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BRI A GERR D RBAE
Pre-clinical Testing Guidance for Biliary Stents and Accessories

107.02

[#=p]
LRI A FGREFRBFHAFALASARE R A DRBPRRGTH 2 EFA 22
RoA ITRARRIACTHLR R FRBHARTE FRORPEMNER - RF™
BRxBRASER -HT2 2l RN FERBTE (IRADRBZ/EHRABRKE) 2 F
HL o
22 HRIAFEHATLFIVTRHNL BPRFRPATI R BR{AT A& SEFRL G
BX2 FAARMRASEZACN S BRERV L 224NN EARPREIRRA
Beors|3F P b2 BT (FTREDRIBE/NRERESR) TR FARRAERT TP {47
3TRANRIBTHE HRFRE(ZERBAP L LRPRZ HHILRB) 2 - Rk e &
ZHRERSHE -
AdrWBRAEFTAFIRIFA R BN REPEEECREL > NERASIEFHEL
X EFG o
5.2 MRIFIARRIAF L A2 T3 B2 A3 REF - J LUK FHLRE S il
ARSLANFT 3T AR RUSRT 77 FRAREE > BRABEN I REPFUFTCH
2UEP TR L ¥
6B AT ZRIF 2@ ARRAFNANFTIZ IR (DR FREE - Bkt T Rl
FAEEFP QW E ¥R BREGHSRRAES Z 2 N REPFRFEEL RP
PRI R IR Ry e
T4 P34 TR B3~ B SRE T HREE > W BT FRATTFR L TR

-~ FRERT 2 Fh FH§ F(Scope) :
AABEH T PREIEF 2 EHAEE BEF TSR AR 2vA s d SRS EBLETRAS

>9é % (fully covered stent) ~ & %2 sg-(partially covered stent) ~ > & /& %i-(bare stent) » & & 7 @iL ¥ 2c & 3t
(Delivery System) » s * *FFH &R Ef RFE P P2 EBHWERPEF* L o 2 ¢ FHARRLBL RN

H fie it o

S FRERT FREFHZFLARNTS EFFFRF 2L L HA 5 EF (Regulation number) 2 5]
(Identification) :

N

4 &8 L Hb5010%2 ¢ * # ¢ 2 # v (Biliary catheter and accessories)
W EE T P 2R P B R G EEOEN > Y T YRR L ERRE O VAR SRR R R
%

Pk BHa- B3 - B BRBEGF T EEF AT I MARF L P BT R



In

~ & &4t 2 2 (Product description and specification) :
E2 200 JCLES R I RN R

21k
13t~

LBXED SR Pk E)E A o

1.
2. &3 & & (Length) - “j (Outside diameter) ~ 41 & (Material) ~ 27 ¢ (Color) » # % 2} 3" (Covered Type) -
3. BAEHMFEEGFHEF(eEt)-

T~ % 2HEZ 5 7R (Safety and performance data)

% 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) °

Bk LR T ORI

(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)

2.5 7
(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)""”

3.44 Jn (Pyrogen)

hoflid B 7 AL A & 5 & R (non-pyrogenic) ¢ e 78 R RSk T

CEEES 3

b FEL R

4.5 i RS

(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)

(i ™)

5.% Gk (Shelf life) | & & 7 % i 4= 7 (Coating) & i & i % » ot & 5 5 Bl | % & Wl Rt

o 3BT E P PR X Bk (real-time aging) & 4c ik & L iRk

(accelerated aging) /4 sk 2 & &-2- F sxdp fF o

LS|

10.

