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2021 year 2th-A IRB Meeting Minutes
HA Date(YY/MM/DD) : 2021402 H 09 H (2HI—)
fi] Time @ 12:00- 14:30
¥E Location : tEMKHE Bl ZiZk B
J&% Chairperson :

&RRIL (BTN ~ B9~ B8AD - 5B
Su, Shih-Li ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )

HifE A S Attendant © (B FEES omit title)

PRESR (BEA ~ BB - 583 ~ 22iE)

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

Bk (BEA ~ B~ B&HN - 5B

Liu, Sen-Yung ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

MEE (BN -~ B - Bhl - 51D

Lin, Yen Chih ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

Ve (BEA ~ B¢ ~ BHl ~ 22t

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

FERE (B ~ BT ~ BT ~ 201D

Lai, Ying-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

flE R (B ~ JEEHRE ~ 110~ 2tE)

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

AU, (BEoh ~ FREERE ~ tHE A E AL ~ 20)

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

e (Besh ~ Bt~ A~ 2t

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

EHE (B~ JEEsR ~ A - M)

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

FL1H HI10H
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B ARG (BEsh ~ B85 - DNEARET ~ B
Lin, Jr-Rung Lin ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),

Epidemiology/ Statistics, male )
B R (Besh - FEEE - g AL~ B
Wang, Chin-Chai ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

member ), Member of society, male )

NEL | it
B 8 BSH(4) ~ SEHE(D) ~ ZERM(L) ~ AIEEET)

Medical Personnel

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

IFESE 4 AR ~ (D) ~ tEE A2

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

Personnel

R 8 | BA(4) - MEHL(L) - BE(L) - ARG

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

JERIER 4 ERE(L) ~ (D) ~ tEE A2

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

member

5 5 BFENE) ~ BEIN2)

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

28 7 BER(4) ~ BENR)

female Affiliation with Institution (5) ~ non-Affiliation with Institution

)

fhaE 0 & g T ARIISUE ) Bk BEEGEEZEAAM L BEAFEER KEAM
GAIENL S LIS LEZE Ty LB AR R =02 — -
HEEGHGNT - FEFHITEMERSIRES - SR BN E e 2R
Y 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.

3 i " NS MR R B GRS SOEFEEINE ) AR EEGEHE
FrEfr gy - R Z B EAEREIN IR A RERERZRE — AL -
AN A NZEEG A= U ErZENFE  C A EZEES
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FEAPELI L2 ZE W - 10156 E - BEZERE MR - NMeETEH -
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.”
515§ A\ & Presenting staff : (ffEHS omit title)
=80 (IRB #4&)  Ng Sock Ping (IRB secretary )
#IFE (IRB{TE(A &) Yeh, Cheng Chi (IRB staff)
#1532 (IRB fTELA &) Lin, Ciao Yun (IRB staff)
=2 (IRB{TELAE) Lee, Chi-Fong ( IRB staff)
i (IRB{TELAE) Li, Hsin-Yi (IRB staff)
i Leave : (BEfEES omit title)
fi5 Absence : (JEfEES omit title)
$% Recorder : 555 Ng Sock Ping

uuk/%‘;%ﬁlll..

1.~ FigNZ Meeting :

(—) SIEmEZE (FBZEEXEE R ) Discussion (theme and decision)

FRE HETE At
4EEE 201204 DL b Rz b B2 [ 88 T A A A B AR | (BIERESE
Urde E%FE 1R | KEAE LR ERE
FFEA ¢ BHAREE
&m5% 210113 G S RS B R A& O B LR E O B /kexing AU | (B E
[7%2) (PCSKO) IR S kit
EX=INEN-v/~- ||
4EsE : 210118 ML EAEAREEHENB VO ELFEENE | (BIFERIES
(2] R E
FREA  ER
gEmE : 210121 BESTHL S BEAR R Sh e ME BRI A th B & LR | (BIERIRS
(] EIEDIRE R IR R L A= 5 -
FEA D BGE
4m5% © 200133 T RO AR BIEEESE
[#FzEE 1]
FFEA  FRER
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4m5E © 131216
(#5272
FRA ¢

