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Message generated by ClinicalTrials.gov Protocol Registration and Results System

APRS user account has been created for you.

The PRS URL is httne llranictar rliningltrials gov.  To login, you will need the following information

Organization: (
User Name:
Password:
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Email Address

Phone Number
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User Login Name

Full User Name

Other User Information

(FBEB S ER)

Please login and change your password as soon as possible
Also verify that correct
Full Name: -
E-Mail: lyyang0111@gmail.com
If you have questions about the system or have trouble logging in,
please contact your organization's PRS administrator (troublefup6@cgmh_.org.tw).
User Email
o = b Ty - (Login information, including initial
II]E 5,1?: EE C1Z] bsz)J L%ﬂ 1E password, is sent to this address.)


https://www.vghtc.gov.tw/UnitPage/UnitContentView?WebMenuID=46a00687-8fa8-4929-8341-882d553ac930&UnitID=ac7421f1-7a48-4bf0-b4d8-66d946d401ea&UnitDefaultTemplate=1
https://register.clinicaltrials.gov/
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ClinicalTrials.gov PRS

Protocol Registration and Results Systeni

Login

Welcome to the ClinicalTrials. gov Protocol Registration and Results System (PRS). ° O rg a n izatio n :Ta ic h u n gVG H
(XFBRERRSE - 200)

Organization: |TaichungVGH

One-word organization name assigned by PRS (sent via email when account was created)

Username: |

Password: | | Forgot password
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iz i FE 2 Create a new record

o B ADMRE B EEE New Record BB O] B AR

ClinicalTrials.gov PRS
Protocol Registration and Results System
¢+ Quick Links
New Ftecmr::l] [ Records + Accounts = Help -
Quick Start Guide
Problem Resolution Guide
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Help Definitions

@ * Organization's Unique Protocol ID: [#3 A IRB number

R LT ——— )

apecial Characters

[*] Acronym: ]
(if any) If specified, will be included at end of Brief Title in parentheses.

@ *Study TYpe: O Interventional (or clinical trial) — participants assignad to intervention(s) based on a protocol
) Observational participants not assigned to intervention(s) based on a protocol: typically in context of routine care

() Expanded Access availability of an experimental drug or device outside of a clinical trial protocol

ey @) | o
*§ Fequired if Study Start Date is on or after January 18, 2017

"] Conditionally required (see Definitions)
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ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section > Study Identification

ID: Test123 Protocol Title Phase | Study

Edit Study ldentification
Help Definitions

* Organization's Unique Protocol ID: [Test123

“ Brief Title:  |Protocaol title Phase | study /4

["1Acronym:  |Phase | N
(if any) If specified, will be included at end of Brief Title in parentheses.

* § Official Title:

[ Secon((jﬁgnl)gs | + Add Secondary ID

Ex :
Brief Title: Women’s Health Initiative

Acronym: WHI (B BfTES)
Displayed on ClinicalTrials.gov as: Women'’s Health Initiative (WHI)
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ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section > Study Status

ID: Test123

Protocol Title Phase | Study

* Record Verification Date:

* Qverall Recruitment Status:

* § Study Start Date:

* Primary Completion Date:

* § Study Completion Date:

Continue | (Back| | Quit)

Help Definitions

Month: Year: {2021

[ --Select-—- v

Tip: Day is not required for Anticipated dates.

Month: [-Select- | Day:| | Year| Type: [Select- v

Date study is open for recruitment {(Anticipated) or date first participant is enrolled (Actual).

Month: [~Select- | Day: | Year: | Type: [~Select- v
Final data collection date for primary outcome measure.
Month: [~Select- | Day: | Year: | Type: [-Select- ~

Final data collection date for study.

