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2018 year 5th-A IRB Meeting Minutes
HH Date(YY/MM/DD) : 2018 405 H 08 H (Z£Hi—)
fd] Time @ 12:00-14:18

Hl Location © ffAAMEVUE AfesllnZ B & TEUT O ERE

[& Chairperson :

BREEAA (B ~ B ~ BRM/aeat ~ B
Chiu, Ying-Ming ( Affiliation with Institution, Medical Personnel ( Scientific member ) ,
doctor/Biostatistics, male )

HEE A& Attendant : (FEFEES omit title)

PRES (BEA ~ B~ BHE ~ 200%)

Chen, Shu-Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), Nurse,
female )

BRI (BEAY ~ BB ~ B&AT ~ 5B

Chen,Heng-Chung ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, male)

BRAEE (B ~ B0~ Bh0 ~ 551D

Yen, Hsu-Heng ( Affiliation with Institution, Medical Personne | ( Scientific member ), doctor,
male)

TLtaZE (BEA ~ B ~ EAT - 20

Chiang, Yi-Jung ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

flEEE (BEA ~ JEERR ~ 11~ 2t)

Ko, Chih-Hu ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific member ),
Social Worker, female )

(RAUEL (Beoh ~ FREHE ~ tHE A AL ~ 20)

Shu-Feng, Ni ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

feET i (Beoh ~ B~ AdkfiE ~ 2t)

Lai, Fang-Zu ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/Statistics, female )

EHE (Besh ~ FFEEE ~ A~ )

Chan, Melody ( Affiliation with Institution ( Husband is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Lawyer, female )

flE e (Besh ~ B&9% ~ Bl ~ 55

FL1H H5H
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Ko, Wang-Sheng ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),

doctor, male )

Medical Personnel

W GEE (Bsh -~ FEEHE - g At~ o)
Gee, Mei-Jih ( non-Affiliation with Institution, Nonmedical Personnel ( Scientific member ),
Member of society, female )
W OPEHE (BEsh ~ FEESHE - g At~ 5D
Hsu,YaoChon ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )
NE | st
B 7 BEAN(4) ~ FEHL(1) ~ ZERT(L) ~ A AAET) -

doctor (4) ~ Nurse (1) ~ Pharmacist (1) - Epidemiology/
Statistics (1)

IFESHR 5 ERA(D) ~ 1) ~ 1 E ALE)

Nonmedical Lawyer(1) ~ Social Worker (1) ~ Member of society (3)

Personnel

FIE 8 BaEli(4) ~ Q) ~ ZEENQL) ~ AHEAEARETQ) ~ HEALQ)

Scientific member doctor (4) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/
Statistics (1) ~ Member of society (1)

FERIER 4 AR 1T ~ 1 EE AL

non-Scientific Lawyer(1) ~ Social Worker (1) ~ Member of society (2)

member

5 5 FEAE) ~ BEFN2)

male Affiliation with Institution (3) ~ non-Affiliation with Institution
)

E28 7 BFERE) ~ Besh4)

female Affiliation with Institution (4) ~ non-Affiliation with Institution

3)

st : & fichy T ABERHITE ) 5
GAIEAL et E Ly 2 — DU E S

Ftlk FEGEEZET AL Ga/FRER LEA T
MERIABERR =02 — -

FHEEGHGE - SBFEVIGTEMHESERESR > R TE R ER R 2 FR

Sl o= H, o According to Article 7 of the

“Human Subjects Research Act:”

“The IRB shall consist of five or more members, including legal expert and other

persons of disinterested community members; more than two-fifths shall not be

affiliated with the research entity; and no gender shall constitute less than one-third.

During IRB meetings, the IRB may invite the attendance of experts familiar with the

research field, or representatives of any appropriate group affiliated with the human

subjects, to attend and provide comments.

CRIRERPN L e e

GG SGEFEENE | BN - FEE AR
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Fr&Ef gy RS ZEEAEREIN  ERERENETRZEE—AME -
AAM B AR ANZEES EE =02 L EZZENE AL EZEEE
FEAPELI L2 ZE I - 10156 E - HEZ RS RE MR  FMETEHE -
According to Article 6 of the “Standards and Operational Guidance for Ethics Review of
Human Subject Research:” “Members present at routine review sessions should include
at least one with non-biomedical or science background. Two-thirds of entire member
should be present for boards with more than 5 and less than 7 members; half of the entire
member should be present for boards with more than 7 members before the meeting is
commenced. The meeting may not be commenced if the attendee are of the same

gender.”