TR R R BN S B R R mAE R 2
SH{E B R L b A R

4mek © 180201
Ui #R & 3 K]
EFFA M

5% R AMAM R B 7 R R E R SR E R E A
T Gy B S A

W
i
i
R
0

et : 181248 B EEE Y TR RS E DU RE | BEREE
(b 255 2 %) B i A TR T BT 50 B > i B B S
TR EERR
4eek 181262 DA B oS SR BOR (B R Y IR 2598 A FTK | [BIEBESE
(w2 k] | IR
ERFA S
4wt © 190106 OF R AN FE4H 48T DNA £ LIRS 4R e DNA'E | (BIFRESE
[Erhipes 2 5] | HENVELZPIEE
FRA =
4m5% © 190307 —IESE =1~ ol ~ BEHEOC ~ T - TEMEEIEEE | ok
(b 2 v) | Vst o 5F(4 FARICIMAB RIFSHT LM E e
TSR AR SE B AR B S 2

4=5E 190716 By - PRI ENXEZa—

GhE%E WEE 1]
FREA  MEIE
4=5E 1 191007 LENEEE R RN R E TR - BRI N EER | BIEEREe
(4% e 1x] | BRI
R - Z2HHEH
4REE 1 191217 BRTENEFEEHETEENETE IRRPE Y | 8
(4% s 1R |
FREA EREE
4mEE 1 190716 BEaE IR o FHEELT (R B
R ]
202101-14

EFRA  MElE

4Rk - 191217
ERTE D
202101-11
EREA B

% — -2

HEREGEHEFEETEERBERENIRRPEZ

& AR REE
H#ELT

4R © 200135

[(~EEFE ]
202101-6

—IHE 3 BRI ~ Zrhuoatle o FEASHERRRE
S LSS /B T RIM AN T XTEN @ia &S
(fFVIIIFc VWF XTEN BIVV001) $f* 12 Ll EE

FE
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EXS PN/

EAGEY B )15

R 2B A M EEZ et - ARt

4R5% 200326

[RERESEF]
202101-15

EFFA © PREEAE

—IRF=I0 ~ B - Bt ECEER - SHERAVER
W32 #a (EGFR)[5 1 2 2 7 [{ B G SRS 1 IR/ N
WHAEATEE B > RFAE L osimertinib A A G FHSH2H
ZEY) N0 L pemetrexed (L - {E RS —&RIBE

TFE

(FLAURA2)
() B ¢ ZE (G 52 #)Report the approved protocol by expedited review
BREE | FREEE
JF5% | IRB 455k FrETH EXSIN Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer

1 201113 | Z5fEhiilH ZE LB PR T B FRBE I () (H5)
Development and Testing of a Question ChingHsiun| (N/A) (N/A)
Prompt List for COPD g Lin

2 201121 | SHESAREE SR DL R E B R AT | MOSEH () (H5)
R EREEER A 2 THZ Chih Ming | (N/A) (N/A)
The role of carotid sonography and Lin
transcranial color coded duplex in predicting
stroke patients suffering post stroke
depression long term outcome

3 201213 |48 FHIETEIBeRT EMS LERINE S BER | ME(E () (H)
FESOR ATaTR 2 2 Lin Yan (N/A) (N/A)
Using fast and uniform stickers on instant Ren
messaging apps to shorten the time of
feedback in assessing pre-hospital ECG from
online physicians

4 201218 | AN[EBAVEEES IEERR I AHRE] | RSlE ((59) (H)
Bl PR s B B IR Jhang Kai (N/A) (N/A)
Long term change of caregiver burden in Ming
different subtypes of dementia and factors
associated with burden change

5 201225 | EREERIRE AL T SR RS DF R R | B (%) (ER)
JiE Yuan-Meng| (N/A) (N/A)
The immune response in COVID-19 and Liu
co-infection

6 201235 | FIHALEEE GBI 2EEIE | ROCH (&) (i)
e U T DR 2 AR 1B P WEN-PEI (N/A) (N/A)
Automated volumetric breast density wu
measurements and radiation doses of
mammography in women of Taiwan

7 | 201238 |FEABEEHE > MRS TR BT (%) (%)
Machine learning models for Early Sepsis Lin Yan (N/A) (N/A)
Detection Ren

8 210106 |Z0rEFEE f0M0 A IR NAfREREAER | BTHE (&) -

[RFE]) | 2T A YuHung (N/A)

Studies on Molecular Mechanisms of Growth Shih

HS5H HI0H
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7555
No.

