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ClinicalTrials.gov PRS
PR S acCcC Ount Protocol Registration and Results System

5 f??f;—‘o—f—ﬁ T B
Administrator

Login

Welcome to the ClinicalTrials gov Protocol Registration and Results System (PRS).

Organization: |MackayMH |
One-word organization name assigned by PRS (sent via email when account was created

Username: |CTO-MMH |
Password:

Organization :

[ | Forgot password

Usename -

See Submit Studies on ClinicalTrials.gov for information on how to apply for a PR

P asswo Pd N See PRS Guided Tutorials for assistance with entering registration and results inf

Send email to ClinicalTrials gov PRS Administration.
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Protocol Registration and Re tem

2vb ,\ ? Quick Links
‘5 ' rl’§ uk )\ e Records ¢ Accounts - | Help - ]

New Record

Admin Quick Reference

Lookup Users

o —{Thange Password
Home Page ””””””””””””””””””””” Update CTO-MMH User Account

Problem Resolution Guide __.L.ﬁ[.ﬂé.i.(:kayMH Administrator(s)

"""""""" Admoin ool

%& ACCOU ntS ~ Record List H

New User Account

Group: [A" Records (33]'] (Prol:le Modify User Account/Password

Showing: 1-25 of 83 records records per p Enable/Disable User Account

,%hi-’g' New User Account Group Protocoi © |

Open CTO- 1TMMHIS 1932
MNH

3@ M User Login Name:

Full User Name:

U Se r Reg i St ratiO n Other User Information:

User Email:

Group:
Access Level:

Phone:

User Registration

[CHY

[Chin-Hua Yang
\

fjinhwa.b074@mmh.org.tw

Enter email address carefully. Login information, including initial password, is sent to this address.

4 Send optional (PRS-generated) email messages
[087EXX00XX] ]

(Cancel '
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s User Registration
32 2 e B 0
Group: |CTO-MMH v
G rou p: Access Level:  |Normal v

User Login Name: |CHY |
Full User Name:  |Chin-Hua Yang |
|

Access LeVEI: Other User Information: |

User Email: fjinhwa.b074@mmh.org.tw |
) ,‘ - . ¥ n 1 ] 0 g H H
Reg is te r % é > & ‘3;‘& ' " Enter email address carefully. Login information, including initial password, is sent to this address.

> ¥ i u i
o % K HE B ~ ;% B3 . ;;:mal (PRS-generated) email messages
User Email A

e Fmail » ;s};—l B - ,
L5 5‘5 A @1&% i‘ 7+ f Cancel l
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New record

ClinicalTrials,gov PRS

Protocol Registration and Results System

Contact ClinicalTrials.gov PRS
Org MackayMH ~ Admin: CTO-MVH  Logout

s+ Accounts» Help

New Record
Admin Cuick Reference

Lookup Users

Prablem Resolution Guide

Emai: mmhcto(@gmail com; a6284@mmh.arg.bw [ Update|

Help us improve: PRS Survey

Record List

Group | AIReowds (74| {Proble o (47) | Cutom Fite

Showing: 1-25 of T4 records records per page

Search ShowlHide Columns

Group Pratocal ID Clinica\lT[r]ials.gnv Brief Tile

Opan  CTO- MMHtest01
MMH

Record Record ]
Sl Last Update Ouer Respansible Party Problems
InProgress 01202021 0307 CTO-MMH  None + Eniry Not Completd
* Never Released
L
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Study Identification
Study Status
Sponsor/Collaborators
Oversight

Study Description
Conditions

Study Design
Arms,Interventions
Outcome Measures

0. Eligibility

Contacts/Locations
IPD Sharing Statement
References

ClinicalTrials.

