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Urgent Field Safety Notice Page1of3
MicroPort Orthopedics

FSCA — Identifier: MP_FSCA160621B

FIELD SAFETY CORRECTIVE ACTION — Immediate Attention Required

#
Date: June 215, 2016

To Whom It May Concern:

MicroPort Orthopedics has initiated a voluntary Field Safety Corrective Action for
Metal on Metal - Total Hip Arthroplasty (THA) indication.

The intent of this letter is to inform you of all known risks potentially associated with
the use of the products affected by this voluntary Field Safety Corrective Action and
list any action to be taken by you.

DETAILS OF AFFECTED DEVICES:

1
2
3
4

CONSERVE® Shell
DYNASTY® Metal Liner
PROCOTYL® Metal Liner
LINEAGE® Metal Liner

—_— — ~— ~—

See Attachment A for additional information
DESCRIPTION OF THE PROBLEM AND POTENTIAL RISK:

Investigation of the Metal on Metal THA systems shows an increasing overall trend in
revisions from 2009 to present, and it was found that there was a specific
hazard/harm for “suspected tissue reaction to metal debris”. The potential for a
patient reaction when implanted with Metal on Metal THA is a known risk for this
product technology. The typical impairment of tissue reaction is reversed by revision
surgery to remove the old device and replace it with a new device.

ACTIONS TO BE TAKE BY THE USER:

Our records indicate that you have not received the above referenced product(s)
however; you should check your inventory to verify this. Return the completed form
by Fax: +1-901-451-6032 or by e-mail to: PostMarket@ortho.microport.com.

In the event that any of the affected lots are at your location and have not been used,
please follow the advice below:

- Immediately check your internal inventory and quarantine all subject devices

- Circulate this Field Safety Notice internally to all affected parties

- Please inform MicroPort Orthopedics on any adverse event

- Please return any unused devices to your local MicroPort Orthopedics
representative.

TRANSMISSION OF THIS NOTICE:
This notice needs to be passed on to all those who need to be aware within your

organization or to any organization where the potentially affected devices have been
transferred.

(A02)
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#
CONTACT REFERENCE PERSON:

For questions or additional information please contact:

MicroPort Orthopedics

Email: PostMarket@ortho.microport.com

The undersigned confirms that this notice has been sent to the appropriate
Regulatory Agency.

MicroPort Orthopedics maintains its commitment to developing, manufacturing and
marketing the highest quality products for surgeons and patients. We apologize for
any inconvenience this Field Safety Corrective Action may create and appreciate
your cooperation with our request.

MicroPort Orthopedics
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#

[+) MicroPort MicroPort Orthopedics Inc.

Orthopedics

Field Safety Corrective Action
Acknowledgement Form

FSCA Identifier: MP_FSCA160621B

See Attachment A for Products

Name (PRINT)

Hospital /
Company Name

Address

Country

Phone Number

| have received the notification from MicroPort Orthopedics stating that they initiated a
voluntary Field Safety Corrective Action of the above referenced products.

Signature Date

Please return completed form to: PostMarketQuality@ortho.microport.com



0037428-05/07/2016-DGDMF-MDS-A - Allegato Utente 1

CONSERVE® SHELL

Part Number |Description

385C3650 CONSERVE® SUPER-FIX® SHELL36mm ID 50mm OD BEADED

385C3852 CONSERVE® SUPER-FIX® SHELL38mm ID 52mm OD BEADED

385C4054 CONSERVE® SUPER-FIX® SHELL40mm ID 54mm OD BEADED

385C4256 CONSERVE® SUPER-FIX® SHELL42mm ID 56mm OD BEADED

385C4458 CONSERVE® SUPER-FIX® SHELL44mm ID 58mm OD BEADED

385C4660 CONSERVE® SUPER-FIX® SHELL46mm ID 60mm OD BEADED

385C4862 CONSERVE® SUPER-FIX® SHELL48mm ID 62mm OD BEADED

385C5064 CONSERVE® SUPER-FIX® SHELL50mm ID 64mm OD BEADED

385C5266 CONSERVE® SUPER-FIX® SHELL52mm ID 66mm OD BEADED

385C5468 CONSERVE® SUPER-FIX® SHELL54mm ID 68mm OD BEADED

385C5670 CONSERVE® SUPER-FIX® SHELL56mm ID 70mm OD BEADED

385C5672 CONSERVE® SUPER-FIX® SHELL56mm ID 72mm OD BEADED
PL385C3852 |CONSERVE® TOTAL SUPER-FIX® CUP38mm ID 52mm OD BEADED ALPHA
PL385SC4054 |CONSERVE® TOTAL SUPER-FIX® CUP40mm ID 54mm OD BEADED ALPHA
PL385C4256 |CONSERVE® TOTAL SUPER-FIX® CUP42mm ID 56mm OD BEADED ALPHA
PL385C4458 |CONSERVE® TOTAL SUPER-FIX® CUP44mm ID 58mm OD BEADED ALPHA
PL385C4660 |CONSERVE® TOTAL SUPER-FIX® CUP46mm ID 60mm OD BEADED ALPHA
PL385C4862 |CONSERVE® TOTAL SUPER-FIX® CUP48mm ID 62mm OD BEADED ALPHA
38QH3644 |CONSERVE® QUADRA-FIX® HA SHELL36MM ID 44MM OD