11.
12.

i S ) ;Je (References)

Guidance for the Content of Premarket Notifications for Metal Expandable Biliary Stents. (1998)

ISO 10993-1 Biological evaluation of medical devices -- Part 1:  Evaluation and testing within a risk management
process. (2009)

ISO 10993-3 Biological Evaluation of Medical Devices - Part 3: Test for Genotoxicity, Carcinogenicity and
Reproductive Toxicity. (2014)

ISO 10993-5 Biological Evaluation of Medical Devices - Part 5: Tests for In Vitro Cytotoxicity. (2009)

ISO 10993-6 Biological Evaluation of Medical Devices -- Part 6: Tests for Local Effects after Implantation. (2016)
ISO 10993-10 Biological Evaluation of Medical Devices - Part 10: Tests for Irritation and Skin Sensitization. (2010)
ISO 10993-11 Biological Evaluation of Medical Devices - Part 11: Tests for Systemic Toxicity. (2017)

ISO 17665-1 Sterilization of health care products - Moist heat - Part 1: Requirements for the development, validation
and routine control of a sterilization process for medical devices. (2006)

ISO 11135-1 Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development, validation
and routine control of a sterilization process for medical devices. (2014)

ISO 11137-1 Sterilization of health care products - Radiation - Part 1: Requirements for development, validation and
routine control of a sterilization process for medical devices. (2006)

ISO 11137-2 Sterilization of health care products - Radiation - Part 2: Establishing the sterilization dose. (2013)

ISO 11137-3 Sterilization of health care products — Radiation -Part 3: Guidance on dosimetric aspects of

development, validation and routine control (2017)




A TR R AR

Pre-clinical Testing Guidance for Urological Catheter

107.02
(ED
1$ﬁﬂ£$ﬂﬁm¥$$ﬁ&ﬁﬁﬂéwﬁ$”*ﬁ oA B RBERGTIZEFR 22
BRore TRABHRILAS THLR L ?&%HE%”?€¢$ﬁ%ﬁ$ﬁwé% YR
%&%%i&%ﬁ*ﬁ?a ek RO EHETE (FRFEDPRF2/ARERRE) LT
HL o

22 RRIAFEHARFLFTTHRAL RPRFRPAT! R BR{ATA G R SEFRL &
BE2 A RMRAFTHCN - BHERV LI 2EZ2ARE T RBPREFARAA
Bors|F P A2 %@ (FTRADRBE/DRERE) FH ¥ 2RPIAFRT 2 {7
STRANRIBT R A HRFRE(ZERFAPLERPT2 LT kdg) 22~ Riclesk e &

ETIEER
4%ﬁﬁﬁitﬁiﬂwﬁﬁﬁs%ﬁ%ﬁ&ﬁﬁﬁﬁﬁﬁ%% 2, uBIESE ﬁgi
LR e

SEFRBIARRAESL72 $4 322377 R¥F 0 J L WERP FHTRE S oh iRl
RELZFFY 3 B BUSRT 73 RRARY > BRGNP EPF TG
£ R TR R o

BELEARRE Y LR R ARRARAINFL 3 E IR R(D)REREE - Rk FES AR
HAZEZIR Q2 B2k BRR'GEHSRBEIZZ P f’ci‘wf“«lg HITiE AR 2 RP
PRI R IR Ry e

T4 P34 TR B3~ B SR T HREE > W BT FRATTFR R TR

-~ RAEGET 2 PR T+ F(Scope)
ARFRFNE IR (PR RFT R Ao RRRRER O ERERE  F g Rk BRI
AR R R A e 2 o BT S % (latex) > # % (silicone ) - B & fia (polyurethane) & #
BREY -

EENEE S X & g@ B2 w28 S 8P F 2% 24 £ 4 5 & (Regulation number) 2 &%)
(Identification) :
o4 & P H51305 s ¢ 2 H vt i (Urological catheter and accessories)
Fo| D REE R R - R BB o RE R A R PRI o B - KA e R F kD
RAEE WA EE CRERE CEPRY AR LN PR R AR
WIS EE T RRERAREY -



In

~ & &4t 2 2 (Product description and specification) :

