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Pre-clinical Testing Guidance for Biliary Stents and Accessories
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% B

Hfh o~ F RN TR

o

O
v =

L2 Ap 7 1%
(Biocompatibility test)

PEAE L et i T ORIGE

(1) w7z 3 {4 (Cytotoxicity) o

(2):8 #c 3% 5% (Sensitization) o (1& 14 o2t 4m |4 3% Bode 2 TR B & & b 33
)

(3) flpes A p ) gezd Bk (Irritation/Intracutaneous reactivity) o

(4) & 14 M5 (Acute systemic toxicity) °

B)L &2 T4 4 M35 (Subacute and subchronic toxicity) e
(6)3& » (Implantation) -

(7) 2 F14 14325 (Genotoxicity) °
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(1) %& & {4 (Cytotoxicity) -

(2) 3 & e * (Sensitization) o (% B & % 1 {& i fo 2 i 14 3% B 4~)
(3)Fligces A p & B (Irritation or Intracutaneous reactivity) e

ISO 10993-1(2009)®
ISO 10993-3(2014)®
ISO 10993-5(2009)®
ISO 10993-6(2016)®
ISO 10993-10(2010)®
1S010993-11(2017)
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(Sterility)

i {7 /= g #e 2 (Sterilization validation) sz $SAL(Sterility assurance
level)-]- ++10°° -

1SO17665-1(2006)®
1SO11135-1(2014)
1SO11137-1(2006)"”
ISO 11137-2(2013)"”
ISO 11137-3(2017)""”
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(Performance test)

(1) & *xipl:# (Deployment testing) -

(2Q)¥ %2 * pz# (Expansion force testing) °

()R 54 irlz# (Compression force testing)

(4) = =t 132 (Dimensional testing) o

(5) k4325 (Corrosion testing) -

(6)zk & 14 4% 3% (Balloon performance testing) o (4rif * )
(7)zk & 95 9 L 28 sl 28 %2522 (Stent deformation testing for
balloon expandable stents) o (4= * )

(8)#ud= 5% & 3.5 (Tensile strength testing) -

(9)# # &4 3% (Radiopacity) -

(10)7% & = % i+ 3%.5 (Coating integrity) o (4cif * )
(11)#<fF irI3F £ (Antibacterial testing) o (4= * )

FDA Guidance(1998)®




(12) Bwesd 4P 18 2 B % (Membrane covered testing)
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