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2019 year 5th-A IRB Meeting Minutes

i Date(YY/MM/DD) : 2019 4505 A 14 H (£HI—)

9 Time : 12:00-13:54

Hh Location : g/ AME BL 2%k B &

[& Chairperson :

j=11

FRRAL (BEA ~ B9% ~ B&AT ~ 5514 ) [IRB180601 Fll7 -t 7eata= fohla] 57 A ~ IRB 151124
22 3-Pl a9 E2ET IRB 180601 Avoiding conflicts of interest- Co-Pl, IRB 151124
Avoiding conflicts of interest- Physician of the same department ]

Su,

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

HEE A& Attendant : (FEFEES omit title)

PRES (BEA ~ B~ BHE ~ 200%)

Chen, Shu-Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), Nurse,
female )

BRI (BEAY ~ BB ~ B&AT ~ 5B

Chen,Heng-Chung ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, male)

BRAEE (B ~ B0~ Bh0 ~ 551D

Yen, Hsu-Heng ( Affiliation with Institution, Medical Personne | ( Scientific member ), doctor,
male)

Ve (e ~ B ~ BRIl ~ 20t

Yang, Shiao-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )

TLtaZE (BEA ~ B ~ 2EAT ~ 20

Chiang, Yi-Jung ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

fRBUEL (Besh ~ IR ~ g AIEAL ~ M)

Shu-Feng, Ni ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

feET i (Beoh ~ B~ AdkfiE ~ 2t)

Lai, Fang-Zu ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/Statistics, female )

BEHE (Beoh ~ R ~ AR i) [BVREZGFEIRE-REEAN (7T-165%) - 7%
HER]

Chan, Melody ( Affiliation with Institution ( Husband is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Lawyer, female )

FL1H H5H
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WSS (Besh - B NESET - B
Lin, Jr-Rung Lin ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/ Statistics, male )

W EPEHE (Fesh ~ FREHRE - g At~ B
Hsu,YaoChon ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

NB | st

B 8 BEHN(4) ~ FEHL(L) ~ ZERTN(L) ~ A AARETHR) -

Medical Personnel doctor (4) ~ Nurse (1) ~ Pharmacist (1) - Epidemiology/
Statistics (2)

JEESHR 3 JERA(D) ~ 11 T0) ~ 1 AL(2)

Nonmedical Lawyer(1) ~ Social Worker (0) ~ Member of society (2)

Personnel

R 8 BSHN(4) ~ FEHL(L) ~ ZEA(L) ~ AR AEARETH(2)

Scientific member doctor (4) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/
Statistics (2)

IR 3 EEQ) ~ 1 T(0) ~ 1AL

non-Scientific Lawyer(1) ~ Social Worker (0) ~ Member of society (2)

member

5 5 FEAE) ~ BEFN2)

male Affiliation with Institution (3) ~ non-Affiliation with Institution
)

E28 6 EP3) ~ BES1M3)

female Affiliation with Institution (4) ~ non-Affiliation with Institution
)

e 0 & g T ARSI Bl FEGEEZAEAAL L BEEEER RHAMT
EATEAL S B LA LB E Ty 2 LU B MRS ERRN =02 — -
FEGHAGE » SEGEHIETEHBSIRER - S HR B e 2 (3R
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 " NBIRMEEEZ BTG EFEMEINE | B30k - FEg LR
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FEAPELI L2 ZE I - 10156 E - HEZ RS RE MR  ~METEHE -
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.”

51 N & Presenting staff : (f%fEES omit title)

=AG% (IRB#AZE)  Ng Sock Ping ( IRB secretary )

#IEE (IRB{TELAE) Yeh, Cheng Chi (IRB staff)

MI5Z (IRB fTELA &) Lin, Ciao Yun (IRB staff)

HEEEE (IRB f7EUA &) Hung, Tsui-Hsia ( IRB staff )

Bk (IRB1TELAE) Li, Hsin-Yi (IRB staff)

B &t Leave : (JEkfEES omit title)

W REER (B~ FREHEE - 1~ )

Ko, Chih-Hu ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific member ),

=41

Social Worker, female )

B [ Absence : (FkfEHS omit title)

= #% Recorder : #3285 Hung, Tsui-Hsia

ﬂ YA ;ﬁ;%éa;; :
T sEAE S

Smok 190422 B P/ N R R ER AL R TR E B IR GE G E AU | (IR
CiE 5t

EXCUNRE- 274 Metabolites of Respiratory Hazards of Exposure to Air
Pollution in Primary and Secondary School Children

it - 120708 —IARE - 5 - ZrulatBe o LLE Denosumab B EIER 1R
(35 %55 19 K] | Zoledronic Acid JasEHac it 2 48 M5 BafR 2 s\ A iy 8%
FFRA iR R