1. SRR (4 2k £ (Balloon) ~ ¢ % i %27 (Balloon Port) ~ /g ¢ 317 3" & 357 (Urine Drainage Port) ~

# B v (Urine Opening) ¥ ) ~ #3853 ~ &3 H 2 R4 o
2. ¥ & & (Length) ~ “}j= (Outside diameter) ~ =} % 48 ## (Balloon Volume) % z ¢ (Color) -
3. HEHMFEEGHEE - (doig*)

r ~F 2HEZ o 5% T (Safety and performance data)

% B

Hfh ~ F R R TR

o

S

LAy Ap 7 1%
(Biocompatibility test)

(1) w7z 3 {4 (Cytotoxicity) o

(2)iB 773 5 (Sensitization) o

(3)AB- T jri# B (Mucosal irritation) -

(4) 3 713 |42 (Genotoxicity) - (F % PF P 4716303 )

B) LT &2 T K4 M5 (Subacute and Subchronic toxicity) -
(9 & P¥FAZ:630%)

1SO 10993-1(2009)™
1SO 10993-3(2014)®
1SO 10993-5(2009)®
1SO 10993-6(2016)®
ISO 10993-10(2010)"”

2.8 B
(Sterility)

i {7 = @ F2 »x(Sterilization validation) s i SAL(Sterility

assurance level) ] *+10° -

1S017665-1(2006)
1S011135-1(2014)
1S011137-1(2006) "
1SO 11137-2(2013) "
1SO 11137-3(2017) "

3.4% Jr (Pyrogen)

ot B w LA & 5 & £ R (non-pyrogenic) o i 7 # R i Sk T

BERTA

%k REL AT

4.7 5 MRS

(Performance test)

(1)#-k 7 & (Flow rate through drainage) -

(2)zk & = £+ ¢ Fuek 4 52 & (Balloon integrity: resistance to
rupture) o

(B)zk E £ 51 4 eni i (Inflated balloon response to traction) °
(4)3% ¥ %4 #% 24* (Balloon volume maintenance) e

(5)zk # - < - (Balloon size and shaft size) -

(6):% F ¥ 314 (Deflation reliability)

FDA Guidance (1997)®
ASTM F623-99(2013)®

5.1 £ 42 37 s
(Chemical Properties)

% % % A& (Surface coating) :

)=~z T8 -

Qi Fidk o (drif *)

(3) = f-rzac 2 Fg»xip]3# (Claim validation test) -

FDA Guidance (1997)®

6.2 % 37 (Shelf life)

MEH A 5 R RIRRIR R (7 E R PE R X (v 223 (real-time aging)

8¢ v i & b 25k (accelerated aging) 4 B A &2 F s A o

I~%3 égJe (References)

1. 1SO 10993-1 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk management

process. (2009)

2. Guidance for the Content of Premarket Notifications for Conventional and Antimicrobial Foley Catheters. (1997)




10.

11.
12.

ASTM F623 Standard Performance Specification for Foley Catheter. (2013)

ISO 10993-3 Biological Evaluation of Medical Devices - Part 3: Test for Genotoxicity, Carcinogenicity and
Reproductive Toxicity. (2014)

ISO 10993-5 Biological Evaluation of Medical Devices - Part 5: Tests for In Vitro Cytotoxicity. (2009)

ISO 10993-6 Biological Evaluation of Medical Devices -- Part 6: Tests for Local Effects after Implantation. (2016)
ISO 10993-10 Biological Evaluation of Medical Devices - Part 10: Tests for Irritation and Skin Sensitization. (2010)
ISO 17665-1 Sterilization of health care products - Moist heat - Part 1: Requirements for the development, validation
and routine control of a sterilization process for medical devices. (2006)

ISO 11135-1 Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development, validation
and routine control of a sterilization process for medical devices. (2014)

ISO 11137-1 Sterilization of health care products - Radiation - Part 1: Requirements for development, validation and
routine control of a sterilization process for medical devices. (2006)

ISO 11137-2 Sterilization of health care products - Radiation - Part 2: Establishing the sterilization dose. (2013)

