February 5, 7999)

http://www.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detail. CFM?MASTER  ID=1 15201 3/1/99
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MAUDE Se:

BRAND NAME FEMORAL HEAD
MANUFACTURER ZIMMER
410 N. FIPPS ST.
LONGVIEW, TX
75601
us
DEVICE EVENT KEY 145299
MDR REPORT KEY 149096
EVENT KEY 139979
REPORT NUMBER 4576780000- 1997-0049
51 O(K) NUMBER K911808
PRODUCT CODE DI
REPORT SOURCE USER FACILITY
WAS MANUFACTURER REPORT SUBM1 ITED? NO
NUMBER OF DEVICESIN EVENT 2
NUMBER OF PATIENTS INVOLVED 1
DATE FDA RECEIVED 0S-JAN- 1998
ISTHIS AN ADVERSE EVENT REPORT? NO
ISTHIS A PRODUCT PROBLEM REPORT? YES
OUTCOME OF EVENT REQUIRED INTERVENTION
DATE OF REPORT 30-0CT-1997
DEVICE OPERATOR LAY USER/PATIENT
DEVICE CATALOGUE NUMBER 9026-29
DEVICE LOT NUMBER 14185700

WAS DEVICE AVAILABLE FOR EVALUATION? YES
ISTHE REPORTER A HEALTH PROFESSIONAL? YES

DISTRIBUTOR FACILITY AWARE DATE 30-OCT-1997
TYPE OF REPORT INITIAL
REPORT DATE 30-OCT-1997
DEVICE AGE 7

REPORT SENT TO FDA FLAG NO

EVENT LOCATION HOSPITAL
DATE REPORT TO MANUFACTURER 30-OCT-1997

EVENT DESCRIPTION

http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER __ ID=138971
000068
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http://www fda.gov/scripts/cdrh/cfdocs/cfIMAUDE/Detail. CFM?MASTER 1D=138971
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PT ADMITTED TO ER ON 08/26/1997 WITH DISLOCATION OF HER HIP PROSTHESIS
EARLY THAT MORNING. SHE WAS TAKEN TO SURGERY WHERE THE HIP WAS
REDUCED IN AN OPEN FASHION AND A REVISION ACETABULAR LINER WAS PLACED.
SHE DID WELL POSTOPERATIVELY AND WAS SCHEDULED FOR DISCHARGE ON
08/30/97. BUT EARLY THAT MORNING, ON GOING TO THE BATHROOM, SHE AGAIN
FELT PAIN AND DISCOMFORT IN HER HIP. SHE WAS MAINTAINED ON BEDREST AND
TAKEN TO SURGERY ON 0910311997 FOR REVISION WITH A CONSTRAINED
ACETABULAR CUP. TOLERATED WELL.

FDA HOME PAGE [§ SEND COMMENTS

| RETURN 10 SEARCH

(Database Updated February 5, 1999)
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BRAND NAME
TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY

MDR REPORT KEY

EVENT KEY

REPORT NUMBER

510(K) NUMBER

PRODUCT CODE

REPORT SOURCE

WAS MANUFACTURER REPORT SUBMITTED?
NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTS INVOLVED

DATE FDA RECEIVED

ISTHIS AN ADVERSE EVENT REPORT?
ISTHIS A PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DEVICE OPERATOR

DEVICE EXPIRATION DATE

DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER

DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WAS DEVICE AVAILABLE FOR EVALUATION?
CONCOMITANT MEDICAL PRODUCTS
TYPE OF REPORT

DEVICE AGE

REPORT SENT TO FDA FLAG
MANUFACTURER NAME
MANUFACTURER CONTACT

\UDE Search

ZIMMER

F/M ACET SHELL 52MMOD
CLUSTER

ZIMMER, INC

PO BOX 708
WARSAW, IN

4658 [-0708

us

194421

200147

188039
1822565-1998-00141
K 902436

KWB
MANUFACTURER
YES

!

!

30-NOV-1998

YES

NO

OTHER

LAY USER/PATIENT
NA

NA

00620005222
14050800

NA

YES

UNK

INITIAL

6

NO

ZIMMER, INC.
CONNIE MORGAN
BOX 708
WARSAW, IN

http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER _ ID=1887 16
000070
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INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WASDEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
TYPE OF DEVICE USAGE

CORRECTION OR REMOVAL REPORT NUMBER

BASELINE BRAND NAME
BASELINE GENERIC NAME
BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER

BASELINE DEVICE FAMILY

SHELF LIFE LABELED FLAG
PMA FLAG

510(K) FLAG
PREAMENDMENT FLAG
TRANSITIONAL FLAG
EXEMPT FLAG 510(K)

DATE FIRST MARKETED
DATE CEASED MARKETING
EVENT DESCRIPTION

£ Al o vL o

LASEVAS I St Vi VLS )

(219) 372 -4269
USER FACILITY
09-NOV-1998
1822565-1998-00141
INJURY

D

01-APR- 1997

YES

INITIAL

NA

ZIMMER
ACETABULAR SHELL
00620005222

NA

NA

TRILOGY ACETABUI-AR
SHELLS/CH

NO

NO

YES

NO

NO

NO
25-0CT-1994
0000003707

JUNE 1998 PT HAD A RIGHT TOTAL HIP ARTHROPLASTY AFTER DEVELOPING A
FRACTURE THIS PROCEDURE WAS DONE IN EDINBURG, TX. SINCE THEN, PT HAS
HAD MULTIPLE DISLOCATIONS AND HAS REQUIRED REDUCTION SEVERAL TIMES.
BECAUSE OF RECURRENT DISLOCATIONS AND INSTABILITY, THE PT REQUIRED
REPLACEMENT WITH A NEW ACETABULAR COMPONENT WITH SLIGHTLY MORE
ANTEVERSION AND ALSO A CONSTRAINED COMPONENT WHICH WOULD RESIST

DISLOCATION.

ADDITIONAL MANUFACTURER NARRATIVE

THE USER FACILITY HAS BEEN CONTACTED FOR THE POSSIBLE RELEASE OF THE
DEVICE. NO ADD’L INFO AVAILABLE AT THIS TIME. H3: EVALUATION SUMMARY -
PRODUCT WAS NOT RETURNED FOR EVALUATION. PROBABLE CAUSE MAY BE USER
CAUSED BY MALPOSITIONING ACETABULAR SHELL DURING ORIGINAL SURGERY.
H6: EVALUATION CODES: THE PRODUCT WAS NOT RETURNED FOR EVALUATION.

THE MFG RECORDS ARE IN ORDER.

http://www.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detail. CFM?MASTER ID=188716 3/1/99
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MAUDE Search

OSTEONICS CONSTRAINED

BRAND NAME ACETABULAR INSERT
TYPE OF DEVICE ACETABULAR BEARING INSERT
MANUFACTURER OSTEONICS CORP.
59 ROUTE 17
ALLENDALE, NJ
07401-1677
us
DEVICE EVENT KEY 134295
MDR REPORT KEY 137494
EVENT KEY 129293
REPORT NUMBER 2243265-1997-00058
510(K) NUMBER KB851366
PRODUCT CODE KWB
REPORT SOURCE MANUFACTURER
WAS MANUFACTURER REPORT YES
SUBMITTED?

NUMBER OF DEVICESIN EVENT !

NUMBER OF PATIENTSINVOLVED 1

DATE FDA RECEIVED 09-DEC-1997
ISTHISAN ADVERSE EVENT REPORT? YES
ISTHIS A PRODUCT PROBLEM

REPORT? NO

OUTCOME OF EVENT REQUIRED INTERVENTION
DATE OF REPORT NA

DEVICE OPERATOR LAY USER/PATIENT
DEVICE EXPIRATION DATE NA

DEVICE MODEL NUMBER NA

DEVICE CATALOGUE NUMBER 2099-2254

DEVICE LOT NUMBER 699802R

OTHER DEVICE ID NUMBER NA

WAS DEVICE AVAILABLE FOR DEVICE NOT RETURNED TO
EVALUATION? MANUFACTURER

DATE RETURNED TO MANUFACTURER 07-NOV-97
CONCOMITANT MEDICAL PRODUCTS NA

ISTHE REPORTER A HEALTH

PROFESSIONAL? NO

http://www fda gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER | D=127945 3/1/99
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TYPE OF REPORT INITIAL
REPORT DATE 07-NOV-1997
DEVICE AGE 1
REPORT SENT TO FDA FLAG NO
EVENT LOCATION HOSPITAL
INITIAL REPORT SOURCE COMPANY REPRESENTATIVE
DATE MANUFACTURER RECEIVED 07-NOV-1997
MANUFACTURER REPORT NO 2243265-1997-00058
EVENT REPORT TYPE INJURY
WASDEVICE EVALUATED BY YES
MANUFACTURER?
MANUFACTURE DEVICE DATE OI-OCT-1997
LABELED FOR SINGLE USE? YES
TYPE OF DEVICE USAGE INITIAL
CORRECTION OR REMOVAL REPORT NA
NUMBER
BASEL INE BRAND NAME OSf3MCS CONSTRAINED ACE-TABULAR
INSERT
BASELINE GENERIC NAME ACETABULAR BEARING INSERT
BASELINE CATALOGUE NUMBER 2099-2254
. BASELINE MODEL NUMBER NA
" OTHER BASELINE ID NUMBER NA
DATE CEASED MARKETING 0000012244

EVENT DESCRIPTION

A CONSTRAINED INSERT WAS ORIGINALLY IMPLANTED ON 1 0/16/1997. ON 10/26/97,
THE INSERT REPORTEDLY DISASSOCIATED FROM THE ACETABULAR SHELL. DURING
REVISION SURGERY, A NEW INSERT WAS ASSEMBLED WITH THE SHELL, BUT
BEFORE THE SURGERY WAS COMPLETED, IT DISASSOCIATED FROM THE SHELL. THE
SURGEON REPORTEDLY ATTEMPTED TO CEMENT THE INSERT INTO THE SHELL, BUT
WHILE IMPACTING IT, DISCOVERED THE PATIENT'S ACETABULUM HAD FRACTURED.
ALL DEVICES WERE REMOVED AND A GIRDLESTONE PERFORMED.

ADDITIONAL MANUFACTURER NARRATIVE
OSTEONICS DISCLAIMER: SUBMISSION OF INFORMATION BY OSTEONICS UNDER THE
MEDICAL DEVICE REPORTING REGULATION DOES NOT CONSTITUTE AN ADMISSION
THAT THIS INFORMATION IS REQUIRED TO BE REPORTED UNDER THE REGULATION
OR THAT THERE IS ANY CASUAL CONNECTION BETWEEN THE PERFORMANCE OF
THE DEVICE AND ANY INJURY OR DEATH THAT MAY HAVE OCCURRED. SUBMISSION
OF THIS INFORMATION IS NOT AN ADMISSION OF THE ACCURACY OF THE
INFORMATION CONTAINED WITHIN THE REPORT, WHICH WAS PROVIDED
ORIGINALLY TO THE SUBMITTER BY OUTSIDE SOURCES. THIS STATEMENT SHOULD
BE INCLUDED WITH ANY INFORMATION OR REPORT DISCLOSED TO THE PUBLIC
UNDER THE FREEDOM OF INFORMATION ACT. THE 2099 CONSTRAINED ACETABULAR
INSERTS ARE MARKETED UNDER PMA #P960047. A USER FACILITY MEDWATCH
REPORT WAS NOT PROVIDED, CONSEQUENTLY SEVERAL BLOCKS IN SECTION F ARE
http://www.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detail. CFM?MASTER _ID=127945 3/1/99
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NOUT AVAILABLE UK UNKNUWN. EVALUATION METHOD ACTUAL DEVICES
INVOLVED IN INCIDENT WERE EVALUATED. DEVICES FROM THE SAME LOT AS THE
ACTUAL DEVICE INVOLVED IN INCIDENT WERE EVALUATED. VISUAL
EXAMINATION. REVIEWED MANUFACTURING RECORDS FOR RETURNED DEVICE.
TESTED ADDITIONAL MANUFACTURING LOTS, ASWELL AS, MACHINED TEST
SAMPLES. EVALUATION RESULTS. MANUFACTURING RECORDS INDICATE ALL
REQUIRED MANUFACTURING OPERATIONS AND QUALITY EVALUATIONS WERE
PROPERLY COMPLETED. VISUAL EXAMINATION OF THE RETURNED INSERTS
REVEALED MARKS WHICH SUGGEST THAT THE LOCKING WIRE BECAME DISLODGED
ON BOTH INSERTS AND PREVENTED THE INSERTS FROM PROPERLY LOCKING IN THE
SHELL. THE MARKS ALSO SUGGEST THAT THE INSERTS WERE AXIALLY MISALIGNED
DURING ASSEMBLY WITH THE SHELL IN SURGERY. PRODUCT TESTING CONFIRMED
THAT THE LOCKING WIRES REMAIN IN PLACE WHEN THE RECOMMENDED
ASSEMBLY TECHNIQUE IS USED. EVALUATION CONCLUSION. MISALIGNMENT OF
THE INSERTS DURING ASSEMBLY WITH THE SHELL ISLIKELY TO HAVE CAUSED A
PORTION OF THE LOCKING WIRE TO BECOME DISLODGED. AS A RESULT, THE
INSERTS DID NOT FULLY LOCK IN PLACE. NO CONCLUSION CAN BE DRAWN ASTO
EXACTLY WHAT MAY HAVE CAUSED THE PATIENT'SACETABULUM TO FRACTURE.

