\

»

4
il

ThaiClinical Trials Registr,

<

38
€ ) )

N19AINLULIUITNIALY

ed_

WUUNAADIARN
K(Thai Clinical Trials Registry: TCTR)j

P3atheATtngNEm e emaR s szme e

meldmsmiuyafifdasiaidememauinne

00
N

A




GUEITY

- anudusnuaganudifynsameideu

. nMsadasaudnlud (New user)

. mMaunluseasiBuntoya User

. § Password gsguu TCTR
 Fupeunisamafounuistuuunaasmnmadn

. N3 Update 9117338

. miamaaaumm%yjamimwLﬁaumu‘iﬁ'aLLUUWammméﬁﬂ

20

21



o

ThaiClinical Wrials [Registry

57
g
-~

http://www.clinicaltrials.in.th

N5 g UUITLUUNAABINIIAATNYRIUSE WA lNe
(Thai Clinical Trials Registry: TCTR)

[

anutunuazaudIAgy
%ULﬁaamﬂué’ﬂLﬂmSVTm'ﬁﬁmmw%aﬁisumﬁ%’a‘[uﬂu'j’lé’aaﬂacyapLaa%ﬁmamwm
amnrulan Asedt 64" WMA General Assembly, Fortaleza, Brazil, October 2013 atuuiuuse
9 A.4.2013 TrdeiFomdnnisiugiudmviunnnisinunitenisnisunmd Research
Registration and Publication and Dissemination of Results 9@ 35. Every research
study involving human subjects must be registered in a publicly accessible database
before recruitment of the first subject nanifie M33demsadinynlasinisiestunsdeu
mATeiuguteyaiiassuzirdddiousunsdadonetaatasidoauusn (e Tundiau
,2553) 11t w.¢. 2548 International Committee of Medical Journal Editors (ICMJE) laean
selgunisinenensatiuieuIfeluinsaisnguees ICMIE  d19sgausunisAfiunauide
amzuifeiiunsamandennidelussuusity Saagtuifsnunisveffiuienuide
Tuansanseneg Ssmauuniuiesn wiunansanslildfisnetesglunguues ICMIE wsildAléhin
Uniform requirements w4 ICMJE sndeduldfadudoulainaglisuiifininanuisennenain

alaameidoulilugudeyaaisisuedafidoasaesameiionnuidonauiinisiduluy

v
v v A v av 1

oanasimssensnianeIaedulunudeTeruradCMIE Tuvaeildsiiinidaursdrundslunsiulu

v [ 1

Joyasnarvibanaialonianazlasuinuinanuddelunsarsmaivinistui

wiasamsidounuitenendinfieadniseundelanwHo) asusedidu primary

Registries Network wonan ClinicalTrials.gov Usynaumisusaszidou 379U 15 wiAg

1. Australian New Zealand Clinical Trials Registry (ANZCTR)
Brazilian Clinical Trials Registry (ReBec)
Chinese Clinical Trial Registry (ChiCTR)
Clinical Research Information Service (CRiS), Republic of Korea
Clinical Trials Registry - India (CTRI)
Cuban Public Registry of Clinical Trials(RPCEC)
EU Clinical Trials Register (EU-CTR)
German Clinical Trials Register (DRKS)
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11. Japan Primary Registries Network (JPRN)

12. The Netherlands National Trial Register (NTR)
13. Thai Clinical Trials Registry (TCTR) *****
14. Pan African Clinical Trial Registry (PACTR)

15. Sri Lanka Clinical Trials Registry (SLCTR)
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1. n1sasasaudnluid (New user)

TnedTunounIl
1) L‘EJJ’lgiLEJUIG?jﬁ TCTR (www.clinicaltrials.in.th)
2) nALdan New user sign up

[ hbtge wewrw i altsials o th P - B | 8 TOTR: Thai Clnical Tiials... % |
- [ Select

§ i‘ ) Whai Clinical Trials Registry

Heqgister rial Trisl Search New User

User Login I
L

The mission of the Thai Clinical Trials Registry (TCTR) is to encourage all clinical
Password | B i trials conducted in Thailand to be prospectively registered before the subject
recruitment, This is to promote research transparency, to reduce redundancy and
to minimize publication bias or selective reporting. Registrants who wish to register
Forgol Password clinical trials in TCTR are obliged to disclose details of the 20 mandatory items of
New user sign up the WHO International Clinical Trials Registry Platform (WHO-ICTRP) dataset.