ISO 11137-3 Sterilization of health care products — Radiation -Part 3: Guidance on dosimetric aspects of

development, validation and routine control (2017)
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Pre-clinical Testing Guidance for Resorbable Calcium Salt Bone Void Filler Device

107.02

[#®P]
Liﬁm%ﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁé&ﬁﬁfﬁﬁ TRA B RIFRERIGTR 2 EFAD 222
RoOAITRAVRIACTHLER FREFHERE R GFRAOBPEAAMER - JF ™
BRxBRASER -HT2 2l RN FERBTE (IRADRBZ/EHRABRKE) 2 F
HL o
23 RRAFEHRFLFT TR BPHFRPAT R 2R{AT A PEFRA R
B2 FRARMRASZHNS C BHRERV LI 2B 2 #A0H ERRFREIBRAA
Fers| B 2 RETS (FRAPRREE/ARARE) TR ¥ 2 RRIARFNT 2 (47
STRADRIFT AL L RBRE(FERBAP L ERFRZ L3RR 32 - RipHR e s

FHR%SHE -
4%ﬁﬁﬁitﬁiﬂﬂﬁﬁﬁ’%ﬁWﬁﬁéﬁﬁﬁgﬁ?% 2, uBIESE ﬁgi
X DEF o

SEFRBIARRAESL72 $4 322377 R¥F 0 J L WERP FHTRE S oh iRl
RELZFFY 3 B BUSRT 73 RRARY > BRGNP EPF TG
2P TR L kg

BELEARRE Y LR R ARRARAINFL 3 E IR R(D)REREE - Rk FES AR
FRREFR QW RERE RRGRERRIE D 22 MY REPFEFEEL GRP
PRI R IR Ry e

Taed P13 TR 837 B ARA v RN Wig R FRATEFRFLE 7RIS

~ R EEET 2 Fo BH 4§ W(Scope) :

ARG ) R S R B R AR R T 2 R SR
Mot B AH LG S n RISt R TR AL G RS TR P BT B
A F 2 AT AR S E T F

EENEE S X & g@ B2 w28 S 8P F 2% 22 £ 4 5 & (Regulation number) 2 &%)
(Identification) :

o4 538 1 N.3045 F o jo4T B F o 81 & 4 % (Resorbable calcium salt bone void filler device)

oW LR B FE LK Y kg e s A 2R o Tl I p A 2 R

HAE L g » P o

= ~ B &4k 2 H4(Product description and specification) :
1 A FA i S T B \\:;1;:5%@&0
2. A HRE e



ook w

v 2,

R FRP
Feio2i2 ~ Hagep o
FHLERE

ERHES AP TE

AR RBEE g AR RS o

b AR E G P S O PR S SR

T~ % 2EZ # G 35 T R (Safety and performance data)

7P W~ 3 ORE D e 7R > 4 3 2
12 4340 7 1t (1):m*% & % (Cytotoxicity) ° 1SO 10993-1(2009)®

(Biocompatibility test)

(2) 1 57 28 5% (Sensitization) °

(B) Fligeet A F1 25 (Irritation/ Intracutaneous reactivity) °
(4) % 43 M35 (Acute systemic toxicity) o

(B)Ir &2 T H 4 #4385 (Subacute and subchronic toxicity) »
(6) 3 F14 4325 (Genotoxicity) -

(7)1 » (Implantation) -

AU TR KT REE

(1) -4 5% (Chronic toxicity) e

(2) 3% % 1232 5% (Carcinogenicity) °

1SO 10993-3(2014)
1SO 10993-5(2009)®
1S010993-6(2016)®
1SO 10993-10(2010)"”
1S010993-11(2017)®

28 F it (7% FAE < (Sterilization validation) s = SAL(Sterility assurance | 1SO 17665-1(2006)
(Sterility) Ievel)/ |+ 10° . 1S011135-1(2014)"”
1S011137-1(2006) "
ISO 11137-2(2013)""”
1SO 11137-3(2017)™
3.% Jn (Pyrogen) %ﬁﬁﬂiféééﬁﬁﬁmmpwwmm’@@F%&?%i ikt FEL AT
R

