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2019 year 6th-A IRB Meeting Minutes
1 Date(YY/MM/DD) : 2019 4506 A 11 H (&£HI—)
fd] Time @ 12:00- 14:15
Hh Location : g/ AME BL 2%k B &
[& Chairperson :

j=11

BRES (B ~ B~ 88 - )

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

female )

HEE A& Attendant : (FEFEES omit title)

BT (BE ~ B - B&Hl ~ B51%)

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

Ve (e ~ B ~ BRIl ~ 20t

Yang, Shiao-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female)

TLtaZE (e ~ B ~ EAT - 20

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

flErEE (BEA ~ JREHE ~ 11~ 2f)

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

(AR, (Bedh ~ FREHE ~ tHE A E AL ~ Z0)

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

FET i (BEoh ~ B~ kgl ~ 2t)

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

EHE (Bedh ~ FREFE ~ VA - ) [P EG2ZEF R RIFEAN (T-155%) » A
Hx]

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

Mg (BEoh - B - A#IgET ~ BtE)

Lin, Jr-Rung Lin ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/ Statistics, male )

STREHE (Besh ~ JFEHR ~ g At~ B

FL1H H5H
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Hsu,YaoChon ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

member ), Member of society, male )

NE | st
B 6 ESAM(2) ~ sEFH(L) ~ #EA0(L) ~ AR () -
Medical Personnel doctor (2) ~ Nurse (1) ~ Pharmacist (1) - Epidemiology/
Statistics (2)
JFESHR 4 ERA(D) ~ 1) ~ 1 E A2
Nonmedical Lawyer(1) ~ Social Worker (1) ~ Member of society (2)
Personnel
FIE 6 BEHN(2) ~ FEHL(L) ~ ZEAN(L) ~ A HEAEARETH(2)
Scientific member doctor (2) ~ Nurse (1) ~ Pharmacist (1) - Epidemiology/
Statistics (2)
R 4 EEQ) ~ HITA) ~ HEALE)
non-Scientific Lawyer(1) ~ Social Worker (1) ~ Member of society (2)
member
5 3 FEAQ) ~ BEAN2)
male Affiliation with Institution (1) ~ non-Affiliation with Institution
)
E28 7 BFER(4) ~ Besh3)
female Affiliation with Institution (5) ~ non-Affiliation with Institution
2)
ey - & fkig T BSISUE ) Bk FEGEEZE AN L BEAEEZ KLEAMT
EATEAL S B DU LB E T 2 LB E =R SRR =02 — -
FEGHAGE - SEGEHIETEERSIRESR - SRR R 2R
HIfEE PR A= . 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.

3 {kiE " NBIRMEELEZ BTG EFEMEINE | B30k - FEg LR

FPEEGHN > HEZ BEaAEEIIN IR RENETREE— AL -
AN AREAZEEG A= "L EZZEHE E AL L EES
BRI B2 ZE M - BEHE - HFEZEEAE MR AMETEH -
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

F2H H5H
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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.”

HIfEE N\ & Presenting staff : (JEkfEHS omit title)

s (IRB FAE)

I
MIG=

S EE
/;j%—vﬁ-ﬁx

(IRBTELAR)
(IRBTELAR)
(IRBTELAR)

ZhE (IRBITEAR)

Ng Sock Ping ( IRB secretary )

Yeh, Cheng Chi ( IRB staff)
Lin, Ciao Yun ( IRB staff)
Hung, Tsui-Hsia ( IRB staff )
Li, Hsin-Yi (IRB staff)

A

1B Leave :

=1
a

B AR (B

(BkFEES omit title)

B BEET - B

Su, Shih-Li ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,

male )

BRI (B

B BEET - B

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

doctor, male)

i [ Absence : (JkfEMES omit title)
= #% Recorder : j#:32E5 Hung, Tsui-Hsia

7~ FEENZA Meeting ¢

o ST Sk
4maE 1 190422 BIEI& 1R
L A B /[ B R O T B P (g | A
G W@ 1o |
FEA EEE R
455 : 190519 , EIF%E
e P e R S 2 e S B g | O
%] ’
THREA SRS i
/5% © 180413 JELL TLC399(ProDex) SRR R S ARASE | Lk
[ 5 %) (RVO) BE(EBEE KRR S Il T8 ¢ ot
TR : IR RAIERE (DLT) ~ BN -« FIRE

