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Guidance of Coronary Stents and Associated Delivery System-

Nonclinical and Clinical Studies (Draft)
100.6.22
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—~ RELEH 2 BF BHEE(Scope) :
FEEBANREE ERLBRHIRLF £ E(Coronary stents) » &4 5 5 #5 & % 42 (Balloon expandable
stent) & & £ 45 # s\ 2 25 (Self-expanding stent) » 5 5 &7 28 & #5538 B AL 308 B0 BR . 55 19 4 BEIE S olsiE

B EVGEZAAEE AL - ARSI LHEE L5 4 4t (Stent delivery system)f £ 2238 # BHA
B EPaRRERAEMNNER BE AR - AMEREE

AALAARAFLSET R EE N EERKBHRLF £ 2(Drug-Eluting Coronary Stents)

FRENMRABKRAFRIBNELS AT H3EH5 L0085
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CEAERER BREH AT NS 598 S S (Classification):
%53 0 E.0001
4B Bk £ X% (Cardiovascular stent)

B R 3

=~ A ¥ A A (Product description and specification)
()P ERBOETFHER
1. & & &% (Model numbers) ~ &5 & £ g4y

2LERMIE ARAESEE (Available stent diameter and lengths) ~ #jiE & B R+ ( L2 F R 5 & -



{Deployment and rated burst pressure) $23F % %% ff 3 3 (Percent stent free area) & »

4rif (Device description)
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4% (Indications for use)
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=4 {Contraindications)
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{Warnings)
% F3§ (Precautions)
g 2
B
10. B RS X (Clinical studies )35k -
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14 8% 48 % (MR safety or MR compatibility)
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. {Adverse events)

S u it 2 £ (Principal safety and effectiveness table)

12, % AGEFZ #7545 (Patient selection and treatment)
13. 4% H 45 5] (Directions for use)
14, 5 A 45 FH (Patient materials)
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B~ BEARAT R 2 B o #E M RIEF 434 (Pre-clinical safety and performance data)

@ B i O B T S £ EF F ik
()& R4 50 10993—1(2009)(3)
a. a1 B 0 38 (Cytotoxicity) ISO 10993-3(2003)
b.i8 & 2R 5 (Sensitization) 1SO 10993-4(2002)

180 10993-3(2009)

c. ] 8 2% i 9 iR S (Trtaion / Intracutaneous reactivity) ISO 10993-6(2007)
d. &M E 2 (Acute systemic toxicity) 150 1099;_10_(3007)

c. i & {2 A B2 1 412 8 (Subacute and Subchronic toxicity} ;50 10093.1 1(2006)
£ B & 14 228 (Genotoxicity)
.48 AR B (Implantation)
k. fn % 48 22 4% (Hemocompatibility)
1%+ 25 2 32, 2 (Chronic toxicity)
JERE 'Ltft.ﬂa‘(Carcinogenicity)
(O)TJ” 'L. 'T
a. k= i ) fi;‘ifvfi(Cytcto*ﬂc;tv)
b.i & 3 B (Sensitization)
. AL B R e A B (Tritaion / Intracutaneous reactivity)
d. &M &4 3 B (Acute systemic toxicity)
e. 4 % 48 Z 45 (Hemocompatibility)

LA 48 2 S8
(Biocompatibility test)

i 4T 7, B 55 %% (Sterilization validation) f& 5£ 4% SAL(Sterility|[ISO17665-1(2006)
assurance level)/J» 7 10°° - I1SO11133-1(2007)
1SOI11137-1(20086)
1SO11137-2(2006)

2. &  {Sterility)




ISO11137-3(2006)

3.8 R Sk (Pyrogen test) | B 2R - FERAAE
(1) #E4E: ASTM F2129(2008)
a. B4/ #24(Corrosion resistance) » ASTM G71(2009)
b. B8 4 7 i £ (Radiopacity) ASTM F2081(2006)
() R4AEME ASTM F2079(2009}
. ASTM F2394(2007)
a. B~ B iE(Dimensional verification) ASTM F2052(2006)
b.# % v.m:?*" g 7t (Percent surface area) ASTM F2213(2006)
CHEMEE R L (Percent foreshortening) ASTM F2182(2011)
4% e . d. ii%é,%%’i—,i%ﬂ =& & (Recoil for balloon expandable stents) [ASTM F2119(2007)
IR AL A e. ,«L:rr A5 (Stent inlegrity) 1SO 25539-1(2005)
(Ste_nt performance 2Bl AR4E# % Z (Radial stiffness and radial strengthy  [ISO 17475(2005)
testing) FDA Guidance(2010)'"