Pratocol Registration and Results System

gov PRS

Contact ClinicalTrials.gov PRS

Org: MackayMH | Admin:| GTG-MMH

* Organization's Unique

-

Create New Record

To avoid duplicate or invalid registration of your study, check the following before proceeding with registration:

1. Studies may only be regi d by the R: Party. The Responsible Party for a clinical study is the Sponsor, Spos I igator, or Spansor- d
Principal Investigator who meets specific requirements. 77T
@ When a study is subject to U.S. Food and Drug Administration regulations and conducted under an | igational new drug application (IND) or i igational

(IDE), the IND or IDE Holder is considered the Sponsor or Sponsor-Investigator.
o When a study is not conducted under an IND or IDE, the entity or single person wha initiates the study, by preparing and/or planning the study, and who has
authority and control over the study, is considered the Sponsor or Sponsor-Investigator.

2. Use the PRS account of the Sponsor or Sponsor-Investigator to register the study. If the Sponsor has designated the Principal Investigator to be the Responsible
Party for a study, that study must be registered using the PRS account of the Sponsor.

3. Multi-site studies are NOT registered by individual sites. If this is a multi-site study it must be registered only once, by the Responsible Party (IND/IDE helder or the

person or organization who initiates the study and who has authority and control over the study) or its designated principal investigator (PIJ.

4. Coordinate with all collaborators before registering. If the sludy has multiple collaborators, contact Ihe ulher urgamzalluns to confirm that the study has not already
been registered and to notify them that your organization (or d\ 1), as Responsible Party is the stu

5. Refer to the ClinicalTrials.gov Review of Protocol Submissions document for a description of items evaluated by ClinicalTrials.gov after protocel information is
submitted.

Protocol ID: |
* Brief Title:
.
P
iz 45 Protocol Section
r1 A;:frunym. . o
(if any) ¥ specfied, will be included st end of Srief Title in parenthases. z» i’El
2l

Study Type: O Interventional {or clinical rial} — participants assigned to intervantion(s) based on & protacal

CO  Observational psrticipsnts not sssigned to intervention(s) based on s protocsl: typicslly in context of routine csre

O Expanded Access avsilsbility of an experimentsl drug or device outside of  dlinics| irial profosol

* Required

= § Required if Study Start Dste is on or sfier January 13, 2017
[*] Senditionsliy required (se= Definitions)

MacKay Memorial

i XTI =

Hospital



Help  Definitions

* Organization's Unique Protocol ID: |TEST.00[]D[J |

" Brief Title: |TEST-0000, TEST TEST TEST TEST TEST

A
Gt LELTE

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

" Study Type: @ nterventional (or clinical trial) — participants assigned to intervention(s) based an a protacol

O Observational participants not assigned to int |~ RE{:DM I.|St

e o] Goup [CTOMNA v/  AlRecords 13|  Problem Records ) Custom Fiter

* § Required if Study Start Date is on or after January 18, 2017

[*] Conditionally required (see Definitions) Shﬂ‘l‘l’i"g .1_1 [] ﬂf Ta rE'EﬂrdS I'E[:ﬂrdﬁ pEr page

ClinicalTrials.gov Brief Title
ID

Open  CTO-  TEST-00000 TEST-0000, TESTTESTTEST |
MMH TESTTEST

Group Protocal ID

5’:’#3&,1&%‘“%
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#Home page*
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Protocol Section

 Record List

Goup CTOWNA | ALReorcs 7| | Prbe Rests () () uston it

Shawing: 1-10 of T3 records [BC0rGs per page

Group Protocal [D CliniuallT[riiaIs.gw Brief Tidle
Open|{  CTO-  TEST-00000 TEST-0000, TESTTESTTEST |
MNH TESTTEST
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Protocol Section

Open

Protocol Section

|dentifiers: [NCT ID not yet assigned] Unique Protocol ID: TEST-00000

Spelling  Preview Draft Receipt (PDF RTF) Download XML Delete . |Admin Only: Gopy Protocol Change Owner

Brief Tite: TEST-0000, TEST TEST TEST TEST TEST

Module Status:

Study Identification:
Study Status:
Sponsor/Collaborators:
Oversight:

Study Description:
Conditions:

Study Design:

Arms and Interventions:
Outcome Measures:
Eligibility:
Contacts/Locations:
IPD Sharing Statement:
References:

¥ 4 Notes
Information is required
v

Information is required
Information is required
Information is required
Information is required
Information is required
Information is required
Information is required
Information is required
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Study Identification
Unique Protocol 1D: 555545454
Brief Title: Tettertfd (ABI)

@ ERROR: A title this short cannot be sufficiently descriptive.

