2017 FEE 9K F— IRB &3

2017 55 9 W — NaalbaZk B9 g3t

2017 year 9th-A IRB Meeting Minutes

~H  H Date(YY/MM/DD) : 2017 4209 A 12 H (&HI—)
B [ Time © 12:00- 14:49
i EE Location : fEREAMEIIE AR Z B G TET O EHE
~E [& Chairperson :
Ol (BE ~ B89 - BERM/AET ~ S

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 )

BEHE (Beoh - R ~ JARE -~ 2i)

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 )

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 )

ANE | st

B 7 BEHN(4) ~ FEHEL(L) ~ ZERTN(L) ~ A AAET) -
Medical Personnel 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 (2)
E28 7 BERE) ~ Besh4)
female Affiliation with Institution (4) ~ non-Affiliation with Institution (3)

fiEE - & g T ABBIATTE Bk FEGEEZAEAAL L BEREER REME
NIEANL S LN LR S 2 — DL b A —MRA RN =52 — - 5
EEFHGNT - SEEET T E RTINS - ST SR E R E R 2 RYE
Pl B 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.
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FHLL L2 ZBHE GG - TR ZE B RE MR ASET & - 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.”

51iE A& Presenting staff : (BRfEHES omit title)

s (IRB FAE)
(IRBTELAR)
(IRBTELAR)
(IRBTELAR)
ZFfE (IRBTEIAR)

u

m B
B I=
u

n

Nl
/;i\A.&EE

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)

H & Leave : (FkfEAE omit title)
e [& Absence : (BfEHS omit title)
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dmot - 160321 FALRRE T/ NEE IR BRI R R TR AR R R | O
BEHEE 2] ORiBEET S 822 F0 T A4 F ki (PM2.5) S E2 F it B
FHRA 58 TR 35 KA 72
4moe 1 170103 The BEACON CRC Study (Binimetinib, Encorafenib, ERNRETES
[BEHZEE 2 ) And Cetuximab COmbiNed to Treat BRAF-mutant
FFEA ¢ s ColoRectal Cancer):—IH% 1.0, ~ BEHTEC ~ B
=~ 3 2HFIEE 3 HAELES - DL Encorafenib +
Cetuximab {FH=AHEF Binimetinib » £l
Irinotecan/Cetuximab =%, #;3 5-Fluorouracil
(5-FU)/Folinic Acid (FA)/Irinotecan
(FOLFIRI)/Cetuximab fHELER » 550 F Encorafenib +
Binimetinib + Cetuximab HyZ7 1452565 -
A BRAF V600E Ze8 ViR M ARG B RG T &
A 1?3835 o A B i A A ) bevacizumab (avastin)i& Pt Approved
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