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2018 year 12th-C IRB Meeting Minutes
HH Date(YY/MM/DD) : 2018 412 A 27 H (ZHAY)
fi] Time @ 12:00-13:46

Location : fEf A f% Bl 2izk B =
[& Chairperson :

RS (BE ~ B ~ Bhil ~ 551D
Chang, Ing-Lin ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,

male) [IRB150915 |z #1955 F 35 A B =3 4% IRB 150915 Avoiding conflicts
of interest- co-Pl is the third degree affined relationship ]

HEE A2 Attendant : (F%FEES omit title)

PRET (T ~ B ~ B&AT - 5BE)

Chen, Yen Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

(SR (e ~ B ~ BRI ~ 201)

Ni, Ting-Yuan ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
female)

m/NES (A ~ B9~ AasET ~ otE)  (ZREIEEN - A ERERE - )

Kao, Hsiao-Ling ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )

Z2Emh (Beoh ~ B9 - AflsRst ~ B

Tsai, Chung-Jung ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/ Statistics, male )

s (e ~ FREHE ~ (10~ 20M) [V S 2 G ENREE 1 18 2RI 20 BLARKL
FN -~ R R SRR R AN 8 HIV B - (1A

Hung, Wan-Chun ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

PREFSE(BE ~ JREEHR ~ JAERESE - )

Chen, Ming-Fong ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, male )

Xz (Besh ~ B9 ~ EEAT ~ 20M)

Tsai, Pei-Ling ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

S (Besh ~ JREEHE ~ (& A IEAL ~ FiE)

Chen, Chih-Ming ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )
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2018 55 12 X 5= IRB &3k

wER (BEsh - B ~ b A+~ i)
Gee, Mei-Jih ( non-Affiliation with Institution, Nonmedical Personnel ( Scientific member ),
Member of society, female )

SRR ~ IR - hE T - M)
Wau, Tzu-Hui ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

A# | fask Remark
Persons
B 6 BSEM(3) ~ ZERM(L) ~ 451 (2)
Medical Doctor (3), Pharmacist (1), Statistics (2)
Personnel
TR 5 fET(D) ~ FAEQ) ~ HEFAIEALE)
Nonmedical Social Worker (1), Law (1), Member of society (3)
Personnel
R 7 BLAM(3) ~ &EEm(L) ~ 4Et(3)
Scientific Doctor (3), Pharmacist (1), Statistics (3)
member
JERIER 4 fET(D) ~ FEEQ) ~ HEEAIEALQ)
non-Scientific Social Worker (1), Law (1), Member of society (2)
member
ES 5 BE(3) ~ BEIN2)
Male Affiliation with Institution (3), non-Affiliation with
Institution (2)
B8 6 BER(3) ~ Besh3)
Female Affiliation with Institution (3), non-Affiliation with
Institution (3)

st - © B T ABRWIZTE ) Stk - FEGEEZE AL L G8ERE
F I HMIEE A EANL RSN L E Ry 2 DL —
MRARHERR =002 — - FEGHENR » BBt EHATIESRE
X B SE S TR E R L AR IERRILE R, -

Remark: (According to Article 7 of Human Body Research Law, the review board
shall comprise of at least 5 board members, including legal experts and
other impartial citizens. More than two-fifths of the board members shall
be persons not affiliated with the research institution and either of the
genders shall not account for less than one-third of the board. Experts in
the field related to the study protocol or representatives of the special
population in the study shall be invited to attend review board meetings
and voice their opinions.
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@ fiig " ABHZE M EE T B M SUEFE A | SN A

G AR PR A g HiEZ AEa AN IER AR
EREgRZEE AL - AALE AR AZEFEEY  EF=7
P EZZEEWE  EAM EZEES  ERFEU EZZEH
B R - HER A BRI > Mg -

®© According to Article 6 of “The Organization and Operation of Human

Research Ethics Review Board,” attendees of the general board meetings
shall include more than 1 board member who is not affiliated with the
institution and who does not have biomedical background. For review
boards of more than 5 members and less than 7 members, more than
two-thirds of the members shall attend the meetings. For review boards of
more than 7 members, the meeting shall only start if more than half of the
members are present. If all the attendees are of the similar gender, the
meeting shall not be conducted.

515 N & Presenting staff : (FkfEHS omit title)
=A% (IRB #4Z&) Ng Sock Ping (IRB secretary )

u
B OERE
LI ST
u
u

SEESSE
ORFEER

(IRBTELAR)
(IRBTELAR)
(IRBTELAR)
P (IRBTELAR)

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

=5 &t Leave : (JikfEES omit title)
B SRl (BeN ~ B - Bal - BiE)

Kao, Jun-Kai ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,

male )

& [ Absence : (BEkfEHES omit title)

Gl #% Recorder : }#£3#EE Hung, Tsui-Hsia
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TRE st E A ik
“ReE 1 181120 (ENXEI B2