38QH3846 CONSERVE® QUADRA-FIX® HA SHELL38MM ID 46MM OD

38QH4048 |CONSERVE® QUADRA-FIX® HA SHELLAOMM ID 48MM OD

38QH4250 CONSERVE® QUADRA-FIX® HA SHELL42MM ID 50MM OD

38QH4452 CONSERVE® QUADRA-FIX® HA SHELL44MM ID 52MM OD

38QH4654 CONSERVE® QUADRA-FIX® HA SHELLA6MM ID 54MM OD

38QH4856 |CONSERVE® QUADRA-FIX® HA SHELL48MM ID 56 MM OD

38QH5058 CONSERVE® QUADRA-FIX® HA SHELL50MM ID 58MM OD

38QH5260 |CONSERVE® QUADRA-FIX® HA SHELL52MM ID 60MM OD

38QH5462 CONSERVE® QUADRA-FIX® HA SHELL54MM ID 62MM OD

38QH5664 |CONSERVE® QUADRA-FIX® HA SHELL56MM ID 64MM OD

38QH5666 CONSERVE® QUADRA-FIX® HA SHELL56MM ID 66MM OD

38021146 CONSERVE® PLUS ORIGINAL SHELL36mm ID 46mm OD BEADED
38021148 CONSERVE® PLUS ORIGINAL SHELL38mm ID 48mm OD BEADED
38021150 CONSERVE® PLUS ORIGINAL SHELL40mm ID 50mm OD BEADED
38021152 CONSERVE® PLUS ORIGINAL SHELL42mm ID 52mm OD BEADED
38021154 CONSERVE® PLUS ORIGINAL SHELL44mm ID 54mm OD BEADED
38021156 CONSERVE® PLUS ORIGINAL SHELL46mm ID 56mm OD BEADED
38021158 CONSERVE® PLUS ORIGINAL SHELL48mm ID 58mm OD BEADED
38021160 CONSERVE® PLUS ORIGINAL SHELL50mm ID 60mm OD BEADED
38021162 CONSERVE® PLUS ORIGINAL SHELL52mm ID 62mm OD BEADED
38021164 CONSERVE® PLUS ORIGINAL SHELL54mm ID 64mm OD BEADED

38023646

CONSERVE® THICK SHELL36mm ID 46mm OD BEADED

(AO1)



38023848 CONSERVE® THICK SHELL38mm ID 48mm OD BEADED

38024050 CONSERVE® THICK SHELLAOmMm ID 50mm OD BEADED

38024252 CONSERVE® THICK SHELL42mm ID 52mm OD BEADED

38024454 CONSERVE® THICK SHELL44mm ID 54mm OD BEADED

38024656 CONSERVE® THICK SHELL4A6mm ID 56mm OD BEADED

38024858 CONSERVE® THICK SHELL48mm ID 58mm OD BEADED

38025060 CONSERVE® THICK SHELL50mm ID 60mm OD BEADED

38025262 CONSERVE® THICK SHELL52mm ID 62mm OD BEADED

38025464 CONSERVE® THICK SHELL54mm ID 64mm OD BEADED

38025666 CONSERVE® THICK SHELL56mm ID 66mm OD BEADED

38025668 CONSERVE® THICK SHELL56mm ID 68mm OD BEADED

SPHC0346 CONSERVE® PLUS CUP 36mm.ID.46mm.OD. BEADED & HA-COATED
SPHC0348 CONSERVE® PLUS CUP 38mm.ID.48mm.OD. BEADED & HA-COATED
SPHC0350 CONSERVE® PLUS CUP 40mm.ID.50mm.OD. BEADED & HA-COATED
SPHC0352 CONSERVE® PLUS CUP 42mm.ID.52mm.OD. BEADED & HA-COATED
SPHC0354 CONSERVE® PLUS CUP 44mm.ID.54mm.OD. BEADED & HA-COATED
SPHC0356 CONSERVE® PLUS CUP 46mm.ID.56mm.OD. BEADED & HA-COATED
SPHC0358 CONSERVE® PLUS CUP 48mm.ID.58mm.OD. BEADED & HA-COATED
SPHC0360 CONSERVE® PLUS CUP 50mm.ID.60mm.OD. BEADED & HA-COATED
SPHC0362 CONSERVE® PLUS CUP 52mm.ID.62mm.OD. BEADED & HA-COATED
SPHC0364 CONSERVE® PLUS CUP 54mm.ID.64mm.OD. BEADED & HA-COATED
38023642 CONSERVE® THIN SHELL36mm ID 42mm OD BEADED