IRB &Rt
IRB No.

aTE T

Protocol title

ERFA
PI

BT
Medical
primary
reviewer

IFER L5
Non-Medical
primary
reviewer

Inhibitory Effects of Chebulinic acid Against
Human Non Small Lung Cancer Cells

(=)

s e

review

8 B 22 (5 55 %% & )Report the approved amendment by expedited

7555
No.

IRB &Rt
IRB No.

st

Protocol title

ERFA
PI

BT
Medical
primary
reviewer

IFER T
Non-Medical
primary
reviewer

180907
[% 6 K1

—IE%E 3 8 - FAmcE - Bt AR
P REES ESA HFETEELFALMERNZ
st 0 DL OIPSS-R Bl BefiirfE - (KBRS
JE\B Y B R RS AR R EUEMERE (MDS) 5[iE
Z &I - EERE(HEA Luspatercept
(ACE-536) fH#z > Epoetin alfa AYEER
et

A PHASE 3, OPEN-LABEL,
RANDOMIZED STUDY TO COMPARE
THE EFFICACY AND SAFETY OF
LUSPATERCEPT (ACE-536) VERSUS
EPOETIN ALFA FOR THE TREATMENT
OF ANEMIA DUE TO IPSS-R VERY
LOW, LOW OR INTERMEDIATE RISK
MYELODYSPLASTIC SYNDROMES
(MDS) IN ESA NAIVE SUBJECTS WHO
REQUIRE RED BLOOD CELL
TRANSFUSIONS

Mz
Hsuan Yu
Lin

()
(N/A)

()
(N/A)

200135
(%3 %1

—IA%E 3 HIBARCE ~ 2 0atEs - FLAEY
i FRAR 5T B4 S )/ USRI RS A s R
T XTEN gt&Z&EH (rFVIHIFC VWE
XTEN BIVV001) ¥t 12 pRll FER
HEREE A WMABENZEMN-H
RS E) )£

A Phase 3 Open-Label, Multicenter Study of
the Safety, Efficacy, and

Pharmacokinetics of Intravenous
Recombinant Coagulation Factor VIII Fc-von
Willebrand Factor-XTEN Fusion Protein
(rFVIIFc-VWF-XTEN; BIVV001) in
Previously Treated Patients=12 Years of
Age With Severe Hemophilia A

Tt
Ming Ching
Shen

((59)
(N/A)

()
(N/A)

QD)

s O AR 2 B b 25 (B 5538 #5)Report the approved interim report by expedited

review
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7555
No.

IRB &Rt
IRB No.

aTE T

Protocol title

ERFA
PI

BT
Medical
primary
reviewer

IFER L5
Non-Medical
primary
reviewer

131232
(5 7K1]

FHI AR 5 [ A8 (i dh i L1
FESHEDME RTE 1% 2 OFS8E, RS 7K e S A
TRy = - Wz} A

The pilot study: the effect of early
intervention of manual lymphatic drainage
and rehabilitation exercise in morbidity,
lymphedema and quality of life in advanced
oral cancer patients after neck dissection.

BRES
SuFen Liao

()
(N/A)

()
(N/A)

140211
(%7 %1

—{EFE B ~ 2l ~ BERERT =1
Al 0 ELR(sE A anthracyclines {£ (]
trastuzumab ~ pertuzumab J7 taxane Eil{#
anthracyclines 1% fffF trastuzumab emtansine
J pertuzumab {F & ] Fig UIFREY HER2 (5
PEIR M A B Z o t& e a5 -

A Randomized, multicenter, open-label,
phase Il trial comparing Trastuzumab plus
Pertuzumab plus a Taxane following
Anthracyclines versus Trastuzumab
Emtansine plus Pertuzumab following
Anthracyclines as adjuvant therapy in
patients with operable HER2 positive
primary breast cancer.