B | SRS © FOHET (SRR S B
el ~ B

485 © 180007 T 3 M- B BRI - SRR | R
e 3 ) 2 ESA FEHEAMIRITSSRE b, IPSSR
TR Mz S RS - (S Tt BB A L e
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(MDS) 5z &im » EEE#EHA] Luspatercept
(ACE-536) fHELFY Epoetin alfa A4 K 22

w4 © 170212
(PR ESE 2 K]
FFRA B

FEHAPIF (Tamoxifen) {5 £ B A0 RS2 L 38
25 R AERHAT R LA SR T - R
BRI BB 2 53 T R A

{EIE1% 1% required

4eue 170217 | ETErEE
L BB P RRRITIE - LR SRRy |
LR = LTS I il

EREA ¢ S e

48% - 170320 EERNEE
WL - 170520 5 5118 B AU ST R A S |
CHPHEE2XT ) emmmmmsnss

ES-INERN-E= ’

4m5E 1 161007 BIEERY

(&E% %S 1 K]
[GEESS
EFFA ¢ BIA

a5 S5 ALRE R R R S R R R AR S A

4m%% © 161007

[ EREEA]
201905-6
EFRFPA - Sl

AT S AR O A S R IR R R R 155 2 A

RO

4R © 171007

[ EEEAF]
201905-3

EFFA ¢ MEEE

—IEGHEHME S RIS AR S M B B s E 0 Lh
PR K7 N Bl R4S T Daratumumab FYES 3 Hf - FEf
SBC ~ et

FE - FESRES
e

4R © 180601

[EREEA]
201905-4

EFFA HEEE

—IH 26 1 - BERROHC - T - LRIFIEE T
graH ~ ZHuLETE 3 SRS 78 EREAEN - 5
e 55 pk ~ A 2 TUREARM HImBEZERIA
B EEA Sotagliflozin HFAYBEELE A2 21

& FES RS
17

4R%% © 180913
[EREEA]
201905-9
EFRPA - MRS

—JEST ¥ SR &y EGFR 288 5 TKI HiZEM: 2 514
FEBHIRAHRE S E/ NAHRt e (NSCLC) <253 » bR
Pemetrexed + & #HEREEHFEAREH
Pembrolizumab (MK-3475); &0 D ~ B S -
5= Hi5tE (KEYNOTE-789)

& e

4ok * 110808 BErE ~ ol ~ BT - RIEE IS o LhETRE | BRI EE
[EEHREE 2 2] g UIBR 2 HER2 [oi &t e i - A
FEFA ¢ BRSFBR trastuzumab ~ {LEFEEYELZA IR - DU
trastuzumab ~ {EFEEEYEL pertuzumab - i Ryl B
A R e
it © 170805 monarchE: —IEFE M fC - BEficME: ~ ELEfE A = HR AR

FA4H HS5H




2019 4E55 6 X 55— IRB &%

(E#EHE 1K)
EXSYNREC SR

Abemaciclib ffFTBEERIBIAI /% - BB
PSRRI SROE  FRRSARE R « e
P51 ERL e 52 2 RS e (HR ) S — 2 A M |
R B T2 AR e (HER2-) 2L 7 R 26 = 3t

B

AT 1710906 R S T A LR, | i
(s 1) |
A BEH
5%, - 180413 D) TLC399(ProDex) AR | BEmIIGIE
Certtssse 1 K] | (RVO) SE(HPEMKMISE 2 VIl 5SS - it
EF5A : B MR B (DLT) > Bl « BIRIE
2 | SRR T R e B
Bk ~ AL
45 - 181003 BRI« WA - R S0 | 8

EHEGHEE 1 K]
EFFA - BRAEE

=Mt o SR = B KB BB 1248
RS » 35 Brolucizumab fHERY Aflibercept
IR M (KITE)
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