CED|
EFFA ¢ RES

EIVRBE AR Z 2 ANBFIT

4R ¢ 181207
CED|
EXSYNRE=IN

AERESLILBIIRE: {57 T HIBIF R

FIH H6H




2018 55 12 X 5= IRB &3k

e - Sy
ﬁg;glm FEsf UNCL3C SRS R DR AT e e | e
TR MRE “H
4maE 170204 PALLAS : Palbociclib &{Fifatts : —IEtE BA | %A
[BEZEE 5 K] EHEZHE (HR+) /585 A \JHR A BRI T2
TR BRSFBR B8 (HER2) -f2 4 R EAFLIE(EA Palbociclib & ffFE4E
P53 S By R B AR A 43 DB B IR
SyeH ~ BN ST
4me% : 180307 —TEEE R ~ B EC ~ 2 0alll o SRS | Ok
[EEEZE 3 K] DNA EI5(E 15 fHREEY) (f F Olaparib fH#7)* Olaparib
FFFA BT L AaELIENREHEE (HRR)MHEIER
(23E BRCAL/2) R [E] 2 AR 1| -~ i 14 = M P
BARE L2 2 (VIOLETTE)
4me% : 151203 A REE R T U R E B USRI . | BIEREE
HHRREEE 3 R]) | BOE LI H B R R HI S 2B €S 5 (= Be M
RS YN 2415 B A2 B SER G 2 2 TSR
i 16123 . PIWIL4 1 piRNA & 2 2 E R4 L RIS R B R Pk
CEESECE SR N I
o HigE M
TR - BREEM
4me% : 171203 BB EY B AR R ERE A (ENXETES
[HAth# #5585 1 k] | Elvitegravir/Cobicistat/Emtricitabine/Tenofovir
TR - BlEsE Alafenamide (Genvoya) i s4ERE G FEBLEIE
F 5T 2 B ST
Grek : 171207 PRat P2XT EISAZRE ~ H(H R) R (&) fERA(A EIER1RE
UHRsRES 1 R] | R)EE)-S - A R)BR(EE)HEE(A L) (E
B YNEE 35 )-10 ~ EREAHREC 2 ~ SHHEE -1 - AFEBE
H-3 15 NSRS Bk A B M b7
?Eigzgim1 2514 Buprenorphine 5 K786 F SEREBIE R 2% | T
R R PERARNE © —TEEIZ2 ST (SOOTHE)
4ma - 130905 7 [FE R

(RGeS SHEPRBEZ BT SRR B - S (T
o7 1 K] Roxadustat (FG-4592) S&Ee % 2 Besd k22 4= MY

201810-22 —IEE I BHSIR S  ZeRII R
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201810-23
TR - 5D

4m5% : 130905
[rEfEEG
[m7 1 XK1
201810-25
FFEA - AP

SR ENT AR REE > FEEL
Roxadustat (FG-4592) &5 & 11 7 R e 24 Y
—IHE = - BEER - B - LR IS

& FEHEREE
HELT

&mo% © 130905 Fh o [FEREE
[REEEA P ARFEZIENT BB EREE - FHELL AT
[o]7& 12X Roxadustat (FG-4592) J&HF & I 2 HER R 2 2 MR
201810-26 —IEE = B TIR - BT - RIBIE IR
ESESUNER /i
&mo% © 130905 TFE o FEsns
[REfEEA SR ENT EFIS MR B - s DL HET
[E7 1 %) Roxadustat (FG-4592) &R & MIHF 2 R 24 PERY
201810-27 —IHE = BBROR - BT - LB IR
FRA : BAL
4moE © 130905 & FEEEpEE
[FEEEA PR BT EEIS M EREE - sEE DL T
o7& 12X Roxadustat (FG-4592) & & M1 7 B R 22 MR
201810-28 —IHE =0~ BT - Y - R IR
EFA : BAL
&mE © 130905 Fh o AR E
[REEEA SR AN AR R EE - SR AT
[o]7 1 2] Roxadustat (FG-4592) & & I 7 HER R 2 2 MR
201810-29 —IHE = BRI IR
EFA : 5AL
&m5% - 170910 —IEZHL - ZHIE - AREEYEHIE - s - B | 5 FEshEs
[ REREEH] ftaEe - LLiRCIAR Cinacalcet Hydrochloride Eilfgfk | #E1T
201811-6 715 Etelcalcetide (AMG 416) » R A K& MEETH
EFREA BT AARRARRE TOERY n N MR A T 32 8l B R e
43
&mk © 150915 —IEEE =~ B - BB BCAVEED - SMiE e | BAEIARES
(EHEE 2 kY | VIBRZE 1B HHZESS WA HAFE/ Rty 5
TR EE W5EHEZ CISPLATIN Ay KLRREasH Bl 4 L% (5 A
ATEZOLIZUMAB ($1-PD-L1 $1#8 ) fE#A 2 FF
M IR R L 2 A
&9k © 161004 —IH 24 4 - BT - EEEEE - BEIROTEC - 2B - S | B
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(EEREE 2 k) | o0 2 80 FAT4E R ~ TEMESIRAIEEREES - Ehae DAk
FHEA &R A pMDI (CHF 5993) beclometasone dipropionate #1
formoterol fumarate L/ 5 glycopyrrolate bromide [&| &

#5 » MEH budesonide #1 formoterol fumarate [&| &
#875(SymbicortR TurbuhalerR) » J&57 18 [H Z& 14 ifips

R BB
&t © 171206 —IAS T HA - B RS - SHREZAIW EE | BB
[EERE LK) | R/ DRE S 2tets B BIFF R 2alE - 1€
TR ERYEY Tenofovir Disoproxil Fumarate (TDF) 5z/s A 1R

R B A (0OAV) EEita % Tenofovir Alafenamide
(TAF) BYZZ4 1 Rl
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