 RETURN TO SEARKH - SEND (O

b4 HOME PAGE

(Database Updated February 5, 1999)
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Access nunber:

Dat e received:

Product nane:
Manuf act ur er:
Street:

Gty:
St at e:
Zipcode:

Repor t
Panel

type:
code:

Pr oduct code:

Mbdel nunber:

Event type:

Event description:

C oseout description:

P

Access nunber:
Dat e recei ved:
Product nane:
Manuf act urer:
Street:

Gty:

St at e:

Zipcode:

Report type:
Panel code:
Product code:
Mbdel nunber:
Event type:

Event description:

Medical Device Reporting Full Display
270154
03/03/92
OWI FI' T CONSTRAI NED ACETABULAR CUP | NSERT
OSTEONI CS CORP.
2 PEARL COURT
ALLENDALE
NJ
07401
SERI QUS | NJURY
87
KW\B
2099- 2656
F (PIF = Prelimnary/Final)
UNI' T DI SASSEMBLED WHI LE PT WAS GETTI NG OFF TO LET.
THE DEVI CE | DENTI FI ED WAS SURG CALLY RETRI EVED FROM
THE PT AFTER AN | MPLANT PERIOD OF 1 MONTH. I T
DI SLOCATED FROM | TS MODULAR ACETABULAR SHELL WH LE
THE | NDI VI DUAL WAS RI SI NG FROM THE TO LET. THE PT
WAS REVI SED ON 2/22/92. THE | NSERT STATES, IN
PERTI NENT PART, THAT "H GH DEMAND ON THE BEARI NG
I NSERT CAN RESULT IN THE FAI LURE OF THE DEVI CE AND
| TS MATI NG SHELL INTRFACE". ADDI TI ONALLY, THE
| NSERT STATES THz © "DI SLOCATION OF THE H P
PROSTHESI S DUE TO | NAPPROPRI ATE PT ACTIVITY, TRAUVA
OR OTHER Bl OVECHANI CAL CONDI TI ONS CAN OCCUR. "
TH S REPORT WAS REVI EMED FOR SI GNI FI CANT PROBLENMS
BUT WAS NOT CLOSED. IT IS BEING CLOSED AT TH' S TI ME
AS PART OF A BATCH CLOSEQUT PROCESS IN ORDER TO
PREPARE THE DATABASE TO SERVE AS H STORI CAL SUPPORT
TO A REDESI GNED DATABASE.

Medi cal Device Reporting Ful

Di spl ay

363796

02/08/93

OWI FI' T CONSTRAI NED ACETABULAR CUP | NSERT
OSTEONI CS  CORP.

59 RQUTE 17

ALLENDALE

NJ

07401

SERI QUS | NJURY

87

KW\B

2099- 2252

F (P/IF = Prelimnary/Final)
| NSERT DI SLOCATED FROM I TS MODULAR ACETABULAR SHELL
VH LE THE | NDI VI DUAL WAS CGETTI NG UP FROM CHAI R
REQU RED REVI SI ON SURGERY. DEVI CE WAS SURG CALLY
RETRI EVED FROM THE PT ON 1/20/93 AFTER AN

| MPLANTATI ON PERI CD OF ONE MONTH. THE | NSERT
STATES, | N PERTINENT PART, THAT "H GH DEMAND ON THE
BEARI NG | NSERT CAN RESULT IN THE FAILURE OF THE
DEVI CE AND | TS MATI NG SHELL INTERFACE."

ADDI TI ONALLY, THE | NSERT STATES THAT " DI SLOCATI ON
OF THE H P PROSTHESI S DUE TO | NAPPROPRI ATE PT
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C oseout description:

Access numnber:

Dat e received:

Product nane:
Manuf act ur er:
Street:

Gty:
St at e:
Zipcode:

Report type:
Panel code:
Product code:
Mbdel nunber:
Event type:

Event description:

G oseout description:

ACTIVITY, TRAUVA OR OTHER BI OVECHANI CAL CONDI TI ONS
CAN OCCUR. "

Medi cal Device Reporting Full Display
407457

08/27/93

OSTEONI CS CONSTRAI NED ACETABULAR CUP | NSERT
OSTEONI CS  CORP.

59 RQUTE 17

ALLENDALE

NJ

07401

SERI QUS | NJURY

87

KVB

NA

F (PIF = Prelimnary/Final)
PT DI SLOCATED. SCHEDULED FOR REVI SI ON SURGERY
8/30/93. THE CONSTRAI NED ACETABULAR CUP | NSERT

| NDENTI FI ED WAS SURGQ CALLY RETRI EVED FROM THE PT
AFTER AN | MPLANTATION PERIOD OF 1.5 MONTHS. THE

| NSERT WAS REPORTED TO HAVE BEEN | MPLANTED I N
COVBI NATI ON wi.H A} iMORAL STEM MG BY AN ENTI TY
OTHER THAN THIS CO. THE COWPONENTS OF THE | NSERT
DI SLOCATED ON 8/24/93. THE PT' S PROSTHESI S WAS

REVI SED ON 8/30/93. THE | NSERT STATES, | N PERTI NENT
PART, THAT "H GH DEMAND ON THE BEARI NG | NSERT CAN
RESULT IN THE FAILURE OF THE DEVICE AND | TS MATI NG
SHELL I NTERFACE. " THE | NSERT ALSO STATES THAT

"DI SLOCATION OF THE H P PROSTHESI S DUE TO

| NAPPROPRI ATE PT ACTIVITY, TRAUMA OR OTHER

Bl OVECHANI CAL CONDI TIONS CAN OCCUR. " FI NALLY, THE
PACKAGE | NSERT STATES "CO STRONGLY ADVI SES AGAI NST
THE USE OF ANOTHER MFR' S FEMORAL COVPONENT W TH ANY
CO ACETABULAR SYSTEM COVPONENT. "
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BRAND NAME

TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT

SUBMITTED?

OSTEONICS CONSTRAINED
ACETABULAR INSERT
ACETABULAR BEARING INSERT
OSTEONICS CORP.

59 ROUTE 17

ALLENDALE, NJ

07401-1677

us

96584

97938

92124

2243265-1997-00028

K871960

KWB

MANUFACTURER

YES

NUMBER OF DEVICESIN EVENT |
NUMBER OF PATIENTSINVOLVED !

DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT REPORT? YES

1 0-JUN- 1997

ISTHIS A PRODUCT PROBLEM
REPORT?

OUTCOME OF EVENT
DATE OF REPORT

DEVICE OPERATOR
DEVICE EXPIRATION DATE
DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER

DEVICE LOT NUMBER
OTHER DEVICE ID NUMBER

WASDEVICE AVAILABLE FOR
EVALUATION?

CONCOMITANT MEDICAL PRODUCTS

ISTHE REPORTER A HEALTH
PROFESSIONAL?

NO

REQUIRED INTERVENTION
NA

LAY USER/PATIENT

NA

NA

2099-

UNK

NA

NO
NA
YES

DISTIUBUTOR FACILITY AWARE DATE UNK

TYPE OF REPORT

INITIAL

http://www.fda.gov/scripts/cdrh/cfdocs/cEIMAUDE/Detail. CFM?MASTER  ID=89901
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NUMBER
EVENT DESCRIPTION

MAULDLE
DEVICE AGE U
REPORT SENT TO FDA FLAG NO
EVENT LOCATION HOSPITAL
INITIAL REPORT SOURCE HEALTH PROFESSIONAL
DATE MANUFACTURER RECEIVED 18-OCT-1996
MANUFACTURER REPORT NO 2243265-1997-00028
EVENT REPORT TYPE INJURY
WASDEVICE EVALUATED BY D
MANUFACTUREK?
MANUFACTURE DEVICE DATE UNK
LABELED FOR SINGLE USE? YES
TYPE OF DEVICE USAGE INITIAL
CORRECTION OR REMOVAL REPORT NA

Page Z ot 2

EIGHT MONTHS AFTER ORIGINAL SURGERY, PT REPORTED SQUEAKING IN THE HIP.
AT 17 MONTHS POST-OP, IT WAS REPORTEDLY DETERMINED THAT THE LOCKING
RING ON THE CONSTRAINED INSERT HAD BRO! .EN AND THE INSERT SEPARATED
FROM THE ACETABULAR SHELL. REVISION SURGERY WAS PERFORMED TO REPLACE

THE ACETABULAR COMPONENT.

ADDITIONAL MANUFACTURER NARRATIVE

NO USER FACILITY WAS PROVIDED. CONSEQUENTLY, SEVERAL BLOCKS IN SECTION
F ARE NA OR UNK. EVALUATION METHOD: (CODE 86, OTHER) SINCE A SPECIFIC
CATALOG # AND SERIAL # WAS NOT PROVIDED, THE EVALUATION WAS LIMITED TO
A REVIEW OF THE INFO PROVIDED. EVALUATION RESULTS: SURGEON WHO
PERFORMED THE REVISION SURGERY |S REPORTEDLY OF THE OPINION THAT THE
ACETABULAR COMPONENT WAS ORIGINALLY PLACED IN EXCESSIVE ABDUCTION.
EVALUATION CONCLUSION: COMPONENT POSITION CONTRIBUTED TO EVENT.

 FDA HOME PAGE

 CDRH HOME PAGE

| RETURN TO SEARCH

(Database Updated February 5, 1999)
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OSTEONICS CONSTRAINED

BRAND NAME ACETABULAR INSERT

TYPE OF DEVICE ACETABULAR BEARING INSERT

MANUFACTURER OSTEONICS CORP.
S59ROUTE 17
ALLENDALE, NJ
07401-1677
us

DEVICE EVENT KEY 96579

MDR REPORT KEY 97933

EVENT KEY 92119

REPORT NUMBER 2243265-1997-00027

510(K) NUMBER K871960

PRODUCT CODE kWB

REPORT SOURCE MANUFACTURER

WAS MANUFACTURER REPORT YES

SUBMITTED?

NUMBER OF DEVICESIN EVENT 1

NUMBER OF PATIENTSINVOLVED 1

DATE FDA RECEIVED 10-JUN-1997

ISTHISAN ADVERSE EVENT REPORT? YES

ISTHIS A PRODUCT PROBLEM
REPORT?

OUTCOME OF EVENT
DATE OF REPORT

DEVICE OPERATOR
DEVICE EXPIRATION DATE
DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER

DEVICE LOT NUMBER
OTHER DEVICE ID NUMBER

WAS DEVICE AVAILABLE FOR
EVALUATION?

NO

REQUIRED INTERVENTION
NA

LAY USER/PATIENT

NA

NA

2099-

UNK

NA

NO

CONCOMITANT MEDICAL PRODUCTS NA

ISTHE REPORTER A HEALTH
PROFESSIONAL?

YES

DISTRIBUTOR FACILITY AWARE DATE UNK

TYPE OF REPORT

INITIAL

http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER | D=89896
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DEVICE AGE U

REPORT SENT TO FDA FLAG NO

EVENT LOCATION HOSPITAL
INITIAL REPORT SOURCE HEALTH PROFESSIONAL
DATE MANUFACTURER RECEIVED 18-OCT-1996
MANUFACTURER REPORT NO 2243265-1997-00027
EVENT REPORT TYPE INJURY
WASDEVICE EVALUATED BY D
MANUFACTURER?

MANUFACTURE DEVICE DATE UNK

LABELED FOR SINGLE USE? YES

TYPE OF DEVICE USAGE INITIAL
CORRECTION OR REMOVAL REPORT NA

NUMBER
EVENT DESCRIPTION

DURING ORIGINAL SURGERY ON 1 1/26/91, THE OSTEONICS CONSTRAINED INSERT
WAS CEMENTED INTO A WELL FIXED UNCEMENTED ACETABULAR COMPONENT
FROM ANOTHER MFR. THE INSERT DISLUDGEL: FROM THE CEMENT MANTLE FOUR

MONTHS AFTER SURGERY. THE SAME INSERT WAS RE-CEMENTED INTO PLACE WITH
NO FURTHER DISLOCATIONS.

ADDITIONAL MANUFACTURER NARRATIVE

NO USER FACILITY WAS PROVIDED. CONSEQUENTLY, SEVERAL BLOCKS IN SECTION
F ARE NA AND UNK. EVALUATION METHOD: (CODE 86, OTHER) SINCE A SPECIFIC
CATALOG # AND SERIAL # WAS NOT PROVIDED, THE EVALUATION WAS LIMITED TO
A REVIEW OF THE INFO PROVIDED. EVALUATION RESULTS (CODE 102)
INCOMPATIBLE COMPONENTS. EVALUATION CONCLUSION: (CODE 68, OTHER) THE
USE OF AN INCOMPATIBLE DEVICE FROM ANOTHER MFR CONTRIBUTED TO THE

EVENT.

%Mggﬁéwfﬁﬁﬁégfg“

CDRH HOME PAGE

| RETURN TO SEARCH

(Database Updated February 5, 1999)
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MAUDE Search

OSTEONICS CONSTRAINED

BRAND NAME ACETABULAR INSERT

TYPE OF DEVICE ACETABULAR BEARING INSERT

MANUFACTURER OSTEONICS CORP.
59 ROUTE 17
ALLENDALE, NJ
07401-1677
us

DEVICE EVENT KEY 96571

MDR REPORT KEY 97925

EVENT KEY 92111

REPORT NUMBER 2243265 1997-00026

PMA NUMBER PR00036

PRODUCT CODE KWB

REPORT SOURCE MANUFACTURER

WAS MANUFACTURER REPORT YES

SUBMITTED?

NUMBER OF DEVICESIN EVENT !

NUMBER OF PATIENTSINVOLVED !

DATE FDA RECEIVED 10-JUN-1997
ISTHISAN ADVERSE EVENT REPORT? YES
ISTHIS A PRODUCT PROBLEM

REPORT? NO

OUTCOME OF EVENT REQUIRED INTERVENTION
DATE OF REPORT NA

DEVICE OPERATOR LAY USER/PATIENT
DEVICE EXPIRATION DATE NA

DEVICE MODEL NUMBER NA

DEVICE CATALOGUE NUMBER 2099-

DEVICE LOT NUMBER UNK

OTHER DEVICE ID NUMBER NA

WAS DEVICE AVAILABLE FOR NO

EVALUATION?
CONCOMITANT MEDICAL PRODUCTS NA

ISTHE REPORTER A HEALTH YES
PROFESSIONAL?

DISTRIBUTOR FACILITY AWARE DATE UNK
TYPE OF REPORT INITIAL

http://www fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detail. CFM?MASTER _ ID=89888 3/1/99
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DEVICE AGE U

REPORT SENT TO FDA FLAG NO

EVENT LOCATION HOSPITAL

INITIAL REPORT SOURCE HEALTH PROFESSIONAL
DATE MANUFACTURER RECEIVED 18-OCT-1996
MANUFACTURER REPORT NO 2243265- 1997-00026
EVENT REPORT TYPE INJURY
WASDEVICE EVALUATED BY D
MANUFACTURER?