4.1 g ER

(Chemical Properties)

((VERC AR T &
Q)& * % $ & 7 (Trace element analysis)
ZEFEARET £ 75 0

elements shall be limited as follows)

(The concentration of trace

-
s

% (ppm)

q_) Hi R

Pb

As

30
Hg 5
3
5

Cd

B)E 4§

B 7 &7 7 A2450ppm -

FDA Guidance (2002)®
1SO 13175-3(2012)®

5.4 AL i
(Physical Properties)

s

F o

(D etphz ez
determination of crystalline phases) - 4-4p % & (Phase purity) ~ =~

(2)11/'% N ““"Ii tl

Z_¥ /] (Qualitative and quantitative

% % 7 (Elemental analysis) 2 &4 @) 2 4 47 (Diffraction patterns)

& =t #.#4 (Form, shape and dimensional

specifications) -

FDA Guidance (2002)®
1SO 13175-3(2012)®




(3)3- 4. & (Porosity) -
(4)i% f#1B 42 f- pH % - (Dissolution and pH change) -

6.7 it 1 iRk VRN EEFEF R AL BITE TR FDA Guidance (2002) @
(Performance test) (1)2 fep & (Working time) » 1SO 13175-3(2012) @

(2) 7 i p¥ & (Setting time) -

(3) = -+ 4& =1+ (Dimensional stability) -

(4)HA v F 8 & (Setting reaction temperature) -

(5) ¥ i1 &+ E 44 (Injectable devices) » Rk & ¥ /1 S|4 P 38
(Injection capability testing) 2 /= &4 /8 4 Bz (Injection pressure

testing) -

7.2 @ 4 (Shelf life) MR A &G PR R (T B R PFRY & (4 2x%k (real-time aging) | & & i B T

8¢ 4uiE & v 325k (accelerated aging) 4 B A &2 F s A o

iy

A §Je (References)

1. FDA Guidance-Class Il Special Controls Guidance Document: Resorbable Calcium Salt Bone Void Filler Device.
(2002)

. 1SO 10993-1 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk management

process. (2009)

N

w

. 1SO 13175-3 Implants for surgery -- Calcium phosphates -- Part 3: Hydroxyapatite and beta-tricalcium phosphate
bone substitutes. (2012)

e

ISO 10993-3 Biological Evaluation of Medical Devices - Part 3: Test for Genotoxicity, Carcinogenicity and
Reproductive Toxicity. (2014)

5. 1SO 10993-5 Biological Evaluation of Medical Devices - Part 5: Tests for In Vitro Cytotoxicity. (2009)

6. 1SO 10993-6 Biological Evaluation of Medical Devices -- Part 6: Tests for Local Effects after Implantation. (2016)
7. 1SO 10993-10 Biological Evaluation of Medical Devices - Part 10: Tests for Irritation and Skin Sensitization. (2010)
8. 1S0 10993-11 Biological Evaluation of Medical Devices - Part 11: Tests for Systemic Toxicity. (2017)

9. 1S0O 17665-1 Sterilization of health care products - Moist heat - Part 1: Requirements for the development, validation

and routine control of a sterilization process for medical devices. (2006)

10.1S0 11135-1 Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development, validation
and routine control of a sterilization process for medical devices. (2014)

11.1S0 11137-1 Sterilization of health care products - Radiation - Part 1: Requirements for development, validation and
routine control of a sterilization process for medical devices. (2006)

12.1S0 11137-2 Sterilization of health care products - Radiation - Part 2: Establishing the sterilization dose. (2013)

13.1S0 11137-3 Sterilization of health care products — Radiation -Part 3: Guidance on dosimetric aspects of

development, validation and routine control (2017)
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