* Required
* § Required if Study Start Date is on or after January 18, 2017
[*] Conditionally required (see Definitions)

Edit Study Status

Definition:

The date on which the responsible party
last verified the clinical study information in
the entire ClinicalTrials.gov record for the
clinical study, even if no additional or
updated information is being submitted.
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ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section > Study Status

ID: Test123 Protocol Title Phase | Study
Edit Study Status
Help  Definitions
* Record Verification Date:  Month: Year: |2021
[ ]

* Overall Recruitment Status:  [-Select- v] Not yet recruiting

Before selecting Suspended, Terminated or Withdrawn see the Overall Recruitment Status definition . ° Recru Itl n g

« Enrolling by invitation

i | « Active, not recruiting
s SudyStartDate: [Monlie]_Seec_<JINFI o NWEH B _ 1100 Soecr_~ - Completed (last participant’s last visit

Date study is open for recruitment (Anticipated) or date first participant is enrolled (Actual).
has occurred)

Tip: Day is not required for Anticipated dates.

* Primary Completion Date:  Month: Day: Year: Type: [~Select-_v| . Suspended
Final data collection date for primary outcome measure. o Tel'm | nate d
* Withdrawn (Study halted prematurely,

* § Study Completion Date: ~ Month: [~Select- v| Day: Year: Type: [-Select-_ v] ) : ..
Final data collection date for study. pl’lOI’ tO enrO”ment Of f| I’St pal’tICIpant)

"Cogﬁ_nue,il |. Back) |;'Quit' * Required

§ Required if Study Start Date is on or after January 18, 2017
[*] Conditionally required {see Definitions)
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Sponsor/Collaborators

Sponsor/Collaborators

Sponsor: Taichung Veterans General Hospital

Responsible Party: Principal Investigator

Investigator: IT##5E - IWEEBERPIAA ! | (REE)
Official Title: ZEEEPIAEBRUIRIEREH
Affiliation: Taichung Veterans General Hospital

Collaborators:
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- ClinicalTrials. PRS
Ove rS I g ht Prolt?clo(;gegistlraaﬁongv?;Results System

Home > Record Summary > Protocol Section > Oversight

ID: Test123 Protocol Title Phase | Study

Edit Oversight
Help Definitions

*§ U.S. FDA-regulated Drug:

Studying one or more U.S. FDA-regulated drug or biologic products?
For more information see the "Elaboration” in the Applicable Clinical Trial (ACT) Checklist (PDF).

*§ U.S. FDA-regulated Device:

Studying one or more U.S. FDA-regulated device products?
For more information see the "Elaboration™ in the Applicable Clinical Trial (ACT) Checklist (PDF).

* U.S. FDA IND/IDE: THET (5 E B FDAER 5 BB B B R T S 2 » 4 FBIEYES

teirperiies g/device product with U.S. FDA Investigational New Drug (IND) Application or Investigational Device Exemption (IDE)?

* Human Subjects Protection Review: Board Status: (Submitied. approved <)

The following information is required if the study meets each of these criteria: not required to be registered under 42 CFR Part 11, not fun
or IDE. [This information is not made public.]

Approval Number: | ZK B% I R BQZT F DA

Board Name: ‘
Board Affiliation: [
Board Contact. Phone: ‘ Extension: ’—
Email: |
Address:

Data Monitoring Committee:
FDA Regulated Intervention:

Cong‘ﬂue(j | Back ' lﬁ' * Required

* § Required if Study Start Date is on or after January 18, 2017
[*] Conditionally required (see Definitions) 11
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. ClinicalTrials.gov PRS
Ove rS I g ht Protocol Registration and Results System

Home > Record Summary > Protocol Section > Oversight

ID: Test123 Protocol Title Phase | Study
Edit Oversight
Help  Definitions
“§ U.S. FDA-regulated Drug:
Studying one or more U.S. FDA-regulated drug or biologic products?
For more information see the "Elaboration™ in the Applicable Clinical Trial (ACT) Checklist (PDF).
*§ U.S. FDA-regulated Device:
Studying one or more U.S. FDA-regulated device products?
For more information see the "Elaboration™ in the Applicable Clinical Trial (ACT) Checklist (PDF).
*U.S. FDA IND/IDE:
(Not public) Studying drug/device product with U.S. FDA Investigational New Drug (IND) Application or Investigational Device Exemption (IDE)?