MANUFACTURE DEVICE DATE UNK

LABELED FOR SINGLE USE? YES

TYPE OF DEVICE USAGE INITIAL
CORRECTION OR REMOVAL REPORT NA

NUMBER
EVENT DESCRIPTION

PT UNDERWENT REVISION SURGERY AFTER COMPLAINING OF PAIN. THE RETAINING
RING OF THE CONSTRAINED INSERT HAD DISLODGED AND WAS FOUND AROUND
THE NECK OF THE FEMORAL COMPONENT.

ADDITIONAL MANUFACTURER NARRATIVE

NO USER FACILITY WAS PROVIDED. CONSEQUENTLY, SEVERAL BLOCKS IN SECTION
F ARE NA OR UNK. EVALUATION METHOD: (CODE 86, OTHER) SINCE A SPECIFIC
CATALOG # AND SERIAL # WAS NOT PROVIDED, THE EVALUATION WAS LIMITED TO
A REVIEW OF THE INFO PROVIDED. EVALUATION RESULTS: (CODE 79) NONE.
EVALUATION CONCLUSION: (CODE 67) NO CONCLUSION CAN BE DRAWN.

L FDA HOME PAGE B SEND COMMENTS

. RETURN TO SEARCH

(Database Updated February 3, 1999)
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BRAND NAME

TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
PMA NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT

SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED

DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT REPORT?

ISTHISA PRODUCT PROBLEM
REPORT?

OUTCOME OF EVENT
DATE OF REPORT

DEVICE OPERATOR
DEVICE EXPIRATION DATE
DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER

DEVICE LOT NUMBER
OTHER DEVICE ID NUMBER

WAS DEVICE AVAILABLE FOR
EVALUATION?

OSTEONICS CONSTRAINED
ACETABULARINSERT

ACETABULAR BEARING INSERT
OSTEONICS CORP.
59 ROUTE 17
ALLENDALE, NJ
0740 1

us

96572

97926

92112

2243265- 1997-00025
P800036

k WB
MANUFACTURER

YES

1

1
10-m-1997
YES

NO

REQUIRED INTERVENTION
NA

LAY USER/PATIENT

NA

NA

2099-

UNK

NA

NO

CONCOMITANT MEDICAL PRODUCTS NA

ISTHE REPORTER A HEALTH
PROFESSIONAL?

YES

DISTRIBUTOR FACILITY AWARE DATE UNK

TYPE OF REPORT

INITIAL

http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER | D=89889
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EVENT DESCRIPTION

rage 2 01 »

MAUDLE
DEVICE AGE U
" REPORT SENT TO FDA FLAG NO
EVENT LOCATION HOSPITAL
INITIAL REPORT SOURCE HEALTH PROFESSIONAL
DATE MANUFACTURER RECEIVED 18-OCT-1996
MANUFACTURER REPORT NO 2243265- 1997-00025
EVENT REPORT TYPE INJURY
WASDEVICE EVALUATED BY D
MANUFACTURER?
MANUFACTURE DEVICE DATE UNK
LABELED FOR SINGLE USE? YES
TYPE OF DEVICE USAGE INITIAL
CORRECTION OR REMOVAL REPORT NA

FIFTY-THREE MONTHS AFTER THE ORIGINAL SURGERY, THE CONSTRAINED INSERT
DISLOCATED AND THE ACETABULAR SHFLL DISLODGED FROM THE ACETABULUM.

REVISION SURGERY WAS PERFORMED 1 0 REP . ACE BOTH THE ACETABULAR INSERT
AND THE SHELL.

ADDITIONAL MANUFACTURER NARRATIVE

OSTEONICS DISCLAIMER: SUBMISSION OF INFORMATION BY OSTEONICS UNDER THE
MEDICAL DEVICE REPORTING REGULATION DOES NOT CONSTITUTE AN ADMISSION
THAT THE INFORMATION IS REQUIRED TO BE REPORTED UNDER THE REGULATION
OR THAT THERE ISANY CAUSAL CONNECTION BETWEEN THE PERFORMANCE OF
THE DEVICE AND ANY INJURY OR DEATH THAT MAY HAVE OCCURRED. SUBMISSION
OF THIS INFORMATION IS NOT AN ADMISSION OF THE ACCURACY OF THE
INFORMATION CONTAINED WITHIN THE REPORT, WHICH WAS PROVIDED
ORIGINALLY TO THE SUBMITTER BY OUTSIDE SOURCES. THIS STATEMENT SHOULD
BE INCLUDED WITH ANY INFORMATION OR REPORT DISCLOSED TO THE PUBLIC
UNDER THE FREEDOM OF INFORMATION ACT.

| RETURN TO SEARCH

(Database Updated February 5, 1999)
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MAUDE

TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED
DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT REPORT?
ISTHIS A PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DEVICE OPERATOR

DEVICE EXPIRATION DATE

DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER
DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WASDEVICE AVAILABLE FOR
EVALUATION?

DATE RETURNED TO MANUFACTURER
CONCOMITANT MEDICAL PRODUCTS

ISTHE REPORTER A HEALTH
PROFESSIONAL?

TYPE OF REPORT
REPORT DATE
REPORT SENT TO FDA FLAG

SROM POLY DIAL INSERT

Page 1 of2

HIP PROSTHESIS - POLY DIAL INSERT
JOHNSON & JOHNSON PROFESSIONAL,

INC.

860 CANAL ST.
STAMFORD, CT
06902

us

190679

196262

184424
1219655-1998-00206
K87027 1

i
MANUFACTURER
YES

1

l

11-NOV-1998

YES

NO

REQUIRED INTERVENTION
HEALTH PROFESSIONAL
NA

NA

87-3554

SC107076

NA

DEVICE NOT RETURNED TO
MANUFACTURER

22-OCT-98
UNK

YES

INITIAL
10-NOV-1998
NO

http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER __ID= 184902
000085
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MAUDE

MANUFACTURER NAME

~ MANUFACTURER CONTACT

INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WASDEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
TYPE OF DEVICE USAGE
BASELINE BRAND NAME

BASEL INE GENERIC NAME
BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER
BASELINE DEVICE FAMILY

PMA FLAG

510(K) FLAG

PREAMENDMENT FLAG
TRANSITIONAL FLAG

EXEMPT FLAG 510(K)

DATE FIRST MARKETED

DATE CEASED MARKETING
EVENT DESCRIPTION

THE CONSTRAINING RING FRACTURED WHILE IMPLANTED, REVISION SURGERY WAS

rage < ol <

JULINDUIN a JUMINDUIN FIRUMEDDIUINAL,
INC.

MATTHEW KING
325 PARAMOUNT DRIVE
RAYNHAM, MA

02767

(508) 828 -3 106

HEALTH PROFESSIONAL
22-0CT-1998
1219655-1998-00206
INJURY

NO

UNK

YES

INITIAL

SROM POLY DIAL INSERT
. 2 PROSTHESIS - POLY DIAL INSERT
87-3554

NA

NA

SROM POLY DIAL INSERT
NO

YES

NO

NO

NO

20-APR-1987

0000021260

PERFORMED. DISLOCATED PREVIOUSLY AND CLOSED REDUCTION WAS PERFORMED
AT DIFFERENT FACILITY BY DIFFERENT SURGEON.

ADDITIONAL MANUFACTURER NARRATIVE
THE DEVICE HAS BEEN FORWARDED FOR EVALUATION, ONCE THE EVALUATION IS
COMPLETED A FOLLOW-UP REPORT WILL BE FILED.

| RETURN TG SEARCH

(Database Updated February 5, 1999)

http://www.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detail. CFM?MASTER _1D=184902
000086

 CDRH HOME PAGE [§ £DA HOME PAGE

 SEND COMMENTS

3/1/99



MAUDL

BRAND NAME
TYPE OF DEVICE

MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTS INVOLVED
DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT REPORT?
ISTHIS A PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DEVICE OPERATOR

DEVICE EXPIRATION DATE

DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER
DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WAS DEVICE AVAILABLE FOR
EVALUATION?

CONCOMITANT MEDICAL PRODUCTS

ISTHE REPORTER A HEALTH
PROFESSIONAL?

TYPE OF REPORT
REPORT DATE
REPORT SENT TO FDA FLAG

SROM CONTRAINED LINER

rFage + O <

HIP PROSTHESIS - CONSTRAINED

LINER

JOHNSON & JOHNSON PROFESSIONAL,

INC.

860 CANAL ST.
STAMFORD, CT
06902

us

190667

196248

184424
1219655-1998-00208
K 820648

KWB
MANUFACTURER

YES

1

1

1 [-NOV-1998

YES

NO

REQUIRED INTERVENTION
HEALTH PROFESSIONAL
NA

NA

52-1628

UNK

NA

NO
UNK
YES

FOLLOWUP
10-NOV-1998
NO

http.//www .fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detaill. CFM?MASTER __ID=184883

00008

3/1/99



MAUDELE

ALNA A RSREY ENEYE WANE UV U INC LY

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WASDEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
TYPE OF DEVICE USAGE
BASELINE BRAND NAME

BASELINE GENERIC NAME

BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER
DATE CEASED MARKETING
EVENT DESCRIPTION

rage £ or <

AR ZAEs 0 RE A AWLIL LAOJWIANSL N2 20y

22-0CT-1998
1219655-1998-00208
INJURY

NO

UNK

YES

INITIAL

SROM CONTRAINED LINER

HIP PROSTHESIS - CONSTRAINED
LINER

52-1628

NA

NA
0000021259

,'

THE CONSTRA™NING RING FRACTURED "™TLE ™ PLANTED, REVISION SURGERY WAS
PERFORMED. DISLOCATED PREVIOUSLY AND CLOSED REDUCTION WAS PERFORMED
AT DIFFERENT FACILITY BY DIFFERENT SURGEON.

ADDITIONAL MANUFACTURER NARRATIVE

DEVICE LOT #WAS NOT MADE AVAILABLE AND DEVICE WAS NOT RETURNED TO
JIPI. CORRECTIONS: H6 - EVALUATION CODES HAVE BEEN CORRECTED TO REFLECT
UNAVAILABILITY OF LOT # AND DEVICE. H10 - TO READ: JJPI HAS BEEN UNABLE TO
OBTAIN THE LOT CODE OF THE SSROM CONSTRAINED LINER. THE DEVICE WILL NOT
BE RETURNED FOR EVALUATION AND WITHOUT LOT CODE, A MFG BATCH RECORD
REVIEW COULD NOT BE PERFORMED. AT THIS TIME, JJPI CONSIDERS THIS
COMPLAINT CLOSED.

PA

ARCH | SEND COMMENTS

' CORH HOME PAGE

(Database Updated February 5, /999)

http://www.fda.gov/scripts/cdrh/cfdocs/ctMAUDE/Detail CFM?MASTER __ ID=184888 3/1/99
000088



MIAUDLE

BRAND NAME
TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE.

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED
DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT
REPORT?

ISTHISA PRODUCT PROBLEM
REPORT?

DEVICE OPERATOR

DEVICE EXPIRATION DATE
DEVICE MODEL NUMBER
DEVICE CATALOGUE NUMBER
DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WAS DEVICE AVAILABLE FOR
EVALUATION?

rage i or s

SROM CONSTRAINED LINER

HIP PROSTHESIS - CONSTRAINED LINER
JOHNSON & JOHNSON PROFESSIONAL, INC.
860 CANAL ST.

STAMFORD, CT

v0>02

us

167353

172102

161727

1219655-1998-00100

K870271

KWB

MANUL i{CTURER

YES

!
!
11-JUN-1998

NO

YES

HEALTH PROFESSIONAL
NA

NA

521628

SC102216

NI

YES

CONCOMITANT MEDICAL PRODUCTSP.

ISTHE REPORTER A HEALTH
PROFESSIONAL?

TYPE OF REPORT
REPORT DATE
REPORT SENT TO FDA FLAG

YES

INITIAL
1 1-JUN-1998
NO

MANUFACTURER NAME JOHNSON & JOHNSON PROFESSIONALS, INC.

http://www fda.gov/scripts/cdrh/cfdocs/cEtMAUDE/Detai. CFM?MASTER _|D=161571 3/1/99

000089



IVIAU DL

AVAMRMIVW L AN A UARRUES S VI Y RORANR X

INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WAS DEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
TYPE OF DEVICE USAGE

CORRECTION OR REMOVAL REPORT
NUMBER

BASELINE BRAND NAME

BASELINE GENERIC NAME
BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER

BASELINE DEVICE FAMILY

PMA FLAG
510(K) FLAG
PREAMENDMENT FLAG
TRANSITIONAL FLAG
EXEMPT FLAG 510(K)

DATE FIRST MARKETED
DATE CEASED MARKETING
EVENT DESCRIPTION

1 ags < uL a2

1¥EZ %L L LARAVY ANLLNN

325 PARAMOUNT DRIVE
RAYNHAM, MA

02767

(508) 828 -3 106

HEALTH PROFESSIONAL
04-MAY-1998
1219655-1998-00100
MALFUNCTION

NO

01-SEP-199%4
YES
INITIAL

NA

S-ROM TOTAL HIP SYSTEM POLY-DIAL
INSERT U.H.M.W.P.E.

POLY-LIAL INSERT, CONSTRAINED
521628

NA

NA

S-ROM TOTAL HIP SYSTEM POLY-DIAL
INSERT, U.H.M.W.P.E.

NO

YES

NO

NO

NO
20-APR-1987
0000004666

THE CONSTRAINING RING BROKE, THE DEVICE REMAINS IN PT. CURRENTLY, THERE

ARE NO PLANS FOR REVISION.

ADDITIONAL MANUFACTURER NARRATIVE

THE DEVICE REMAINS IMPLANTED IN THE PT. THEREFORE AN EVALUATION OF THE
DEVICE CANNOT BE DONE. HOWEVER A BATCH RECORD REVIEW OF THE DEVICE
HAS BEEN COMPLETED AND NO DISCREPANCIES WERE FOUND ASSOCIATED WITH
THISLOT. AT THIS TIME, JIPI CONSIDERS THIS FILE CLOSED.

| RETURN TO SEARCH

http://www.fda.gov/scripts/cdrh/cfdocs/cftMAUDE/Detail. CFM?MASTER |D=161571

?Ebh%“ﬁéuémﬁiﬁé”

| SEND COMMENTS

3/1/99

000090



ViU

BRAND NAME
TYPE OF DEVICE

MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED
DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT REPORT?
ISTHISA PRODUCT PROBLEM REPORT?
DEVICE OPERATOR

DEVICE EXPIRATION DATE

DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER
DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WASDEVICE AVAILABLE FOR
EVALUATION?