515§ N\ & Presenting staff : (FkfEHS omit title)

B =50 (IRBF#4E) Ng Sock Ping (IRB secretary )
B EEEE (IRB{TELAE) Yeh, Cheng Chi (IRB staff)
B 5= (IRB{TECLAER) Lin, Ciao Yun (IRB staff)
B HSEEE (IRB/TECAE) Hung, Tsui-Hsia (IRB staff)
B ZpfE (IRBf7ECAA) Li, Hsin-Yi (IRB staff)

=5 &t Leave : (JEkfEES omit title)

ER [ Absence : (JkfEMES omit title)

a0 #% Recorder : j#:32E5 Hung, Tsui-Hsia

e -l
ﬂ e uHHn?ia;lt—\‘

T st & Hik
ot © 180312 B m B IN B GER &R TE BIEREE

Uiz #8456 1 K]
EFFA  BIRE

dmat - 180413 —IHLL TLC399(ProDex); AN GEIAR#AKIHZE (RVO) | (BIER1EE
CIED| HEGEPLEL KR EE Z N B © S THE B2 R

EFFA ¢ ST | MeEEtE (DLT) ZBaiE: ~ BIEENE 2 VI Fesir - #
HEL TR RSO =2 M Z BABL ~ BREHER

4wt - 151121 —IEZ 0 ~ BESTHC ~ BECHE ~ ¥ fluoropyrimidine Kz | £ 4
[EFEEE 10R] | EHEY S aRRIER ESE AN SN REREEREE
FREA L E2IE WH7E

&5t © 170103 —IAZ L ~ BEEC - FAGC - 3 4HA1EE 3 BAEER 0 | BIRRESE
BEEHZEEE 3 L Encorafenib + Cetuximab ffFHE KA Binimetinib »
12X )Chung | B2 Irinotecan/Cetuximab =% @ ;3  5-Fluorouracil
(5-FU)/Folinic Acid (FA)/Irinotecan (FOLFIRI)/Cetuximab

FIH HS5H
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fHEEEE - 20 Encorafenib + Binimetinib + Cetuximab
et [ B % - AINTA BRAF V600E ZE &1 iEts
MKHG BRGER E

Y4mEE 1 140314 7% EA L8 [F R R S AE A T B Bl RIS IRV RANE | fXAE
Uirhasss 4 k] |
FRA - B
Y4REE 1 140512 RIAEHHR B E R B E R/ K P YR LR DBl | otk
ihsrEse 4 K] | (LB JFEREE A AE THHI &
EXSYNRE: 15:3%

TR IZ?
S+ 150424 A ETE N B A S R = AR5 T AR R B TR R | o
(A& 3 K] | MR
TR - HEIAR
4m5E © 160310 HEEBEE RN AR EE SR EEENI AL 2 | BIEERES
(AR ESE 2 K] | 55
FRA TR
4mak : 160319 AR R AR AT I RE KA B S G S B A T+ EIERESE
UihasEss 2 K]
FHRFA - ARBELE
&5t © 160511 —IAS 3 B - BEOYEC - BT - RAE - el | BIERESE
UAdEmEFE 2 K] | B b 2 R E ey NHEHEHER S &
FEA C SRIEE (PEGPH20)f{H nab-Paclitaxel 1 Gemcitabine %2227

5 F nab-Paclitaxel f1 Gemcitabine FH iAok b B G Ry

= AEHEREE IV B E R 2 B 1 EH
4m5E © 170310 ¥ an At - fERRE AR MERHZE M TR (COPD) DL K | (BIER1E
(&5 1 k] | COPD EMEL(AECOPD)HAR - 4HE K55 S /B E KR
FRFA ¢ PRELE HEHY T E
4mak © 170320 5 F 18 pi Rl il BRI e & BIAREE ZATIREMIERY | BIERER
CirRersEss 1R | HEAMERHE
FRA MBS
&t © 160707 {EF PDLL BifSHfA 0 E R4S &I ERA20E (Nab-paclitaxel) | 774 » [E R ERdEdE
(FEEEMF] FAESA AR ST (Carboplatin) F Ry pil B MR% - JaE | #E1T
201802-9 5 H v e A B Je B M A = R P L e o B

EFFA ¢ BRSFIR

4R © 161108

[EREEA]
201804-1

EFA B

2F{h DE-117 HRZE/K 0.002% #FH#EZHY Latanoprost AR ##
7K 0.005% A A E LR EIR S Bz el 2 2 e
BLgEgnyss 1~ e ~ BB ST - TSI
AT - RS LR - PEONY &g

SRS

FA4H HS5H
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4R5% 161207

[ EfEEA]
201804-2
FRA C MZE

—IHE =M~ %0 BE O e - ¥ 5 555 H FE Bortezomib
Bl Dexamethasone & Venetoclax Z 22 5 F i EE H
P 5 AS F R BB RN 0ok v 1252 5 1 B e SR A 2 16 3%
RSB AR 23 M B RE TR

FE - FERRES
HT

4Rk : 170317
[ EEEA]
201804-9
TR B

SME O ZE RN E S - 1B O SR BUE BT 2 ) 2 AHRH £
&

HELT

4Rk 131221
(&G 551 K]
FRA - BRAEEE

A LEVE B R R E PR A [ AT 7T

F5H HS5H




