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HREE

Optimal Duration of Anticoagulation Therapy for Low—risk Pulmonary Embolism Patients with Cancer
(ONCO PE trial)

BABHOEI RVMEREEE ORELHABRREDRSHMEERIEI MR

[(BAEGDEYRVGEREBEITHTHEABRRUBRETHORHDYN—OFH/00
6 M AR GEHRE) D5 LLRLT 18 M AR (RAIRE) ORE5OHRAKERI T HE]

(1) ARDOBM

EEMENAEETIRETHLNERENRON--8EZE 6 HhARD Y/ A—OFY/\VARE
(Short DOAC ##) & 18 ™ ARIDY/A—OFH/ U758 (Long DOAC ) I[THEMEAITEIY (L. R
FEDZ R 18 v A DFBIRMAEERFEDOERRVHOAARUCOREREZTET S,

(2) REEDIx—X . Phase
% 4 . /Phase 4

(3) fEGIEERBAMR T E R
2021 £1 A1 H

(4) EFEXAR
JRCT & H~2023 48 A 31 H

(5) EF EWEMREH
330 fE

(6) HAERDIEFA.~Study Type
N+ ABZ.Interventional

(7) RERDTH A/ Study Design
1) Bt A& WIEAILEEE
Allocation: randomized controlled trial
2) ERL:-FEER

Masking: open (masking not used)

3) xSRI

Control: active control

4) HBA kL WATHE LR
Assignment: parallel assignment

5 HIREM: A
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Purpose:treatment purpose

(8) RERSGERAMBER GL

(9) RERDIRZEREY HE: BF

Country name :Japan

(10) ARHREFDBEIEELE

1) FE1=%:BIRE# /Inclusion Criteria
OFEBMENAZETIRETHLNEREN R OO -1 BE ThRBERECKIARRUVBRETHMN
FPESNDEE

QSR PESI a7 1 UTOES

1. Patients with active cancer (solid and hematologic malignancies) presenting with objectively newly
confirmed PE who are scheduled to be treated by anticoagulation therapy.

2. Patients with an simplified PESI score of 1 or less

2) E1-5kR51EZE /Exclusion criteria

1L UNR—OFYN\UHAEZORE (BERMICEXGERBZEIS8E. HIEEORNEXLOBE. &
B P OB E . FIRFTREEA HEHH S CIXBEL T 153 THAHE | L) cytochrome P-450 3A4
BREHI® P BIVIEEREGRAPOBELL)

2. K FEN6MNAUTERATENGESE

3. BEDREMNFONGELESE

4. EHEMAHRICSNIIENBEYTHOEHIEL-BE CEEEHMORBHIOURIA B E
F)

1. Contraindicated patients for rivaroxaban (Clinically significant liver disease, Bacterial endocarditis,
Active bleeding, Inadequate contraceptive measures if of childbearing potential, Concomitant use of strong
cytochrome P-450 3A4 inhibitors or inducers or P—glycoprotein inhibitors or inducers, etc)

2. Expected life expectancy <6 months

3. Patients who do not provide written informed consent.

4. Patients who judged to be inappropriate for enrolment by the physician (including patients at a high risk
of gastrointestinal or genitourinary bleeding)

3) FEITBE.~Age Minimum

20 &%~ 20-year—old

4) 5 LR ~Age Maximum

80 .~ 80-year—old

5) 143/ Gender

Bi%-%& 1t Both
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(11) AubE#E

MARKRENMS. FERBRFABRRICHIC/OAEBRICKY . ARAERORLET-(XFEICELT
SERMKICEALGCHBRH S ENHLILEIGE X, RO B P F (X OREEITS.
HRAREMIHBROBHARILDREETo-BE L, EOMICEEERMBEOMRETENMICHH
ZOHIE, BLXUFOEHREXEICTRET S,

(12) ®HREHE L . Health condition(s) or Problem(s) studied
[fiZ242E .~ Pulmonary embolism

(13) f* ADAZ . Intervension(s)

6 MARDY/—OXxH /B EE (Short DOAC #) & 18 MARD Y /\—AOFXFH/\AEE (Long
DOAC #)

6 months of Rivaroxaban treatment group (Short DOAC group) and 18 months of Rivaroxaban treatment

group (Long DOAC group)

(14) X1-5EFMIE B .~ Primary Outcome(s)
18 h A D VTE OB AR+

VTE recurrence event at 18 months.

(15) EIXRKI7:FFEIE B .~ Secondary Outcome(s)

18 hADKHMA R (ISTH &)

Major bleeding event (ISTH criteria) at 18 months.

18 7 A OERER MICRRE &7 A K H i LA S+ o) H ifn

Clinically relevant non—major bleeding event at 18 months.

18 h A DEERMICFEIREL %52 TO H i (KH fn+X H ifn L4} o) H ifn)

All bleeding event at 18 months

18HhADETORT

All-cause death at 18 months.

18 » A0 PE BS:E#E%E =

PE-related death at 18 months.

18 HADHMERIZLHFET

Bleeding-related death at 18 months

18 H A DIEEMED VTE DBFHRA R

Symptomatic VTE recurrence event at 18 months.

18 HADBMBMLEROAEER

Adverse event during invasive procedures at 18 months.

3HhA M PE BERL. R VIE DBR., RUXHM(STH &E#) DESTUFRIUH
A composite of PE-related death, symptomatic recurrent VTE, and major bleeding (ISTH criteria) at 3
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months.

3hA®M PE BEEL

PE-related death at 3 months.

3 7 A DfEMRE VIE DBRAR U+

Symptomatic VTE recurrence event at 3 months.
3HADKHMAR(ISTH EZE)

Major bleeding event (ISTH criteria) at 3 months.
SHADARZELE-BREIVHMA RO FHE

VTE recurrence or bleeding events requiring hospitalization at 3 months