DATE RETURNED TO MANUFACTURER
CONCOMITANT MEDICAL PRODUCTS

ISTHE REPORTER A HEALTH
PROFESSIONAL?

TYPE OF REPORT
REPORT DATE
REPORT SENT TO FDA FLAG

MANUFACTURER NAME

http://www.fda.gov/scripts/cdrh/cfdocs/ctMAUDE/Detail. CFM?MASTER |D=163086

Lagcoe t v J

SROM CONSTRAINED LINER
PROSTHETIC HIP - CONSTRAINED LINER

JOHNSON & JOHNSON PROFESSIONALS,
INC.

860 CANAL ST
STAMFORD, CT
06902-0350

us

168809

173619

163160
1219655-1998-00099
K851421

KWY
MANUFACTURER

YES

!

!
22-JUN-1998
NO

YES
HEALTH PROFESSIONAL
NA

NA

87-5987

SC 109278

NI

DEVICE NOT RETURNED TO
MANUFACTURER

05-MAY-98
NI

YES

INITIAL

22-JUN-1998

NO

JOHNSON & JOHNSON PROFESSIONALS,

3/1/99

000091



MAUDE

~—~~ MANUFACTURER CONTACT

INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WASDEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
TYPE OF DEVICE USAGE

CORRECTION OR REMOVAL REPORT

NUMBER
BASELINE BRAND NAME

BASELINE GENERIC NAME

BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER
BASELINE DEVICE FAMILY
PMA FLAG

510(K) FLAG

PREAMENDMENT FLAG
TRANSITIONAL FLAG
EXEMPT FLAG 510(K)

DATE FIRST MARKETED
DATE CEASED MARKETING
EVENT DESCRIPTION

AL Y.

MATTHEW KING
325 PARAMOUNT DRIVE
RAYNHAM, MA

02767

(508) 828 -3 106

HEALTH PROFESSIONAL
1 I-MAY-1998
1219655-1998-00099
MALFUNCTION

YES

UNK
YES
INITIAL

NA

S: OM CONSTRAINED INSERT

PROSTHETIC HIP-CONSTRAINED
INSERT

87-5987

NA

NA

SROM CONSTRAINED INSERT
NO

YES

NO

NO

NO
18-SEP-1985
0000018014

Page 2 of 3

SURGEON WAS UNABLE TO SEAT FEMORAL HEAD IN LINER OF PT, WHOSE HIP WAS
LOOSE IN FLEXION. THE SURGEON THEN DETERMINED THAT THE CONSTRAINED
LINER MAY HAVE HAD A DIMENSIONAL DISCREPANCY AND ALTERNATELY USED A
NON-CONSTRINING LINER. THE CHANGE IN THE LINER MAY RESULT IN
SUBSEQUENT DISLOCATION, REQUIRING REOPERATION IN THE FUTURE,
ACCORDING TO THE SURGEON. NOTE: ORIGINAL COMPLAINT WAS REC'D BY
JOHNSON AND JOHNSON PROFESSIONAL, INC ON 5/5/98, LETTER WITH INFO LEADING

TO THIS REPORT REC'D ON 5/11/98.

ADDITIONAL MANUFACTURER NARRATIVE

http://www fda gov/scripts/cdrh/cfdocs/cfMAUDE/Detail. CFM?MASTER _ ID=163086

0000°

3/1/99



MAUDELE rage o v o

THE DEVICE WAS REC'D AT JJPI AND EVALUATED. THE LINER WAS FUNCTIONALLY
=~ TESTED USING THE FEMORAL HEAD, AND NO PROBLEM WAS OBSERVED. THE

LINER'S SPHERICAL DIAMETER WAS WITHIN SPEC. THE COMPLAINT COULD NOT BE

CONFIRMED. AT THIS TIME, JJPI CONSIDERS THIS COMPLAINT CLOSED.

| RETURN TG SEARCH

 SEND C

OMMBERTS

(Database Updated February 5, 1999)
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Master Event Record

Nata El enent

Devi ce event key:
source code:
Fl ag:
Num devices in event:

Num ptnts in event:
key:
key:

Repor t

Subs Mr Report

MDR report
Event
Report nunber:

Dat e FDA received:

MAUUE FUuli vilsplay

000113469

M

Y

00001

00001

0000115634
0000108750

1219655- 1997- 00118
27- AUG 1997

Section B Form 3500A or 3500

Adverse event flag:
Product problem fl ag:
Event outcone:

Report date:

Event description:

. .tion D Form 3500A
Brand nane:
Devi ce type:
Manuf act urer nane:
Manuf acturer street:
Gty:

St ate:

Zi p:

Country code:

Devi ce operator:

Devi ce expire date:
Devi ce nmodel nunber:
Devi ce cat nunber:
Devi ce | ot nunber:

O her device ID num
Concom tant med prod:

Section E Form 3500A
Heal th prof flag:

~-tion F Form 3500A

Report type:
Rep sent to FDA flag:

Y

N

REQUI RED | NTERVENTI ON

06- AUG- 1997

PT DI SLOCATED H P IN 1996 AND TREATED WTH A CLOSED
REDUCTI ON. THE PT HAS HAD A HI STORY OF FALLS SI NCE
HER CLOSED REDUCTIOM AND AGAIN DI SLOCATED HER H P ON
7/13/97. REVI SI ON SUGERY FOUND THE LI NER

DI SASSOCI ATED FROM THE SHELL AND LINER S CONSTRAI NI NG
RI NG BROKEN. ALL COVWPONENTS WERE REMOVED AT THAT

TI ME.

SROM TOAL H P SYSTEM PCLY DI AL | NSERT, CONSTRAI NED
PROSTHETI C HI P- ACETABULAR LI NER
JOHNSON & JOHNSON PROFESSI ONALS,

| NC.

325 PARAMOUNT DRI VE
RAYNHAM

VA

02767

us

HEALTH PROFESSI ONAL
NA

NA

552710

SO 54706

NA

LOT#S0493-38. CAT#555073,LOT#S0 43014, CAT#556070,

N 000094



Section G Form 3500A

Report source:

"mIfr recelived report:
Report type:

Manuf acturer rep num

Section H Form 3500A

Event report type:
Mr evaluated flag:
Devi ce mfr'ed date:

Single use flag:

Previ ous use code:
Renmove/ correct num
Addl nfr narrative:

Basel i ne brand nane:
Basel i ne gener nane:
Basel i ne nodel num
Basel i ne catal og num
Basel i ne other |D
PVA nunber:

Date cease marketing:
Product code:

HEALTH PROFESSI ONAL
04- AUG- 1997

F

1219655- 1997- 00118

| NJURY

Y

a - NOv- 1993

Y

I

NA

JJPI HAS REQUESTED THE USER FACI LI TY TO RETURN THE
DEVI CE FOR EVALUATI ON. LOT H STORY RECORDS HAVE BEEN
REVI EMED AND NO DI SCREPANCI ES WERE FQUND. WHEN THE
DEVICE IS RETURNED, JJPI WLL FORWARD IT TO CO S MG
FACI LUTY FOR EVALUATI ON. ONCE THE EVALUATI ON OF THE
DEVICE IS COWLETE A FOLLOW UP REPORT WLL BE
SUBMITTED.LOCATIN | N 1996 FOLLOMED BY A CLOSED
REDUCTI ON WHI CH -5 NOT RECOMMENDED FOR CONSTRAI NED
LI NERS. THE DEVI CE DI SLOCATED AGAIN IN 1997. ANOTHER
CLOSED REDUCTI ON WAS ATTEMPTED, BUT | T WAS
UNSUCCESSFUL AND THE DEVI CES WERE REVI SED

DI SLOCATI ON, CLOSED REDUCTI ONS, AND FEMORAL

| MPRI NGEMENT ALL COULD HAVE BEEN CONTRI BUTORY TO

FAI LURE. NO MATERI AL OR MFG DEFECTS WERE EVI DENT. AT
TH'S TIME, JJPI CONSIDERS TH S FI LE CLOSED.

SROM ToAL HI P SYSTEM PCLY DI AL | NSERT, CONSTRAI NED
PROSTHETI C HI P- ACETABULAR LI NER

NA

552710

NA

P900043

0000006513

KWB

000095



VIV

BRAND NAME

TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED
DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT
REPORT?

ISTHIS A PRODUCT PROBLEM
REPORT?

OUTCOME OF EVENT

DATE OF REPORT

DEVICE OPERATOR

DEVICE EXPIRATION DATE
DEVICE MODEL NUMBER
DEVICE CATALOGUE NUMBER
DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WAS DEVICE AVAILABLE FOR
EVALUATION?

DATE RETURNED TO
MANUFACTURER

1(15@1\)1.;

S-ROM TOTAL HIP SYSTEM POLY-DIAL
INSERT

HIP ACETABULAR LINER, CONSTRAINED
JOHNSON & JOHNSON PROFESSIONALS, INC.
860 CANAL ST

STAMFORD, CT

06902

us

903 90

91504

86032

1219655-1997-00092

K870271

AWB

MANUFACTURER

YES

19-MAY-1997
YES

NO

REQUIRED INTERVENTION
NA

HEALTH PROFESSIONAL
NA

NA

521628

SAIOI543

NA

YES

30-APR-97

CONCOMITANT MEDICAL PRODUCTS NI

ISTHE REPORTER A HEALTH

http://www.fda.gov/scripts/cdrh/cfdocs/ctMAUDE/Detail. CFM?MASTER_|D=83509

YES
3/1/99
000096



MAUDE

DISTRIBUTOR FACILITY AWARE
DATE

TYPE OF REPORT

REPORT DATE

DEVICE AGE

REPORT SENT TO FDA FLAG

DATE REPORT SENT TO FDA

EVENT LOCATION

DATE REPORT TO MANUFACTURER
MANUFACTURER NAME
MANUFACTURER CONTACT

INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE
WASDEVICE EVALUATED BY

MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
TYPE OF DEVICE USAGE

BASELINE BRAND NAME

BASELINE GENERIC NAME
BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER

BASELINE DEVICE FAMILY

PMA FLAG
510(K) FLAG
PREAMENDMENT FLAG
TRANSITIONAL FLAG
EXEMPT FLAG 510(K)

DATE FIRST MARKETED
DATE CEASED MARKETING
EVENT DESCRIPTION

Page 2 of3

NA

FOLLOWUP
19-MAY- 1997
N

NO

NA

OTHER

\TA

JOHNSON & JOHNSON PROFESSIONALS, INC.

MATTHEW KING
325 PARAMOUNT DRIVE
RAYNHAM, MA

02767

(508) 828 -3 106

HEALTH PROFESSIONAL
21-AP} 1997
1219655-1997-00092
INJURY

YES

OI-FEB-1995
YES
INITIAL

S-ROM TOTAL HIP SYSTEM POLY-DIAL
INSERT, U.HM.W.P.E.

POLY-DIAL INSERT, CONSTRAINED
521628

NA

NA

S-ROM TOTAL HIP SYSTEM POLY-DIAL
INSERT, U.H.M.W.P.E.

NO

YES

NO

NO

NO

20-APR- 1987
0000004666

http://www.fda.gov/scripts/cdrh/cfdocs/cEtMAUDE/Detail. CFM?MASTER | D=83509

000097

3/1/99



)

)

F,

MAUUL rage 5 or s

REVISION HIP SURGERY FOUND THE NECK OF A FEMORAL STEM PROSTHESIS HAD
WORN THROUGH THE U.H.M.P.E. HIP LINER COMPONENT AND HAD FRACTURED THE
LINER'S CONSTRAINING RING. THE NEED FOR REVISION SURGERY HAS BEEN
ATTRIBUTED TO THE FAILED HIP LINER COMPONENT.

ADDITIONAL MANUFACTURER NARRATIVE

H3-THE ACETABULAR LINER WAS RECEIVED WITH A FRACTURED RETAINTNG RING.
BOTH THE POLYETHYLENE AND THE RETAINING RING SUFFERED DAMAGE BY
IMPINGEMENT BY THE FEMORAL HIP. THE RETAINING RING DISPLAYED WEAR AND
DEFORMATION OVER A 2 CM LENGTH. THE FRACTURE OCCURRED TN THE MIDDLE
OF THAT WORN AREA. THE ULTIMATE MODE OF FAILURE WAS FATIGUE BUT THE
CAUSE OF ITSINITIATION WAS FEMORAL IMPINGEMENT. NO MATERIAL OR
MANUFACTURING DEFECTS WERE EVIDENT.

(Database Updated February 5, 1999)

http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER | D=83509 3/1/99
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Mast er

Event Record

“+a El enment

Devi ce event key:
Report source code:
Subs Mr Report Flag:
Num devices in event:
Num ptnts in event:

MDR report key:

Event key:
Report number:

Dat e FDA recei ved:

MAUDE Full Display

000095261

M

Y

00001

00001

0000096489
0000090818
1219655-1997- 00039
09-JUN-1997

Section B Form 3500A or 3500

Adverse event flag:

Product problem fl ag:

Event outcone:
Report date:

Event description:

section D Form 3500A

Avai |

Brand nane:

Devi ce type:
Manuf act urer nane:
Manuf act urer street:
CGty:

St ate:

Zi p:

Country code:

Devi ce operator:
Device expire date:
Devi ce nodel nunber:
Devi ce cat nunber:
Devi ce | ot nunber:
O her device | D num
for eval flag:

Concom tant ned prod:

Section E Form 3500A

Heal th prof flag:

Section F Form 3500A

D str aware of event:

Y

N

REQUI RED | NTERVENTI ON

09-JUN-1997

JOHNSON AND JOHNSON PROFESSI ONAL, | NC., BECAME AWARE
OF A REPORT OF 8 CASES OF HI P DI SLOCATI ONS REQUI RI NG
OPEN REDUCTI ON An-/0R REPLACEMENT OF H P PROSTHESES
FROM A 1991 ARTICLE IN THE JOURNAL OF

ORTHOPAEDICS (VOL. 14, NO.3). THE EVENTS DESCRI BED
OCCURRED OVER AN UNKNOMWN PERI GD OF TIME PRECEDI NG THE
PUBLI CATI ON.