A Randomized, Double-Blind, Multicenter Study of
Denosumab Compared With Zoledronic Acid in the
Treatment of Bone Disease in Subjects with Newly
Diagnosed Multiple Myeloma

459k 130207 —IEDUE AMEEEE (invasive aspergillosis, 1A) HIRVAE | i
[EHZEF 13 R]) | FiF/ERE B S > thi4S posaconazole K
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EFFA  MIEE

voriconazole ;&¥{% > FTfS il
N

A Phase 3 Randomized Study of the Efficacy and Safety of
Posaconazole versus Voriconazole for the Treatment of

5 =S

Invasive Aspergillosis in Adults and Adolescents

fj; 180501 Morquio A &zt:zEs (MARS) Pk
xE j)\] Morquio A Registry Study (MARS)
TR BEE
dmo - 181221 —IESHH B A BUMAOR B MM - WTss) Bt | BIERES
(BExE 1K) | B(Factor VI B imEAS LAY ATIE IR o A
FHEA ks A Prospective Non-Interventional Study of Bleeding
Episodes, Factor VIII Infusions, and Patient-Reported
Outcomes in Individuals with Severe Hemophilia A
&t © 150308 DU N R AR A e H A E A R AT E A
[ Bt 2555 4 2] | The effect of anti-VEGF treatments on other angiogenesis
FFEA - B related factors
45k © 160207 FALRRR /N A BRI R BRI AR M 2 B | BIEREE
iP5 3 K] | RET 7
FRA 5% An Environmental Epigenetic Study on Investigating the
Immunotoxicological Mechanism of Changhua School
Children Asthma
dmit © 160321 FALRGE N EUR BRI R TR A B AR IR | BIERESS
CHACP 28 3 X | St Sl 2 0T A0 00t (PM2.5) B 22 B iR BRI PR
FRA 58 | BREENR
Changhua school children asthma screen and health
promotion project and Immunotoxic mechanism of air
pollution (PM2.5) on pulmonary function and airway
inflammation in school asthmatic children.
Sk 170310 PHEF IR - FERREAVIE MERH ZE MR (COPD) LUK | (B IEIR1EEE
(AR 555 2 K] | COPD M E(AECOPD)HHE » Al R 5 5 BRI IR
TR - RERE | RSAYHER
Occurrence of potential bacterial and viral pathogens in
stable chronic obstructive pulmonary disease(COPD)and
during acute exacerbations of COPD(AECOPD),in Asia
Pacific
it - 180601 —IH 26 A ~ FEREIEC -  ZRIBIEIR  SPT EIER 1R
UihEss 1 k] | 4H - yEP/uB@ 3 HB*&%@E@ 78 EFEAEH] - RHAL

EFFA HEE
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Sotagliflozin FFAEESELF RS2 1

A 26-week Randomized, Double-blind, Placebo-controlled,
Parallel-group, Multicenter, Phase 3 Study with a 78-week
Extension Period to Evaluate the Efficacy and Bone Safety of
Sotagliflozin in Patients 55 years or Older with Type 2
Diabetes Mellitus and Inadequate Glycemic Control

4myE 1 151124
[$EZ HFEF 2 K]
FRA * #i%

MEPR S L 2 Hopgs B« ERPR LA PR
Effect of comorbid between depression and Type2 diabetes:
investigation from clinical and basic studies

e

4m%% - 151124
[FEEEA
[E17 1]
201903-2
FERA - #HHR

WEPRI B 2 s 8 © HR PR LA R
Effect of comorbid between depression and Type2 diabetes:
investigation from clinical and basic studies
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EFFA RIZE

—IHE=01 - i - B - EEEEAR
Bortezomib B Dexamethasone & { Venetoclax =722 {5
PR B B ASHHIR BURL SR & B2 28 1 B T AaH)
A 2 5 S R s E B R S 35 M B BB

A Phase 3, Multicenter, Randomized, Double Blind Study of
Bortezomib and Dexamethasone in Combination with Either
Venetoclax or Placebo in Subjects with Relapsed or
Refractory Multiple Myeloma Who are Sensitive or Naive to
Proteasome Inhibitors
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4m5% © 180308
(&R 1K)
ERFA BN

PEEE AR & OFEE S5 2% (Aromasin,exemestane) s &5 {af il 52
2RSS IR RY 1 AR PR

A Phase 111 Trial of Chidamide in Combination with
Exemestane in Patients with Hormone Receptor-Positive
Advanced Breast Cancer
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