Search for Trials TCTR also aims to be a research database for clinical researches in Thailand thus

’-—] @ we welcome the registration of all kinds of clinical researches including clinical trials
— | and observational studies.

TemEnce TV G TR R T

TCTR Brochure 2013

| The TCTR was estabished in 2009 and has been operated by Clinical Research

' Collaboration Network (CRCN), an organization under the Medical Research

yniE Foundation, which is a non-profit organization, and financially supported by

[m TS -] Thailand Center of Excellence for Life Sciences (TCELS). CRCN has been retitled the
Medical R F 1 Medical Research Network (MedResNet) since June 15, 2012,
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3) v Username uae password wagseasidenmienududinvesinide Fasdes
ﬂi@ﬂ%@ﬂuaﬁ’ﬁﬁyﬁﬁﬁiyﬁﬂwﬂj * Tansudau 1ned
- Yoyaveulvinisatiuayu (Sponsor information)
- U8yavestiniig (Investigator information)
- doyavesmniigaumiiugua (Regulatory information)
4) Tvina Submit Application

@ . —

Home ‘ Register Trial | Trial Search

. Individual Account Application

*Usemame: [ |
*Password: |
* Confirm Password - |:|

The sponsoring organization is the entity with primary responsibility for initiating and conducting the trial(s) to be registered

Individual Account Application

* Type of Organization:

* Country: | ‘

* Organization Name: | ‘

* Organization Address:

Official Representative: |

Phone: |

Organization URL (optional). |

|
|
* Email: | ‘
|
|

Funding Organization: |

* Investigator Name: |

* Investigator Phone: ‘

|
Affiliation (if not the sponsor): | |
|
|

* Investigator Email: ‘

The regulatory authority may be a national or international health authority, an institutional review board or an ethics committee.

Regulatory Authority | |

Regulatory Authority Address:

To the best of my knowledge, the above information is true and correct. Questions about this form and the Protocol Registration System (PRS) may be sent fo tcir@thaimedresnet.org

.

Version 2.00 (01/10/2559) 6
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Tnedidunausatl

1) Tdenluit U

ser profile

2) deudlafeyaiadaudlinadend Save

Register Trial

Profile

Edit My Profile

Username :
Password
Name :
Surname :
Tel :

Email :

Edit Register Detail

Trial Se

wimlin

: I:l ***Fill New Password

User Profile

|Wimim

|Khaosanit

[086-3576355

[wimin_mu@notmail.com

Administrator

The sponsoring organization is the entity with primary responsibility for initiating and conducting the trial(s) to be registered.

Type of Organization:
Country:

Organization Name:
Organization Address

Official Representative
Phone:

Email

Organization URL (optional):
Funding Organization

Regulatory Authority.
Regulatory Authority Address:

Version 2.00 (01/10/2559)

Nonprofit Organization

Thailand

MedResNet (Medical Research Network of the Consorll

Thailand

4th Floor Borommarajonani College of Nursing,
Bamrasnaradura Building, 126/146 Tivanond Road,
Taladkwan, Muang District, Nonthaburi Province 11000,

A
v

+662-951-0352, +662-351-0873

+662-951-0352, +662-951-0873

Offic org

MedResNet (Medical Research Network of the Consonl

The regulatory authority may be a national or international health authority, an institutional review board or an ethics committee_

4th Floor Borommarajonani College of Nursing,

Bamrasnaradura Building, 126/146 Tivanond Road, A
Taladkwan, Muang District, Nonthaburi Province 11000, v
Thailand

Save
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3. iladu Password ngszuu TCTR
Tnefidumeussd
1) Thdenlud Forgot Password
2) 1d e-mail udna Submit

