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* ya931n LOGIN wrgszuu T%man?l CREATE NEW RECORD L‘wamna
Tuneunisamudoudaazusing TERMS AND CONDITIONS OF USE

By using this web site, you are agreeing to comply with the current Terms and Conditions of Use. The content of these Terms and Conditions of Use can be
updated at any time without prior notice. The Terms and Conditions are as follows, without any particular order:

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 username/password with anybody.

You acknowledge that the data this site, Thai Clinical Trials Registry (TCTR), 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 to damages caused by loss of data, disruption of service, technical failure, breach in security, or delay of responses
in any jurisdictions.

Once a registration number has been issued, no data will be deleted. However, only the most current 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 registrant of a trial, you must also

o Acknowledge that to comply with ICMJE's clinical trials registration requirements, the registration must be done and completed before the
enrollment of the first subject.

o Once you start the registration process but have not completed it, please complete it 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.

o Update the data of your registration in a timely manner and at least once every 6 months after the completion of your registration.

o Be responsible for the accuracy, the currency and the validity of the data you enter.

o Make sure that your registration will not be and has not been entered into our database more than once either by you or others.

To use this website, you must agree to all the aforementioned terms and conditions without exception.
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-- Select Overall Recruitment Status --
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-- Select Date Indicate Type --
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Overall Recruitment Status * ©

OV
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Pending (Not yet recruiting)
Recruiting
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A A A
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|lp) COMPLETED: q1u3§’8§uqﬂﬂﬁﬁuﬁuﬂ1m5’3
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kansziudinsi)
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AT STUDY COMPLETION: sgysanuiueanalinsnaaainaulasanig

|
Ay AKX

**31799 SUMMARY RESULTS: 1¥s5z1mansidenfnun
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Overall Recruitment Status * €

Key Trial Dates:

Study Start Date
(First enrollment) * ©

Completion Date

(Last subject, Last visit) * ©

04/03/2020

Study Completion Date * ©

Warning

Indicate Type

Actual

Indicate Type

Actual

Indicate Type

Actual

Please confirm that this study has already enrolled the first patient.

®* STUDY START DATE (FIRSTENROLLMENT):
szyduiinifudeyasanasinsseusn davnssy
$u FIRST ENROLLMENT #foundsaniuiiamzifou
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GRE
* STUDY COMPLETION DATE:
szufufinuideduiunueieiu
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DESIGN: INTERVENTIONAL STUDY

DESIGN: 58U9318a198AVDILAUNITIVY

¥ Design

Study Type * ©

() Interventional

() Observational
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Study Type * ©

@Interventional _ Observational

Primary Purpose * ©

- Select Purpose --

Study Phase * ©

- Select Study Phase --

Intervention Model * ©

— Select Model --

Number of Arms * €

Masking = ©

- Select Model -- v

Allocation = ©

— Select -

Control * ©

- Select --

Study Endpoint Classification = @

- Select Study Endpoint Classification —

Planned sample size *
Sample size:

Actual sample size at study completion * ©
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-- Select Model --

Single arm

I
Parallel
Lrossovel
Factornal

B
Sequential

Others

Single arm

Number of Arms = €

1

INTERVENTION MODEL: §UUUN15AN®1989n150aaad nsaliiseuidy SINGLE ARM
szuvazUsaulidayalu 1
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Intervention Model * €9

‘arallel

Number of Arms * €)

NUMBER OF ARMS: 37uaunguitvinn1sanen Tnevinnidlu INTERVENTION MODEL
duquaniloan SINGLE ARM #a955ysuauunnndn 1 s2UUas Lanasnuly
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Masking * ©

Masking = ©

— Select Model -- v

-~ Select Model -

! Open Label
| Masked
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Masked Roles * ©

Masked
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Allocation * ©

-- Select Allocation -- v

-- Select Allocation --

Randomized
Non_-randomized

Control * &

-- Select Control --

-- Select Control --
Placebo
Active

l Uncontrolled I
Historical

Dose Comparison

No treatment / Standard of care
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-- Select Study Endpoint Classification -- v
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Safety Study

Safety/Efficacy Study

Efficacy Study

Bio-equivalence Study

Bio-availability Study

Pharmacokinetics Study

Pharmacokinetics/dynamics Study
. Pharmacodynamics Study

Planned sample size * @ Actual sample size at study completion * €

Sample size:

* SAMPLE SIZE: nsansnuiuiidruaniaiiszyld PROTOCOL Tutias PLANNED SAMPLE SIZE
* WNlAsINITRUGAA IWaseana3aly ACTUAL SAMPLE SIZE AT STUDY COMPLETION
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Intervention name * ©

Intervention Classification = ©

Intervention Type

-- Select Intervention Type -- -- Select Intervention Classification --

Intervention Description * ©
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Intervention name * €9

Intervention Type - ©

-- Select Intervention Type --

— Select Intervention Type --
Experimental

Active Comparator

Placebo Comparator

Sham Comparator

No Intervention
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Intervention Classification - €

-- Select Intervention Classification --

— Select Intervention Classification —
Drug

Device

Biological/Vaccine
Procedure/Surgery

Radiation

Behavioral

Genetic

Dietary Supplement

No treatment

Other

Intervention Description *+ €
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Study Type = ©
) Interventional Observational

Primary Purpose * ©

-- Select Purpose --

Number of Groups * €

Study Endpoint Classification * ©

-- Select Study Endpoint Classification --

Planned sample size * ©
Sample size:
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-- Select Purpose - v ‘

- Select Purpose -

- Treatment

| Prevention l
Diagnostic

. Supportive Care
Screening
Health Services Research
Basic Science
Device Feasibility

~ Other
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Study Endpoint Classification * €

-- Select Study Endpoint Classification --

-- Select Study Endpoint Classification --
N/A

Safety Study

Safety/Efficacy Study

Efficacy Study

Bio-equivalence Study

Bio-availability Study

Pharmacokinetics Study
Pharmacokinetics/dynamics Study
Pharmacodynamics Study
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Outcome Name measurement Time point Options

Metric /| Method of measurement * ©

~ M S | st Al
Not statistical method

No data available in table

Time point * y ;
P © Showing 0 to 0 of 0 entries

Outcome Name * @ Secondary Outcome ©

Specily a vai jabte name -_‘/)Alry

Metric/Method of

Metiic | Methiod of ineasurement s @ Outcome Name measurement Time point Options

Not statistical method

No data available in table

Time point * > :
P ° Showing 0 to 0 of 0 entries
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Outcome Name * © Primary Outcome &

Metric/Method of

Outcome Name measurement Time point Options
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Showing 1 to 1 of 1 entries
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Backup:
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Facility Contact: Middle

Facility Contact Middle
Backup:

Phone =

Investigator Name: Middle

Role =

-- Select Role --

Postal Code *

Copy From section A
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Organization Aflifiataon *
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¥ Summary Results

Date of posting of results summaries * €)
Summary results not yet available

Posted on

Date of first journal publication of results * €
Not yet published

Published on

URL Link to Results * €

Baseline Characteristics * €

Participant Flow * ©

Adverse events * €

Outcome Measures *

Brief Summary of Results * ©
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Plan to share data * € Plan description * ©

-- Select --

Deidentified Individual Participants-level Data Sharing

Plan to share IPD * Yes

Plan Description = IPD and documents will be available for sharing 1 year after publication for a period of 2 years.

Deidentified Individual Participants-level Data Sharing

Plan to share IPD * No

Reason * Need a consensus from colleagues
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MEDLINE Identifier ©
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URL link to full text publication ©
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