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M e d i c a l  D e v i c e  D i s t r i b u t o r  

This document lisls observations made by the FDA represenlalive(s) during the inspection ol  your facility. Thcy are inspeclional 
ohservations, and do not represent a final Agency determination regarding your compliance. If  you have an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the ohjcction or 

The observations noted in tkic Form FDA-483 are not an exhaustive listing of objectionable conditions. Under tkc law, your 
firm i~? responsible for conducting internal elf-audits to identi& and correct any and all  violations of the quality system 
requirements. I 
DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

Complaint handling procedures have not been implemented to ensure that all complaints are processed in a uniform and 
timely manner. 

a) m e c e i v c d  (aware oT) Aug. 7,2008 and entered into P E R  system Aug. 13,2008 for 10 g BoneSource Classic, 
catalog no. 7941910, lot no. unknown. The complaint involved an infection and an M D R  was submitted. This P E R  
was rcleased to Stryker Osteosynthesis for investigalion on Aug. 13, 2008. 

b) m r e c e i v e d  (aware of) Sept. 15,2008 and entered into P E R  system Oct. 13,2008 for Extra Large Cuslom 
Cranial Implant, catalog no. 5400104, lot no. 0520812918. The complaint involved an infection and revision 
surgery, and an M D R  was submitted. This P E R  was released to Stryker Osteosynthesis for investigation on Ocl. 13, 
2008. 

c) 	 m e c e i v e d  and entered into P E R  system Oct. 7,2008 for Cannulated Screwdriver Blade, catalog no. 07-40220, 
lot no. unknown. The complaint involved a blade hreak. This P E R  was released to Stryker Osteosynthesis fvr 
invesligation on Oc!. 7, 2008. 
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W i l l i a m  D .  T i n g l e y ,  I n v e s t i g a t o r  
SEE REVERSE E r i c  S. P i t t m a n ,  I n v e s t i g a t o rI,OF THIS PAGE G a r y  D .  U r b i e l  G o l d n e r ,  I n v e s t i g a t o r  
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300 River Place, Suite 5900 

Detroit, MI 48207 

(313) 393-8100 Fax:(313) 393-8139 

Industry Information: www.fda. gov/oc/industry 
-. 
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. ,  . 
Portage, MI 49002-0 


1 William D. Tingley, Investigator 
SEE REVERSE ' Eric S. Pittman, Investigator 
OFTHIS PAGE Gary D. Urbiel Goldner, Investigator ,1 
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D!STRiCI ADDRESS AND PSONF NUMBER UAiE(F)Oi INSPECTION 

300 River  "lace, S u i t e  5903 
i : . ,  I 48207 
(313) 393-8100 Fax: (313) 393-8139 
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TO: James Andrew P i e r c e ,  Vice  .__I_ .. .-P r e s i d e r i t  and G e n e r a l  Fa?ager -.... . .. 
FiRM NAME STPliEICUDP_ESS 

S t r y k e r  Cran i .omaxi l lo tac j~a1  Divis ior!  I 750 Trade  C e n t r e  Way S t e  200 
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