S-ROM TOTAL H P SYSTEM
CONSTRAI NED HI P PROSTHESES

JOHNSON & JOHNSON PROFESSI ONALS,
860 CANAL ST

STAMFCRD

CT

06902

us

HEALTH PROFESSI ONAL
NA

NI

NI

NI

NI

N

NI

| NC.

*(error)

000099



Report type:

Report date:

- Devi ce age:
- > sent to FDA flag:
Event |ocati on:

Section G Form 3500A

Report source:

Mr received report:
Report type:

Manuf acturer rep num

Section H Form 3500A

Event report type:
Mr evaluated flag:
Devi ce mfr'ed date:

Single use flag:

Previ ous use code:

Addl nfr narrative:

510K nunber:
Product code:

* —

(error)

_Z>(-

NVALI D DATA

LI TERATURE
05-JUN-1997

I
1219655-1997- 00099

| NJURY

N

N

Y

I

AT THE TIME OF TH S REPORT, JJPI 1S NOT ABLE TO
DETERM NE wHETY=R TF® EVENTS WTH N THTS REPORT, HAVE
ALREADY BEEN 1ugNTIF: ED AND REPORTED THRQUGH THE MED
WATCH SYSTEM DUE TO THE EXTENDED DATES OF THE

PUBLI SHED EVENTS, |IT IS UNLI KELY THAT THE DEVI CES
WLL BE RETURNED FOR EVALUATION. OF THE FI VE PTS WHO
SUFFERED DI SLOCATI ONS (8) AFTER CONSTRAI NED | NSERT
REVI SION;, ONE | NVOLVED AN OPEN NECK LENTH CHANGE, ONE
I NVOLVED THE METAL CONSTRAI NI NG RI NG DI SENGAG NG TWD
[ NVOLVED CHRONI C PARKI NSONI SM  AND FOUR HAVE CAUSES
VH CH ARE UNKNOWN

K901755

JDI

000100



MAUDE

BRAND NAME
TYPE OF DEVICE

MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED
DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT REPORT?
ISTHISA PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DEVICE OPERATOR

DEVICE EXPIRATION DATE

DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER
DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WAS DEVICE AVAILABLE FOR
EVALUATION?

CONCOMITANT MEDICAL PRODUCTS

ISTHE REPORTER A HEALTH
PROFESSIONAL?

TYPE OF REPORT

REPORT DATE

REPORT SENT TO FDA FLAG
INITIAL REPORT SOURCE

S-ROM TOTAL, HIP SYSTEM

Page lof 2

CONSTRAINED HIP PROSTHESES
JOHNSON & JOHNSON PROFESSIONALS,

INC.

860 CANAL ST
STAMFORD, CT
06902

us

95268

96496

90825
1219655-1997-00097
K851306

J.
MANUFACTURER

YES

1

!

09-JUN-1997

YES

NO

REQUIRED INTERVENTION
HEALTH PROFESSIONAL
NA

NI

NI

NI

NI

NO
NI
YES

INITIAL
09-JUN- 1997
NO
LITERATURE

http://www.fda.gov/scripts/cdrh/cfdocs/cEtMAUDE/Detail. CFM?MASTER __ID=88467
000101

3/1/99



MAUDE rage 2 ot 2

UALE VMIANUFAU L UKEK KECULLY LU UD-JUN-1YY I
MANUFACTURER REPORT NO 1219655-1997-00097
EVENT REPORT TYPE INJURY

WAS DEVICE EVALUATED BY NO
MANUFACTURER?

MANUFACTURE DEVICE DATE NI

LABELED FOR SINGLE USE? YES

REMEDIAL ACTION RECALL

TYPE OF DEVICE USAGE INITIAL

EVENT DESCRIPTION

JOHNSON AND JOHNSON PROFESSIONAL, INC., BECAME AWARE OF A REPORT OF 1
CASE OF HIP DISLOCATION REQUIRING REPLACEMENT OF THE HIP PROSTHESES
FROM A 199 1 ARTICLE IN THE JOURNAL OF CONTEMPORARY ORTHOPAEDICS
(VOL.23, NO.5). THE EVENTS DESCRIBED OCCURRED OVER AN UNKNOWN PERIOD OF

TIME PRECEDING THE PUBLICATION.

ADDITIONAL MANUFACTURER NARRATIVE

AT THE TIME OF THIS REPORT, JJPI ISNOT ABLE TO DETERMINE WHETHER THE
EVENTS WITHIN THIS REPORT, HAVE ALREADY BEEN IDENTIFIED AND REPORTED
THROUGH THE MED WATCH SYSTEM. DUE TO T AE EXTENDED DATES OF THE
PUBLISHED EVENTS, IT ISUNLIKELY THAT THE DEVICES WILL BE RETURNED FOR
EVALUATION. ONE PT SUFFERED DISLOCATION AFTER CONSTRAINED INSERT
REVISION, REASONS UNKNOWN.

 SEND COMMENTS |

| RETURN 70 SEARCH [ CDRH HOME PAGE

(Database Updated February 5, 1999)

http://www.fda.gov/scripts/cdrh/cfdocs/cEtMAUDE/Detail. CFM?MASTER | D=88467 3/1/99
000102
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TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED
DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT REPORT?
ISTHISA PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DEVICE OPERATOR

DEVICE EXPIRATION DATE

DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER
DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WAS DEVICE AVAILABLE FOR
EVALUATION?

CONCOMITANT MEDICAL PRODUCTS

ISTHE REPORTER A HEALTH
PROFESSIONAL?

TYPE OF REPORT

REPORT DATE

REPORT SENT TO FDA FLAG
INITIAL REPORT SOURCE

http://'www fda.gov/scripts/cdrh/cfdocs/cEtMAUDE/Detail. CFM?MASTER _1D=88470

rage 1 OI £

S-ROM TOTAL, HIP SYSTEM
CONSTRAINED HIP PROSTHESES

JOHNSON & JOHNSON PROFESSIONALS,
INC.

860 CANAL ST.
STAMFORD, CT
06902

us

95271

96499

90828
1219655-1997-00096
K85 1306

JDI
MANUFACTURER

YES

1

!

09-JUN-1997

YES

NO

REQUIRED INTERVENTION
HEALTH PROFESSIONAL
NA

M

M

M

M

NO
M
YES

INITIAL
09-JUN- 1997
NO
LITERATURE

3/1/99
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MANUFACTURER REPORT NO 1219655-1997-00096
EVENT REPORT TYPE INJURY

WAS DEVICE EVALUATED BY NO
MANUFACTURER?

MANUFACTURE DEVICE DATE NI

LABELED FOR SINGLE USE? YES

TYPE OF DEVICE USAGE INITIAL

EVENT DESCRIPTION

JOHNSON AND JOHNSON PROFESSIONAL, INC., BECAME AWARE OF A REPORT OF 8
CASES OF HIP DISLOCATIONS REQUIRING OPEN REDUCTION AND/OR REPLACEMENT
OF HIP PROSTHESES FROM A 1994 ARTICLE IN THE JOURNAL OF ARTHROPLASTY
(VOL.9,NO. 1). THE EVENTS DESCRIBED OCCURRED OVER AN UNKNOWN PERIOD OF
TIME PRECEDING THE PUBLICATION.

ADDITIONAL MANUFACTURER NARRATIVE

AT THE TIME OF THIS REPORT, JJPI ISNOT ABLE TO DETERMINE WHETHER THE
EVENTS WITHIN THIS REPORT, HAVE ALREADY BEEN IDENTIFIED AND REPORTED
THROUGH THE MED WATCH SYSTEM. DUE TO THE EXTENDED DATES OF THE
PUBLISHED EVENTS, IT IS UNLIKELY ThAaT THI DEVICES WILL BE RETURNED FOR
EVALUATION. OF THE SIX PTS WHO SUFFERED DISLOCATIONS (8) AFTER
CONSTRAINED INSERT REVISION; FOUR INVOLVED DISASSOCIATION OF THE THE
POLYETHYLENE LINERFROM THE METAL CUP, TWO INVOLVED THE FEMORAL HEAD
BECOMING DISENGAGED FROM THE LINER ITSELF, AND TWO INVOLVED METAL
REINFORCING RING BECOMING DISENGAGED FROM THE NECK OF THE
POLYETHLENE LINER.

 SEND COMMENTS

(Database Updated February 5, 7999)

http://www fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detail CFM?MASTER_1D=88470 3/1/99
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MAUDE

BRAND NAME
TYPE OF DEVICE

MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED
DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT REPORT?
ISTHIS A PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DEVICE OPERATOR

DEVICE EXPIRATION DATE

DEVICE MODEL NUMBER

DEVICE CATALOGUE NUMBER
DEVICE LOT NUMBER

OTHER DEVICE ID NUMBER

WAS DEVICE AVAILABLE FOR
EVALUATION?

CONCOMITANT MEDICAL PRODUCTS

ISTHE REPORTER A HEALTH
PROFESSIONAL?

TYPE OF REPORT

REPORT DATE

REPORT SENT TO FDA FLAG
INITIAL REPORT SOURCE

http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER __ID=88486

- Page 1 of 2

MAUDE Search

S-ROM TOTAL, HIP SYSTEM
CONSTRAINED HIP PROSTHESES

JOHNSON & JOHNSON PROFESSIONALS,
INC.

860 CANAL ST
STAMFORD, CT
06902

us

95284

96515

9084 1
1219655-1997-00098
K890120

i

MANUFACTURER
YES

1

1

09-JUN- 1997

YES

NO

REQUIRED INTERVENTION
HEALTH PROFESSIONAL
NA

NO
NI
YES

INITIAL
09-JUN-1997
NO
LITERATURE

3/1/99

000105



MAUDE Page 2 of2

UALL VMIANUFAULUKLK KECLLY LU Ud-JUIN-1YY /
MANUFACTURER REPORT NO 1219655-1997-00098
EVENT REPORT TYPE INJURY
WASDEVICE EVALUATED BY NO
MANUFACTURER?

MANUFACTURE DEVICE DATE NI

LABELED FOR SINGLE USE? YES

TYPE OF DEVICE USAGE INITIAL

EVENT DESCRIPTION

JOHNSON AND JOHNSON PROFESSIONAL, INC., BECAME AWARE OF A REPORT OF 5
CASES OF HIP DISLOCATIONS REQUIRING OPEN REDUCTION AND/OR REPLACEMENT
OF HIP PROSTHESES FROM A 1994 ARTICLE IN THE JOURNAL OF ARTHROPLASTY
(VOL.9, NO.3). THE EVENTS DESCRIBED OCCURRED OVER AN UNKNOWN PERIOD OF
TIME PRECEDING THE PUBLICATION.

ADDITIONAL MANUFACTURER NARRATIVE

AT THE TIME OF THIS REPORT, JJPI ISNOT ABLE TO DETERMINE WHETHER THE
EVENTS WITHIN THIS REPORT, HAVE ALREADY BEEN IDENTIFIED AND REPORTED
THROUGH THE MED WATCH SYSTEM. DUE TO THE EXTENDED DATES OF THE
PUBLISHED EVEN-T'S, IT ISUNLIKELY THAT THE DEVICES WILL BE RETURNED FOR
EVALUATION. OF THE FIVE PTS WHO SUFFERED DISLOCATIONS AFTER
CONSTRAINED INSERT REVISION; TWO INVOLVED DISSOCIATION OF THE
POLYETHYLENE LINER FROM THE METAL BACKED PORTION OF THE ACETABULAR
CUP SYSTEM, AND THE CAUSE IS UNKNOWN FOR THE REMAINING THREE PTS.

 SEND COMMENTS

| RETURN T@ SEARCH

(Database Updated February 5, 1999)

http://www.fda.gov/scripts/cdrh/cfdocs/cftMAUDE/Detail CFM?MASTER | D=88486 3/1/99
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MAUDE

SROM TOTAL HIP - POLYDIAL
CONSTRAINED LINER

PROSTHETIC HIP - CONSTRAINED
ACETABULAR LINER

BRAND NAME

TYPE OF DEVICE

MANUFACTURER JOHNSON & JOHNSON PROFESSIONALS, INC.
860 CANAL STREET
STAMFORD, CT
06902
us

DEVICE EVENT KEY 134110

MDR REPORT KEY 137298

EVENT KEY 129110

REPORT NUMBER 1219655-1997-00181

510(K) NUMBER K"70271

PRODUCT CODE KWB

REPORT SOURCE MANUFACTURER

WAS MANUFACTURER REPORT YES

SUBMITTED?

NUMBER OF DEVICESIN EVENT 1

NUMBER OF PATIENTSINVOLVED 1

DATE FDA RECEIVED 11 -DEC- 1997
ISTHIS AN ADVERSE EVENT REPORT? NO
ISTHISA PRODUCT PROBLEM

REPORT? YES

OUTCOME OF EVENT OTHER

DEVICE OPERATOR HEALTH PROFESSIONAL
DEVICE EXPIRATION DATE NA

DEVICE MODEL NUMBER NA

DEVICE CATALOGUE NUMBER 521608

DEVICE LOT NUMBER UNK

OTHER DEVICE ID NUMBER NA

WASDEVICE AVAILABLE FOR NO

EVALUATION?
CONCOMITANT MEDICAL PRODUCTS NI
ISTHE REPORTER A HEALTH

PROFESSIONAL? YES

TYPE OF REPORT INITIAL

REPORT DATE 11 -DEC- 1997
http://www.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detail. CFM?MASTER __ID=127753 3/1/99
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MANUFACTURER NAME
MANUFACTURER CONTACT

INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WASDEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
TYPE OF DEVICE USAGE

CORRECTION OR REMOVAL REPORT
NUMBER

BASELINE BRAND NAME

BASELINE GENERIC NAME

BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER
BASELINE DEVICE FAMILY
PMA FLAG

510(K) FLAG

PREAMENDMENT FLAG
TRANSITIONAL FLAG
EXEMPT FLAG 510(K)

DATE FIRST MARKETED
DATE CEASED MARKETING
EVENT DESCRIPTION

rage <« ul o

ERL A4

JOHNSON & JOHNSON PROFESSIONALS, INC.
MATTHEW KING

325 PARAMOUNT DRIVE

RAYNHAM, MA

02767

(508) 828 -3 106

HEALTH PROFESSIONAL

14-NOV- 1997

1219655-1997-00181

INJURY

NA

SROM TOTAL HIP - POLYDIAL
CONSTRAINED LINER

PROSTHETIC HIP - CONSTRAINED
ACETABULAR LINER

521608

NA

NA

SROM TOTAL HIP SYSTEM
NO

YES

NO

NO

NO
20-APR-1987
0000012227

PATIENT IS REPORTED TO BE DISASSOCIATING OUT OF THE INSERT/LINER AND RING
ASSEMBLY. NO INJURY HAS OCCURRED WITH THE PATIENT. THERE ARE NO PLANS

FOR REVISION AT THIS TIME.