* Human Subjects Protection Review: Board Status: (Submitted. approved <)

The following information is required if the study meets each of these criteria: not required to be registered under 42 CFR Part 11, not func
or IDE. [This information is not made public.]

Approval Number: ‘

Board Name: \
Board Affiliation: |
Email: |
Address:

Data Monitoring Committee: Choose ”YES” or “NO” from the drop down.

FDA Regulated Intervention: IWT %%%%5@32@%@% FDAﬁEﬁj%iEYES
Conti%e(j |\% |@ * Required

* § Required if Study Start Date is on or after January 18, 2017
[*] Conditionally required (see Definitions) 12
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Study description/ Conditions

ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section > Study Description
ID: Test123

Protocol Title Phase | Study

Help Definitions

* Brief Summary:

¥
Special Characters

Detailed Description:

z
Avoid duplicating information that will be entered elsewhere, such as Eligibility Criteria or Outcome Measures.

W ‘/Backn] |ﬂ' * Required

* § Required if Study Start Date is on or after January 18, 2017
[*] Conditionally required (see Definitions)

Edit Study Description

Home > Record Summary > Protocol Section > Conditions
ID: Test123

Protocol Title Phase | Study

Edit Conditions
Help Definitions

* Conditions or Focus of Study: |

| x Delete |

Search MeSH, the National Library of Medicine's Medical Subject Headings, for valid condition terms.

If there are no conditions under study, enter brief description of focus of study instead.

+ Add Condition

Keywords:
Continue | |Back ﬂ. * Required

* § Required if Study Start Date is on or after January 18, 2017
[] Conditionally required (see Definitions)

13
s
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Study design

Help  Definitions W [
Study Type: Observational (H U H)ZEE iFI:J‘) Tre at m e nt
* Observational Study Model: P reve ntl on
* Time Perspective: 0 .
e > Biospecimen Retention: D I ag n OStI C
ClinicalTrials.gov PRS *Enrollment: Number of Subjects:[300 | Type: [Anicpated ~] Su pportive

Protocol Registration and Results System

* Number of Groups/Cohorts: |1 ‘

Care
Screening

Home > Record Summary > Protocol Section > Study Design

ID: Test123 Protocol Title Phase | Study

Edit Interventional Study Design

{Kﬁ_ﬂ‘@ﬁﬁﬁﬁ/\j Help Definiti Health
PR AB E Bh e ) (/) S~

* § Primary Purpose: {—Sslest e
* Study Phase: [--Select-- v| ResearCh
Use "N/A" for trials that do not involve drug or biologic products. B a S | C
§ Interventional Study Model: F=Serete—v7 c
: Science

Model Description:

Device
Other

* § Number of Arms:

Single Group
Parallel
Crossover

Note: "Arm" means a pre-specified group or subgroup of Eactorial
participant(s) in a clinical trial assigned to receive specific Sequential
iIntervention(s) (or no intervention) according to a protocol.




¥ﬁia i FE 2 Create a new record

Study design

* § Masking:
[J Participant
[JCare Provider
[JInvestigator
[JOutcomes Assessor

[INone (Open Label)

Check all roles that are masked or check None (Open Label).

Definition: The method by

Masking Description:

which participants are assigned
Bl to arms in a clinical trial.

* § Allocation: -@ eTt= -

Select N/A for single-arm studies.

