DATE

Hospital name
Address
Address
Address

Shipped to number:

Return Receipt Requested

ATTENTION: Operating Room Manager

URGENT: MEDICAL DEVICE RECALL
Synthes Synex [l ™ Central Body

Part Description Part Number Lot
Synex-Il Central Body L14-19 04.808.001 All
Synex-Il Central Body L17-25 04.808.002 All
Synex-Il Central Body L21-29 04.808.003 All
Synex-Il Central Body L25-33 04.808.004 All
Synex-Il Central Body L29-44 04.808.005 All
Synex-Il Central Body L37-52 04.808.006 All
Synex-ll Central Body L45-71 04.808.007 All
Synex-Il Central Body L58-84 04.808.008 All
Synex-Il Central Body L71-97 04.808.009 All
Synex-ll Central Body L84-110 04.808.010 All
Synex-ll Central Body L97-123 04.808.011 All
Synex-Il Central Body L14-19 04.808.001S All
Synex-ll Central Body L17-25 04.808.002S All
Synex-Il Central Body L21-29 04.808.003S All
Synex-ll Central Body L25-33 04.808.004S All
Synex-ll Central Body L29-44 04.808.005S All
Synex-Il Central Body L37-52 04.808.006S All
Synex-ll Central Body L45-71 04.808.007S All
Synex-1l Central Body L58-84 04.808.008S All

Dear Sir/Madam:

® SYNTHES

Synthes has decided to initiate a Medical Device Recall of Synex |l Central Body components
of the Synex Il devices (see above part numbers) for all sizes and all lots, which are used with
Synthes’ Synex Il modular vertebral body replacement system.

Synthes’ Synex | is in no way impacted by this recall and can continue to be used.

This action has been initiated upon Synthes receiving a limited number of reports of
significant loss of device height at 6-15 months post implantation. Synthes takes adverse
events very seriously and has therefore decided to do this recall.

Loss of vertebral body replacement’s height presents represents an unanticipated failure and
despite the very low occurrence does bear a potential risk to the patient, including neural
injury, increased pain, spinal kyphosis if unrecognized, failure of supplementary fixation,
and/or need for reoperation/revision surgery.