3 et weore clinecatrsts.n.th P - B | 8 TCTR: Thai Cinical Tiials...
x @ Convern ~ [ Select

L

{ é}, Clinical Trials Regis

Heqgister rial Trisl Search

The mission of the Thai Clinical Trials Registry (TCTR) is to encourage all clinical
Password trials conducted in Thailand to be prospectively registered before the subject

- = recruitment, This is to promote research transparency, to reduce redundancy and
to minimize publication bias or selective reporting. Registrants who wish to register
\ clinical trials in TCTR are obliged to disclose details of the 20 mandatory items of
Mew user sign up

the WHO International Clinical Trials Registry Platform (WHO-ICTRP) dataset.

TCTR also aims to be a research database for clinical researches in Thailand thus

| '—| E!'J we welcome the registration of all kinds of clinical researches including clinical trials

and observational studies.

View All

TR B X2V GG TS R O
TCTR Brochure 2013
| The TCTR was estabished in 2009 and has been operated by Clinical Research
Collaboration Network (CRCN), an organization under the Medical Research

[ m yniE ] Foundation, which is a non-profit organization, and financially supported by
AT

ProA—— Thailand Center of Excellence for Life Sciences (TCELS). CRCN has been retitled the
F 1 Medical Research Network (MedResNet) since June 15, 2012,

i ) Thai Clinical Trials Reg
www.clinicaltrials.in.th

Trial Search New User

Fill your e-mail.

I &mai\:l
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4. Jupsumsamzideunuissuuunnasmienain
Tnefidunousisdl
1) THdendi Tab : Create
2) %N user gousumudouly (Terms and Conditions of use) T¥lden Agree
waInA Submit

Reglster Trial Trind Search

[ Select Protocol Record - Edit |

Reglster Trial Trial Search Usar Profile

Creale Modify i3S H

Terms and Conditions of Use

By using this web sile, you are agreaing lo comply with the cument Terms and Condibons of Use
Tha contan! of thesa Terms and Condibions of Usa can ba updatad at any imea withoul piior nobica, The
Tarms and Condilions are as follows, withoul any particular ordear

You must comply with any applicable local laws; those from where you originate, where the
research might be carried out and Thai laws.

You will not share your P d with any 8
You acknowledge that the data this site (Thai Clinical Trials Registry) provides is "as is” and that
TCTR has no responsibilities for the accuracy, the currency or the validity of the data.
- In no circumstances shall TCTR be liable fo damanes causad by loss of data, disruption of
sarvice, technical failure, braach in security, or delay of responsas in any jurisdictions
Onee entered into our dalabase, no dala will be deleled. However, only the most currenl data
may be displayed.
We might share the data you enter with other persons, organizations, institutions, websites or
anybody we deem appropriate without informing anybody.
- If you are a reqistrant of a trial, you must also
1 Acknowladge thal lo comply with ICMIES chimcal inals ragistration raguiraments, The
ragustration mus! be dona and complatad balora tha enrollmant ol the irst subyact
2. Once you slarl the registration process bul have nol completed il, please complele il as
soon as possible. You will be reminded by email to complete the registration every 15
days for 3 times after which time your incomplete record will be deleted from the
system. And if you want to continue with registration, you will have to re-enter all the
information again.
Update the data of your registration in a timely manner and at least once every 6
menths after the completion of your registration.
4. Be responsible for the accuracy, the currency and the validity of the data you enter,
- Makea sure that your reqistration will not ba and has not bean entared into our database
“ more than onca eithar by you or athers.
To use this websile, you musl agree Lo all the aleremenbioned lenms and condibions withoul
exceplon.

w
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3) PNUUSUAUTEYTRTITenWIdY  udnafl  Continue Y39zAaensendayadnfsy
drydnwal * TiasUdIU