PRSFBR
SHOU
TUNG
CHEN

(%)
(N/A)

(H)
(N/A)

170402
(%4 %1

SRR B S [ T #H PR 1T 4E
R BN AR B B Kl D SR 1 LR A 38 A2
=~ MR AT R EERR R
Hemobilia after Percutaneous Computed
Tomography - guided Radiofrequency
Ablation for Hepatic Tumors

A=
ChenTe
Chou

(%)
(N/A)

(ER)
(N/A)

180218
[ 3]

— TR I S M BRI R E AR - 45
F BIFAHAZE ~ 2ol ~ BT
7% (INTEGRATE)

An international, multi-centre, retrospective
study to describe treatment pathways,
outcomes and resource use in patients with
Multiple Myeloma (INTEGRATE)

Y NCAEE
Hsuan Yu
Lin

(1)
(N/A)

(HR)
(N/A)

190913
(%5 1K1

ZE s © — iR A oK &S
B %M SR AL AE R A

Late spontaneous bilateral in-the-bag
intraocular lens subluxation accompanied
with elevated intraocular pressure in a patient
with acromegaly

CE L
San Ni Chen

(&)
(N/A)

(i)
(N/A)

191213
(% 1K1

Ondansetron {5 F - HEMEE LE T~ HIRE
WA Z IE ISR S

The analgesic efficacy of Ondansetron on

R

Tienhsiung

Ku

(&)
(N/A)

(i)
(N/A)

FTH - HI0H
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
patient undergoing
Cesarean delivery under neuraxial anesthesia
with spinal morphine.
7 191240 | ENREVEC RSB ERE S | K (&) (HE)
(55 1 2 ) | A iR a7 i BA & M ol Tienhsiung | (N/A) (N/A)
Development of Cuffless Blood Pressure Ku
Measurement Technique Used for Clinical
Settings by LSTM Network
8 200103 | WHFTIEZEM: K i Qi AR BEE (i) (HE)
[ 25 1 2] | (dermatofibrosarcoma protuberans, DFSP)  |Huichun Tai| (N/A) (N/A)
SHERAYRETEY b SRS AR AR ARG S R
(genomic alterations)
Identify genomic alterations associated with
fibrosarcomatous transformation and
metastasis in dermatofibrosarcoma
protuberans (DFSP)
9 200121 |\ FRES Tl 1R PR L L A B S MR B (% ipViid (i) (HE)
[ 25 1 2] | discovering relationship between post Tienhsiung (N/A) (N/A)
operative pain and heart rate variability Ku
10 | 200204 |PM2.5 AWMLY R 2 EEBUE R | PRAEEE (i) (HE)
(25 1 K] | BRm 2 A RIS © AR i Rl chen (N/A) (N/A)
Analyze the relationship between PM2.5 changhua
Aerosol and Chronic Respiratory Diseases: A
Case Study at Nantou City
(H) WECESEZSEZEHS Report the final report for reference
BERTE | JFREELEHE
Fra% | IRB 45k sHETE FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 | 170111 [TEAfr AR BERE 2R Soheise | 5 (%) (%)
A pilot study of the effectiveness of FENG-CHE| (N/A) (N/A)
mindfulness-based intervention as a NG TANG
workplace health promotion program on
weight loss
2 180914 | GEMIE GRTEZARERGE 2T | FEH (GEY) (HE)
A IR Yu-lin Lee (N/A) (N/A)
Surveillance and monitoring of drug
resistance phenomenon among HIV-1
infected patients initially treated with
HAART from a national cohort in Taiwan
3 | 200130 |&EMEMEE RPN AR TRILE R IRE RS | S (H&) (%)
HYVEAE (e A PR B PR B R -1 Pei-Yu Tsai | (N/A) (N/A)

H8H HI0H
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EREE | JFEEEF
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Potential Facilitators and Barriers to Advance
Care Planning among Chronic Kidney
Disease Patients Population in Taiwan-1
4 200132 | AT B L B REERGTE BVl (&) (HE)
Dementia Care model of Traditional Chinese | Sung Yen (N/A) (N/A)
Medicine Huang
5 200306 |RERESTEMIRRGVIRRIT - BBAV) SRS | TRAEE (&) (HE)
= pn. 13 Yu Yao (N/A) (N/A)
Intracorporeal versus Extracorporeal Chang
Anastomosis Following Laparoscopic Right
Hemicolectomy for Colon Cancer
6 200309 |$HEATUKERSEOF B (EAET | FBRIIER (i) (&)
M 10-0 NI SE M R A OFERIEE  San Ni Chen|  (N/A) (N/A)
flo — AT =
Management of In-the-Bag Intraocular Lens
Dislocation Into Vitreous Cavity With
Temporary 10-0 Polypropylene Suture
Support and Ab-Externo Scleral Fixation
7 200311 |\ &GN EIRIZ—M ABE(E 2019 381 | ARBEIT (i) (&)
AR EE (COVID-19) s THARIRY.COEEZ [Lin Ping Yi | (N/A) (N/A)
Jiee B EAHRRN 2R PRET
Psychological responses and associated
factors during the 2019 coronavirus disease
(COVID-19) epidemic among the general
population in different countries in Asia
(73%) IHEEHFEE 4 E#H+ Report the terminated protocol @ (4 None )
() MECHFEEZE(=H Report the suspended protocol : (£ None )
(JV) #HEEHFEE ZHIZE# S Report the withdraw protocol @ (48 None)
(L) sk 2 B/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB
EX & fe/JIRB/
o |RB§ u}ﬁ b I~/ E :
Frik o C-IRB/NRPB 4 P E 8 FA
st
L 210108 [CIRB]) WE HEEL1R PRHE
109CIRB08140 Jin-Chin Lin

