Smith & Nephew Inc
1450 Brooks Road

Memphis, TN 38116
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[Recipients Address]

March 30, 2017

URGENT FIELD SAFETY NOTICE: Medical Device Field Safety Corrective Action /

Recall
Reference:

R-2017-03
Concerned Devices: Tecomet Blades

Product No. Description Batch No.
71369208 THIN OSTEOTOME BLADE 8MM X 3 IN

71369210 THIN OSTEOTOME BLADE 10MM X 3 IN

71369212 THIN OSTEOTOME BLADE 12MM X 3 IN

71369220 THIN OSTEOTOME BLADE 20MM X 3 IN

71369310 RADIAL OSTEOTOME BLADE SIZE 10

71369312 RADIAL OSTEOTOME BLADE SIZE 12

71369314 RADIAL OSTEOTOME BLADE SIZE 14 See Attached
71369316 RADIAL OSTEOTOME BLADE SIZE 16

71369408 THIN OSTEOTOME BLADE 8MM X 5 IN

71369410 THIN OSTEOTOME BLADE 10MM X 5 IN

71369412 THIN OSTEOTOME BLADE ROUNDED END 20MM

71369420 THIN OSTEO BLD ROUND END 20MM

Dear Customer

This letter is to inform you that Smith & Nephew, Inc. has initiated a field action to voluntarily remove from the market a
group of OSTEOTOME BLADES due to a labeling error. The expiration dates printed on the labels are incorrect; the dates
are after the actual expiration date of the sterilized package.

Risks to Health

The device is presented for use beyond the supported five year expiration date resulting in the
potential that the outside of the inner tray is non-sterile, potentially contaminating the sterile field.

Actions to be
taken by the user

1.

2. Return quarantined product to your national Smith & Nephew agency/distributor.
3.
4

. Please make sure this safety information is passed on to all those who need to be aware of it

Locate and quarantine affected unused devices immediately.

Complete the return slip and fax it to your national Smith & Nephew agency/distributor.

within your organization.

Please maintain awareness on this notice and resulting action until the Field Safety Corrective
Action is terminated to ensure effectiveness of the action.
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If you have any questions please feel free to contact us under the following contact details:

Contact Details of Subsidiary / Distributor

Eli::t;ancihnf)plete and return this feedback information to the contact specified above to prevent repetitive enquires.
We hereby confirm that we are aware of this Field Safety Notice. The Field Safety Notice was communicated within our
organisation.

Please mark accordingly:

[ ] Inourfacility we do not have any of the affected product in stock

or

[ ] We will return the following products:

Product Description Lot Number Qty. to be Returned
71369208 THIN OSTEOTOME BLADE 8MM X 3 IN

