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2024 year 3rd-A IRB Meeting Minutes
HA Date(YY/MM/DD) : 2024 03 H 12 H (EHi—)
fE] Time : 12:00-15:20
#h Location : REBSAIATE Bl Hizk B &
J&% Chairperson :

mionrr [Pe - B ~ B2 - B&hT - 2201:]
Hsiao, Yi-Hsuan [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
female]

HEE A B Attendant : (F%fEHS omit title)

EE (BN -~ B - BIEE - B0l - 5] [IRB 221011 FljgaE#E-tH5Ea T2 E £ A
IRB 221011 Avoiding conflicts of interest- Co-PI1] [IRB 230101 Fl|#52H3%#-Pl Kz Co-Pl fy[H]
FIEZET IRB 230101 Avoiding conflicts of interest- Pl and Co-Pl are physician of the same
department )

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

kit (Bery ~ B8~ FIE2 - B&ET - 5]

Yang, Yuan-Po [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male ]

PR (B ~ B~ RHEE - B - 2ofe] (BEERR - REFRME - )

Lee, Ya-Wen [ Affiliation with Institution, Medical Personnel, Scientific member, Nurse,
female)

BrRME (BErT ~ B8~ FIEE - B&AT -~ 5]

Gu, Tian-Syong [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male])

sarE (Bery ~ B8~ RIE2 - gEaT -~ 2]

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

PR (B ~ FEEEHE ~ FRREEE ~ +1L ~ k) [V B2 EFE R - R A (0 2R
Wi 18 5% ) o AN ]

Ko, Chih-Hu [ Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Social Worker, female]

ARl [BEsh ~ B ~ JEREE - HE A EANT-BRITBA R ~ 2014E]

Shu-Feng, Ni [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific member,
Member of society- hospital administrator, female ]

WOT e [BEdh ~ B~ BIE ~ A 3td - 2it]

FL1H HI10H
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Lai, Fang-Zu [ non-Affiliation with Institution, Medical Personnel, Scientific member,

Epidemiology/ Statistics, female )

B EE (Bt ~ TR - FEREE TR - 2iE]

[(Fea2BEGH-BT > AEER]

Chan, Melody [ Affiliation with Institution ( Husband is CCH employee ), Non-medical

Personnel, non-Scientific member, Lawyer, female ]

B ARESR [BeSh ~ B~ RIS

NElET ~ B

Lin, Jr-Rung [ non-Affiliation with Institution, Medical Personnel, Scientific member,

Epidemiology/ Statistics, male}
ARSI [Besh ~ TR - JERIEE ~ tE & AIE LR IREEN - 551%]

Lin, Ching-Chuan [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific

member, Member of society- retired teacher, male )

NEL | st
B 8 BEEMN(4) ~ FEHE(D) ~ ZEAT(L) ~ AHEARTETR)

Medical Personnel

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

IFESE 4 ERE(L) ~ (D)~ HEAEALER)

Non-medical 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 AR ~ $ET(D) ~ HEEATEALR)

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

)

sk 0 & g T ABIISUE ) Bk - BEEGEEZEAANM L BEAEER K EAM
GAIENL S RIS LEZE T 2 LU AR ER =02 — -
HEGHGR - SRBEEMETEMMERES - SUHTTE SR ER ERrE 2 (R
Yl 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

H2H HI10H
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research field, or representatives of any appropriate group affiliated with the human
subjects, to attend and provide comments.

3 s " \BEI R E AR B GG SUEFE YL ) SBAR B
PR > HFEZBEaEEIN s JER Y%

A5 —RHE

SRS %@E ANBLE -

AN RREAZEEG  BA= 72 U EZZEHE C AL L2 FES
AL L2 Z BN - BEHE - WEZREERE R NMEETEE -
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 : (FkfEES omit title)

B BURE (IRB#4E) Liao, Shu Chen (IRB secretary )

W LT (RBITEAR)
W M= (IRBITELAR)
W EZEE (IRBITELAR)
B PR (IRBITELAR)
W [REFR (BT R

Yeh, Cheng Chi (IRB staff)
Lin, Ciao Yun ( IRB staff)
Hung, Tsui-Hsia ( IRB staff )
Li, Hsin-Yi (IRB staff)

-25= IRB Z% &) Chen, Hsuan-Yi (C IRB member )

s &2 Leave : (JEkfEES omit title)
Eh J& Absence : (BEfEES omit title)