38023844 CONSERVE® THIN SHELL38mm ID 44mm OD BEADED

38024046 CONSERVE® THIN SHELL40mm ID 46mm OD BEADED

38024248 CONSERVE® THIN SHELL42mm ID 48mm OD BEADED

38024450 CONSERVE® THIN SHELL44mm ID 50mm OD BEADED

38024652 CONSERVE® THIN SHELL46mm ID 52mm OD BEADED

38024854 CONSERVE® THIN SHELL48mm ID 54mm OD BEADED

38025056 CONSERVE® THIN SHELL50mm ID 56mm OD BEADED

38025258 CONSERVE® THIN SHELL52mm ID 58mm OD BEADED

38025460 CONSERVE® THIN SHELL54mm ID 60mm OD BEADED

38025662 CONSERVE® THIN SHELL56mm ID 62mm OD BEADED

38025664 CONSERVE® THIN SHELL56mm ID 64mm OD BEADED

38HA3642 CONSERVE® THIN SHELL HA COATED36mm ID 42mm OD BEADED
38HA3844 CONSERVE® THIN SHELL HA COATED38mm ID 44mm OD BEADED
38HA4046 CONSERVE® THIN SHELL HA COATED40mm ID 46mm OD BEADED
38HA4248 CONSERVE® THIN SHELL HA COATED42mm ID 48mm OD BEADED
38HA4450 CONSERVE® THIN SHELL HA COATED44mm ID 50mm OD BEADED
38HA4652 CONSERVE® THIN SHELL HA COATED46mm ID 52mm OD BEADED
38HA4854 CONSERVE® THIN SHELL HA COATED48mm ID 54mm OD BEADED
38HA5056 CONSERVE® THIN SHELL HA COATED50mm ID 56mm OD BEADED
38HA5258 CONSERVE® THIN SHELL HA COATED52mm ID 58mm OD BEADED
38HA5460 CONSERVE® THIN SHELL HA COATED54mm ID 60mm OD BEADED
38HA5662 CONSERVE® THIN SHELL HA COATED56mm ID 62mm OD BEADED




