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2018 year 11th-C IRB Meeting Minutes
HH Date(YY/MM/DD) : 2018 411 H 29 H ( Z£HArY)
fi] Time @ 12:00-13:56

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

i (BEsh ~ B~ 2500 ~ 20)

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

Pharmacist, female )

HEE A& Attendant : (FEFEES omit title)

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

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

mEikgl (e ~ B ~ B&hl - 51

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

= (e ~ B0 ~ B&HN ~ 22iF)

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

m/NES (A~ B9 ~ At ~ ott)  (adbEaEl - AERERWE - )

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

R (s ~ B~ AT ~ B

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

g (e ~ FREHR ~ 1110~ 20t)

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

PREFSE(BEA ~ JREEHR ~ JAERESE ~ )

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

BRSO (Besh ~ JEERE ~ HHEAIEAL ~ 5E)

Chen, Chih-Ming ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

GEE (BEsh ~ FEedE ~ el AL~ i)
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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
FREE 5 (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) ~ HEFAIEALQ)
non-Scientific Social Worker (1), Law (1), Member of society (2)
member
ES 5 BEP(3) ~ BEIN2)
Male Affiliation with Institution (3), non-Affiliation with
Institution (2)
E/8 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 - BB F It EHSIESRE
X B SE SR 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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& 1afeh Y - HEZ R RE MR NMIETEE -

®© 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)
B =50 (IRBFAZE) Ng Sock Ping (IRB secretary )
B #EEE (IRBTTELAE) Yeh, Cheng Chi (IRB staff)
B 5= (IRB{TELAE) Lin, Ciao Yun (IRB staff)
B iEEE (IRBTELAE) Hung, Tsui-Hsia (IRB staff)
B EE (IRBITELAE) Li, Hsin-Yi (IRB staff )
5 &t Leave : (JikfEES omit title)
B SRR (BeN - B9% ~ B0~ M)
Chang, Ing-Lin( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,

male )

& [ Absence : (BEkfEHES omit title)
a0 #% Recorder : 7385 Hung, Tsui-Hsia

iz .
ﬁ B EmRR SR

T £ i
L - 181023 TR IF] 5 SR A Tk S P A e | e
[#72] S
e A /B AR 2 EEER
4k - 181108 — TR ~ DAZCRIB B - ST - T | BEGREE
O] AETTHYES 2 Wk RS - DASFAE RCN3028 A AL

EXSYNRE=IN S NS5 [ o B B S I E BT MR 2 A R 2

FIH HS5H




2018 458 11 X E= IRB &
Eyis
4eE 171008 GRAVITAS-301 : D/, Itacitinib S¢228 B GFF f7E20kEE | %08
[ 3 ] Pt By 2 AL AE Y B E R 2 S — 4R A E i
FRA  E2IE STAH -~ EEE -~ RIS - 55 = HER R
4wt - 180204 ATLAS-INH : s+ A SN \BEE UBMMA FIHE] | (BIERERE
[&EFZEF 2 K] MPige 2 A B¢ B BRI B R fitusiran FECR122
EFFA AR M —IE5 3 BHsEa
4eE 1 180812 ENRETE=S
oL | REPRBREEE AR L0 MR DR A PR
E?K )\] E > 527_&
=4 X
ERA MHEE
4E8E 151004 i - %
9 15100 o | R AR SRR LA EIE AT R Pkt
[ HAPER S 3 3] ST
ERA B B
4E5E 151012 %
‘ﬁ;’; s gy | SERPINBS HERS MBI 4t EEOHIMA1E R o
" s [ e (B s Mt 45
R B W= e RS MR 7 BRET
4wat 1 151215 —IEDUEMERE AR AR B 3% il A2 sl 5 S ENXETES
[ E55 3 2] | Anifrolumab B2 iy il ~ BERE AT - &
EFFA ¢ BFE=EH T~ RS 55 2 HAbeE -
4EmE 161104 %
{iﬁi%g#b%zm B R PR SR S RGP BATIE MCSR |
7 — > A o
TE: TET TATEPG BV AR 2 R b e
4wk - 161206 —IEMER ST ~ 20 ~ BEHE - B EAREIRE B - | (BIEIREE
(B EEEs 2 ) | GG EDTEENY A Bl B &2 Emicizumab FHIF
EFRFA T BEER MeapE  FHESR TR M A 2 R ~ ZeMfIEEY))
ENpNE=

