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HREME

Optimal Duration of Anticoagulation Therapy
for Isolated Distal Deep Vein Thrombosis
in Patients with Cancer Study
(ONCO DVT Study)
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(1) FRDOEM

NABBICEWTHRICRRSA-TRERHOFRPHIRMISEDBREE. SHAMDOIRFH /Y
SAAEE¥ (Short DOACHE) L12 AR TR XY/ AEE (Long DOACE) ICHEMEAIZHEIY 1+, ZRER
BikmizED K12y A OBIROIEEREOERREVHLAAR U FOREEEFFMT S,

(2) REBRDT7x—X_Phase
%5448,/ Phase 4

(3) LEMIEERBAE T ER
20194F4A1H

(4) EHEHM
20194F3A 250 ~20224F4A 1R

(5) REPEHEREHR
600%E 5l

(6) ERDTEFE.~Study Type
Tt A%/ Interventional

(7) REBRDTH 1> ./Study Design
1) Bl A% ESIE R

Allocation : randomized controlled trial

2) BRL - FER

Masking: open (masking not used)
3) X EFEHE

Control: active control

4) LA E  WITHM LR
Assignment: parallel assignment
5) AR B AR

Purpose :treatment purpose

(8) fRERSM O MREETR
TL
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9) ERERBIREREY HE: BFK

Country name: Japan

(10) AN REDERELE

1) E1=-5RIRE#E Inclusion Criteria
NAEHOTREBREDVIAFAICR O BETHhARRKICKSABRRUBRFHMNFTES
h5B&E

Patients with newly found isolated distal deep vein thrombosis complicated with active cancer who are
scheduled to be treated by anticoagulation therapy.

2) F¥1-5&5+E#E /Exclusion criteria

1. 5§ E (Index) DARU M T HHBERE (N2 -TFFIRYRXJR T )L I 7)) -DOACH)
A BYFFFO10BFIYAMICEARShTOSEE (=BYRITIEREERHEI10B LINICEET S)
2. BEERWRIC, VIEICHTAaR-BRFPUHIOBNTORBERE, ELIIVIEISH T HEH
S CohBRERENBICREFDBE

. M BRAE - IVCOLILE—DBANSE (Index) DA R MFIZEBESH =B E

4. JLFPF=VILTIVR(OLFF=ohoDRERKITES) HR30 m/minkBEDBE

5. EMFPERMNIDAUTERRAENSBE

6. PEO&H (EERDARZM DL ZRBHL8E

7. HUEMARERICEMT 5B ECTHLEHIMNHLI-BE

1. Patients with anticoagulation therapy for the Index event before 10 days of allocation.

2. Patient under anticoagulation therapy for the purpose of other than the Index event.

3. Patients with thrombolysis therapy or IVC filter at the Index event.

4. Patients with creatinine clearance less than 30 ml/min.

5. Patients who are expected to have a life prognosis of 3 months or less.

6. Patients with pulmonary embolism.

7. Patients who are not appropriate for the participation of the study.

3) T~ Age Minimum

207% .~ 20—year—old

4) i3 EFB.Age Maximum

$EL . None

5) {43/ Gender

Bt-%&t%Both

w

(11) chik E#

MRREREMIL, FEBRBABRICHICHONA-ERICKY., HBARORSETEHEICEAL
THRBR#KICEXGRERHIENALSNHLE--BE X, RROBRMPIEF - (XD OREETT
5. MEREEMARBROBHhIEDREEZT-BEIE., EOHNICREEEBE DR BT ELM

ICHREDOFIE, BIUTOEREZXEICTRET 5,

(12) % & & B 44 .~ Health condition(s) or Problem(s) studied
FEPE2AR MALEE.~Deep vein thrombosis

(13) T ADAE / Intervension(s)

3D AMD TR Y/ 8% (Short DOACEE) L1220 AR D TRFH /3> ;8B (Long DOACEF)
Three months of Edoxaban treatment group (Short DOAC group) and 12 months of Edoxaban treatment
group (Long DOAC group)

(14) F -3 5L’ B .~ Primary Outcome(s)
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120 A DEEEDVIEOBR AR/ VTEEEETARUF

Symptomatic VTE recurrence event / VTE related death event at 12 months.

(15) BIRp97: 515 B .~ Secondary Outcome(s)
120 A OXKH M (ISTHE %)
Major bleeding event (ISTH criteria) at 12 months.



