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HIP, FEMORAL COMPONENT. CEMENTED. METAL
P, HEMI-, TRUNNION-BEARING, FEMORAL, METAL/POLYACETAL
HIP, SEMI-CO! RAINED, METAL/POLYMER, CEMENTED
HIP, SEMI=CO! RAINED (METAL CEMENTED ACETABULAR GOMPONENT)
HIP, SEMI=CO! RAINED, COMPOSITE/METAL
HIP, RAINED (METAL UNGEMENTED AGETABULAR COMPONENT)
HIP, ETABULAR, CEMENTED, METAL
HIP. . FEMORAL. METAL
HIP, HEMI-, FEMORAL METAL/POLYMER, CEMENTED OR UNCEMENTED
HIP. TRAINED, CEMENTED OR UNCEMENTED, METAL/POLYMER
P. FEMORAL, RESURFACIN
HIP, PELVIFEMORAL RE UF(’FACING, METAL/POLYMER
HIE CONSTRANED, ME
HIP, SEMI-CO! RAINED, METAL/CERAM\C/'CERAMIQ CEMENTED
HIP, SEMI-CO! RAINED, METAL/POLYMER, POROUS UNCEMENTED
HIP, SEMI-CO RAINED, METAL/POLYMER, UNCEMENTED
HIP. SEMI-CO RAINED. METAL /CERAMIC/POLYMER CEMENTED OR NON-POROUS, UNCEMENTED
HIP, HEMI-, FEMORAL. METAL BALL
HIP. SEI QNSTRAINED, METAL/CERAMIC/POLYMER, CEMENTED OR NON-POROLUS CEMENTED, OSTEOPHILIC FINISH
HIP, SEMI=CO! RAINED, METAL/POLYMER, POROUS UNCEMENTED, OSTEOPHILIC FINISH
HIP. SEMI-CO RAINED, UNCEMENTED, METAL/POLYMER, POROLIS
HIP, SEMI-CO! RAINED, UNCEMENTED, METAL/POLYMER, NON-POROUS, CALICUM-PHOSPHATE
HIP. SEMI-CO RAINED, COMPOSITE/POLYMER
HIP, SEMI-CO! RAINED, UNCEMENTED, METAL/POLYMER, BONE MORPHOGENETIC PROTEIN
HIP. SEMI-COI RAINED, METAL/CERAMIC/CERAMIC/METAL, CEMENTED OR UNCEMENTED

[f&% 4R (3 250 TLIz.

— RSB T

b D—HEBIFE T 278 TopXZa—

—REEI BRI KNEE. FEMDROTIBIAL, SEMI-GONSTRAINED, GEMENTED, METAL /POLYMER

BRIES 888 3530

B REE Knee joint femorotibial metal /polymer semi~constrained cemented prosthesis
(5) Identification A knee joint ferorotibial metal/polymer semi— constrained
cemented prosthesis is a device intended to be implanted to replace part of a
knes joint. The devics limits translation and rotation in one or more planes via the
geometry of its articulating surfaces. It has no lirkage across—the—joint This