71369210 THIN OSTEOTOME BLADE 10MM X 3 IN

71369212 THIN OSTEOTOME BLADE 12MM X 3 IN

71369220 THIN OSTEOTOME BLADE 20MM X 3 IN

71369310 RADIAL OSTEOTOME BLADE SIZE 10

71369312 RADIAL OSTEOTOME BLADE SIZE 12

71369314 RADIAL OSTEOTOME BLADE SIZE 14

71369316 RADIAL OSTEOTOME BLADE SIZE 16

71369408 THIN OSTEOTOME BLADE 8MM X 5 IN

71369410 THIN OSTEOTOME BLADE 10MM X 5 IN

71369412 THIN OSTEOTOME BLADE ROUNDED END 20MM

71369420 THIN OSTEO BLD ROUND END 20MM

Institution: Reference: R-2017-03
Name: Date / Signature:
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Material Batch
71369208 431612 448956 455856 461831 477931
482918 488987 490565 492345 4500030972
4500031584 07LSY0036 07LSY0039 08CSY0039 08CSY0041
08CSY0052 08CSY0056 08JSY0011 08JSY0014 08KSY0012
08LSY0006 08LSY0048 08LSY0049 08MSY0019 09BSY0008
09BSY0009 09BSY0010 09DSY0011 09DSY0013 09FSY0004
09HSY0001 09HSY0005 09JSY0001 10CSY0002 10CSY0012
10ESY0007 10ESY0008 10ESY0020 10HSY0008 11ASY0005
11ASY0009 11BSY0005 11CSY0013 11DSY0001 11ESY0005
11FSY0002 11GSY0001 11GSY0018 11GSY0021 11HSY0063
11JSY0002 12ASY0016 12BSY0011 12CSY0003 12DSY0023
12DSY0026 12FSY0026 12HSY0005 12HSY0022 12KSY0020
12LSY0016 12MSY0002 13ASY0008 13ASY0009 13BSY0005
13BSY0011 13BSY0037 13ESY0010 13ESY0011 13HSY0002
13HSY0005 13KSY0010 13KSY0046 13MSY0001 14BSY0014
14CSY0003 14CSY0032 14DSY0014 14GSY0019 14HSY0004
14KSY0001 14LSY0008 15ASY0012 15ASY0021 15CSY0005
15DSY0001 15ESY0012 15FSY0017 15FSY0060 15HSY0005
15JSY0046 15KSY0035 15MSY0008 16ASY0001 16DSY0021
16ESY0057 16FSY0001 16GSY0021
Material Batch
71369210 472439 472579 472580 477931 482918
493639 11150707 4357136921 4500027315 4500030673
4500032565 07AM06944 07LSY0047 07LSY0048 08BSY0012
08BSY0014B 08BSY0016 08FSY0051 08JSY0012 08JSY0033
08KSY0015 08KSY0018 08LSY0011 08LSY0044 08LSY0044A
08MSY0018 09BSY0011 09BSY0025 09DSY0012 09DSY0014
09FSY0005 09HSY0002 09HSY0006 09HSYOO006A 09JSY0002
09JSY0005 09JSY0006 09JSY0007 09JSY0008 09JSY0009
09KSY0002 10CSY0003 10CSY0013 10CSY0014 10ESY0012
10ESY0017 10GSY0006 10HSY0007 10MSY0007 11ASY0004
11ASY0008 11CSY0014 11DSY0002 11DSY0012 11ESY0006
11FSY0003 11FSY0004 11GSY0002 11GSY0019 11GSY0020
11HSY0016 11HSY0023 12CSY0004 12DSY0024 12DSY0027
12FSY0025 12HSY0006 12HSY0021 12HSY0035 12KSY0021
12LSY0017 12MSY0003 12MSY0011 13BSY0006 13BSY0012
13BSY0038 13BSY0039 13ESY0006 13FSY0016 13HSY0003
13HSY0006 13HSY0007 13KSY0047 13MSY0002 14ASY0033
14BSY0011 14CSY0004 14CSY0033 14DSY0013 14DSY0015
14GSY0018 14HSY0005 14HSY0011 14KSY0002 14LSY0009
15ASY0013 15BSY0008 15CSY0006 15ESY0024 15FSY0018
15FSY0061 15JSY0003 15KSY0036 15MSY0004 16ASY0006
16BSY0012 16DSY0023 16ESY0078 16FSY0007 16JSY0005
16KSY0007 472580B
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Material Batch
71369212 431604 452406 456888 472579 483297
485498 3000084920 4500025459 4500030972 4500032273
4500032565 4500034104 07MSY0001 08CSY0035 08FSY0034
08FSY0035 08FSY0035A 08LSY0013 08MSY0017 09BSY0023
09BSY0026 09BSY0026A 09DSY0008 09FSY0006 09HSY0003
09HSY0007 09JSY0003 10CSY0004 10CSY0015 10CSY0016
10DSY0002 10ESY0009 10ESY0015 10ESY0019 11CSY0009
11CSY0015 11FSY0007 11GSY0003 11GSY0022 11GSY0023
11HSY0062 11JSY0003 11MSY0018 12ASY0010 12BSY0012