T #% Recorder :
i~ FEFENZ Meeting :

(—) EfamsizE

HEZEER Hung, Tsui-Hsia

IRZRES

BZE T B KA Discussion (theme and decision)

FE

sTE AT

e

4R5E © 231220
CHrse 835 2 K]
FRFA C ARIESE

HEMTETEHTZ A S(LEPE NK 4 s
BRATRRE 1 57 T

A

4R © 240139

—IE Ma ff ~ %, -

FARAREbTIE »

SR | EERES

Orze #5356 1K1 TSRS AR T4 2 RS RO Al iUE A
EFFA - LIER) (tPCH2001) S HRRHERECS BRBATERA 24
‘fé
Aot - 240212 — AUEDR S B I T E T B BRI L T | BIERESE
CIED) ﬁbﬁz{kaﬁiE@&{ b

HI3H HI0H
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EFFA ¢ S

Qmok - 240215 ~ ] GG EE
L) B TR A2 5 OB R T |
EEAC e |
4wt 1 240216 N \ | erErE
(%) AR SRR & A e |
e ERE LA R IR

b
Amot - 240301 G
(%) S R L e |
e s HitISE

AR o
Qmak - 240302 N G
(o) B S E B RS R |
EHEA S &
4R5% * 220925 P

(s 1 X
HEH 1 K]
HoEER

FEFFA ¢ BT

PR B B 8 14 KA Eha AT BLAHRE
{5

4% © 200722
@B
202402-4
TR EEE)

—IEZ UL ~ BERROTEC - B -~ ETo - &
RERIE iR B AL finerenone RN A Ll
¥ (NYHA N-IV) B EEHASR >=40%
(LVEF >=40%) 28137 S AISET & E
AR AL 2o

FE FE R ET

4RHE 1 200722
@B
202402-5
TR EEE)

—IEZ L B - B - HTd &
A Bt FA5 finerenone A A L
15 (NYHALI-IV) RZELESHSR >=40%
(LVEF >=40%) 281 7 SHRABECR

HofRsE etk -

FE AR ET

4RHE © 220812
@B
202401-15
FRA - B2

—TAMEA S = HAREIS 2 4H - e RIBIH IRATER IR
AR o wT S H ERERA B S (sGC)RIZ
Vericiguat/MK-1242 R G R H B 7R
PG RN PN e

FE AR ET

4R5E © 221011
[AERE ]
202403-1
FRA CBEF

—IEEE 3 HA - el ~ BERROEC - B - LR
i Es - EEA T EREE SHMEEE
&R R (UC)HYEE A 2B » FEA IR
Ozanimod 7 GBI RHAZ 1

FE FEREET

4o 230101
[ ~EREE]

—IHSS 2b 3]~ BEROEC - e~ R
5B 515 MORF-057 =& M5 & ek it

SR IEG S5
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202402-10
ERA - BEE

MR (EMERALD-2)

A P R E R MR B R AE RS SR B A2

4Rk

(A

220925
Hie B

o781 2]
202401-7
FHRA CBRETY

65

PRt B B 8 14 KA G AT BLAH R

TFE

[FEE SR T

() BElimis > ¥ 2= (f5 5 2% )Report the approved protocol

by expedited review

BREEE | JFEREEHE
Fra% | IRB 45k sHEE FH A | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 231217 | AL B WATVIRRFHio (AR e ias TEIE | #8SC (i) (HE)
FA FHATLRE B8 PRERELZE Hung Wen | (N/A) (N/A)
Minimal access (endoscopic and robotic Lai
assisted) breast surgery in the management of
early breast cancer- challenges and
resolution.
2 240128 |2 RARRETE A H Z MU SRS ZRE RS | =HikR (i) (HE)
SR E HSIAO (N/A) (N/A)
The Relationship between Serum CHIN
Progesterone Concentration on the day of HUANG
Frozen-thaw Embryo Transfer and Pregnancy
Outcome in Hormone Replacement Therapy
3 240138 | E=PEEDRIME B AG AR Tiloi& fra81 | RS (i) (&)
KM oM A ERGEREES 2 26 | Chih Chun | (N/A) (N/A)
s Chuang

Acquired perifoveal retinoschisis after
vitreoretinal surgery of epiretinal membrane:
a case report

