- H
Y
N
- E

2018 445 9 7 5 IRB &35

2018 55 9 W A B BE B e et

2018 year 9th-B IRB Meeting Minutes
11} Date(YY/MM/DD) : 2018 4209 A 21 H ( 2Hi#)
4 Time : 12:00-13:51
Hh Location : tEMEAME BL 2%k B &
[& Chairperson :

ﬂlll’

EE (BN ~ B - &Et - )
Yang, Chueh Ko ( Affiliation with Institution, Medical Personnel ( Scientific member ), statistics,
male )

HifFE A B Attendant : (FkfEES omit title)

PREAI(BEA ~ B ~ B&Hl ~ 201)
Lin, Ying-Li ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
female )

B INE(EA ~ B ~ BEED -~ 201F)
Yang, Shiao-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )

ZRPFBEN ~ B ~ T - 200E)
Tsai, Yu-Chuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

mRE(EA - FEERE - 1 TE R - L)

Hwang, Rour-Ting ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

A HER (Besh ~ B ~ thg Ak~ 20i)
Hsieh, Ya-Hui ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )

BROER(Besh ~ FREEE ~ g A+~ i)
Chen, Chih-Tung ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

ME=(BSE ~ IR ~ RERESE - L)

Lin, Chien Yun ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, female )

TGN - JEEE - (kg AL~ i)

Wang, Fu-Yan ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

F1H H4H
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member ), Member of society, male )

dm (BEdh ~ FER ~ WAERRAR ~ BiE)
Lee, Chi-Fong (Affiliation with Institution ( Wife is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Patient group representative, male )

N | sk

B 5 | BSHM(2) ~ ZEEH(L) ~ &RET(D) ~ tHEAEQ)

Medical Personnel doctor (2) , Pharmacist (1) , Statistics (1), Member of
society(1)

R 5 | & ALQ) ~ TEFHQ) ~ HAERAZED)

Nonmedical Member of society (3) , Law(1), Patient group

Personnel representative(1)

R 5 | BHM(2) ~ ZEEN(L) ~ &EET(D) ~ 1B AEQ)

Scientific member doctor (2) , Pharmacist (1) , Statistics (1), Member of
society(1)

JERIER 5 |t A£E) ~ JEERQ) - mREREAEQ)

non-Scientific Member of society (3) , Law(1), Patient group

member representative(1)

ES 4 | Be() ~ BEFNE)

male Affiliation with Institution (2) , non-Affiliation with
Institution (2)

E/8 6 | BEN4) ~ BeAN2)

female Affiliation with Institution (4) , non-Affiliation with
Institution (2)

¥ Remarks :

O kg " ANBEWITRE ) Bl FEGEBEZEH /A BEAEER N
firtt & AT AL s IR N LEZE T oy 2 — DA b 5 AR—MERIAR R
=02 BEEGHGR  SEGEH T EHEERESR - SUHRH RS
T ERERS 2 R FTA U= H, - 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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E—ANPE-TAUE At AZEEE EF=Z U EZZEHE
AU EZEFEES  EBAEPEL LR AN  BEHE - IFEZEEEE
—MERIEE » ASHEEITEH - 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.”

5IIf& N & Presenting staff : (fkfEHS omit title)

=RG% Ng Sock Ping ( IRB secretary )
#1F T Yeh, Cheng Chi (IRB staff)
FRI5ZE Lin, Ciao Yun ( IRB staff)
HEZEER Hung, Tsui-Hsia ( IRB staff )
A L, Hsin-Yi (IRB staff )
#Ifr% Liu, Po-I (BEZEE )
&t Leave : (JEkfEES omit title)
HErp L (BEA ~ BpE - BEED - 1)
Yeh, Kun-Tu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

TEREEN ~ B - B&ET - B)
Li, Yu-Lin ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male)

HifE A S Attendant © (FEHES omit title)

i
E

fi& Absence : (BFEES omit title)

#% Recorder : #2285 Hung, Tsui-Hsia
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Uz #8555 1 X1 | Piroodl ~ Z2onatestss - 5F(5 Guselkumab ]
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459 © 140111 ST (R RE 19 Tofacitinib 8 — A RTIESERR T4 | 8
BHEHEE 3K | Ml (TNFi) FIRSIREUR IR % 25005 38/4 1
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(E#EHE 1K)
EFA B

O~ BEEES - IR R R 2 E TSR EOR R
ffi%k - H¥f Methotrexate R fER Y Z e & H
SFi5 Filgotinib £ Methotrexate ] 52 AR
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