ADDITIONAL MANUFACTURER NARRATIVE

THE DEVICE REMAINS IMPLANTED IN THE PATIENT, REVISION SURGERY IS NOT
PLANNED AT THIS TIME. THE DEVICE LOT NUMBER IS UNKNOWN, THEREFORE THE
BATCH RECORDS CAN NOT BE REVIEWED. AT THIS TIME, JJPI CONSIDERS THIS FILE

CLOSED.

http://www.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detail. CFM?MASTER |D=127753 3/1/99
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\UDE

SROM TOTAL HIP - POLYDIAL
CONSTRAINED LINER

PROSTHETIC HIP - CONSTRAINED
ACETABULAR LINER

BRAND NAME

TYPE OF DEVICE

MANUFACTURER JOHNSON & JOHNSON PROFESSIONALS, INC.
860 CANAL STREET
STAMFORD, CT
06902
us

DEVICE EVENT KEY 134112

MDR REPORT KEY 137300

EVENT KEY 129112

REPORT NUMBER 1219655-1997-00182

510(K) NUMBER K87027"

PRODUCT CODE KWB

REPORT SOURCE MANUFACTURER

WAS MANUFACTURER REPORT VES

SUBMITTED?

NUMBER OF DEVICESIN EVENT !
NUMBER OF PATIENTSINVOLVED !

DATE FDA RECEIVED | I-DEC-1997

ISTHISAN ADVERSE EVENT YES

REPORT?

ISTHIS A PRODUCT PROBLEM NO

REPORT?

OUTCOME OF EVENT REQUIRED INTERVENTION
DEVICE OPERATOR HEALTH PROFESSIONAL
DEVICE EXPIRATION DATE NA

DEVICE MODEL NUMBER NA

DEVICE CATALOGUE NUMBER 521628

DEVICE LOT NUMBER UNK

OTHER DEVICE ID NUMBER NA

WAS DEVICE AVAILABLE FOR
EVALUATION?

CONCOMITANT MEDICAL PRODIJCTS NI
ISTHE REPORTER A HEALTH

NO

PROFESSIONAL? YES
TYPE OF REPORT INITIAL
http://www fda.gov/scripts/cdrh/cfdocs/cEtMAUDE/Detai.. CFM?MASTER __ID=127755 3/1/99
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MAUDE

ANBIN \FANE EFIR R N4

REPORT SENT TO FDA FLAG
MANUFACTURER NAME
MANUFACTURER CONTACT

INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WASDEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
TYPE OF DEVICE USAGE

CORRECTION OR REMOVAL REPORT

NUMBER
BASELINE BRAND NAME

BASELINE GENERIC NAME
BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER

BASELINE DEVICE FAMILY

PMA FLAG
510(K) FLAG
PREAMENDMENT FLAG
TRANSITIONAL FLAG
EXEMPT FLAG 510(K)

DATE FIRST MARKETED
DATE CEASED MARKETING
EVENT DESCRIPTION

Page2 of 3

L2 ArxiNS RS

NO
JOHNSON & JOHNSON PROFESSIONALS, INC.
MATTHEW KING

325 PARAMOUNT DRIVE

RAYNHAM, MA

02767

(508) 828 -3106

HEALTH PROFESSIONAL

14-NOV- 1997

1219655-1997-00182

INJURY

D

UNK
YES
INITIAL

NA

SROM TOTAL HIP SYSTEM POLY-DTAL
INSERT, U.H.M.W.P.E.

POLY-DIAL INSERT, CONSTRAINED
521628

NA

NA

S-ROM TOTAL HIP SYSTEM POLY-DIAL
INSERT, U.H.M.W.P.E.

NO

YES

NO

NO

NO
20-APR-1987
0000004666

PATIENT WAS A CHRONIC DISLOCATOR FROM PREVIOUS TOTAL HIP REPLACEMENT
RETAINING RING BROKE, REVISION SURGERY WAS NECESSARY.

ADDITIONAL MANUFACTURER NARRATIVE

THE DEVICE WILL NOT BE RETURNED FOR EVALUATION. THE DEVICE LOT NUMBER
IS UNKNOWN, THEREFORE THE BATCH RECORDS CAN NOT BE REVIEWED. AT THIS
TIME, JJPIl CONSIDERS THIS FILE CLOSED.

http://www.fda.gov/scripts/cdrh/cfdocs/ctMAUDE/Detail. CFM?MASTER 1D=127755 3/1/99
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MAUDE Page 1 of3

)

SROM TOTAL HIP - POLYDIAL

BRAND NAME

TYPE OF DEVICE

CONSTRAINED LINER

PROSTHETIC HIP - CONSTRAINED

ACETABULAR LINER

MANUFACTURER JOHNSON & JOHNSON PROFESSIONALS, INC.
860 CANAL STREET.
STAMFORD, CT
06902
us

DEVICE EVENT KEY 134113

MDR REPORT KEY 137301

EVENT KEY 129113

REPORT NUMBER 1219655-1997-00183

510(K) NUMBER K8, 271

PRODUCT CODE KWB

REPORT SOURCE MANUFACTURER

WAS MANUFACTURER REPORT VES

SUBMITTED?

NUMBER OF DEVICESIN EVENT 1

NUMBER OF PATIENTSINVOLVED !

DATE FDA RECEIVED 11 -DEC- 1997

ISTHIS AN ADVERSE EVENT NO

REPORT?

ISTHIS A PRODUCT PROBLEM VES

REPORT?

OUTCOME OF EVENT OTHER

DEVICE OPERATOR HEALTH PROFESSIONAL

DEVICE EXPIRATION DATE NA

DEVICE MODEL NUMBER NA

DEVICE CATALOGUE NUMBER 521628

DEVICE LOT NUMBER UNK

OTHER DEVICE ID NUMBER NA

WAS DEVICE AVAILABLE FOR NG

EVALUATION?

CONCOMITANT MEDICAL PRODUCTS NI

ISTHE REPORTER A HEALTH

™ PROFESSIONAL?

TYPE OF REPORT

YES
INITIAL,

http://www.fda.gov/scripts/cdrh/cfdocs/cfM AUDEDW%MSTER_ID= 127756

3/1/99
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REPORT SENT TO FDA FLAG
MANUFACTURER NAME
MANUFACTURER CONTACT

INITIAL REPORT SOURCE

DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WAS DEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
TYPE OF DEVICE USAGE

CORRECTION OR REMOVAL REPORT
NUMBER

BASELINE BRAND NAME

BASELINE GENERIC NAME
BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER

BASELINE DEVICE FAMILY

PMA FLAG
510(K) FLAG
PREAMENDMENT FLAG
TRANSITIONAL FLAG
EXEMPT FLAG 510(K)

DATE FIRST MARKETED
DATE CEASED MARKETING
EVENT DESCRIPTION

Jas\r—ULJ

L& AraUNS XS

NO
JOHNSON & JOHNSON PROFESSIONALS, INC.
MATTHEW KING

325 PARAMOUNT DRIVE

RAYNHAM, MA

02767

(508) 828 -3 106

HEALTH PROFESSIONAL

14-NOV- 1997

1219655-1997-00183

INJURY

D

UNK
YES
INITIAL

A

S-ROM TOTAL HIP SYSTEM POLY-DIAL
INSERT, UHM.W.P.E.

POLY-DIAL INSERT, CONSTRAINED
521628

NA

NA

S-ROM TOTAL HIP SYSTEM POLY-DIAL
INSERT, U.H.M.W.P.E.

NO

YES

NO

NO

NO
20-APR-1987
0000004666

A FEBRUARY 1997, X-RAY REVEALED THAT THE CONSTRAINING RING WAS BROKEN.
THERE ARE NO PLANS FOR REVISION AT THIS TIME.

ADDITIONAL MANUFACTURER NARRATIVE
THE DEVICE REMAINS IMPLANTED IN THE PATIENT, REVISION SURGERY IS NOT
PLANNED AT THIS TIME. THE DEVICE LOT NUMBER IS UNKNOWN, THEREFORE THE

BATCH RECORDS CAN NOT BE REVIEWED. AT THIS TIME, JJPI CONSIDERS THIS FILE
CLOSED.
http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER __ID=127756 3/1/99
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TYPE OF DEVICE
MANUFACTURER

DEVICE EVENT KEY
MDR REPORT KEY
EVENT KEY
REPORT NUMBER
510(K) NUMBER
PRODUCT CODE
REPORT SOURCE

WAS MANUFACTURER REPORT
SUBMITTED?

NUMBER OF DEVICESIN EVENT
NUMBER OF PATIENTSINVOLVED

DATE FDA RECEIVED

ISTHISAN ADVERSE EVENT REPORT?
ISTHIS A PRODUCT PROBLEM REPORT?
OUTCOME OF EVENT

DEVICE OPERATOR

DEVICE EXPIRATION DATE

DEVICE CATALOGUE NUMBER

DEVICE LOT NUMBER

WASDEVICE AVAILABLE FOR
EVALUATION?

DATE RETURNED TO MANUFACTURER
CONCOMITANT MEDICAL PRODUCTS

ISTHE REPORTER A HEALTH
PROFESSIONAL?

TYPE OF REPORT

REPORT DATE

REPORT SENT TO FDA FLAG
EVENT LOCATION

http:/fwww.fda.gov/scripts/cdrh/cfdocs/cfMAUDE/Detail. CFM?MASTER __ ID=147756

Page | ot Z

SROM CONSTRAINED LINER
PROSTHETIC HIP - CONSTRAINED LINER

JOHNSON & JOHNSON PROFESSIONALS,
INC.

860 CANAL ST
STAMFORD, CT
06902

us

153862

157925

148427
1219655-1998-00038
K 923065

KWL
MANUFACTURER

YES

|

|
20-MAR-1998
YES

NO
REQUIRED INTERVENTION

HEALTH PROFESSIONAL
NA

52-1608

SC105359

DEVICE NOT RETURNED TO
MANUFACTURER

24-FEB-98
PFC FEMORAL HIPHEAD, CAT# 85-383 1,
LOT# 353996

YES

FOLLOWUP
20-MAR-1998
NO
HOSPITAL

3/1/99
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DATE MANUFACTURER RECEIVED
MANUFACTURER REPORT NO
EVENT REPORT TYPE

WASDEVICE EVALUATED BY
MANUFACTURER?

MANUFACTURE DEVICE DATE
LABELED FOR SINGLE USE?
TYPE OF DEVICE USAGE
BASELINE BRAND NAME
BASELINE GENERIC NAME
BASELINE CATALOGUE NUMBER
BASELINE MODEL NUMBER
OTHER BASELINE ID NUMBER
DATE CEASED MARKETING
EVENT DESCRIPTION

Page 2 of2

LAB,2 30/ 00 2 ANNIR AN NTJAINSLNL M/

20-FEB-1998
1219655-1998-00038
INJURY

NO

UNK

YES

INVALID DATA

SROM CONSTRAINED LINER
PROSTHETIC HIP - CONSTRAINED LINER
52-1608

*

*

0000015218

FEMORAL HEAD DISASSOCIATED FROM LINER. LOCKING RING WAS IN TACT. PT WAS
RESTING AT HOME AND WOKE UP WITH THE DTSASSOCTATION. REVISION SURGERY

WAS NECESSARY.

ADDITIONAL MANUFACTURER NARRATIVE

MFG BATCH RECORD REVIEW FOUND NO DISCREPANCIES. DIMENSIONAL ANALYSIS
OF DEVICE FOUND A DENT ON THE OUTERMOST RIM OF THE LINER AND NICKS AND
SCRATCHES IN THE RING GROOVE. THE CONDITION OF THE EXPLANTED
COMPONENT WAS UNREMARKABLE AS DETERMINED FROM IT'S APPEARANCE AND
DIMENSIONAL ANALYSIS. IN SUMMARY, THE DIMENSIONAL INFO AVAILABLE
SHOWS THAT THE DEVICES WERE MFG IN ACCORDANCE WITH SPECIFIED
TOLERANCES AND MATERIALS AND WERE NOT DEFECTIVE. ALTHOUGH
CONSTRAINED LINED LINERS HAVE HIGH DISSOCIATION LOADS, DISLOCATIONS ARE
REPORTED. HOWEVER, DISLOCATIONS USUALLY OCCUR DUE TO CATASTROPHIC OR
TRAUMATIC EVENTS, OR IN CASES WHERE THE PT’S PROFILE EXCEEDS THE “SAFE
ZONE" OF THE DEVICE, IN THIS CASE THERE IS NOT SUFFICIENT DATA TO PINPOINT
THE CAUSE OF THE ORIGINAL EVENT. AT THIS TIME, JJPI CONSIDERS THIS FILE

| FDA HOME PAGE [ SEND COMMENTS

CLOSED.
| RETURN 10 SEARCH | CDRH HOME PAGE
(Database Updated February 5, 1999)
Eali

http://www.fda.gov/scripts/cdrh/cfdocs/cEMAUDE/Detail. CFM?MASTER _|ID=147756 3/1/99
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Access
223881
288805
290139
- 37265
395314
397715
441357
474757
486168
487677
488463
488464
490208
493454
526762
559822
578668
589947
803483
711181
842767
736850
741253
847139
743066
762176

