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2019 year 7th-A IRB Meeting Minutes

 H HA Date(YY/MM/DD) : 2019 /07 H 09 H (FEHi—)

- B fd] Time @ 12:00-14:30

it Bh Location : fEfEORME BL B2k B R

~E [& Chairperson :

GRRIL (B ~ B~ B0~ 551D

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

[IRB 150918 - 150919 Fl|zz el E-iH5e5TE [ FHKF A IRB 150918 and 150919 Avoiding

conflicts of interest- Co-Pl]}

HifE A& Attendant : (FEFEHES omit title)

W [REST (BT - B - & - )
Chen, Shu-Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), Nurse,
female )

W R (B~ B B0~ B1)
Chen,Heng-Chung ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, male)

W EEE (B~ B BT~ B1)
Yen, Hsu-Heng ( Affiliation with Institution, Medical Personne | ( Scientific member ), doctor,
male)

m Ve (BE ~ B BED 22t
Yang, Shiao-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )

W TRz (B - B0 2500 - 20i)
Chiang, Yi-Jung ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

B REEE (B FEE ~ 1D i)
Ko, Chih-Hu ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific member ),
Social Worker, female )

m(ORUEL (Bedh ~ JREHRE ~ tEEAE AL~ Z0)
Shu-Feng, Ni ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

B Ers e (Besh ~ B~ A ~ 200)
Lai, Fang-Zu ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/Statistics, female )

B EHE (B~ JERE - AR )

j=11
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Chan, Melody ( Affiliation with Institution ( Husband is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Lawyer, female )
NE | st
B 8 ESAM(4) ~ sEEH(L) ~ #EA0(L) ~ A EAET2) -
Medical Personnel doctor (4) ~ 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 8 BSHN(4) ~ FEHL(L) ~ ZEAN(L) ~ A HEAEARETH(2)
Scientific member doctor (4) ~ 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 5 FEAE) ~ BEFN2)
male Affiliation with Institution (3) ~ 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
FAEANL S HFEIELSNA LB Z Ly DB MR SRR =02 — -
FEGHAGE » SEGEHIETEHBSIRER - S HR B E RS 2 R
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
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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.”
515 N\ & Presenting staff : (FkfEHS omit title)
=AG% (IRB#AZE)  Ng Sock Ping ( IRB secretary )
#IEE (IRB{TELAE) Yeh, Cheng Chi (IRB staff)
MI5% (IRB T7ELA &) Lin, Ciao Yun ( IRB staff)
HEEEEE (IRB {TELA &) Hung, Tsui-Hsia ( IRB staff )
ZriE (IRB{TELAE) Li, Hsin-Yi (IRB staff )
z &t Leave : (JEkfEES omit title)
W AREZE (Besh - B AEEET - B
Lin, Jr-Rung Lin ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/ Statistics, male )
WA (Besh ~ FEEE ~ 1t At~ B
Hsu,YaoChon ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

B [& Absence : (FkfEHS omit title)

= #% Recorder : 7325 Hung, Tsui-Hsia

=1
a

- ET % Meeting -
(—) EHifES Opening prayer : fi]&£ Ko, Chih-Hu
(=) FEfF#Es Chairperson report :
1. WECEEE AN EMkg -
The quorum is reached and the meeting is commenced.
2. TEIERGE a2 Al B A s tam T REARGHHR I T BAFmHMER
R - AN GRS RIEIERIARIN DUl A EN S8R Ry
H o BEEANRIAR ? AHEAMAEERNS ? 2A0VEE  5RA - FRLIR A
PRSI EN B R TR BT ? (— R so AR st
RV EUE R TT2 - RAGEFRZEAEER - ARG - 55 KR
SRR R R DUBB IS A 12 i R AREE © S RME
TG - REFERFA Safmatet - JHESAER R ARt E TR AE
IEEC[E - TR TP B O TTHER) -
Prior to our discussion, we must first discuss the resolution method for this meeting. If
no one has any other opinions, | would like to suggest that resolution is made by
anonymous voting with remote voting apparatus for this session. The matters are to be
resolved with majority of the vote. Is there any one agree? Are there any other

opinions? Please cast your vote if there isn’t any. Please show your hand if you agree
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to resolve the issues with the majority of the vote casted anonymously through remote
voting apparatus. (A consensus is reached to implement the majority of the votes
casted anonymously through remote voting apparatus. When the votes are tied, a
second vote is casted through remote voting apparatus after a discussion is made to go
back upon the vote; the matter is resolved with more than half of the votes received
from total number of the attendees. If the vote is tied again, the rule of “Strict
Construction Principles” is implemented. A show of hands will be used and the matter
is resolved by the majority of the votes received to decide whether the comments are
to be provided to the principle investigator for revision or reply during the discussion.)
A A2 F A (FE R IRB SOP) » FefM RS ERIAESTA N BE G A iR
FzrEr2e f Al RERY AR RS - SRER T ? sRILEZ R

The principle of interest avoidance is read (refer to IRB SOP), we must confirm the
possible interest conflict and avoidance from every one present in the meeting. Please
show your hand? Su, Shih-Li