SBFIDEEER generic type of device includes prostheses that consist of a fermoral component
made of alloys, such as cobalt-chromium-molybdenum, and a tibial component
made of uitra—high molecular weight polyethylene and is limited to those
prostheses intended for use with bore cement (Sec. 8883027). (b) Classification
Class 11
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114 |EEA/H|PALACOS CEMENT SMITH.NEPHEW & RICHARDS MEDICAL CO. 92/03/27
20 |BT2A/H|SURGICAL SIMPLEX P HOWMEDICA, INTERNATIONAL, LTD. 82/05/12
37 |&12-/F [BURGICAL SIMPLEX P RADIOPAQUE BONE CEMENT |HOWMEDICA DIVISION, PFIZER HOSPITAL PRODUGTS GQROUP 82/07/23
58 |B 1A/ |SURGICAL SIMPLEX P HOWMEDICA 92/08/24)
85 |BTA/H|SURGICAL SIMPLEX P HOWMEDICA 82/09/14]
68 |&12A/H|SURGICAL SIMPLEX P RADIOPAQUE BONE CEMENT |HOWMEDICA, INC ORTHOPAEDICS DIVISION 92/10/05
69 | B4/ H|SURGICAL SIMPLEX P RADIOPAGQUE BONE CEMENT |HOWMEDICA 92/10/05
1155 | & 124+ |SURGICAL SIMPLEX P HOWMEDICA PFIZER HOSPITAL PRODUCTS GROUP 93/01/05
187 | & 124/ H |SURGICAL SIMPLEX P. BONE CEMENT HOWMEDICA, INC. 82/11/12
107 | B A E ZIMMER 93/01/29
05 | B24/ b [SURGICAL SIMPLEX P RADIOPAQUE BONE CEMENT [HOWMEDICA DIV, PFIZER HOSPITAL PRODUCTS GROUP, ING 83/01/25
1208 |12 X/ b [ZIMMER BONE CEMENT - DOUGH TYPE IZIMMER 93/02/08]
(30| A4 [PALAGOS (BONE) CEMENT SMITH, NEPHEW & RICHARDS 92/08/04
331 | B2 h |SIMPLEX P RADIOPAGUE BONE CEMENT [PFIZER HOSPITAL PRODUCTS GROUP INC. 92/08/04]
241 | &2 h |SIMPLEX-P RADIOPAQUE BONE CEMENT HOWMEDICA 93/06/11

BRARATIUr0—ROEHED R RABR (HE)

—RRE)B - 538 BONE CEMENT

BHES 8883027

BADREE Polymethylmethacrylate (PMMA) bone cement.
(a) Identification Polymethylmethacrylate (PMMA) bone cement (luting agent) is a device
intended to be implanted that is mede from methylmethacrylate, polymethylmethacrylate,
esters of methacrylic acid or copolymers containing polymethylmethyacrylate and

SEEIDEREE polystyrene. The device is intended for use in arthroplastic procedures of the hip, knee, and

E other joints for the fixation of polymer or metallic prosthetic implants to the living bone. (b)

Classification Class IIL ¢ Date PMA or notice of completion of 2 PDP is required. As of May
28,1976, an approval under section 515 of the act is required before this device may be
commercially distributed See Sec 8883
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Report Key:

927 ‘%Eiﬁ 92/07/23 @t 2252:?.?" SIMPLEX P RADIOPAQUE BONE ‘)ﬁw%‘N/A‘

L5138 HOWMEDICA DIVISION, PFIZER HOSPITAL PRODUCTS GROUP
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BH0ZEE Polymethylmethacrylate (PMMA) bone cement|
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on 6/20/92 patient experienced a hypotensive episode during a right bi polar arthroplasty a few
minutes after bons camant wae applied. the patiant was codad but resucitation afforts wara
unsuccessful ten days prier (6/19/02) the same surgeon performed a left hip arthroplasty on an 83
vear old female who experienced a similar episode and also expired. product investigation was
implemented after surgeon inguired as to whether there could be a problem with the bane cement
investigation revealed that the cement utilized in both patients were from the same batch. na
adverse occurances were experienced by other patiznts when cement from this batch was apalizd.
F+2h the manufacturer was notified of both occurrances on 6/30/92 device not labeled for single use
patient medical status prior to avent fair condition. thare was multiple patient involvemant. numbar
of patients involved: 2. invalid data - on device service/maintenance. no data - regarding date last
serviced service provided by: invalid data. invalid data - service records availability. no imminent
hazard to public health claimed. device used as labeled/intended. device was evaluated after the
event method of evaluation: none or unknown. results of evaluation: telemetry failure, other,
unanticipated adverse reaction — long term conclusion: none or unknown. certainty of device as
cause of or contributor to event: maybe. corrective actions: none or unknown. the device was
destroyed/disposed of
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