(=) WET I A > 8T 25 (F5 5 3545 Report the approved amendment by expedited

review
EREE | JFEREEE
J79% | IRB 4R5k sHEE FHA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210521 | —HHRHA 5 4 - FEHEIEC - E -~ LRA| SRIER (%) (H%)
(55 10 250 ) BRI 2 2t - 565 LNA043 ,ﬂ%‘ ChangIng |  (N/A) (N/A)
PSR A AR R 15 [ 171 3 S A P88 Lin

VA 214 (ONWARDS)
A 5-year, randomized, double-blind,
placebo-controlled, multi-center study
assessing the efficacy, safety, and tolerability

FS5H H£I10H
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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

of intra-articular regimens of LNAQ43 versus
placebo in patients with symptomatic knee
osteoarthritis (ONWARDS)

(PU) s Bt > HArh 45 (4 5) 28 4 )Report the approved interim report by expedited

review
BETE | FEFELEE
5% | IRB 4g5% SrEATE FEA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 170315 |[E[=CI5T - EEEEURE FEIMEADRTTE: | PRAEEE (i) (H)
(57 Xx] |WH5% chen (N/A) (N/A)
Retrospective study: epidemiology of changhua
bacteremia due to important pathogens
2 190120 | EAr M K7 3K R i B P s B R - 0 Zo8 () (H5)
[ 25 5 Zx ) | Research of factors influencing severity of Tsai (N/A) (N/A)
atopic dermatitis YiGiien
3 190301 |&E P EEAAEE 2 et B AR R EA(E | PRiEEE () (H5)
[ 5 K] | B BRI % Chen, (N/A) (N/A)
The Relationship Between Quality of Care Pei-Hsin
and Quality of Life and Health Among the
Middle-aged and Older People with
Functional Impairments in Taiwan
4 210113 | &E S MAEHEEMAFEOE(L?EDE E=v/a= | (H&) (ER)
[ 25 3 2] |/kexin9 AU(PCSKO)IHIM & sF & HungKai (N/A) (N/A)
Registry of patients with atherosclerotic Huang
cardiovascular disease using proprotein
convertase subtilisin kexin type 9 inhibitors
5 221226 | #FEIRNAIREE Z B 2R At ke | PREEE (H&) (E8)
(5 1 X] | HEER RS Ching (N/A) (N/A)
Establishing and validating the case-finding | Hsiung Lin
strategy for COPD in never-smoker
6 221229 | WM EERUE R IE SRR EN | BT (&) (i)
(5 1X] | &5 ffm (NSE-S100B SxtEdhiim RS | Lin Yan (N/A) (N/A)
BV ) - FEFR EMS B2 K458 Ren
G ERE(LER
Developing the enhanced double
micro-channel immune complex electric field
detector and chip (NSE-S100B acute
ischemic cerebral infarction biosensor chip) -
applied to emergency medical service (EMS)
system and integrated data with visualization
management

6 H HI10H
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
7 230310 | DUSAEBR IR BTG IR B et R AR a5 R B | £ (&) (H)
(25 1 K] | AR E— AR AR R B RO | Wenfu (N/A) (N/A)
B= Wang
Develop dementia-related care based on
precision medicine and  evidence-based
medicine—construct the effectiveness of a
dementia case management model (Third
Year)
8 230422 | FEGIREBL L E TS B (A PR R IR | =R (i) (HE)
(25 1 K] W) 2 =RERHIRA (RIS + —IH[BIEAMERT| Ching Hui | (N/A) (N/A)
7% Huang
The relationship of iron status(+/-anemia)
and all cause admissions in patients with
heart failure with or without type 2 DM: a
retrospective study
() HEEFEE 2 45ZH 5 Report the final report for reference
BERTE | JFEEEHE
Fra% | IRB 45k s AT FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 201102 | BRI as B NI GEE IR A G E | R (9] (H%)
IRR 1 Yu, Chun- | (N/A) (N/A)
The correlation between the respiratory Hsiang
symptoms and quality of life in patients with
home mechanical ventilation
2 220626 | /|NEeUE A B AAIRA YRR A LR & S (i) (H%)
Identification and Suturing the Renal Vein of | Wu Shao (N/A) (N/A)
Mouse Kidney Transplants Yen
3 230203 |GHSERE B GOSN TR | (9] (H%)
a7 Jian Lin (N/A) (N/A)
Impact of comorbidity of psoriasis on
prognosis in head and neck cancer patients
4 230216 |5EFERHITAISRE ER RRE B AN HE A0S | FHRE (&) (HE)
ThRe iR 12 702 Li KANG | (N/A) (N/A)
Effects of elastic band resistance training on LAN
daily life function and grip strength of
disabled elderly at home
5 230225 | EfEFEFHE A BB AR R Sk IREE AR FFFE (GEY) (HE)
A~ BB SAERA R RS Ching Yi (N/A) (N/A)
Investigation of Knowledge,Attitude and Liu