FOH HI0H
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— TR L GSK3359609 fjf A Pembrolizumab 71 5FU- & # 1k 5% FH H50 it 22 & &1 OF H
Pembrolizumab 1 SFU-&#{EMsE - {F RSe— SRR S R M SR SHER M IR ARt A = P
oyEC - HE -~ EEMAYE NN B

A Randomized, Double-Blind, Adaptive, Phase II/11l Study of GSK3359609 in Combination with
Pembrolizumab and 5FU-Platinum Chemotherapy versus Placebo in Combination with
Pembrolizumab plus 5FU-Platinum Chemotherapy for First-Line Treatment of Recurrent/Metastatic
Head and Neck Squamous Cell Carcinoma

210115 [CIRB] hZE HEE 1R BER
109CIRB10206 Yu-Lin Lee

— TS T HA AiIE N S - 0 ZthlEEER - LAETHE SARS-CoV-2 {785 i MVC-COV1901
ZAENE ~ T S2 M e R AR R

A Phase Il, Prospective, Double-blinded, Multi-Centered, Multi-Regional Study to Evaluate the
Safety, Tolerability and Immunogenicity of the SARS-CoV-2 vaccine candidate MVC-COV1901

180210 [CIRB]106CIRB11188| & H 25 7 X )3 +&IE
ChuanCheng
Wang

—IHABIFENE ~ 55 2 8 - BRSO R ~ B BCaEs - SRS AEN SRR BT - Ehig(E
F BGB-3111 {FH Obinutuzumab Ei Obinutuzumab E—FEE

An International, Phase 2, Open-Label, Randomized Study of BGB-3111 Combined with
Obinutuzumab Compared With Obinutuzumab Monotherapy in Relapsed/Refractory Follicular
Lymphoma

190317 [CIRB] S ZEE QX )E R —F-F01
107CIRB12198 TzeHo Chen

—IHBTES BRCA fE2e88 7 I - e PRIV S (EOC) - (E MBSO FECAGFH] Pembrolizumab
1% » DA Olaparib BG4 BIERF R S5 — 40 aF 2 kIR ~ E=M1E 55 (KEYLYNK-001
/ ENGOT-0v43 / GOG-3036)

A Randomized Phase 3, Double-Blind Study of Chemotherapy With or Without Pembrolizumab
Followed by Maintenance With Olaparib or Placebo for the First-Line Treatment of BRCA
non-mutated Advanced Epithelial Ovarian Cancer (EOC) (KEYLYNK-001 / ENGOT-0v43 /

GOG-3036)
201007 [CIRB] SRR IS 2 N I e
109CIRB07120 Nan Ying
Chiu

—IABER T ~ B ~ SEEE M TEMEEIR - BIENE - Z0atle o SRR R
I 2R BRI/ 07 22 1E B B 2R B fIA #6255 S B E AT R S B -2 8
F o aESEERIE Esketamine £ FIMEZ I Quetiapine R4 MESETE 2 AL ~ e AT
2

Randomized, Open-label, Rater-Blinded, Active-Controlled, International, Multicenter Study to
Evaluate the Efficacy, Safety, and Tolerability of Flexibly Dosed Esketamine Nasal Spray Compared
With Quetiapine Extended-Release in Adult and Elderly Participants With Treatment-Resistant
Major Depressive Disorder Who are Continuing a Selective Serotonin Reuptake
Inhibitor/Serotonin-Norepinephrine Reuptake Inhibitor

%10 H 3 10 H




