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HANE® (Basic information)
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A B & (Official
scientific title of

AR AR E R B M bR E BRI
TEINFAY VIBABEDS RS

double-blind,

placebo-controlled multi center clinical

Randomized,

the study) v MU EERREEBER trial for the prevention of chronic
lung disease in extremely low birth
weight infants with inhaled
fluticasone propionate
HEREHE % (Brief | KN EARE ROBMMEE FF5ICA | Randomized,  double-blind, multi
title) T 5 I7I)WVF N IR AFERAR center clinical trial for the
prevention of chronic lung disease in
extremely low Dbirth weight infants
with inhaled fluticasone propionate
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e HIRE (Official scientific title of the study)
NADEH, HFREE. 77 MHL, BBRTYA VICATIHERRENZENET,
% : 5258 ABC 2§ 2 OO0E & X XBEDEMME L RMICET 24 — 7> SRS HRERS > ¥ Lk

W TTEFRALLBGHER

T ; GlEARNMEE (Brief title)
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&g g (Condition)

HAZE W
NERERH AEEHEREIR (St hREE chronic lung disease in extremely low
birth weight infants
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H# (Objectives)
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(SEAmERR0FI M)
(SmEHE)
(EH%)
(BB )
(ZDfts)

(3%RAEY)

(R¥589)

HAEE a
By 1 E# 24 BERLINICBIG T 2 7V FHY | To study the  efficacy  and
(FEabaddk) Hjﬁggg\ﬁﬁ;ﬁvﬂéﬁi fﬁ? ;%: 7;; g § EE complications of inhaled fluticasone
Lz, BEHEKREROR ETH 2 | propionate  started within  24hours
BERTIDEIPEREITHI L, after birth for the prevention of
chronic lung disease in Japanese
extremely low birth weight infants
HiY 2 O #&etf O EYohRe
(EB7o A4 |0 Bak O FEh%
FHlEE ) B ZetaHE O KWEhResE 1%
O &P e ERRI E S O Zoft
O &WEsgfiat
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EER. 70F > SEFERBVENMAILBVTHRILT %,
EXREOFEEAICER T 2HRCPEEREAREERIT T2 HICRRY B
B, BEER. DV F >, BEFEBVLEAANCBVWTRILY %,
EMBEEENHFEBRMSOBNE L o 1258

FEROoOWTFNIZEZH L

NNEOERMFE R C R fERT 2B T RERGTEHHEEML (RELTR
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#Hifli (Assessment)

BAE HEE
FE7Y bAA AR ENERINICR T CE 5 F O | Number of days of oxygen therapy
FHHEE HE
(FoibzeH#R)

HERT Y1 > (Study design)
HAZE HE
REROFES B T AHR O SRR

(ATFTREAARBROBSITDETT, BRERTIIADULENT(ZE N, )

HEFFAY

B OGRS O Zox4—n—RE O BEFYA L mE
O #ks - KBS

W > 5t O 5k

D BN
724 KMk

F—7r O F=TUEDPHEED T4 MEnTn3

O
(Etk) O BRSMEHBTS54 > MEIh TV B HEEHKR
O MAEMBEREED 754> MEEh T 28GR
B E5R
Iy ho—) B 75ER/vr AxE O ER/AREEstE O AENR
O

X MVUAV O EppgdE O SR

BExH 74— 5113



RIRBDES :

(YE1TE¥RILEER) BMEH. 2 DU LDEROBEDOAD 1 DIZETIF S h B,

(7 0RA—IN—FE8) ITRTOSNEEX. B—D 2 DULOBEEDONAERIFEIH NAERITBIEF
HREE 3,

(BATH 1 >) BHONAD. R DHAEOEZERANWT. 2 DU LDON AL FRIZFET 2

(BiE¥) TRTOEMEHR—DN A% FRFZHER,

(#f - HKIRE) RifSOR2M %M T 280, BEOERLADEN. 55 L\ (IREL -
FHHEEE L TRITHERICS | S R 255,

ERE PN (o) tivi
(f851) SMEBRABRMLUTEIDFIFS
(5:6) H3FMEE > EFREETEHOTIFS

BIZIE, FERES > FLMET B WIBPRKRILIZS T ALMET B, &L

BT — REMBRE

(FhsRE$3) NASNEENEHTHZESH T, SSTEOMBICE L TEFMIZEREToCL 3, &
fF3— KlE. ZOBSEOMBN 5L LSS N,
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ft A (Intervention)

BAEE BEE

(UTFREAARROBAIIDETT , BRERTREADLZVT(EIN, )
BH (arm) 28
NADBK W7

O ¥ - B2 - B

O 2

O%EF- ooV T - bL—=2UY
ST ADFER BEXS Ovrssy O&EF O/ O BEHEBE -
(BHECERA]) O 78 - B8 O F&

A1 (FoabacHEr)

BERBAERERICBNTIVF A Y
% 24 BRLIAIZ 1 [E] 1 puff (50
wug/dose) 1 H 2[Rl 12 KefEfEic 6 8
%59 %,
BLUKE L=GEE. ZOREATERS
BT 5,

Fluticasone propionate inhalation of
50mcg/puff will be given every 12
hours started within 24 hours after
birth for 6 weeks or until extubation in

extremely low birth weight infants.
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EEM: (Eligibility)

HA<E BEFE
F& (TR) 0 ( »H. 0i8) (BAlk. &bE). O #HRL
F& (ER) B ( yA. 08) (LT &) O #ARL
M5 O% 0% B Bl
EIRALHE | (D) HAEEKED 1,000 KDY | (DExtremely Low Birth  Weight
(Feabag#Er) HhE R ' Infants (weighing less than 1000g at

(2)#5pata D 44 24 BFREILIPICH] | birth)

HRARAEH (2)First inhalation to be given within

()FEBED . A THSEREDNERSE | 24 hours after birth.

