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2018 year 4th-B IRB Meeting Minutes
11} Date(YY/MM/DD) : 2018 4£ 04 H 20 H ( 2HiF)
] Time : 12:00-13:30
Hh Location : ffAMEVUE AfesllnZ B & TET L ERE
[& Chairperson :

e BE A ~ B9 - &iat - B

Yang, Chueh Ko ( Affiliation with Institution, Medical Personnel ( Scientific member ), statistics,
male) [FVa52GEGR -2 > AJEREEA]

HiE A& Attendant : (i fEES omit title)

FOSR(BEA ~ B ~ B&AH ~ 20tf)  [IRB150312 Fllzaie- By 8 Rt 7 A &
IRB150312 avoiding conflicts of interest ]

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

ERFEGEA - B - ZEAT - ZotE)  [IRB150312 Fjgaile - Bfir /8 Ko foh =) £ 4+
A IRB150312 avoiding conflicts of interest ]

Tsai, Yu-Chuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

mEE(EA - FRERE - (TR R - )

Hwang, Rour-Ting ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific

member ), Social Worker, female) [#a 72 EFREE-#T A OREEEA > AIERHRBEE
+H AN

ZEHGEAN - B - BT - 5iE)
Li, Yu-Lin ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male)

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

TEZGON ~ JEREE -~ 11 g AL~ B

Wang, Fu-Yan ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

S (Begh ~ FREH ~ WA ERGAE - BiE)
Lee, Chi-Fong (Affiliation with Institution ( Wife is CCH employee ), Nonmedical

F1H H4H
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Personnel ( non-Scientific member ), Patient group representative, male )

N | sk

B 4 | BREM(2) ~ ZEAH(L) ~ geah(L) ~ 8 AE(0)

Medical Personnel doctor (2) , Pharmacist (1) , Statistics (1), Member of
society(0)

R 4 | tE A£Q) ~ TERQ) ~ mAERAEQ)

Nonmedical Member of society (3) , Law(0), Patient group

Personnel representative(1)

Fheg 4 | B&AN(2) ~ ZERM(L) ~ &ETQL) ~ 8 AL(0)

Scientific member doctor (2) , Pharmacist (1) , Statistics (1), Member of
society(0)

FERIER 4 | G ALE) ~ EE(0) ~ A EEEQ)

non-Scientific Member of society (3) , Law(0), Patient group

member representative(1)

5 5 | BEN(2) ~ BeANQ)

male Affiliation with Institution (3) , non-Affiliation with
Institution (2)

E/8 3 | BEAE) ~ BeFNO)

female Affiliation with Institution (3) , non-Affiliation with
Institution (0)

55 Remarks :

O kg " ABBTUE ) FLik FEFEEZEAAND L BEEAEHER NI
firtt & A AL EHnT&T%LMMiE&%ﬂ 737 RS AR R R
=2 — - HEGhgly o RSN EMETEER - S RS
T ERERS 2 RFTA R E 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.”

@ ¥ " AR mEEEZ B TS EEEHENE | BN FE T A
—fIEFEE RN EHEZEEAERREIN 2 IR AEYREREE 5
B—AME-AAM - AR EAZEES BEA=0r2 U EZEHE
A Lz EEE Fﬁﬂﬁ%ﬁuizfi%ﬁrﬁ? IAEHE - HIEZES R
— MR ANSHETE R » According to Article 6 of the “Standards and

Operational Guidance for Ethics Review of Human Subject Research:”

F2H -4 H
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“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)

B = fU5 Ng Sock Ping ( IRB secretary )
B #E7EH Yeh, Cheng Chi (IRB staff)
B H£I5ZE Lin, Ciao Yun (IRB staff)
W HEEEE Hung, Tsui-Hsia (IRB staff )
B ZEfpif Li, Hsin-Yi (IRB staff )
=5 &t Leave : (JEkfEES omit title)
W B (B~ BE - BT M)
Yeh, Kun-Tu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )
B HET(EA - BIF - BT - M)
Chen, Yen Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male)
o OEBPERE(EAN ~ BEEE o HE AL A)
Hsieh, Ya-Hui ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )
B ARE=(BESh - JEERRE ~ TR - )
Lin, Chien Yun ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, female )
& [ Absence : (BEkfEHES omit title)
a0 #% Recorder : #2285 Hung, Tsui-Hsia
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it - 170508 —IHRER TG - $HIREEEER - B85 Orelvo (voclosporin) | #%4E
Ui ddss 1 2R] | (237 mg - BHWR) AEFREEEMEIEE 26l

S PRI L MBI - AR T B S T RIS R e 1k

45k © 170604 —IHFE = - BT - S - RIS £RR | A

(B 1K1
EXEVNEE 33

FEEREERSHART 2 (NASH) Ffgsz (F3) dhde(bryzals
o BF{d Selonsertib FyZ24 M R RERK

“m4% © 160804
(ErEG e 1K)
B N

I A Rz &R AE DNA #5 BB D UEZE R 7
HBRIETEIR Z ke

HHRHRER TS

FA4H H4H




