GFramzer

Cardinal Tien Hospital

S IRB032 #low PP 102/02/21
W | T O# % 4% £3F o3P g 114/01/20

e Ry R

¥ 29% 104/07/20

$ 345 | 110/01/18 B = fri i

#7# 1553
% 4K 112/01/19 ; }
B F ALk s 3R i“gﬁi A g%ﬁ%ﬁa;ﬁ%%ﬂh =5 LA X4

i :2+41+51+5313
37 0 53.1.1+53.1.2
#i%% 1551

B¢ R R RARP 2 AR ER

«

F 5k 114/01/23

ik Rt
RERTME 2 EREE B &1




X F 5 il ¥ E b

Cardinal Tien Hospital

Lpen: itk @s&ieis 7 W& 7 @ @& (Multiple Center Trial) B IRB 45 4
TR AR AT R TR U RRRR T 2 FRE TALES
ZRABERITERE o

24 R AR (R FR) S kA ey GFRASFAZRABA) R
F-342 2 k22 E N FRFE% -

3HF CIRB L F F Ed RE LSS (TTRA R KL 2 4T R
IHA Bl EAR IRB(F3H U AR REE = 2 f R H i 2
CHEE AR §) A0 LA A FEM TP A RS R d 0 & Kok bR
LTI B AM e SR

4. L3RR

4.1 % ¥ <35 (Multiple Center Trial ) : — B 12 ¢ %ﬂ%‘%}‘ﬁ# FREGFETFE R -
S FTRA RN AR FRAPRT LN LT A FR- BEF 210
FEACARB AR R FEBRAFAT AL PRBEE T LR REK D

"i:;('t}_o o

5. f:mp ¢
5l AFFAFRMRE 1A ? TP BT A > oA R A
BHET C A RE LY CHEE L EER TR .
52 %5¢ w3 d o 2343 ke ?*m&i ﬁ&aﬁw%ﬁ FAZFELR
2 R A
534 AR B 5°P w2 RE %
5314 R %AV F B 5P wRBRHFRILT AP
S3LIZFEHRP *F g (T EF Y F e LL -
5312V HNFAFRERP b2 LB ERFPDE Ko
5313 X2 HUvAMBERLIR ¢ AR AV IHET2LHAG &7 ZvRp AR
Ao
5314 TRk A AT BT RHR1FL EREEFVIOMEL P WG R
ﬁpq—ggg\mﬁ’r‘ 4 o
5315 2 ¢ w2 dehk A B EqRAk a2 B Ro
5316 £ 7 ik S FHIRERE LY A FRET WL ZFL o
5317 EFF ¢ AAJL R FRBEE L EW R
53183 % HE L MEALTE? LT WK -

IRB032 1/3 SR AL R § A FE R/ 5K



X F 5 il ¥ E b

Cardinal Tien Hospital

53LIFF MR E R LB PRNTE T @H L3 R
FedR s AT s g RS © WL S B R LR
53110 R 223 ¥ DERIFRE -
53111 7 = FHE% 28cdp T #L R ¢ (DSMB : Data Safety Monitoring
Board) # b o 1AL REBR AL (7 6% 2

532Z A% AR w3 F M BREMASE R FAHFAALELTETRNE
RFIAEF R AR R T ORE N MRRLRE L 2

533 5 ¢ B EfEAL N TAES IRB 2585 S A0 7HE - L2/
FEFERIEAL HWLB AR CAPFARF ER AL UREEL
B#-FAEPELFEL AL R € o

5.A4ze8 5 ¢ iRk B IR AL TR

BALZHAIF AL LR BELERHEAID 3R P e F% M TS IRB
FuldgirRz I/ e 22 232 £ 8% 2P

542IRB 1 {4 & FH#RBHIFA LI LT HIZRHIMEE T 1
FRIAELA RN BB AE R o

543IRB 1 fF4 B &4 Bamer B i FA B LB FRAI2FL > ¥ ikph
BidgAeuiFEEiti@Zgifgixr o

A4 RZY PN o2 AimiF 57 wd 2 L0 fpE 12 2T IRB i o
FAAVUTHATIMELA 223N F R B RT T ST/ -

55% f ¢ wAERA R

551 FE? 2r REF(ENEH TP g4 2 S0 i pM/xvT i iph ~
AFRH N ARETFH 2 SAE) s mA TR S BENEF/R G TR R EET )
XML FHRE X2 ami o BRRPG L RN FRL SRR
Bl R EATEET LR HEE LE M ¢ IRB -

552§ﬂu$%#iﬁﬁfﬂﬁ ﬁ&@pﬂmﬂgﬁzﬁg&rm5@4%
AFE KL LE BREES L %”’?—"&Jf&' S E D N ABALE R T
27 EPFRLARE 3?355%? |23 R2F 28T IRBEME R32%5 22
AR AFARNF RS AT L A EFARZF I A -

553 AIFANA PP LA THAIERLZEHEI Y )FL > REPN F RIS
FARE AV cApl R

%,’@1};%:

6.1 4 A8 T ik

6.

\\\Xr

IRB032 213 SR AL R § A FE R/ 5K



X F 5 il ¥ E b

Cardinal Tien Hospital

634G LLAEFHIRBAFTLL AHMFLREFF

6AFLPEFTHEF L2 AWML 2 EFER

6oL wEF AL A EF a2 A HPFTREFF

6.6World Health Organization, Operational Guidelines for Ethics Committees that Review
Biomedical Research

6.7International Conference on Harmonization, Guidance on Good Clinical Practice ( ICH
GCP)

6.8Code of Federal Regulation (CFR) 21.
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