Related Factors of Nurse on Incontinence-
Associated Dermatitis

FTH - HI0H
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EREE | JFEEEF
FFak | IRB 4Rt SrEHTH FF A | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
6 230236 | PR TR EREERBENERER-LL| BRESS (&) (&)
BRI LA T CHIA-FEN| (N/A) (N/A)
Exploring User Satisfaction of Smart CHEN
Healthcare Service Implementation-A Case
Study of the Employees of a Medical Center
in Taiwan
(7N) s EEE 2 4% s Report the terminated protocol :
FF% |  IRB 4wk shFE T FRA | BELE | FEER
230332 | EIDMbEEMEE . SESFEZEST | R (H&) Fa
AE CHEN, (N/A) File for
1 Establishment of objective diagnostic criteria JIA- reference
for tongue and lip diagnosis of digestive tract MING
malignancy
DVULER ¢ H A {EZE SRR - Bl

() FEEFEE 2 {EH 5 Report the suspended protocol @ (4 None )
(V) FEEFEE ZHIZEH & Report the withdraw protocol (48 None )

(JL) &z A2 E# 7 JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

EX##7F/ JIRB/ C-IRB/ NRPB
FFo% | IRB 4myk AT PR B FRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=475 Protocol title
L 200419 [CIRB] 109CIRB02027 |25 4 X )3 HEfs
HSIU CHENG HSU

LISMHEEE VDO (Lidofenac 1.8%)/aH R ixthae (e 2B 2W AR5 - —IHEBIEET »
SHEEENE - BERIR - B SEEYH IR 2 BRI

An Open-Label, Evaluator-Blind, Randomized, Active

Controlled Study of Topical VDO (Lidofenac 1.8% gel) for Treatment of Herpes simplex Labialis in
Immunocompetent Patients.

9 220620 [CIRB] 110CIRB11249 |8 HHZEHE 7R )& ERIZTT
Pei Yuan Su
—IEEE 2a B ~ BEMETEC - B - ZH0akls o EREIEM: B B R BRsE 2RI 281
¥Es AB-729 F1 VTP-300 #Y A3
A Phase 2a, Randomized, Blinded, Multicenter Study Investigating a Combination of AB 729 and
VTP-300 in Virologically-Suppressed Chronic Hepatitis B Participants
3 220922 [CIRB] 111CIRB06104 |$HHZE5E 5K ()& MERRE
Sheng Hao Lin

H8H HI0H
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ON TARGET : —TH55 3 HiZ ., ~ BEREEC ~ 5 LRI IAE g - ST crofelemer HIjA {3
ZREEAE RO AR EUR R B AR L T 2 BRI N BB Y THI RS R 61

ON TARGET: A Phase 3 multicenter, randomized, double-blind placebo-controlled trial evaluating
crofelemer for the prophylaxis of diarrhea in adult patients with solid tumors receiving
targeted-cancer therapies with or without standard chemotherapy regimens

221126 [CIRB]) 111CIRB08154 |8 ZEEE 4 X HJE& R
Jin-Ching Lin

PRETHL OX40 BERPASeXE] BGB-A445 &ffHl PD-1 EFRGUAG tislelizumab FIFHRHAE
AGRER B E 2 et - M2t ~ VB DB RS DRSNS 1 B

Phase 1 Study Investigating the Safety, Tolerability, Pharmacokinetics, and Preliminary Antitumor
Activity of the Anti-OX40 Agonist Monoclonal Antibody BGB-A445 in Combination With the
Anti-PD-1 Monoclonal Antibody Tislelizumab in Patients With Advanced Solid Tumors

221206 [CIRB] 111CIRB10204 |S¥HZEZE 5K ()5 PR A
Ta Cheng Chen

—IAZEZ 0 ~ BEOEC - B - 8T - ST H S EREN S = A5 - 5T
1Ak FXla {177 asundexian (BAY 2433334)ﬁHJ3A 18 % s A b2 B2 815 > DATERGAE
s R LRl PR A iy o S P S P 72 38 A i 71 14 P