Official Title:

@ ERROR: Official Title has not been entered.

Secondary |1Ds:

dit Study Status

Record Verification:
Fo3 22
Overall Status: 2 L

Study Start:

Primary Completion:

Study Completion:

Information is reguired
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Protocol Section
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. Eligibility
. Contacts/Locations
. IPD Sharing Statement

Home > Record Summary > Protocol Section = Study Identification

ID: TEST-00000

TEST-0000, TEST TEST TEST TEST TEST

Study Status
Sponsor/Collaborators
Oversight

Study Description (ran)
Conditions

Study Design
Arms,Interventions

(if any)

Outcome Measures

* Required

@ (Cancel '

. References

* Organization's Unique Protocol ID:

* Brief Title:

[*] Acronym:

= § Official Title:

[*] Secondary 1Ds:

Edit Study Identification

Help  Definitions.

|TEST-00000

|TEST—000[], TEST TEST TEST TEST TEST P

@ NOTE: Titles should be in proper title case
@ NOTE: A title this short may not be sufficiently descriptive.

If specified, will be included at end of Brief Title in parentheses

TEST-0000, TEST TEST TEST TEST TEST

@ NOTE: Titles should be in proper title case.
@ NOTE: A title this short may not be sufficiently descriptive.

=+ Add Secondary |D

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

ID: TEST-00000 TEST-0000, TEST TEST TEST TEST TEST

Study Identification Edit Study Status

Help  Definitions

SpOl‘lSOl‘/COllaborator * Record Verification Date:  Maonth: Year:

S * Overall Recruitment Status:  [--Select— ~|
Before selecting Suspended, Terminated or Withdrawn see the Overall Recruitment Status definition .

Oversight

Tip: Day is not required for Anticipated dates.

StUdY Description * § Study Start Date:  Month: [--Select— | Day: | | Year: | | Type:
Conditions

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

* Primary Completion Date:  Month: [—Select— v| Day: | | Year: | | Type:

Final data collection date for primary ocutcome measure.

Study Design

Arms ,Interventions * § Study Completion Date:  Month: [—Select—_v| Day:| ' Year | | Type:
Final data collection date for study.
Outcome Measures

. Eligibility (Save) (Cancel]  "Reauies

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

. Contacts/Locations
. IPD Sharing

Statement

B L
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Home > Record Summary > Protocal Section > Sponsor/Collaborators

PrOtOCOl SECtion ID: TEST0000

TEST-0000, TEST TEST TEST TEST TEST

Study Identification
Study Status

Oversight

Study Description
Conditions

Study Design
Arms,Interventions

r
Cancel

Outcome Measures @

£

. Eligibility

. Contacts/Locations
. IPD Sharing Statement
. References

Collaboratars:

Edit Sponsor/Collaborators

Help - Definitons

* Responsible Party:

Select Sponsor unless the Principal Investigator has been designated as Responsible Party or the Principal Investigator is the Sponsor.

* Sponsor: | Mackay Memorial Hospital
Primary organization conducting study and associated data analysis (not necessarily a funding source).

+ Add Collaborator

Organization(s) providing support: funding, design, implementation, data analysis or reporting.
Required by International Committes of Medical Jounal Editors (ICMJE) and World Health Organization (WHO)

Enter only the organization name.

* Requirad
* & Required if Study Start Date is on or after January 18, 2017

[*] Conditionally required (see Definitions)

|XDeIete|

B L
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Home > Record Summary > Protocol Section > Oversight

PrOtOCOI SECtion ID: TEST-00000 TEST-0000, TEST TEST TEST TEST TEST
Study Identification -
Study Status “§US. FDAegulated 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 (FDF).