* § Enroliment: Number of Participants:| ~ |[fype-{=selec_+

.COEtinue.;' ‘Back“' [.Quit"' * Required

§ Required if Study Start Date is on or after January 18, 2017
[*] Conditionally required (see Definitions)

* N/A (not applicable)
e Randomized
« Nonrandomized

Definition: The estimated total number of
participants to be enrolled (target number)
or the actual total number of participants

that are enrolled in the clinical study.
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Registration
Edit Study Identification
Unique Protocol ID: 1
Brief Title: 1
0 NOTE: Titles should be in proper title case.
@ ERROR: A title this short cannot be sufficiently descriptive.
Official Title:
© ERROR: Official Title has not been entered. RO S LR St L Lol
S o[ M IRA B (ERROR) A BB E R AR S
Edit Study Status
- e Record Verification:
o . - : -_ - Overall Status:

Study Start:
Primary Completion:
Study Completion:

Information is required
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- - ClinicalTrials.gov PRS
R e g I St rat I O n Protocol Regisiration and Results System

Home » Record Summary

Contact ClinicalTrials gov PRS

|user: |davighkma  Logeut

ID: Test123

Protocol Title Phase | Study

[NCT ID not yet assigned]

NHome Help @

Record Status
In Progress =sp Entry Completed sep Approved wp Released e PRS Review s Public
B |

Record Summary

Next Step: Finish Protocol section |Entry Complete

S d

Recerd Owner: davidhk.ma =]
Last Update: 05/21/2018 04:19 by davidhk.ma _=.
Initial Release: [Not yet released|

Access List: [] Edit

Upload: Allowed Edit

PRS Review: [Notyet released]
Public Site: [Mot yet registered)

FDAAA: Unknown (insufficient information entered) i@

Spelling Preview Draft Receipt (FOF RTF) Download XML Delete...

Open

Protocol Section

Identifiers: [NCT ID not yet assigned] Unique Protocel 1D: Test123

Brief Title: Protocol Title Phase | Study (Pase I)

Meodule Status:

Study |dentification
Study Status

Sponsor/Collaborators:

Oversight

Study Description:
Conditions:

Study Design:

Arms and Interventions:
Outcome Measures:
Eligibility:
Contacts/Locations:

: 1 Emor 2 Notes

. 4 Errors

4

: 8 Emrors

Information is required
Information is required
6 Errors

Information is required
3 Errors 1 Note
Information is required
Information is required

IPD Sharing Statement:
References:

17
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- Record Status

ClinicalTrials.gov Records Need Attention D ##E «

In Progress ” Entry ComPIEted #[ Approved P Released . ® ClinicalTrials.gov Registration <register@clinicaltrials.gov>

B Z=s=x(%E) X

Message generated by ClinicalTrials.gov Protocol Registration and Results System

The ClinicalTrials.gov Protocol Registration and Results System (PRS)
automatic record checking facility has detected that one or more records
in the following account need immediate attention.

EEARREAEL S FRERMS H4EP! - BEEHRE"FER" o
A BB AEEIEE Useame.

To see and address the problems:

1. Login to the PRS (https://register clinicaltrials.gov) using
the credentials listed above. If necessary, use the
"Forgot password" link to reset your password.

2. The Problems column on the right side of the Home page lists
the specific problem(s) for each record that needs attention.

3. For each record that has one or more problems listed, open the
record and address the problems.

Various issues can cause a record to be identified as having problems.
For information on resolving problems, see the PRS User's Guide
(https://prsinfo.clinicaltrials gov/prs-users-guide htmksection8).

PIKEIEEHEFREApproved &7 E R F—F&EL

QUESTIONS? Contact us at: register@clinicaltrials. gov
Thank you,

PRS Team
ClinicalTrials.gov 18
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Study Result

* Results Section
1. Participant Flow
2. Baseline Characteristics
. Outcome Measures
. Adverse Event Information
. Limitations and Caveats
. Certain Agreements
. Results Point of Contact
. Delayed Results (Optional)

O d O 1 A~ W

Study completion ZEHIH

JHEResults Sectionf2 H;ZBEIE B S iFE R
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