A multicenter, international, randomized, placebo controlled, double-blind, parallel group and event
driven Phase 3 study of the oral FXla inhibitor asundexian (BAY 2433334) for the prevention of
ischemic stroke in male and female participants aged 18 years and older after an acute
non-cardioembolic ischemic stroke or high—risk TIA

221218 [CIRB]) 111CIRB10211 | ZEFE 2 X HEFE 1R REE L
Sheng-Hao Lin

—IEEE 3 HAMEIRYEC - PR IRE S - B AERS IR NFEftE e B nEE — 4 aE +
S EE &R » 55 2 35 Pembrolizumab Eid Hyaluronidase 2 #8775 ( MK-3475A ) fH#L

A BG4 Pembrolizumab (yZE4 8 ) 22022 42 M
A Phase 3 Randomized, Open-label Clinical Study to Evaluate the Pharmacokinetics and Safety of

Subcutaneous Pembrolizumab Coformulated With Hyaluronidase (MK-3475A) Versus Intravenous
Pembrolizumab, Administered With Chemotherapy, in the First-line Treatment of Participants With
Metastatic Non-small Cell Lung Cancer

230514 [CIRB] 112CIRB02016 |$EHZEE 4K )% BR<FIR
SHOU TUNG CHEN

—IHE g E R~ B - oL EiER o BF G GIREDESTRANT ﬁnL
EVEROLIMUS AHEZHY B8 AlEE E HY N 73 bR A0 L EVEROLIMUS IR R 2R 2 #ah T
FURINBRAERRNT 288 (HER2) [RMEAS G s M AL B T el 2 = 1k
A PHASE 11l, RANDOMIZED, OPEN-LABEL, MULTICENTER STUDY EVALUATING THE
EFFICACY AND SAFETY OF GIREDESTRANT PLUS EVEROLIMUS COMPARED WITH
THE PHYSICIAN’S CHOICE OF ENDOCRINE THERAPY PLUS EVEROLIMUS IN
PATIENTS WITH ESTROGEN RECEPTOR-POSITIVE, HER2-NEGATIVE LOCALLY
ADVANCED OR METASTATIC BREAST CANCER

200326 [CIRB] 108CIRB05079 |HAfsze5EE 4 X )58 PREEfAE
Sheng Hao Lin
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—IEE =M ~ BERE ~ BER SR - st R A RIAT- 286 (EGFR) 51288 7 JeyEiit B
RS IR/ NIRRT S > BP(L L osimertinib £ A EA OF FH SEJEEEYI_E pemetrexed {Ef5E
{E R —4R /65 (FLAURA2)

A phase 111, open-label, randomized study of osimertinib with or without platinum plus pemetrexed
chemotherapy, as first-line treatment in patients with epidermal growth factor receptor (EGFR)
mutation-positive, locally advanced or metastatic non-small cell lung cancer (FLAURAZ2)

9 170313 [CIRB] 106CIRB01020 |#XiF ¥)%& Rtz
Hsuan Yu Lin
—IEGHEHE RIS M B R FOMES R (INHL) B35 PISK I copanlisib & G
A e LR R S e PR 111 B~ B D B ~ 5 ~ 988 2 rhu0aR- CHRONOS-4
A Phase Ill, randomized, double-blind, controlled, multicenter study of intravenous PI3K inhibitor
copanlisib  in  combination  with  standard immunochemotherapy  versus  standard
immunochemotherapy in patients with relapsed indolent non-Hodgkin’s lymphoma (iNHL) -
CHRONOS-4
220501 [CIRB] 110CIRB02025 |4&5% )& ilfEae
10 . .
Nan Ying Chiu

—(EEAEEE 55 N5~ SepLath - AT © BEOTIR - SEEZCRIMEIRSR -
NaBen (ZHIfgsy) > —fE D-fgEReE LPEHIGIR] > (5 Rpl SRR IHE Z BB RIARY 4
VSRS

An  Adaptive, Phase IIb/lll, Multi-center, Prospective, Randomized, Double-Blind
Placebo-controlled Study of the Safety and Efficacy of NaBenR (sodium benzoate), a D-Amino
Acid Oxidase Inhibitor, as an Add-on Treatment for Schizophrenia in Adults




