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Guidance for Pre-clinical Testing of Spinal Intervertebral Body Fusion Device (Draft)
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245483 % ¥ (Vertebral Body Replacement Device, VBR) @ if * *%i2 48 2557 & (non-Cervical) ¥ *& % (tumor)
£ 7h if 47 K (trauma/fracture) @ 7 16 ~ AR H b 0 B4R F A B TS M U B A 2 iR
‘*KA,\ ﬁli"i*;l T%plqa}g-}ﬁﬁl{;b o
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o4 %37 0 N.3060 fa %8 ¥ 2. ¥ 2 4 & B 2 4~ (Spinal intervertebral body fixation orthosis)
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T~ & R 2 RS L (Safety and performance data)
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(1) ez 3 M 38% (Cytotoxicity) -

s L 1ISO 10993-6(2007
(2) iE#7iE5k (Sensitization) - 1SO 10993_1(()(2012))

(3) Flgeas A f gk (Irritaion/ Intracutaneous 1SO 10993-11(2006)




reactivity) o FDA Guidance(2007)®
(4) & 1+4 13%2 (Acute systemic toxicity) o FDA Guidance(2004)®
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(7) 1£ » # % (Implantation) -
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(2) 3% %1+ :% 5 (Carcinogenicity)
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1SO11137-3(2006)
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o ¥ fi 4= #& ;22 (Dynamic torsion test) o
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o iz (Wear test) -
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o % 4 5% (Shear test) -

o Zghe B 4 3E 5 (Off-axis compression test) o

o j5iEsk (Wear test) o
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