(=) Ei# 2019 5 6 WE— AT EE | k40, - Read “2019 year 6th-A
IRB Meeting” Minutes

(M) EZeErs22 a8 [0 75 55 Reply to the last assigned matter

(i) B5H749%5 Meeting :

T S e
45 ¢ 190507 ETERER
U5ioe 03 1 )| A A R S A e
BT RS B R S P U R B
TREA R | ARRHI
PI: Nan Ying Chiu
45 ¢ 190613 EFRER
(%) S T BB R T HLXAO (TR FEIS ) O
FHEA e | S  RERGE)—H B R L
PI: Hsuan-Yu Lin
4G5 ¢ 190701 ETFkiEE
€Ed T 2 5 P e B A RN LV S MR 2
FHEAMEE | MR
PI: Lin Yan Ren
TR © 160207 e TR G e |
BERB2IT | s i
TN ESE
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Pl: Tsai Yi-Giien

&t © 160815 Zul ~ BERTEC ~ BARCME - SE=HIEEREES - R | K

[#EEZEZE 5 X] & Gemcitabine f£F Carboplatin 7& £ {5 F Epstein-Barr

FFA T E£21E R R B RGN T M R A

PI: Chuan Cheng Gemcitabine f#£F] Carboplatin 55— &5 F i e £

Wang MR Je £8 5 2 PR

4wk © 170704 —TH Pracinostat &ff azacitidine FIA % 18 ke M AE

Ui sE 2 K] | Rt B REME A s B 28 SR S bR 2 26

FFRA M =H - Y - ZRBEE  Zdu - B o R

Pl: KuanMing Lai e

4m5% © 180513 (ENXETE:=

(i ddsss 1 2] | PR5T HTRA PRI TSR H ERAVE R MR DR

FREA TR | MR SRR M

PI: San Ni Chen

4ok ¢ 161007 F&
£ e SR 9

iﬁi%zzéﬂ]?ﬁ%iﬂﬁﬁﬁﬁﬁﬁ§%ﬁ%%%%2&w

PI: YingHsun Wu

&k 170309 EIERESE
G HEF 2]

i Z = a B R 2 B R IR R s G E

FRFA  Rmak

PIl: Lun Chien LO

4m5E © 170509 FH&

+ vESRAE 1 o

;ﬁ;gﬁ%l*’gﬁéﬁéfizpfﬁﬁ%&%%ﬁAﬁﬁﬁ@

R A i ARG e 2 7o

Pl: ShuLin Lee

4me% : 150918 —IERE I - S - ZRIEIRIE - SEToM - 2 | 7R RS EREEE
[ FEfEErF] O~ DB R T W RS - SHEERIR2ETE | 17

201906-4 HRERAE MR 2 BRI 7R EA

T A A EE fEAEREEE N1 _E finerenone J& R B g LIV Z 21

PI: Tu shih te EILIRRY

4me% : 150919 —IEREM D - S - ZREIEE - SETd - | 7 FRHRESE
[ RiEfEE:] O~ DA R m0TEE 11 3 > sHEERIR2EE | 17

201905-11 EMETRIA B B e 2 RUMEIR S ZaE  HoeER

FREEA AR | EEEIEEEN L finerenone JEE(EE R LA SR D

PI: Tu shih te SRR AR A
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i : 161007 725 (AR
R B -

EEFEQ S5 55 R £ B B A 2 R

201905-6

TR ¢ B

it : 170509 2 FEARAE

[(REEEH]) HEEERNEEER D REBP EE N AR ES | T
201906-3 A ALAIREGE R E Y R
TR L
4mok - 181003 —IE AR - WIsHRERE I ~ B - ZHORVES | h - FERREEE
(RS HAEES  SHEPE PR = B KRB 2B | 1T
201905-12 B 3HE Brolucizumab FHERY Aflibercept AYEAY
FRA C BE | REe (KITE)
f?;%;ﬁ; —IEGHEEE A BRI S - B U iﬁ’ﬂgﬁ%@&ﬁ
ey Jﬁli(FaCtOf VI R A SR AT RTIE IR A
A s | o
4R5E © 170704 —JH Pracinostat & azacitidine FHiA 0k 18 Fhdh2 EEEREIHBESE
CEHEHERE 1 K] | R B REE A s B A 3 AR B LR 2 5
TR = s - R - 2l - BERT RO RER
s
4mok - 180311 SHERERENVEYE - S ERI 2 NECERE 71 | FEEIARESE
CEihsndiss 1] | B (EVTL) EEATRTT ~ RIEER M2t 2 2%
ERA B | 0 BT BRI - 2R IR =S
4mo% - 180413 —IHDL TLC399(ProDex); & PR 17 48 A AP H 25 b

(EHEHE 1 X
#5311
EFFA - BRAMEE

(RVO) Bl /KRR E 2 VI SR « JuiEfT
MEREMRBIEENE (DLT) ZBARE ~ HIEEYE Z

VST FEEN Oy > P T RS R Rt 52 P 2 BRI
FRAHER (Y
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