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HREE

Goreisan for Heart Failure Trial
(GOREISAN-HF Trial)

[SomDRE (DERE) BEICE TS EAFHENZEOREICH T A MEERILT HHE]

(1) AROBH

RS MEDTL (DMERE) LlEh , ABRLGo1-BEE. L—TRREER KR ETIRFHRE
DBEHAINIFUEEZEEL TR ARICEDTHEEMZ S UL (BEHE) LR (EEFEM
B ICREAICRYRIT, BIVRITR 120 ADREICH T 5B MEZETTE T 5. T-AHLLICREEHE
BEOBREMN12HAICETIMRRTHFETENRL, AFHREROFLFTHBICHITIERTLHL
KEFBAROEEIVRRAUMIDWTOENEEREET S,

(2) RERDT7x—X./Phase
% IV 4./ Phase IV

(3) WA

JRCT #1EIA3& B(2020 ££ 12 A 22 B)KVYEGHAMK TR 12 h A OEHHAB O DS
FTELBITAKRTTEETCGRCT WEIAKAND 5 £F5E)

(4) BEZRIM
JRCTHEIATRBXY 2 F452FE

(5) T EHEREH
2192 FEHI

(6) HAERDIEFA.~Study Type
7+ AB#ZR.Interventional

(7) RERDTH A/ Study Design

1) Bl A% BAF &L ELE

Allocation: randomized controlled trial

2) BRI EER

Masking: open (masking not used)

3) Xt I (PEKAE) X
Control:active control (standard treatment)

4) HEBAEK WATHRE LR
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Assignment : parallel assighment
5) AR B KBk

Purpose:treatment purpose

(8) fRERS\ Gt FIMER
Tl

(9) REREDIRZEEREY HE: BFR

Country name :Japan

(10) BIRAMREDBEIFELE
1) E1-5BREHEE /Inclusion Criteria
o IJIIVHLPWEBELE-TSoOMELTFLEE
Confirmed congestive heart failure (CHF) by Framingham criteria
o IDERIE (REETE) OBIRE 1 DRI EHFT S THRRIE. MK, fi5-mm
CHF patients with cardiac edema and signs due to cardiac edema (signs of fluid overload: i.e. lower limb
edema, pleural effusion, or pulmonary congestion on chest x—ray)
o B EXEF NT-proBNP2300 pg/mL £ L<Id BNP2100 pg/mL %i#if=3"
Elevated NT-proBNP2300 pg/mL OR BNP2100 pg/mL at enroliment
e FEMWMLULOBE
Patients 2 20 years of age, male or female
o AVITF—LFAVEVINARONSEE
Provision of signed informed consent before any assessment is performed
2) FE1-BFR5VE#Exclusion criteria
o BRI 12BLADDEBHABREFHLLIIERRFESATNSES
Valvular repair/replacement within 12 weeks prior to enrolment or planned to undergo any of these
operations after randomization
o ERRAT 12 BALADEADER—RAA—H—BELLIEEHEFEIATVSESE
Implantation of a cardiac CRT within 12 weeks prior to enroliment or intent to implant a CRT device
o DEBHEECHMAIDBEEDLLJIIEFRRPEINATNIESE
Previous cardiac transplantation or implantation of a ventricular assistance device or similar device,
or implantation expected after randomization
o  REIBAR 2L (eGFR <15 mL/min/1.73m?) & &
End-stage renal failure (¢GFR <15 mL/min/1.73m?) at enrollment
o HMPERMAE6HALUTERAFTNLESE
Patients who are expected to have a life expectancy of 6 months or less

s RANMHEERHOBSE

Acute coronary syndrome at screening
o WIRPHLLLIIZDOTEEMDHLEH

Women of child-bearing potential OR women who have a positive pregnancy test at enrolment or
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randomization

o EBRFICEKICEFHRZEECEAZEDOERMARBEZESN TL\HEE (FARE )
Patients who are being treated with Kampo (herbal medicine) at enroliment

o EFHEBMMSLNOIENERINTNEIESE CFEVTLILXF—2ED)
Confirmed poor tolerability of Goreisan (including cinnamon allergy)

o BPYEMAEMRIZBSMTIENEUTROEHEHLI-EE
Patients who are not appropriate for the participation of the study

3) £ TFR.~Age Minimum

20 &% .~ 20-year—old

4) i EBR.~Age Maximum

#&L.None

5) 1435l Gender

HBi&- &% Both

(11) FubE#E

MRRKREMS . KARBBRICHIC/ONIBRICEY . IRAEORLER-(IHEIMEICELT
ARBBRICERCEBAH D ENHASNILSIGE . HARORAPIEFEPHOREEZITS.
HRRREMVPHAROERHMPILDREEZITo-HS . ELHNICEEERBE O R EEEMHIH
ZOHIE, BLUFOEHREXEICTRET S,

(12) WREE L. Health condition(s) or Problem(s) studied
S5-I F L./ Acute congestive heart failure

(13) S+ ADAZE . Intervention(s)

BEANREOREEH SV I ILZERL TEFHEZBMTETHH (AHHH) SRELRBEGERSF
)

Goreisan treatment group adding Goreisan with the intention to reduce or discontinue the existing

diuretics (Goreisan group) and standard treatment group (No Goreisan group)

(14) EEIVFARA> ./ Primary Endpoint
FENEE

Improvement rate of cardiac edema

(15) BEELEIRITUFARA ./ Important Secondary Endpoint
2RCHLITEARDEEIVRRIVE

A composite of all-cause death or hospitalization

(16) BIXRT>FRA> ./ Secondary Endpoints
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o IL—THRXERAAENEL
Change in loop diuretic dose
o BHEAIVFRAUF(eGFR DELL., MFILT7F_UEDMEIL. FHT, BRI, Bik3E)
A composite renal endpoint event (decline in eGFR, doubling of the serum creatinine level from
baseline, dialysis, kidney transplantation, or renal death)
e eGFRODZEIE
Change in eGFR
o RAMAEER
Adverse drug events
. &5-MRa7
A composite congestion score
o ZRTHLIDFEZBARDESER
A composite of all-cause death or rehospitalization for HF
o IDFEEAR
Rehospitalization for HF
o 2R
All-cause death
o FEiDfig- M E 5
Non—cardiovascular death
o Z2TOEAR
All-cause rehospitalization
o EHEEHEEIZISIAR
Hospitalization for worsening renal function
o [2EEAEE QOL(HRQL) : KCCQ-12, EQ-5D-5L, OTE
Health-related Quality of Life as assessed by the KCCQ-12, EQ-5D-5L, and OTE
o ER-BHMA
Patient—assessed symptoms and physical examinations
o NYHA DBRES S
NYHA functional class
o /AT —h—: NT-proBNP {E%
Biomarkers (e.g., NT-proBNP)
o TEfR
Arrhythmia
o JHZEE (RIEEE -(XEEENH M)
Stroke (Ischemic or hemorrhagic stroke)
o INTO—IREE
Echocardiography parameters
o EIYfFHR 12 h ARDIREERZZEH R U ARE S
Number of urgent outpatient visits and hospitalizations from the time of randomization at 12 months
o EYIHER 12 h AFEROEEERE (HHEX)

Direct healthcare cost from the time of randomization at 12 months in a subset of patients