BT, WEF 2 —T7FN 2.5m LLED | 3)Mechanical ~ ventilation — with

SEH intubation (2.5mm and over in tube's

(M) ARFKERIZSMT 2 Z L DOEBME | diameter)

HE (REE) »HELNTVWBIEES | (WInformed consent to participate to
the study 1is obtained from the
guardians

PRA\ELHE (1)BumsE, k. ZoMEERAM | (1)Subjects with sepsis, pneumonia or
(Roabao#R) RYYEE G LTWB IR severe acute infection
Q)EERRHMEEREDOH 2R (2)Subjects with severe liver
( GOT(AST)>100,  GPT(ALT)>100, | dysfunction.

D-Bil>2 oWwIFhhZiw/=7) (3)Subjects with suspected

(3) a4, RIS R EMEER T | iomunodeficiency or abnormal adrenal

PREbh3R function. A

W)ay ro—-NVARERMEREOH | (4)Subjects  with  uncontrollable

3R (EIkE 180mg/dl LA E. {KIMEE | hyperglycenia

40ng/d]l kiEZE 1 BITHFH=LEIR) | (5)Subjects with  uncontrollable

(5)a> bO—NVARREMEDH % | hypertension

R (SUE A I > 100mnHg ) (6)Subjects with severe malformation,

C)REEREIBIEDND RIB X | highly suspected chromosomal

VCEEOHE., MNLfEEICEEZEIS5 3 | abnornality

32 ERD R (F  SREBIEAE | (7)Subjects with renal dysfunction.

XEE RN (8)Subjects judged by  the

(MBHMERTEOH R (IF|investigator to be inappropriate as

Cr>1.5mg/dl > FRED 8 Wi fse | study subjects.

L 0.5nl/kg/h LAF) '

(8) Z ofth, AABRFAEEEBT X 7= 1355/

YERIDARABRONZ L UTCFET &

1M U 7= SEH

BAERE B E R 416 1
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EH{Fih%#H (Research contact person)

HERINEHEED (Public contact)

HAGE WEE
B NE S A A2 Tomohiko Nakamura
PR KBRS ERIEN Z ¥ HiEkc Nagano Children’s Hospital
FrIEARE wraRE Division of Neonatology
{¥FR EHERZEHTHEF 3100 3100 Toyoshina, Azumino city, Nagano,

Japan

A:E

BERZI Emb

Nagano Children’s Hospital

&S

1EHOEEMRE (Organization sending information)

e RE

Division of Neonatology

HAGE BEE
EEEH EpE Shinya Hirano
(S A T RBERARER Y bU—2 Neonatal Research Network Japan
P& R RSB FRERESERL L ¥ — Osaka Medical Center for Maternal and
PR = child Health
Clinical Trials Office
e KB rFfn R v B s BT 840 840 Murodo cho, Izumi city, Osaka,
Japan
BEE 0725-56-1220
E-mail shirano@nmch. pref.osaka. jp
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2R P — (Sponsor)

HAZE WEE
KRB HHEREERAZFY bT—2 Neonatal research Network Japan

FREREOBZ L FFITT, COBKFRICENTE ML) EHVFEEA

&AL HER(Funding Source)
HAGE BEE
AR = Eraias it ) E&HERI R E Ministry of Health, Labor and Welfare
HBoOX 7> B EE¥%5mE O ERlEd O BMokES
O BF O gRiizE O BIF#ZE
B E HA Japan

ECHSEBEES FRWTRET AEBEHER T, MUy TNoney & LTLESI L,

Z DD BEHEE (Other related organizations)
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HAGE

IRB ##&5%
HAE W3R
ik e EHRII LR REREEER
fEPT ERRZEHHER 3100

G 0263-73-6700

ngchni

@naganoch.gr.j

(Frf. BEES. BFA LT FLREGERLTESE L,

GP ETHELTWS IRB THEIRENH D T,

EREEFESOFIE T 2400 IRB 15T T 3158  REFTEME WU TH S I hbMBEME
LTEEBLTCES L,

Bl : OOXFHmREEBZRS
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ZofboEMRIEHR (Other administrative information)
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— R RER DB S . ZREFEO LB O, BMBOER- HAANBB T EAZBERICRELET.

A7 A—Ah 12113



HEBAEBIRI (Progress)

B&EE HEE
| ABREBIAR | B HEEw O shiEsEsEd O SmEsEdw
O SmEHEELT-ABHED O bt O HBRET
7o ra—-)y 20005 11 A 14 H
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B8k - SHANBEG 20068 5 H
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73 0—8KT 2011 65 A
(FEH)

BE#tEH® (Related information)
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