& 7 £ 4% /7 (Radial outward force)
h ﬁTE 777842 47 (Stress /Strain analysis)
1.9 & 4 #r(Fatigue analysis)
J- 8 ¥4 (Particulate evaluation)
k. Aoik at At R (Accelerated durability testing)
Laig it 3 e Aode 2 it 84 (MR safety and
compatibility)
m. i B 55 HpE 3 5 (Coating integrity)

FDA Guidance(2008)%

(1) R -1E:#(Dimensional verification) ASTM F2081(2006)

(2) % =¥~ FHA 9% &P (Delivery, deployment, and|ASTM F2394(2007)
riraction) ISO 25539-1(2005) E“
o] 3
(3) ¥ % 3£ -5 3 K (Catheter bond strength) 80 25539-2(2008)
[SO 105355-1(2004)

/ 22 B
S (Tlp pull test) ISO 10555-4(2002)

5. g s i (5) F & % &m0 i8] 8, (Flexibility and kink test) FDA Guidance(2010)""
P TSSO S (6) 325 % EH ,.;\‘(Torque strength)

(Detivery system . | EEEREL iﬁ\l»@u (Coating ntegrity)

PErtormante LEStng . (8) & i & % #2 % B £ (Stent securement for unsheathed stents)

do BHIFIRTRN L 0 Bl TR

(9) =k H 35 %1% % B (Balloon rated burst pressure » RBP)

(10) 3% % 7% % (Balloon fatigue)

(11) sk S ng MEHE( & 22 B /2 vs 38 £ 2 A1) (Balloon compliance)
(12) 3 % 85 g /3% &2 v (Balloon inflation and deflation tune)

6. AR EEEETAMEALAREERES A8 E o (4 4 425 [FDA Guidanee(2010)"
(Simulated use) B h AR LRI A R R IS0 25539-2(2008)
LAEL AR A S A R G BT AT 05 B £ {6 28 (real-time |FDA Guidance(2010)"”
7.2 2 47 (Shelf life) aging ) = AvikE{L2Ey (accelerated aging ) LiEREEE R of
st -

A~ BRI BE R ES R4S (Clinieal evaluation)
(FERMEZFH PR EESEHMAAET TR RA MM EARATERE(NERERRE -CEFAR
TSN 2 AERBERVRRLEE) -
()F Mz e T RS (RBRRERRL - CHEEMRAR X LERMRRSE)  E2RERELRE LT
HHERAFLEA R ERA - FALERESTRARBRERRAR IS I RTE - R HERES
WERRESOMA) NEERRELEMEREMTHES :
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3.9k FlEER S ZE ~ RSB HT5 # (4o 18 F )(Co-endpoints, secondary endpoints, if applicable)

4.3 B3t (Smdy design) v & F 5 45 (randomized) 8 5E % 4% (non-randomized) - £ Fi A 488 5 E 71l

5. A M A SLHE PR (5 4 (Inclusion criteria and exclusion criteria) + 4o &% £ ~ & & (de novo &,
restenotic) ~ FEF HE -

6.% %2 F #.#8 A(Stent deployment procedure)

7.4r 4] 45 B & 0% 45 (Antiplatelet therapy)

3.2 34 ¥T 1% # /£ (Accountability of subjects) + 4o 3234 # 25 £2 5447 B #1(Study site and dates of enrollment)
R R ARG AT .

9.4% & & #4205 1 £ (Follow-up schedule)

10405} -#F (Statistical analyses)

118 %

(3) Zepsgas R (Safety and effectiveness results)
a.E FRE P EEE (Primary endpoints) & =k 288344542 (Secondary endpoints) 2 £
b.2E 3 A Kaplan-Meier estimates 447 Target vessel failure(TVF) ~ Target lesion
revascularization(TLR) - Target vessel revasculatization(TVR) % B2d53% > & Cardiac
events(MACE) ~ Major adverse events{MAF) % 2= 44542 2 Free survival ¢
¢ R F &% Key angiographic results, stent thrombosis, incomplete apposition, intravascular
ultrasound (IVUS)E 2 44 «
(4) 3Er i R 48 4 £ (Summary of results)
(3) AZ TR 4454 (Limitations of the study)
2ER RS I R) RS e A R R AT B AR B R AR RS - b o
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