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2014/3/27

UMIN-CTR Version 1.1
UMIN-CTR
(Basic information)
(Japanese) (English)
(Official scientific
title of the study
(Title of the study
(Brief title))
O / Japan
(Region) O /Asia(except Japan)
O /North America
O /South America
O /Australia
O /Europe
O [Africa
Official scientific title of the study
ABC o X X
Brief title
o ABC o X X ABC
x ABC

1/14




2014/3/27

Condition
(Japanese) (English)
(Condition)
gynecology
(Classification by O /Medicine in general /Pediatrics
specialty) O / /Ophthalmology

O Gastroenterology
O /

Hepato-biliary-pancreatic

medicine
O /Cardiology
O /Pneumology
O /

Endocrinology and Metabolism

O /Hematology and

clinical oncology

O /Nephrology
O /Neurology
O /Clinical

O O immunology
O /Psychosomatic
0O O Internal Medicine

O /Infectious disease
O /Geriatrics

O /Surgery in general
O ( )

0O O Gastrointestinal surgery
O /
O Hepato-biliary-pancreatic

O O surgery

O /Vascular surgery

O /Chest surgery

O /Endocrine surgery
O /Breast surgery

O / Obsterics and

ooooooooboobooobooobobobooboboobooooaoao

O

/Dermatology
/Psychiatry
/
Oto-rhino-laryngology
/Orthopedics
/Urology
/Radiology
/Anesthesiology
/Oral surgery
/Neurosurgery
/Cardiovascular
surgery
[Plastic surgery
/Aesthetic surgery
/Laboratory medicine
/Operative medicine
/Emergency medicine
/Blood transfusion
/Intensive care
medicine
/

Rehabilitation medicine

/Dental medicine

/Nursing

/Not applicable

/Adult /Child

21/ 14




2014/3/27

/Malignancy
(Classification by /Others
malignancy)
IYES
(Genomic information) /NO
Objectives
(Japanese) (English)
(Narrative objectivesl)
[Safety /Bio-availability
(Basic objectives?) /Efficacy /Pharmacokinetics
/ /Safety, Efficacy /Pharmacodynamics
/ / /PK, PD

Bio-equivalence

/Others

(Basic objectives
-Others)

-Not selected

/Confirmatory

(Trial characteristics_1) /Exploratory /Others
-Not selected /Pragmatic
(Trial characteristics_2) /Explanatory /Others
-Not selected /Phase
(Developmental phase) /Phase | / Phase
/ /Phase I, / Phase
/Phase /Not applicable

31714




Assessment

2014/3/27

(Japanese)

(English)

(Primary utcomes)

(Key secondary
outcomes)

4] 14




2014/3/27

(Base)
(Japanese) (English)
/Interventional / Interventional,
(Study type) /0Observational Observational
/
Others, Meta-analysis etc
Study design
(Japanese) (English)
/Parallel /single arm
(Basic design) /Cross-over /expanded access
/Factorial
/Randomized /Non-randomized

(Randomization)

(Randomization unit)

-Not selected
/Individual

/Cluster

/0pen -no one is blinded

(Blinding) /Single blind
/0pen -but assessor(s) @ -investigator(s) and assessor(s)
are blinded are blinded
/Double blind -all
/Single -participants are involved are blineded
Blinded
(Control) /Placebo /Dose comparison
/No treatment /Historical
/Active /Uncontrolled
-Not selected /YES
(Stratification) /NO
-Not selected /YES
(Dynamic allocation) /NO

(Institution

consideration)

-Not selected

/Institution is considered
as adjustment factor in dynamic

allocation

/
Institution is considered as a block
/Institution is

not considered as adjustment factor

51/ 14
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-Not selected /YES
(Blocking) /NO
-Not selected /Pseudo-randomization
(Concealment) /Central registration /No need to know
/Numbered container method

6/ 14




Intervention

2014/3/27

(Japanese)

(English)

(No. of arms)

(Purpose of

intervention)