Register Trial Trial Search User Profile

Modify Halp

[ Create New Protocol Record |

Public Tille | *FDa

Acronym
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1) nsenTeavidundeyavessie uiseenilu 12 vhievdn SsazdosnsendeyadiAniil
drydnual * TAAsUAIU
4.1 Title: Taviduavesiitoniide fifine
4.1.1 Sponsor ID / IRB ID / EC ID: waneaviilésunissusesninmae
N3INN1TAILFITU
4.1.2 Study Identification Number: s¥Us1gazidunvasnaIn1sametdeuy
INATYLUVUNAADIM AT TENVDNIUIRY
4.1.3 Date of Registration in Primary Registry: fuﬁlﬁ%'uauﬁami
amufowmAdesiusn
4.1.4 Secondary IDs: $1898198A83N1589MZLTIUIUITYUUUNAGBING
ARTNUIETBY
4.1.5 Public Title: Fouidefimeunsniaasisas
4.1.6 Acronym: Selagtoresuive
4.1.7 Scientific Title: FoaATonainenenans
4.1.8 Study Type: ¥lawes1ise Fafl 2 wuu Ao
1) msAnedameass (Interventional study)

2) NsANEILUUELNA (Observational study)

Administrator

List All Trials Protocol List

Title

SponsorID/IRBID/ECID :  #who ‘ |

Study Identification Number : - *wvo () TCTR is the primary registration site, the ID for this protocol is

O TCTRis NOT the primary registration site, please specify below.

Date of Registration in Primary Registry  #wHo To be populated after approval of the trial registration

Secondary IDs ©  *wto IDs: [

IDType © O The Universal Trial Number (UTN)
© US NIH Grant Number
) Other Grant/Funding Number, Grantor or Funder: |:|
O Registry Identifier; Registry: [ |
© EudraCT Number (European Union Drug Regulatory Authorities Clinical Trial System)
O Other Identifier; Issuing Organization:
® Nil known

Public Title :  #rpa |

L R —

Scientific Title - *wHo

Study Type © *wo () |nterventional
=4
() Observational

[ Back | [ Editpage | [ checkwHODataset) | [ Continue | [ save | [ cancel

#WHO . Required by World Health Organization
*FDA - Required by Food and Drug Administration

Version 2.00 (01/10/2559) 11
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4.2 Oversight: iuneazdeavesmheuiifiuguamugunuide
4.2.1 Board Approval: @n1ugn1sU8AuLNITUNITNANTUINIUSITUNITIVY
Tugyud
4.2.2 Board Name: Favtiaganuaiesssunmsideluuysd
4.2.3 Board Affiliation: aantuvienhenuidsinet
4.2.4 Board Contact: 18a¢188AN15AnfoMYIL91UAT555UNTINElUNYWE

4.2.5 Data Monitoring Committee: mimwaau%;ﬂa%aﬂﬂmmsimmi
353U Iuny e

Administrator

List All Trials Protocol List Edit Log

QOversight
Board Approval Approval Number
Board Name: [ |
Board Affiliation [ |
Board Contact Business Phone ] Extension| |

Business Email : |
Business Address

Data Monitoring Committee

| Back | [ Editpage | [ Continue | [ Save | [ Cancel

*WHO : Raquired by World Health Organization
#FDA - Required by Food and Drug Administration

4.3  Sponsor: L‘flui’]aazL%amawmamuﬁiﬁmiaﬁuaw Lasneuiisauuas
Furavoululaseniside
4.3.1 Source(s) of Monetary or Material Supports: Fovetewrnsndndivh
wﬁwﬁﬁwﬁuq}LLaﬂ'ﬁ@hLﬁwumaaﬂﬁﬁm&n
4.3.2 Study Primary Sponsor: mﬁammﬁiﬁmiaﬁuauwé’ﬂ
4.3.3 Study Secondary Sponsor: Mﬂ’aaﬂﬁumﬁmiaﬁuawuim

4.3.4 Responsible Party: s18azidnn1sanseviienuntinisatuayu

Source(s) of Monetary of Material Suppons: *wwo | |

Study Primary Sponsor. #wo | |

Study Secondary Sponsor. fwio | |

Responsibhe Parly. 4w Name/Official Title |
Organization : |
Phone . Exterrsaon . |
Email : ]