12CSY0005 12DSY0022 12DSY0028 12FSY0027 12HSY0007
12HSY0036 12KSY0016 12KSY0022 12LSY0018 12LSY0023
12MSY0012 13ASY0007 13BSY0040 13DSY0009 13DSY0017
13ESY0008 13ESY0009 13HSY0004 14ASY0034 14CSY0005
14CSY0034 14DSY0016 14DSY0018 14GSY0016 14KSY0030
14LSY0010 14MSY0012 15ASY0023 15DSY0005 15ESY0020
15FSY0019 15HSY0011 15JSY0045 15KSY0022 15LSY0070
16ASY0002 16BSY0009 16DSY0022 16ESY0058 16ESY0077
16JSY0006
Material Batch
71369220 431612 431614 433667 455856 469005
472439 477931 483297 483890 491378
493639 494049 494154 4500029102 4500034104
07MSY0006 07MSY0011 07MSY0011A 08CSY0037 08CSY0042
08ESY0082 08FSY0037 08FSY0037B 08FSY0037C 08JSY0008
08LSY0014 09BSY0012 09JSY0010 09JSY0011 09JSY0012
10CSY0005 10CSY0017 10CSY0018 10KSY0033 11GSY0004
11GSY0024 11JSY0009 11KSY0068 11MSY0019 12ASY0011
12BSY0013 12DSY0015 12DSY0029 12FSY0006 12FSY0030
12HSY0023 12HSY0037 12KSY0023 12LSY0019 12MSY0004
12MSY0018 13BSY0007 13BSY0014 13BSY0041 13FSY0017
13FSY0019 13LSY0009 13LSY0011 13MSY0003 14ASY0001
14BSY0026 14CSY0035 14GSY0017 14KSY0017 141LSY0012
15BSY0009 15ESY0009 15ESY0038 15FSY0053 15GSY0017
15JSY0004 16ASY0003 16BSY0013 16ESY0076 472439A
491378A
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Material Batch
71369310 431604 442526 448956 463451 469005
473044 477931 481940 488987 493639
494049 494154 4357136931 4500034104 07MSY0014
08CSY0043 08CSY0050 08CSY0053 08CSY0053B 08JSY0007
08LSY0012 08MSY0016 10CSY0006 10HSY0006 11DSY0003
11ESY0007 11FSY0008 11GSY0009 11GSY0025 11JSY0010
11MSY0020 12ASY0012 12BSY0017 12CSY0006 12HSY0008
12HSY0038 12KSY0029 12LSY0024 12MSY0024 13BSY0030
13BSY0031 13FSY0018 13FSY0020 13LSY0010 13MSY0004
14ASY0002 14CSY0007 14CSY0036 14GSY0026 14LSY0011
15ASY0015 15DSY0013 15FSY0015 15KSY0037 16ASY0007
16BSY0014 16GSY0022 463451A 469005B
Material Batch
71369312 431612 433667 448956 466339 469005
473044 473406 477931 484324 485498
4500029102 4500032273 07LSY0028 07MSY0023 07MSY0027
08CSY0051 08CSY0055 08CSYO055A 08JSY0032 08LSY0052
09BSY0018 09BSY0027 10GSY0007 11ASY0006 11DSY0048
11FSY0009 11GSY0005 11HSY0008 11JSY0011 11MSY0017
12ASY0013 12BSY0018 12DSY0019 12FSY0005 12HSY0024
12HSY0039 12LSY0020 13BSY0015 13FSY0015 13FSY0021
13KSY0011 13MSY0005 14BSY0010 14CSY0008 14FSY0010
15ASY0014 15CSY0007 15FSY0062 15JSY0005 15LSY0069
16ASY0004 16ESY0060 448956B 488987A 495483A
Material Batch
71369314 431604 431612 431614 448956 469005
472361 472767 483297 483890 488786
496187 4500029102 07LSY0037 07LSY0042 08ESY0005
08ESYO005A 08ESY0007 08ESY0008 08JSY0009 08JSYO009A
08LSY0050 09BSY0019 09FSY0003 10CSY0007 10ESY0013
11GSY0006 11HSY0009 11KSY0003 11KSY0069 11MSY0021
12FSY0002 12FSY0029 12GSY0007 12HSY0025 12HSY0040
12KSY0024 12LSY0021 12MSY0005 12MSY0013 12MSY0025
13BSY0009 13BSY0016 13FSY0022 13JSY0022 13KSY0048
13MSY0006 14CSY0006 14CSY0038 14HSY0006 15ASY0009
15ASY0018 15ASY0022 15FSY0016 15JSY0006 15KSY0023
15KSY0039 15MSY0005 16ESY0059 16ESY0075 488369A
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Material Batch
71369316 431604 431612 431614 448956 477931
484324 485498 488987 495483 450002910
4500029102 4500031658 08CSY0044 08ESY0009 08ESY0010
08ESY0011 08JSY0034 08LSY0010 10CSY0008 10ESY0014
