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This document lists obsecvations made by the FDA representative(s) during the inspection of your focility. They are inspectional
abservations, and do ot represent 8 final Agency determination regarding your compliance. 1f you have an objection regarding an
observation, or have implemented, or plan to implement, corrective fction in rcspenst 1o an observation, you may discuss the abjection or
action with the FDA representative(s) duting the inspection or submit this information to FDA as the sddress above. If you have any
questions, plesse contact FDA at the phone number and address sbove.

The observations noled in this Form FDA-483 arc not an exhaustive listing of objectionable conditions. Under the law, your
JSirm is responsible for conduciing internal self-audits to identify and correct any and all vielations of the quality sysiem
requirements.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1

The procedures for implementing corrective aad prcvcnti\'rc a;ﬁons were not sstablished and documented.

J Specifically, the finm has no written Corrective 2nd Preventive Action (CAPA} procedure, which includes procedures for:
e Routinely reviewing sources of quality daia (such as mméhims, returns and repatrs) to identify quality problems
»  Investiguting causes of product non-conformities

= Implementng changes at contract manufacturers and process vendors to prevent or correct quality problems
+ Communicating information on quality problems to upper management

OBSERVATION 2
Procedures for acceptance activities were ot documented and inplemented,

Specifically, there are no written procedures for visua] inspection and/or functional testing of new and refugbished {
handpicces and osteotomes.

OBSERVATION 3

Acceptance activities were not documgented.

‘Specifically, inspection and acceptance/rgjection of incoming 138 hapdpicces and osteotomes (new and refurbiched)
has not been documcnted pex the firm's procedure on the "Acceptance/Rejection Report of Incoming Products.”
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The device history record does not include cbmpictc‘acx:cptmce records that demonstrate the device is mapufactured in
accordance with the dr:vicc master record.

Specifically, distributors and sales reps havc not documented all surgical uses of rentsl { kits under their control on
standardized "useage seports,” identifying all § =i kit components used in the procedure, Furthar, the current " uw;ag,e
report” form does not require sales reps to confirm that closning /sterilization of the rental kit was pesformed prior to return
and reissue, '

OBSERVATION S
Service reports were not documented.
Specifically, there is no documentation of the refurbishing of used osteotomes, gouges, aad punches, including:

+ No documentation of rc-shz':rpcning f re-grinding by the contract refurbisher;
s No documentation of polislung (sand-l_p_cad blasting).

| oBSERVATION 6

Complaint handling procedures for receiving and ¢valuating complaints have not been estublished.

Specifically, the firm has not established a Complaint Filc or deviscd a Complaint Form for revording uscr complaints. -

-

OBSERVATION 7.
E'mccdurcs have potbeen defined and followed fo prevent contamination of equipment or product by certain snbstances,

Specifically, osieotomes, gouges, punches, and reamers were bemg stored uncovered in the stock room, unprot:cled from
hu.mxdny and dust.
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