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Pre-clinical Testing Guidance for Orthopedic External Fixation Devices (Draft)
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1.45 %~ ©* (Anchorage elements) : 7 ™ & J 3% ] % (Wire-fixed) ~ 12 &% 4 7 ¥ (Pin-fixed) ~ % & i % (Hybrid
coupling) o
2. Afide~ i (% 2 1+)(Bridge elements, bar or rod) : ¥ 4 & i ¥ 4] (Simple bridge elements) % 4§ & | (Complex
bridge elements) -
3. ¥ & ®(Connectors) : ¥ 4 3 B & & (Articulation) ~ 7 ¥ # & hif & &(Non-adjustable joints) ~ B = F41] &
(Independent control) ~ £ #& 44 & & 44 (Multi-pin clamps) ~ 4 4= % (Pin cluster) -

=~ ARRET FREFH2FLF 22 LKL B EF (regulation number) £ # g% (Identification) :
N4 238 iN3030 B - & 5 £2 £ B F FEER 2 2 (Single/multiple component metallic bone fixation

appliance and accessories)
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2 & IN3040 TRl & B4 % B 2% (Smooth or threaded metallic bone fixation fastener) : %
¥ o F 74 (External fixation pin) B & 5%
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= ~ A S4& it 2 .4 (Product description and specification) :
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T~ % 22 R ESR TR (Safety and performance data) :
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(Biocompatibility test)
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(1) mrz & 44 (Cytotoxicity) -

(2) 8 #viE5% (Sensitization) °

(3) # &z A & p & R(lrritation/Intracutaneous) -
(4) &1+ % 34 M (Acute systemic toxicity) -

(5) I &+ 4 4 (Subchronic toxicity) °

(6) A 14 4 (Genotoxicity) -

(7) 4& » (Implantation) -

(8) & -4 4 (Chronic toxicity) -

(9) ®mi (Carcinogenicity)

I1SO 10993-1(2009)
ISO 10993-3(2003)
ISO 10993-5(2009)
ISO 10993-6(2007)
ISO 10993-10(2010)
ISO 10993-11(2006)
FDA Guidance (1997)

2. & | (Sterility)
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oA S E RS ik F& »z(Sterilization validation) & &

iwSAL(Sterility assurance Ievel)

1SO17665-1(2006) +
1S011135-1(2007) ~
1SO11137-1(2006) ~
1SO11137-2(2006) ~
1SO11137-3(2006)

(D)w] 2 B 47R1E (Rigidity (or deflection) measurement) o FDA Guidance (1997)
3. % B F = & |(Q# ek (Static failure of the device) - ASTM F 1541(2007)
(Mechanical Properties) |(3) & i FF g & B3k 2 £% (Fatigue failure and loosening between

parts) o
4 FRR et |EAS FDA Guidance (1997)
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animal testing)
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