11KSY0004 11KSY0024 12BSY0006 12BSY0014 12DSY0020
12HSY0009 12HSY0041 12MSY0026 13BSY0032 13FSY0012
13FSY0023 13HSY0008 14BSY0015 14CSY0039 14GSY0025
14KSY0003 15DSY0002 15FSY0020 15MSY0006 16BSY0010
477931B
Material Batch
71369408 431612 452406 455856 463451 472439
472579 483890 485498 494049 495483
4357136940 4500029102 4500029865 4500032273 4500032667
4500064768 07LSY0010 08BSY0013 08BSY0015 08FSY0032
08FSY0033 08FSY0033A 08JSY0013 08LSY0009 09BSY0015
09FSY0007 09HSY0004 09HSY0008 09JSY0004 09JSYO004A
10CSY0009 10CSYO009A 10CSY0019 10CSY0020 10ESY0016
10HSY0005 10KSY0008 11ASY0011 11BSY0006 11DSY0004
11DSY0014 11DSY0049 11ESY0008 11FSY0010 11GSY0007
11HSY0010 11JSY0004 11JSY0012 11MSY0022 12ASY0014
12BSY0019 12CSY0001 12CSY0007 12DSY0016 12ESY0001
12FSY0028 12GSY0008 12HSY0026 12HSY0042 12KSY0025
12MSY0027 13BSY0008 13BSY0033 13BSY0042 13DSY0008
13FSY0013 13FSY0024 13JSY0024 13KSY0013 13KSY0014
13KSY0049 13MSY0007 13MSY0028 14BSY0009 14CSY0031
14CSY0040 14GSY0021 14HSY0012 14KSY0031 14LSY0013
14LSY0015 15ASY0010 15ASY0016 15BSY0012 15CSY0020
15DSY0014 15ESY0021 15FSY0025 15GSY0018 15JSY0007
15KSY0024 15MSY0010 16ASY0005 16BSY0011 16ESY0081
472579A
Material Batch
71369420 431604 431612 431614 467087 469005
472361 477931 481940 485498 488987
490565 491378 492345 4500032273 07LSY0034
07LSY0041 07MSY0013 08FSY0052 08LSY0020 08LSY0020A
08LSY0042 08MSY0020 09BSY0030 11DSY0007 11ESY0011
11FSY0006 11HSY0013 11HSY0060 11JSY0008 11JSY0019
12KSY0027 12MSY0008 12MSY0016 13BSY0036 13FSY0026
13KSY0016 14GSY0013 14KSY0005 15ASY0020 15ESY0015
15JSY0009 15MSY0009 16ESY0079 477931A 477931B
477931C 490565A 492345A
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Material Batch
71369410 452406 455856 456888 467087 469005
477931 483890 485094 485498 492100
492345 4500028121 4500029102 4500032565 07MSY0025
08CSY0040 08FSY0036 08JSY0001 08JSY0010 08JSYO010A
08JSY0031 08JSYO031A 08KSY0009 08LSY0005 08LSY0021
08LSY0022 08MSY0004 09BSY0028 09HSY0009 10CSY0010
10CSY0021 10CSY0022 10ESY0010 10ESY0018 10KSY0034
11CSY0010 11DSY0005 11DSY0013 11DSY0050 11ESY0009
11FSY0005 11GSY0008 11GSY0027 11HSY0011 11HSY0059
11JSY0005 12ASY0015 12BSY0016 12DSY0017 12ESY0002
12FSY0004 12GSY0031 12HSY0027 12HSY0043 12KSY0026
12MSY0006 12MSY0028 13BSY0017 13BSY0034 13ESY0007
13FSY0025 13JSY0023 13KSY0012 13LSY0012 14BSY0001
14BSY0025 14CSY0041 14GSY0020 14HSY0013 14KSY0004
14KSY0032 14LSY0016 15ASY0017 15ASY0019 15ASY0024
15CSY0008 15DSY0003 15ESY0013 15FSY0021 15HSY0006
15JSY0010 15KSY0038 15MSY0007 16ASY0008 16BSY0015
16ESY0080 496187A
Material Batch
71369412 431604 431612 456888 467087 469005
477931 483297 483890 485498 490565
492345 493639 4500027315 4500029102 4500030972
4500034104 07LSY0011 07LSY0035 07LSY0038 07LSY0040
08GSY0007 08GSYO007A 08GSY0008 08MSY0015 09BSY0029
10CSY0011 10CSY0023 10ESY0011 11DSY0006 11DSY0011
11ESY0010 11HSY0012 11HSY0061 11JSY0007 12BSY0015
12DSY0018 12DSY0030 12FSY0003 12GSY0030 12HSY0028
12HSY0044 12LSY0022 12MSY0007 12MSY0015 13BSY0010
13BSY0013 13BSY0018 13BSY0035 13KSY0015 13MSY0008
14ASY0035 14CSY0009 14CSY0042 14KSY0033 141LSY0014
15BSY0011 15DSY0004 15ESY0014 15JSY0008 16ASY0009
16BSY0016 16KSY0002 469005A
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