*§U.S. FDA-regulated Device:

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

Edit Oversight

Sponsor/Collaborators

Study Description *US. FDAIND/IDE:

C on ditionS {Not public) Studying drug/device product with U 5. FDA Investigational New Drug (IND) Application or Investigational Device Exemption (IDE)?

“ Human Subjects Protection RevieW.  Board Status: " Select- v|

Data Monitoring Committee:
FDA Regulated Intervention:
Outcome Measures , o

@ Cancel' Required

. Eligibility * § Required if Study Start Date is on or after January 18, 2017

[*] Conditionally required (see Definitions)

Study Design
Arms,Interventions

© 0 NS G~ wbdh -

. Contacts/Locations
. IPD Sharing Statement

. References
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Protocol Section

Study Identification
Study Status
Sponsor/Collaborators
Oversight

Conditions
Study Design
Arms,Interventions

© 0 NS G~ wbdh -

Outcome Measures
. Eligibility
. Contacts/Locations
. IPD Sharing Statement

. References

Home > Record Summary > Protocol Section > Study Description

ID: TEST-00000

TEST-0000, TEST TEST TEST TEST TEST

* Brief Summary:

Detailed Description:

Save) | Concel

Help  Definitions

Edit Study Description

P

fopaciallEhdisel oy

)

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

* Required
* § Required if Study Start Date is on or after January 18, 2017

[*] Conditionally required (see Definitions)
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Home > Record Summary > Protocol Section » Conditions

PIOtO CO]' SECtlon ID: TEST-00000 TEST-0000, TEST TEST TEST TEST TEST

Study Identification Edit Conditions

Study Status Help - Definitions
* Conditions or Focus of Study: | " [<Des]

Sponsor/Collaborators

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

Oversight

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

Study Description

Keywords: [ 4 add Keyword

Study Design

Sa * Required
ArmS,Interventions * § Required if Study Start Date is on or after January 18, 2017

[*] Conditionally required (see Definitions)

© 0 NS G~ wbdh -

Outcome Measures
. Eligibility
. Contacts/Locations

. IPD Sharing Statement
. References

B L
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Protocol Section

Study Identification
Study Status
Sponsor/Collaborators

Oversight
Study Description
Conditions

Arms,Interventions

© 0 NS G~ wbdh -

Outcome Measures
. Eligibility
. Contacts/Locations
. IPD Sharing Statement

. References

Home = Record Summary = Protocol Section = Study Design

1D: TEST-00000

TEST-0000, TEST TEST TEST TEST TEST

Help  Definitions

= Study Type: Interventional

* & Primary Purpose: [--Select- ~]

* Study Phase: [--Seleci-- |

Use "MN/A" for trials that do not involve drug or biologic products.

* & Interventional Study Model:
IModel Description:

* § Number of Arms:

Edit Interventional Study Design

|

* § Masking:

Masking Description® ‘

O Participant

O Care Provider

O Investigator

[ Qutcomes Assessor

CONone (Open Label)
Check all roles that are masked or check Mone (Open Label).

“ § Allocation:

* § Enrollment:

Select N/A for single-arm studies.

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

Number of Participants: [ | Type:

B L
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Protocol Section Home = Record Summary = Profocol Section = Arms and Interventions

|D: TEST-00000 TEST-0000, TEST TEST TEST TEST TEST

Study Identification
Study Status
Sponsor/Collaborators

Arms and Interventions

" Protocol Section Help Definitions

Oversight Ediit -~ Arms

Study Description Information is required

Conditions
) Edit - Interventions
Study Design

Information i required

© 0 NS G~ wbdh -

Outcome Measures Cross-Reference
Eligibility [This section only applies when fhere are two or more Arms and one or more Interventions.]