-~

Product Nane

PCOLYDI AL CONSTRAI NED
POLYDI AL CONSTRAI NED
POLY- DI AL CONSTRAI NED
PCOLY- DI AL NON- CONSTRA
POLY- DI AL | NSERT, CON
POLY- DI AL | NSERT; CON
PCOLY DI AL CONSTRAI NED
PCOLY DI AL CONSTRAI NED
POLYDI AL CONSTRAI NED
PCOLYDI AL CONSTRAI NED
PCLYDI AL CONSTRAI NED
PCLYDI AL CONSTRAI NED
PCOLY DI AL CONSTRAI NED
PCLY DI AL | NSERT, CON
PCLY DI AL UHWAPE CONS
POLY- DI AL CONSTRAI NED
S-ROM POLY- DI AL CONST
S-ROM POLY-DI AL CONST
POLY- DI AL CONSTRAI NED
S- ROM PCLY- DI AL CONST
PCLY- DI AL | NSERT ( CON
PCOLY- DI AL CONSTRAI NED
S- ROM roLY-DIAL CONST
POLY-DIAL CONSTRAI NED
POLY- DI AL CONSTRAI NED
POLY- DI AL CONSTRAI NED

Manuf act ur er

JO NT MEDI CAL
JO NT MEDICAL PRODUCT
JO NT MEDICAL PRCODUCT
JO NT MEDI CAL
JO NT MeEDI CAL
JO NT MEDI CAL
JO NT MEDI CAL
JO NT MeEDI CAL
JO NT MEDI CAL
JO NT MEDI CAL
JO NT MEDI CAL
JO NT MeEDI CAL
JO NT N -pICcAL PRODUCT
JO NT MrLDIcAL PRODUCT
JO NT MeEDI CAL
JO NT MEDI CAL

03/05/91
05/20/92
06/05/92
06/26/92
06/09/93
07/02/93
10/22/93
01/18/94
02/07/94
03/04/94
03/09/94
03/09/94
03/24/94
04/18/94
07/13/94
10/04/94
01/03/95
01/17/95
04/06/95
05/17/95
10/27/95
11/16/95
12/06/95
11/08/95
01/02/96
06/21/96

000115

Report type

SERI QUS | NJU
SERI QUS I NJU
SERI QUS | NJU
SERI QUS | NJU
SERIVUS | NJU
SERI QUS | NJU
SERI QUS | NJU
SERI QUS | NJU
SERI QUS | NJU
SERI QUS I NJU
SERI QUS | NJU
SERI QUS | NJU
SERI QUS | NJU
SERI QUS | NJU
SERI QUS | NJU
SERI QUS 1 NJU
SERI QUS | NJU
SERI QUS | NJU
MALFUNCTI ON

SERI QUS I NJU
MALFUNCTI ON

SERIQUS I NJU
SERI QUS I NJU
MALFUNCTI ON

SERI QUS | NJU
SERI QUS I NJU



Access nunber:

Dat e received:

Product nane:
-~ Manuf act ur er:
Street:

Gty:
St at e:
Zipcode:

Report type:
Panel code:

Pr oduct code:

Mbdel nunber:

Event type:

Event description:

(G oseout description:

Access nunber:

Dat e received:

. Product nane:
Manuf act urer:

Street:

Gty:

St at e:

Zipcode:

Report type:

Panel code:

Product code:

Model nunber:

Event type:

Event description:
C oseout description:

Access nunber:
Dat e recei ved:
Product nane:
Manuf act urer:
Street:

Gty:

St at e:
Zipcode:

Report type:

meulCdl Levice xeporting ruii vlspiay
223881
03/05/91
POLYDI AL  CONSTRAI NED | NSERT
JO NT MEDICAL PRCODUCTS CORP.
860 CANAL ST
STAMFORD
CT
06902
SERI QUS | NJURY
87
KV\B
NA
F (PIF = Prelimnary/Final)
PT HAS HAD SEVERAL PREVI QUS DI SLOCATI ONS. SUBJECT
DEVI CE WAS | MPLANTED 10/90. HEAD HAD DI SLOCATED
FROM CONSTRAI NED | NSERT. CUP AND | NSERT REMAI NED I N
PLACE W TH CONSTRAINING RING STILL LOCKED ONTO
| NSERT. THE HEAD REPORTED TO BE USED WAS ANOTHER
MFR' S. THE PACKAGE | NSERT CONTRAI NDI CATES USE W TH
HEADS FROM OTHER MFRS AND ALSO CONTRAI NDI CATES W TH
HEADS W TH SKI RTS OF DI AVETER FOUND ON THI S HEAD.
THE CAUSE OF THI'S EVENT HAS BEEN DETERM NED TO BE
THE USE OF THF nEVICE,

Medi cal Devic : Reporting Full

Di spl ay

288805
05/20/92
POLYDI AL  CONSTRAI NED ACETABULAR CUP | NSERT
JO NT MEDI CAL PRODUCTS CORP.
860 CANAL ST
STAMFORD
CT
06902
SERI QUS | NJURY
87
KV\B
NA
F (PIF =
REVI SION DUE TO DI SLOCATI ON.
TH S REPORT WAS REVI EMED FOR S| GNI FI CANT PROBLEMS
BUT WAS NOT CLOSED. IT IS BEING CLCSED AT TH S TI M
AS PART OF A BATCH CLOSEQUT PROCESS IN ORDER TO
PREPARE THE DATABASE TO SERVE AS HI STORI CAL SUPPORT
TO A REDESI GNED DATABASE.

Medi cal Device Reporting Full

Prelimnary/Final)

Di spl ay

290139

06/05/92

PCLY- DI AL CONSTRAI NED ACETABULAR | NSERT
JO NT MEDI CAL PRODUCTS CORP.

860 CANAL ST

STAMFORD

CT

06902

SERI QUS | NJURY

000116



Panel
Model
Event description:

C oseout description:

Access number:
Dat e recei ved:

Product nane:
Manuf act ur er:
Street:

Gty:

St at e:
Zipcode:

Report type:
Panel

Mbdel nunber:

Event type:

Event description:

—~oseout description

Access nunber:

Dat e recei ved:

Product nane:
Manuf act ur er:
Street:

Gty

St ate:

Zipcode:

Report type:
Panel code:
Product code:
Mbdel nunber:

Event type:

Event description:

O oseout description:

code:
Product code:
nunber :
Event type:

code:
Pr oduct co-e:

87
KWB
NA
F (PIF = Prelimnary/Final)
DI SLOCATI ON  AND SUBSEQUENT REVI SI ON SURGERY WAS
REPORTED. PT | S CHARACTERI ZED AS NON- COVPLI ANT.
TH S REPORT WAS REVI EMED FOR SI GNI FI CANT PROBLEMS
BUT WAS NOT CLOSED. IT IS BEING CLOCSED AT THI'S TI ME
AS PART OF A BATCH CLOSEQUT PROCESS IN ORDER TO
PREPARE THE DATABASE TO SERVE AS HI STORI CAL SUPPORT
TO A REDESI GNED DATABASE

Medi cal Device Reporting Full Display
297265
06/26/92
POLY- DI AL NON- CONSTRAI NED ACETABULAR | NSERT
JO NT MEDI CAL PRODUCTS CORP
860 CANAL ST
STAMFORD
CT
06902
SERI QUS | NJURY
87
KWB
NA
F (PIF = Prelimnary/Final)
DEVI CE WAS | MPLANTED IN 1986. PT UNDERWENT REVI SI ON
SURGERY 6/16/92.
TH S REPORT WAS REVI EMED FOR SI GNI FI CANT PROBLEMS
BUT WAS NOT CLOSED. |IT IS BEING CLOSED AT TH'S TI ME
AS PART OF A BATCH CLOSEQUT PROCESS IN ORDER TO
PREPARE THE DATABASE TO SERVE AS HI STORI CAL SUPPORT
TO A REDESI GNED DATABASE

Medi cal Device Reporting Ful

D spl ay

395314

06/09/93

POLY- DI AL | NSERT, CONSTRAI NED
JONT MEDI CAL PRODUCTS CORP.
860 CANAL ST

STAMFORD

CT

06902

SERI QUS | NJURY

87

JDI

NA

F (PIF = Prelimnary/Final)
| T WAS REPORTED THAT THE PT WAS IN BED, SAT UP TO
REACH FOR LIGHT SWTCH AND FELT PAIN. I T WAS
FURTHER REPORTED THAT THE H P PROSTHESI S

DI SLOCATED. THE PRODUCT WAS USED WTH A FEMORAL
HEAD WH CH WAS NOT A FULL SPHERE. THE PACKAGE

| NSERT WARNS THAT THI S PROVI DES LESS SECURI TY.

Medi ca

(*)

Device Reporting Full
000117

D spl ay



Access nunber:
Dat e recei ved:
Product nane:
Manuf act ur er:
Street:

CGty:

State:
Zipcode:

Report type:
Panel code:
Product code:
Mbdel numnber:
Event type:
Event description:

C oseout description:

Access nunber:
Dat e recei ved:
Product nane:
Manuf act urer:

~ Street:
Gty:

St ate:

Zipcode:

Report type:

Panel code:
Product code:

Mbdel nunber:
Event type:

Event description:

C oseout description:

Access nunber:

Dat e recei ved:
Product nane:

— Manuf act ur er:
Street:

Gty:

St at e:

397715

07/02/93

POLY- DI AL | NSERT; CONSTRAI NED

JO NT MEDI CAL PRODUCTS CORP.

860 CANAL ST

STAMFCRD

CT

06902

SERI QUS | NJURY

87

KW\B

NA

F (P/IF = Prelimnary/Final)
THE PT FELL FROM THE TO LET AND THE FEMORAL
COVPONENT DI SLOCATED FROM THE CONSTRAI NED | NSERT
VH LE THE RING WAS STILL IN PLACE. EXAM CF THE
EXPLANTED DEVI CE REVEALS THAT THE FEMORAL HEAD
VH CH WAS USED WAS NOT A FULL SPHERE. THE PACKAGE
| NSERT WARNS THAT USE WTH TH S DEVI CE OF A FEMORAL
HEAD WVHICH | S NOT' A FULL SPHERE PROVI DES LESS
SECURI TY.

Medi cal Device Reporting Full Display

441357

10/22/93

POLY DI AL CONSTRAI NED | NSERT

JO NT MEDI CAL PRODUCTS CORP.

860 CANAL ST

STAMFORD

CcT

06902

SERI QUS | NJURY

87

KV\B

NA

P (PIF = Prelimnary/Final)
THE PROSTHESI S DI SLOCATED. EXAM NATION OF THE
EXPLANTED DEVI CE REVEALS THAT I T WAS | MPLANTED | N
CONJUCTION WTH A FEMORAL HEAD FROM ANOTHER MFR AND
THAT HEAD WAS NOT A COVPLETE SPHERE. LABELING FOR
THE | NSERT CAUTI ONS THAT USE W TH FEMORAL HEADS
VWH CH ARE NOT COWPLETE SPHERES PROVI DES LESS
SECURITY. IN ADDITION, THE FEMORAL HEAD USED IN
CONJUNCTION WTH THI'S DEVI CE WAS OF A SKI RTED
DESI GN. THE PACKAGE | NSERT ALSO WARNS ABCQUT THI S.

Medi cal Device Reporting Full Display

474757

01/18/94

POLY DI AL CONSTRAI NED | NSERT
JO NT MEDI CAL PRODUCTS CORP.
860 CANAL ST

STAMFCRD

CT

000118



Report type:
Panel code:
Product code:
Model nunber:
Event type:

Event description:

C oseout description:

Access nunber:
Date received:
Product nane:
Manuf act urer:
Street:

Gty:

State:

Zipcode:

Report type:

Panel code:

Product code:

Mbdel nunber:

Event type:

_~ Event descri ption:

C oseout description:

Access nunber:
Date received:
Product nane:
Manuf act urer:
Street:

Gty:

State:

Zipcode:

Report type:
Panel code:

Product code:

Model nunber:
Event type:

Event description:

O oseout description:

Access nunber:

Pr oduct
Manuf act ur er:
Street:

Date received:
nane:

SERI QUS | NJURY
87
KWB
NA
17 (PIF = Prelimnary/Final)
THE H P PROSTHESI S DI SLOCATED AND WAS SUBSEQUENTELY
REVI SED. EXAM OF THE DEVI CES USED REVEALED THAT THE
FEMORAL HEAD WAS MFG BY A DI FFERENT CO AND THAT THE
HEAD DI SIGN WAS NOT A FULL SPHERE AND WAS SKI RTED.
THE PACKAGE | NSERT WARNS ABOUT THE USE OF A HEAD
WHICH IS NOT A COWLETE SPHERE AND WH CH HAS A
SKI RT.
Medi cal Device Reporting Full Display
486168
02/07/94
POLYDI AL CONSTRAI NED ACETABULAR | NSERT
JO NT MEDI CAL PRODUCTS CORP.
860 CANAL ST
STAMFORD
CT
06902
SERI QUS | NJURY
87
KWB
NA
P (P/F =Preliminary/Final)
THE PT DI SLOCATED AND SUBSEQUENTLY UNDERWENT
REVI SI ON SURGERY.

Medi cal

Device Reporting Full Display

487677

03/04/94

POLYDI AL CONSTRAI NED | NSERT

JO NI MEDI CAL PRODUCTS CORP.

860 CANAL ST

STAMFORD

CT

06902

SERI QUS | NJURY

87

KWB

NA

P (PIF = Prelimnary/Final)

APPROX 8 MONTHS POST-CP, PT BENT OVER AND THE HI P

DI SLOCATED.
Medi cal Device Reporting Full Display

488463

03/09/94

POLYDI AL CONSTRAI NED ACETABULAR | NSERT

JO NT MEDICAL PRODUCTS CORP.

860 CANAL ST

0060119



St ate:

Zipcode:

Report type:

Panel code:

Product code:

Mbdel nunber:
Event type:

Event description:

G oseout description:

Access nunber:
Date received:
Product nane:
Manuf act urer:
Street:

Gty:

St ate:
Zipcode:
Report type:
Panel code:
Product code:
Model nunber:
Event type:

-Event description:

C oseout description:

Access nunber:
Date received:
Product nane:
Manuf act urer:
Street:

Gty:

St ate:
Zipcode:
Report type:
Panel code:
Product code:

CT
06902
SERI QUS | NJURY
87
KVW\B
NA
P (P/F = Prelininary/Final)
IT IS REPORTED THAT DEVI CE DI SLOCATED. I T |
FURTHER REPORTED THAT TH S DEVI CE WAS USED I N
CONJUNCTION WTH A SKI RTED FEMORAL HEAD. THE
PACKAGE | NSERT WARNS ABOUT THE USE OF THE DEVICE IN
CONJUNCTION WTH A SKI RTED FEMORAL HEAD.