38HA5664

CONSERVE® THIN SHELL HA COATED56mm ID 64mm OD BEADED

38123844

CONSERVE® THIN SHELL PLASMA38 X 44

38124046

CONSERVE® THIN SHELL PLASMA40 X 46

38124248

CONSERVE® THIN SHELL PLASMA42 X 48

38124450

CONSERVE® THIN SHELL PLASMA44 X 50

38124652

CONSERVE® THIN SHELL PLASMA46 X 52

38124854

CONSERVE® THIN SHELL PLASMAA48 X 54

38125056

CONSERVE® THIN SHELL PLASMAS50 X 56

38125258

CONSERVE® THIN SHELL PLASMA52 X 58

38125460

CONSERVE® THIN SHELL PLASMA54 X 60

38125662

CONSERVE® THIN SHELL PLASMAS56 X 62

38BF3642

CONSERVE® BIOFOAM® CUP36mm ID 42mm OD

38BF3844

CONSERVE® BIOFOAM® CUP38mm ID 44mm OD

38BF4046

CONSERVE® BIOFOAM® CUP40mm ID 46mm OD

38BF4248

CONSERVE® BIOFOAM® CUP42mm ID 48mm OD

38BF4450

CONSERVE® BIOFOAM® CUP44mm ID 50mm OD

38BF4652

CONSERVE® BIOFOAM® CUP46mm ID 52mm OD

38BF4854

CONSERVE® BIOFOAM® CUP48mm ID 54mm OD

38BF5056

CONSERVE® BIOFOAM® CUP50mm ID 56mm OD

38BF5258

CONSERVE® BIOFOAM® CUP52mm ID 58mm OD

38BF5460

CONSERVE® BIOFOAM® CUP54mm ID 60mm OD

38BF5662

CONSERVE® BIOFOAM® CUP56mm ID 62mm OD

385P3642

CONSERVE® THIN SHELL SPIKED 36mm ID 42mm OD BEADED

385P3844

CONSERVE® THIN SHELL SPIKED 38mm ID 44mm OD BEADED

385P4046

CONSERVE® THIN SHELL SPIKED 40mm ID 46mm OD BEADED

385P4248

CONSERVE® THIN SHELL SPIKED 42mm ID 48mm OD BEADED

385P4450

CONSERVE® THIN SHELL SPIKED 44mm ID 50mm OD BEADED

385P4652

CONSERVE® THIN SHELL SPIKED 46mm ID 52mm OD BEADED

385P5056

CONSERVE® THIN SHELL SPIKED 50mm ID 56mm OD BEADED

385P5258

CONSERVE® THIN SHELL SPIKED 52mm ID 58mm OD BEADED

385P5460

CONSERVE® THIN SHELL SPIKED 54mm ID 60mm OD BEADED

385P5662

CONSERVE® THIN SHELL SPIKED 56mm ID 62mm OD BEADED

385P5664

CONSERVE® THIN SHELL SPIKED 56mm ID 64mm OD BEADED

385P4854

CONSERVE® THIN SHELL SPIKED 48mm ID 54mm OD BEADED

36693646

LINEAGE® MAGNUM ACETABULAR SHELL SUPERFINISHED 361D 460D

36693848

LINEAGE® MAGNUM ACETABULAR SHELL SUPERFINISHED 38ID 480D

36694050

LINEAGE® MAGNUM ACETABULAR SHELL SUPERFINISHED 401D 500D

36694252

LINEAGE® MAGNUM ACETABULAR SHELL SUPERFINISHED 421D 520D

36694454

LINEAGE® MAGNUM ACETABULAR SHELL SUPERFINISHED 441D 540D

36694656

LINEAGE® MAGNUM ACETABULAR SHELL SUPERFINISHED 461D 560D

36694858

LINEAGE® MAGNUM ACETABULAR SHELL SUPERFINISHED 48ID 580D

36695060

LINEAGE® MAGNUM ACETABULAR SHELL SUPERFINISHED 501D 600D

36695242

LINEAGE® MAGNUM ACETABULAR SHELL SUPERFINISHED 521D 620D




36695464

LINEAGE® MAGNUM ACETABULAR SHELL SUPERFINISHED 541D 640D

36695262

LINEAGE® MAGNUM ACETABULAR SHELL SUPERFINISHED 521D 620D

LINEAGE® METAL LINER

Part Number

Description

70102846 LINEAGE® METAL LINER28mm X 46-50mm GROUP 1
70103246 METAL LINEAGE® LINER32mm X 46-50mm GROUP 1
70202852 LINEAGE® METAL LINER28mm X 52-56mm GROUP 2
70203252 LINEAGE® METAL LINER32mm X 52-56mm GROUP 2
70302858 LINEAGE® METAL LINER28mm X 58-62mm GROUP 3
70303258 LINEAGE® METAL LINER32mm X 58-62mm GROUP 3
70402864 LINEAGE® METAL LINER28mm X 64-68mm GROUP 4
70403264 LINEAGE® METAL LINER32mm X 64-68mm GROUP 4
70403664 LINEAGE® METAL LINER36mm X 64-68mm GROUP 4

DYNASTY® METAL LINER

Part Number

Description

DLCOGA28 |DYNASTY®COCR LINER 28MM GROUP A
DLCOGB32 DYNASTY®COCR LINER 32MM GROUP B
DLCOGC36 DYNASTY®COCR LINER 36 MM GROUP C
DLCOGD38 |DYNASTY®COCR LINER 38MM GROUP D
DLCOGEA40 DYNASTY®COCR LINER 40MM GROUP E
DLCOGF42 DYNASTY®COCR LINER 42MM GROUP F
DLCOGG44 |DYNASTY®COCR LINER 44MM GROUP G
DLCOGH48 |DYNASTY®COCR LINER 48MM GROUP H
DLCOGIJ52 DYNASTY®COCR LINER 52MM GROUP J
DLCOGKS56 DYNASTY®COCR LINER 56 MM GROUP K

PROCOTYL® METAL LINER

Part Number

Description

PHA04702 RIM-LOCK METAL LINER CRICO 28 GROUP A
PHA04704 RIM-LOCK METAL LINER CRICO 28 GROUP B
PHA04706 RIM-LOCK METAL LINER CRICO 32 GROUP C
PHA04708 RIM-LOCK METAL LINER CRICO 32 GROUP D
PHA04710 RIM-LOCK METAL LINER CRICO 36 GROUP E
PHAO04712 RIM-LOCK METAL LINER CRICO 36 GROUP F
PHAO04714 RIM-LOCK METAL LINER CRICO 36 GROUP G




