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Pre-clinical Testing Guidance for Balloon Dilatation Catheters (Draft)
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T~ % 22 # G R F AL (Safety and performance data) :
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(Biocompatibility
test)

(1) % # {4 (Cytotoxicity) °
(2)B #7#  (Sensitization) -

()4 1 F1igcz2 =k (Irritation or Intracutaneous reactivity ) »

(4)& 1+ % ¥4 H(Acute systemic toxicity) o
(5)4 i% 4 F 1 (Hemocompatibility ) -

FDA Guidance(2005)®
ISO 10555-1(1995)®
1SO 10993-1(2009)®
1SO 10993-4(2002)
ISO 10993-5(2009)
1SO 10993-10(2010
ISO 10993-11(2006)




i 7 @ B #x »x (Sterilization validation) & 7z i | 1SO17665-1(2006) ~
SAL (Sterility assurance level)-J »+ 10° - 1SO11135-1(2007) ~
2. & [7)(Sterility) 1S011137-1(2006)
1S011137-2(2006)
1SO11137-3(2006)

#& #. J (non-pyrogenic) ° L R EE g
3.4 ik ;
(Pyrogen test)
4.3 i Rk 1.§ = “BpR 4 (Balloon rated burst pressure) e FDA Guidance(2005)")
(Performance test) | 2.4 k& % ip|:%(Balloon fatigue) ° ISO 10555-1(1995(2()3)
3.FLiz 4 p3#(Corrosion resistance) - IS0 10555-4(1996)

4.%7%] p1#E (Force at break) o

5.7% ik 3 5 (Freedom from leakage and damage from
inflation)

6.15 &+ 7 1% 14 (Radio-detactability) -

7.5 HOUEL) G475 % ¥ (Balloon inflation/deflation
time) o
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1. FDA Guidance for Industry and FDA Staff :Non-Clinical Tests and Recommended Labeling for Intravascular
Stents and Associated Delivery Systems(2005)
ISO 10555-1 Sterile, single-use intravascular catheters - Part 1: General requirements(1995/Amd 2:2004)
ISO 10555-4 Sterile, single-use intravascular catheters - Part 4: Balloon dilatation catheters(1996)
4. 1SO 10993-1 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk
management system (2009)
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