Medi cal Device Reporting Full Display
488464
03/09/94
POLYDI AL CONSTRAI NED ACETABULAR | NSERT
JO NT MEDI CAL PRODUCTS CORP
860 CANAL ST
STAMFORD
CT
06902
SERI QUS INJURY
87
KV\B
NA
P (P/F_= Prelininary/Final)
TH S REPORT |'S BASED UPON A LI TERATURE ARTI CLE
JOURNAL OF ARTHROPLASTY, VOL 9 #1 (17-23pPG) 1994;
" CONSTRAI NED ACETABULAR COVPONENTS." THE ARTI CLE
REPORTS ON REVI SION SURGERY IN 21 PTS WHO WERE
El THER CHRONI C DI SLOCATORS OR WHO HAD
| NTRAGOPERATI VE | NSTABILITY. OF THE 21 PTS, 6
SUBSEQUENTLY HAD A TOTAL OF 8 DI SLOCATIONS. A
ROENTGENOGRAM ACCOVPANYI NG THE ARTI CLE SHOAS THAT
AT LEAST ONE LOCATION I NVOLVES A FEMORAL HEAD MFG
BY ANOTHER CO WVHICH IS NOT' A COWLETE SPHERE. THE
PACKAGE | NSERT CAUTI ONS ABOUT USE OF THE DEVI CE
W TH HEADS MANUFACTURED TO DI FFERENT TCOLERANCES OR
VWH CH ARE NOT A FUuLL SPHERE. IT IS UNKNOM | F ANY
OF THE ABOVE CASES WERE PREVI QUSLY REPORTED

Medi cal Device Reporting Full Display
490208

03/24/94

POLY DI AL CONSTRAI NED | NSERT
JO NT MEDI CAL PRODUCTS CORP
860 CANAL ST

STAMFORD

CT

06902

SERI QUS | NJURY

87

KW\B

000120



Event type:
Event description:

“oseout description:

Access nunber:
Date received:
Product name:
Manuf act urer:
Street:

Gty:

St ate:

Zipcode:

Report type:

Panel code:

Product code:

Model nunber:

Event type:

Event description:
G oseout description:

Access nunber:
Date received:
Product nane:
Manuf act urer:
Street:

CGty:

State:
Zipcode:

Report type:
Panel code:
Product code:
Mbdel nunber:
Event type:
Event description:

C oseout description:

Access nunber:
Date received:
Product nane:
Manuf act urer:
Street:

Gty:

St ate:
Zipcode:
Report type:
Panel code:
Product code:

P PIF = Prelininar{(Finm

THE PT UNDERWENT REVI SI ON SURGERY AFTER DI SLOCATI

OF THE FEMORAL HEAD ALLEGEDLY DUE TO FRACTURE OF

THE | NSERT.
Medi cal Device Reporting Full Display

493454

04/18/94

POLY DI AL | NSERT, CONSTRAI NED

JO NT MEDI CAL PRODUCTS CORP.

860 CANAL ST

STAMFORD

o)

06902

SERI QUS | NJURY

87

KV\B

NA

P (PIF =

THE PT DI SLOCATED POCST- OP

Prelimnary/Final)

Medi cal Device Reporting Full D splay

526762

07/13/94

POLY DI AL UHMAPE CONSTRAI NED SOCKET

JO NT MEDI CAL PRODUCTS CORP.

860 CANAL ST

STAMFORD

CT

06902

SERI QUS | NJURY

87

KWB

NA

P PIF = PreIininary/Finah)

PT DI SLOCATED AND THE CONSTRAI NI NG RI NG WAS BROKEN.

A REVI SION WAS PERFORMED AND A NEW CONSTRAI NED

| NSERT WAS | MPLANTED. PT TOLERATED THE PROCEDURE

VELL AND AS OF TH S DATE HAD NO FURTHER

COVPLI CATI ONS
Medi cal Device Reporting Full Display

559822

10/04/94

POLY- DI AL CONSTRAI NED | NSERT

JO NT MEDI CAL PRODUCTS CORP

860 CANAL ST.

STAMFORD

CT

06902

SERI QUS | NJURY

87

KWB

060121



Event type:

Event description:

>seout description:

Access nunber:
Dat e received:

Product nane:
Manuf act urer:
Street:

Gty:

Stete:
Zipcode:

Report
Panel

type:
code:

Product code:

Mbdel nunber:

Event type:

Event description:

G oseout description:

Access nunber:

Dat e received:

Product name:
Manuf act urer:
Street:

Gty:

St at e:

Zipcode:

Report type:

Panel code:
Product code:
Model numnber :
Event type:

Event description:

G oseout description:

Access numnber:

Dat e received:

Product nane:
Manuf act urer:
Street:

Gty:

St at e:

Zipcode:
type:

Repor t

Panel code:

Product code:

Model numnber:

P (P/F = Prelininary/Final)

THE PT'S H P DI SLOCATED FOLLON NG SURGERY. THE DR

PERFORVED A REVISION AND THE PT'S CONDITION IS

SATI SFACTCRY.
Medi cal Device Reporting Full Display

578668

01/03/95

S-ROM PCLY- DI AL CONSTRAI NED SOCKET

JO NT MEDI CAL PRODUCTS CORP.

860 CANAL ST.

STAMFORD

CT

06902

SERI QUS | NJURY

87

KWB

NA

F (PIF = Prelimnary/Final)

THE PT'S H P DI SLOCATED DURI NG ACTIVITY. REVISION

SURGERY WAS PERFORMED AND DEVI CE WAS REPLACED.

Medi cal Devi-e Reporting Full Display
589947

01/17/95

S-ROM PCOLY- DI AL CONSTRAI NED | NSERT

JO NT MEDI CAL PRODUCTS CORP.

860 CANAL ST.

STAMFORD

CT

06902

SERI QUS | NJURY

87

KV\B

NA

F (PIF = Prelimnary/Final)
AT AN UNSPECI FI ED TI ME POST-1 MPLANTATION, I T WAS
REPORTED THAT THE PT'S HI P DI SLOCATED. A REVI SI ON
WAS PERFORVED AND ANOTHER DEVI CE WAS | MPLANTED.

Medi cal Device Reporting Full Display
803483

04/06/95

POLY- DI AL CONSTRAI NED | NSERT
JO NT MED CAL PRODUCTS CORP.
860 CANAL ST.

STAMFORD

CT

06902

MALFUNCTI ON

87

KWB

NA

0001222



Event description:

C oseout description:

=~

Access nur_rber:
Dat e received:

Product nane:
Manuf act ur er:
Street:

Gty:
State:
Zipcode:

Report type:

Panel code:

Product code:

Model nunber:
Event type:

Event description:

C oseout description:

Access nunber:
Dat e recei ved:
Product nane:
Manuf act urer:
Street:

Gty:

St at e:
Zipcode:
Report type:
Panel code:
Product code:
Mbdel nunber:
Event type:
descri ption:

)

Event

C oseout description:

Access nunber:
Dat e recei ved:
Product nane:

Manuf act urer:

Street:

Gty:

REPORTEDLY, THE DEVICE "SPLIT"
| MPLANTED.

VWH LE BEING

Medi cal

711181

05/17/95

S- ROM POLY- DI AL CONSTRAI NED | NSERT

JO NT MEDI CAL PRODUCTS CORP.

860 CANAL ST.

STAMFORD

CT

06902

SERI QUS | NJURY

87

KWB

NA

F P/F:Prelim'nad:/Flna
PT H P D SLOCATED AT AN UNSPECI FIED TIME F

A TOTAL H P ARTHROPLASTY PROCEDURE. A REVI SI ON
SURGERY WAS PERFORVED TO CORRECT THI'S CONDI Tl ON.

Devi ce Reporting Full pjisplay

Medi cal Device Reporting Full Display

842767

10/27/95

POLY- DI AL | NSERT ( CONSTRAI NED

JO NT MEDI CAL PRCDUCTS CORP.

STAMFORD

CT

06902

MALFUNCTI ON

87

KVB

NA

F (PIE = Prelininary/Final)

THE SURGEON ALLEGED THAT THE CONSTRAI NI NG RI NG

WOULD NOT FIT ON THE INSERT. THE | NSERT WAS LEFT

| MPLANTED W THOUT USI NG THE CONSTRAI NI NG RI NG

| MPLANT DATE: 10/9/95. | NSERT WAS NOT RETURNED FOR

EVAL, AS | T WAS LEFT | MPLANTED. HOMNEVER, THE

CONSTRAI NING RING WAS RETURNED. THE CONSTRAI NI NG

RING MET SPECS AND THEREFORE CO CANNOT EXPLAIN THI S

EVENT. | T SHOULD BE NOTED THAT THE PACKAGE | NSERT

WARNS AGAI NST THE USE OF A CONSTRAI NED | NSERT

W THOUT A CONSTRAI NI NG RI NG DEVI CE MFR DATE: 6/95.
Medi cal Device Reporting Full Display

736850

11/16/95

POLY- DI AL CONSTRAI NED | NSERT

JO NT MEDI CAL PRODUCTS CORP.

860 CANAL ST.

STAMFORD

000123



Zipcode:

Report type:
Panel code:
Product code:
Mbdel nunber:
Event type:

Event description:

C oseout description:

Access nunber:
Date received:
Product nane:
Manuf act urer:
Street:

Gty:

St ate:
Zipcode:

Report type:
Panel code:
Product code:
Model nunber:
Event type:
Event description:

Vil

C oseout description:

Access nunber:
Date received:
Product name:
Manuf act urer:
Street:

Gty:

St ate:
Zipcode:

Report type:
Panel code:
Product code:
Mbdel nunber:
Event type:

~ Event description:

06902

SERI QUS | NJURY

87

KWB

NA

F P/F = Prelimnary/Final)

DEVI CE WAS USED DURI NG A TOTAL HI P ARTHROPLASTY

PROCEDURE. APPROX TEN DAYS POST- | MPLANTATION, THE

PT'"S H P ALLEGEDLY DI SLOCATED. THE SURGEON

PERFORMVED A REVI SI ON SURGERY ON 11/15/95 TO ADDRESS

TH'S CONDI TI ON
Medi cal Device Reporting Full Display

741253

12/06/95

S- ROM POLY- DI AL CONSTRAI NED | NSERT

JO NT MEDI CAL PRODUCTS CORP.

860 CANAL STREET

STAMFORD

CT

06902

SERI QUS | NJURY

87

KWB

NA

F Ré—iP/F: Prel i m nary/ Final)

DURI NG SOVE MEDI CAL RESEA| AN ARTI CLE F 1991

WAS DI SCOVERED WH CH REFERENCES THE CONSTRAI NED

ACETABULAR | NSERT. THE ARTI CLES MENTIONS 5 CASES OF

DI SLOCATI ON WHI CH REQUI RED SOMVE FORM OF MEDI CAL

I NTERVENTION. |IT I'S NOT KNOM | F THESE CASES WERE

PREVI QUSLY REPORTED OR | F THE PRCDUCT CAUSED OR

CONTRI BUTED TO THE DI SLOCATI ONS. BECAUSE THE

ARTICLE | S ALMOST 5 YRS OLD, | NFO MAY NOT BE

AVAI LABLE
Medi cal Device Reporting Full Display

847139

11/08/95

PCLY- DI AL CONSTRAINED | NSERT

JO NT MEDI CAL PRODUCTS CORP

860 CANAL ST.

STAMFORD

CT

06902

MALFUNCTI ON

87

KWB

NA

F (PIF = Prelimnary/Final)

APPROX 1 YR POST- I MPLANTATI ON THE CONSTRAI NI NG RI NG

DETACHED FROM THE ACETABULAR | NSERT. TH' S DETECTED

DURI NG AN X- RAY EXAM ON 9/6/95. THERE HAS BEEN NO

MEDI CAL | NTERVENTION AS OF THI S DATE. HOWEVER

000124



G oseout description:

Access nunber:
Date received:
nane:
Manuf act ur er:

Pr oduct

Street:

Gty:
St ate:
Zipcode:
type:
code:
code:

Report
Panel
Pr oduct
Model nunber:

Event type:

Event description:

_

‘oseout description:

Access nunber:
Date received:
Product nane:
Manuf act urer:
Street:

Gty:

State:

Zipcode:

Report type:
Panel code:
Product code:
Mbdel nunber:
Event type:

Event description:

O oseout description:

Emn N

THE FUTURE.

Medi cal Device Reporting Full Display
743066

01/02/96

POLY- DI AL CONSTRAI NED | NSERT

JO NT MEDI CAL PRODUCTS CORP

860 CANAL ST.

STAMFORD

CT

06902

SERI QUS | NJURY

87

KWB

NA

F (PIF = Prelimnary/Final)
DEVI CE WAS USED DURI NG A TOTAL HI P ARTHROPLASTY
PROCEDURE. SEVERAL MONTHS POST- | MPLANTATI ON THE
PT'S H P DI SLOCATED REQUIRING A REVI SI ON SURGERY
VWH CH WAS PERFORMED ON 12/29/95. THE DEVI CE WAS
USED IN CONJUCTI ON WTH A NONSPHERI CAL FEMORAL HEAD
(MFG BY ANOTHER CO). THE PACKAGE | NSERT | NDI CATES
THAT THE USE OF A FFMORAL HEAD THAT | S NOT A
COWLETE SPHERE PRO I DES LESS SECURITY. ALSO

| NSERT STRONGLY ADVI SED AGAI NST THE USE OF ANOTHER
MFR S COVPONENTS | N CONJUNCTION WTH CO COVPONENTS
THE DEVI CE WAS DI SCARDED BY THE HOSP AND THE LOT#
'S UNKNOWN

Medi cal Device Reporting Full Display
762176

06/21/96

POLY- DI AL CONSTRAI NED | NSERT

JO NT MEDI CAL PRODUCTS JOHNSON AND JOHNSON

860 CANAL ST.

STAMFORD

CT

06902

SERI QUS | NJURY

87

JDI

NA

F (PIF = Prelimnary/Final)
THE DEVI CE WAS USED DURI NG A TOTAL HI P ARTHROPLASTY
PROCEDURE. APPROX EI GHT MONTHS POST- OPERATI VELY A
REVI SI ON SURGERY WAS PERFCORVED DUE TO DI FFI CULTI ES
EXPERI ENCED BY THE PT. EVAL ANTI Cl PATED. | MPLANTED
10/95. EXPLANTED 6/13/96.

0060125