[treatment

/Prevention

/Diagnosis

/Educational,Counseling, Traning

(Type of intervention)

/Medicine
/Vaccine
/Gene
/Food

O O o g

O /Device,equipment
O /Behavior,custom
O /Maneuver

O /Other

(Interventions/Control_1)

(Interventions/Control_2)

(Interventions/Control_3)

(Interventions/Control_4)

(Interventions/Control_5)

(Interventions/Control_6)

(Interventions/Control_7)

(Interventions/Control_8)

(Interventions/Control_9)

10
(Interventions/Control_10)

(Eligibility)

(Japanese)

(English)

(Age-lower limit)

lyears-old /months-old

/Not applicable

/weeks-old /<= /<

7114




2014/3/27

(Age-upper limit)

lyears-old /months-old

/Not applicable

/weeks-old /<=

/<

(Gender)

O

/Male O /Female

O

/Male and Female

(Key inclusion

criteria)

(Key exclusion

criteria)

(Target sample size)

8/ 14




Principal investigator

2014/3/27

(Japanese)

(English)

(Name of
lead principal
investigator)

(Organization)

(Division name)

(Address)

(TEL)

E-mail (Email)

Public contact

(Japanese)

(English)

(Name of

contact person)

(Organization)

(Division name)

(Address)

(TEL)

URL (Homepage URL)

E-mail (Email)

Organization sending information

(Japanese)

(English)

(Name of
person sending

information)

(Organization)

(Division

name)

(Address)

91/ 14
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(TEL)

E-mail (Email)

Sponsor
(Japanese) (English)
(Name of
primary sponsor)
(Funding Source)
(Japanese) (English)
(Source of funding)
IMHLW((Japan) /Local Government
(Category of 0Org.) IMEXT (Japan) /Nonprofit foundation
IMAFF(Japan) /Profit organization
IMETI(Japan) /Outside Japan
/Other Japanese /Self-funding
Government offices /other
(Nation of funding)

None

Other related organizations

(Japanese) (English)

(Co-sponsor)

(Name of secondary
fun er(s))

IRB (IRBs)

(Japanese) (English)

/YES
(Research /NO

ethics review)

10 / 14
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/Not
applicable(Chose this category if you are not drug manufacture etc. in
japan)

IRB /Post
(Post marketing survey | marketing drug use results survey(IRB information not necessary)
by drug manufacture IRB /Post
etc., specified by Marketing special drug results survey(IRB information not necessary)
Japanese law.) /Post Marketing Clinical Trial
(Organizationl)
(Addressl)
(Tell)
E-mail(Emaill)
(Organization2)
(Address?2)
(Tel2)

E-mail (Email2)

(Organization3)

(Address3)

(Tel3)

E-mail (Email3)

GCP IRB
IRB

11/ 14




2014/3/27

ID
(Japanese) (English)
ID
(Secondary study I1Ds)
ID (Secondary
study ID_1)
ID (Org.
issuing Secondary
study I1D_1)
ID (Secondary
study 1D _2)
ID (Org.
issuing Secondary
study 1D _2)
(IND to MHLW)
Institutions
(Japanese) (English)
(Institutions)
OO XX
Other administrative information
(Japanese) (English)
G )

(Date of disclosure
of the study

information)

UMIN-CTR

12 / 14




Progress

2014/3/27

(Japanese)

(English)

(Recruitment status)

/ preinitiation
/Open public recruiting
/Enrolling by invitation
/Suspended
- /

No longer recruiting

/Main results
Already published
/Terminated
/Completed

(Date of protocol
fixation)

(Anticipated trial
start date)

(Last follow-up date)

(Date of closure to

data entry)

(Date trial data

considered complete)

(Date analysis

concluded)

Related information

(Japanese)

(English)

URL
(URL releasing

protocol)

(Publication of

results)

/Unpublished

/partially published

/Published

URL (URL

releasing results)

13/ 14
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(Results)

(Other related

information)

14 | 14
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