Back | | Editpage | | contiwe | | save | | comcw |

FWHD Buquined by World Hualth Grganization
HIB4 Regquired by Food and Drug Adminstration

Version 2.00 (01/10/2559) 12
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4.4 Summary: {JuilemvesunAngeuwazsngazidunuesuive
4.4.1 Brief Summary: ajusigazidenvesidelaeday
4.4.2 Detailed Descriptions: AN05UNEI18AZLDEAUDNIUITY

Administrator

Trial Search

Members

WHO Data Set List All Trials Protocol List Edit Log

Create

Summary

Brief Summary:

Detailed Descriptions:

[ Back | [ Editpage | | continue | [ save | [ cancel

#WHO - psquired by World Health Organization
*FDA : Required by Food and Drug Administration

4.5 Status: WUII9a2BUAVDIAAIULVBINITANTUILATE
4.5.1 Overall Recruitment Status: S¥Ua1UEV8INTANTRNUITY
FAUVIVUA 8 @nUL Rail

1) Pending, Not recruiting: seanfiusidouadsliilaivoranaing

2) Recruiting: $1W3380Y5¥MINNTIURIEALAT

3) Active, Not recruiting: Masnifiuaiideuadsliilnsuonanadnas

4) Enrolling by invitation: MWATBWaSUaIa@lAsIneN15ITey
5) Completed: MUITeAUgANIANTUNITUN
6) Suspended $1UTBYNTLIU

[

7) Terminated (Halted Prematurely): $1u338gnenidn (Mganeu

AviuR)
8) Withdrawn: :11338g9nnennew
4.5.2 Why Study Stopped: szyaimslunsdliauidognsziu gnenian vie
gnnenney
4.5.3 Study Start Date (First enrollment): seyiufl FuduvesnsameiTeu

nuIdemunisgylilu Protocol wagsyyinduiui “pnin(Participated)”

38 “939 (Actual)”

4.5.4 Primary Completion Date: 3¢ fufimainafaasysal uagszyindu
Sufl "m0 (Participated) %38 “934 (Actual)”

4.5.5 Study Completion Date: 3¢t fuflsnAdosiiusuiasodu wasey
Fudutudl "andn (Participated)’ w3e "33 (Actual)”

Version 2.00 (01/10/2559)
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Home Trial Search

Create WHO Data Set List All Trials

Protocol List Edit Log Members

Status

Overall Recruitment Status

Why Study Stopped

Key Trial Dates
Study Start Date (First enrollment). #wHo Please indicate type -

Primary Gompletion Date Please indicate type : Waming! The Primary Completion Date must be after the Study Start Daie
Study Completion Date Please indicate type - Wamning! The Study Completion Date must be after the Primary Completion Date
| Back ‘ ‘ Edit page | ‘ Continue ‘ | Save | ‘ Cancel ‘

#WHO - Raquired by World Health Organization
*FOA; Required by Food and Drug Adminisiration

. [J a o Jo ) L3 a o
4.6 Design: LUUs18a208AVIRITTR UagT e ingUssasdvednuiy
4.6.1 Primary Outcomes: $18a188Av8¥InUguYH

Y

a

4.6.2 Secondary outcome: $18aZId8ATBIFITIANALYH

Trial Search Administrator

WHO Data Set List All Trials Protocol List Edit Log

Members

Design

Primary Outcome

*wHo

Outcome name : | |

*Metricimethod of | ]
measurement :

Time point : | |
Safety Issue? :

[ Back | [ Edtpage | [ save |

Secondary Outcome

*WHO
Outcome name : | |
*Metri of [ J
measurement :
Time point : | |
Safety Issue? :
| Back | | Edit page ‘ | Continue | | Save ‘

#WHO - Required by World Health Organization
*FDA . Required by Food and Drug Administration

4.6.3 Primary Purpose: 5y ingUssasAnan

4.6.4 Study Phase: 5¥Us282N15ANYINITNAGBIMNARTN

4.6.5 Intervention Model: gULLUUﬂ’]iﬁﬂw’l‘anmswmm
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