4R%E 1 161210 %
{iﬁﬂ;ﬁi% 2 %] —IERH N FRAIRFEZE 29 8 0 {1 R] Edoxaban £&47) FykGIR Pk

3 e HERE I A E(ETNA-VTE-KOR-TWN
O EHUEE ZIE AMEREE( )
Qmat - 171205 —IASE =HH - BT ~ B ~ el o S | BIERESE

(A 12K
EXENRE Vs

Mgl 2 B R H AT SR ES I ES - 5T
{if isatuximab (SAR650984){#F bortezomib

(VelcadeR) - lenalidomide (RevlimidR)#{1 dexamethasone
TEREAHESHY bortezomib £ lenalidomide A1
dexamethasone & 1Y G IR

4R5% © 130905
[ EREEA]
201810-22

R EIT BRI RN EE » S DL
Roxadustat (FG-4592) ;&5 & [f1HF 7 R B 24 Y
—IEE = - IR - B - LR IR

G L= E

FA4H HS5H




2018 445 11 70 55= IRB &%

EXE YN cl

4mek © 130905

HECREREITeRIRIERREE - SHER

SR Ea o

gifo f i Roxadustat (FG-4592) 55‘4?%‘@%25‘?%{&%@@9@

= T ) ya 3 a=— '_\_’F'j‘m'ﬂ[ Eﬂ;
_:E?%f})\ . )F%ﬁﬁ E% H Kf*&ﬁ}f E ):(J;%‘J’ it%gg
dmo% © 130905 o ] i on PR
ey | STEPRESEITAROISIER S - 7L AR
201};1?25 Roxadustat (FG-4592) JEHREE IS 2 e e e MR

EFA A

—IHE =M BERROTIR T - R RS

4R5% © 130905
[ EfEEA]
201810-26

EFFA AP

FHE R BN RIS ER RS - SR
Roxadustat (FG-4592) S&¥REE (1A% 7 SR by 224 MY
—IHFE =HY - BB IR ~ B - LRI I

SRR ST

4R © 130905

TR BN GRS RN EE > BFELL

SR TE & o

zifo 2% ] Roxadustat (FG-4592) ;& E i > P R 222 My

- T k/f:‘E N 4% L \; N %Xﬁt F‘j‘m‘ﬁ[ Eﬂ;
A AR HEE =1 ~ BBk 5 T} IR A
4w © 130905 o i} . SRS e
ey | STEPRESEITAROISIER T » L AR
20 1;82 8 Roxadustat (FG-4592) 5‘“3‘?%‘@5%}2‘,‘?%{ T

EFFA A

—IHFE =~ BERROTUR - » RIS R

fﬁijzii SHE R T IBI ARSI BB - S S
am— Roxaqfsuu(FG-459z)/Sﬁsgaﬁuafzzﬁgx&zizzéiﬁg@v

e T PEHOIR SRR - R IR

4% ¢ 151215 TS R AR TSR B N i
[Eri57055 3 1 | Anifrolumab BERGEIZ S MR % ot - B - 4

ERA ST | B - SR B 2 BT -

4% ¢ 161125 —IEATERSY - 5 2 MR YID - W - RIS | B

(EEES 1K)
EXSYNRRil=L

B - 5F(E BIBOS9 HIC A TEBNE A S R = 5
KLBEMEARE 2ol B DU S B M R AL MR 2ol
(RamE A2 MR E) ZFZ et

F5H HS5H