. Contacts/Locations
. IPD Sharing Statement

. References

S N g2 R

MacKay Memorial Hospital




Home > Record Summary = Protocol Section > Outcome Measures

PIOtOCOl Section ID: TEST-00000

Study Identification Help Defniions

TEST-0000, TEST TEST TEST TEST TEST

Edit Outcome Measures

Stu dY St atu S * Primary Outcome Measure:  ouicome 1
Title: | J
Sponsor/Collaborators Description )
: Time Frame: | |
OVEI'Slght + Copy Outcome |  [Change Type | [ Delete Outcome |
Study Description

Conditions [] Secondary Qutcome Measures:
(if any)

Study Design e e

Arms,Interventions

Other Pre-specified Qutcomes:

© 0 NS G~ wbdh -

 Gancel | * Required

* § Required if Study Start Date is on or after January 18, 2017

[*] Conditionally required {see Definitions)

. Eligibility
. Contacts/Locations
. IPD Sharing Statement

. References
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Protocol Section

Study Identification
Study Status
Sponsor/Collaborators

Oversight

Study Description
Conditions

Study Design
Arms,Interventions

© 0 NS G~ wbdh -

Outcome Measures

. Contacts/Locations
. IPD Sharing Statement

. References

Home = Record Summary = Protocol Section = Eligibility

ID: TEST-00000

TEST-0000, TEST TEST TEST TEST TEST

Help Definitions

" Sex:

Biological sex of eligible participants.

[*] Gender Based:

If applicable, indicate if participant eligibility is based on self-representation of gender identity.

* Age Limits: Minimum: Maximum:
* § Accepts Healthy Volunteers:

Edit Eligibility

* Eligibility Criteria: |Inclusion Criteria:

Exclusion Criteria:

el

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

S nerll el
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Home > Record Summary > Protocol Section > Centacts/Locations > Overall Contacts

PrOtOCOI Section ID: TEST-00000

Study Identification
Study Status
* Central Contact Person:

Sponsor/Collaborators First Name: | M| LastName: | Degree: |
Phone: | Ext| ‘Email: |

TEST-0000, TEST TEST TEST TEST TEST

Edit Qverall Contacts

Help - Definitions

Oversight
Either Central Contact or Facility Contacts are required.

Stud-y D es cription The individual's official title may be substituted for Last Name (leave First Name, Ml and Degree blank).
Central Contact Backup:

Conditions

First Name: | M| LastName: | Degree: |

Study Design Phone: | Ext| ‘Email: |

Arms,Interventions Overall Study Officials:

© 0 NS G~ wbdh -

Outcome Measures _ + Reved
Eligibility - * § Required if Study Start Date is on or after January 18, 2017

[*] Conditionally required (see Definitions)

. IPD Sharing Statement

. References

B L
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20 o) (o od0) Moy =Yoknloys) Home:>Record Summary > Protocol Secton > IPD Sharing Statement
Study Identification 10: TEST-00000 TEST-0000, TEST TEST TEST TESTTEST

Study Status Edit IPD Sharing Statement
Sponsor/Collaborators

Oversight Help Defnitons

Study Description Planto Share IPD: [-Select- v
Conditions Indicate if there is a plan to make individual participant data (IPD) available to other researchers.

Study Design

Arms,Interventions w Cancel l * Required

Outcome MeathieE * § Required if Study Start Date s on or after January 16, 2017
Eligibility [*] Conditionall required (see Definiions)

. Contacts/Locations

. References

B LRI e
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ProtOCOI Section Home > Record Summary > Protocol Section > References

ID: TEST-00000 TEST-0000, TEST TEST TEST TEST TEST

Study Identification Edit References

Study Status Help ~ Definitions

Sponsor/Collaborators Citations:

Oversight + Add Citation
Study Description Links
Conditions

Study Design Available IPD/Information:

References to deidentified individual participant data (IPD) sets and supporting information.

Arms,Interventions

| + Add Data/lnformation |

© 0 NS G~ wbdh -

Outcome Measures i
Save aquire
Eligibility * § Required if Study Start Date is on or after January 18, 2017

[*] Conditionally required (see Definitions)

. Contacts/Locations
. IPD Sharing Statement

B L
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