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1. Introduction

This user guide is to provide guidance for Applicant to use the new CRER Portal. In the coming chapters, we will go

through the functions from the “initial review stage” and “continuous oversight stage” processes.
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System Prerequisite

Important! Please ensure you have read and followed the “HA CRER Portal Client Machine Configuration

Instruction manual” to install or configure the system components before you start to use the new CRER Portal.

Please type the URL ( https://harec.ha.org.hk/Portal ) in the address bar of Microsoft Internet Explorer to go to the

login page of the portal.

LR 0]
HOSPITAL

AUTHORITY
Email
Welge Password

Please select a role
Forgot Pi

Resend Account Activation

Welcome to the Hospital Authority Clinical Research Ethics Review Portal.
The Portal is designed for staff of Hospital Authority (HA). The Chinese
University of Hong Kong (CUHK) and The University of Hong Kong (HKU) to
submit the Application of Clinical Research Ethics Review.

Applicant can use his/her valid HA, CUHK or HKU email address for a one-
off registration to the Portal. An activation email will be sent to the
Applicant for activating the account. Subsequently, Applicant can submit
and manage the Application via the Portal.

® FlexWorkflow Limited

Login page of HACRER Portal
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https://harec.ha.org.hk/Portal

3. Preparation Stage

3.1. Sign Up User Account for Applicant

Applicant users are required to create an applicant account on the new Hospital Authority Clinical Research Ethics

Review Portal (HACRER Portal) before they can submit an application for a research.

3.1.1. New Applicant (Employee / Appointee of Hospital Authority, using an authorized email
account)

Click the [Sign Up] button:

HEEHR
HOSPITAL
AUTHORITY

Email Email
ISEESeltell Password

Role Please select a role

M Remember User Name

Welcome to the Hospital Authority Clinical Research Ethics Review Portal.
The Portal is designed for staff of Hospital Authority (HA). The Chinese
University of Hong Kong (CUHK) and The University of Hong Kong (HKU) to
submit the Application of Clinical Research Ethics Review.

Applicant can use his/her valid HA, CUHK or HKU email address for a one-
off registration to the Portal. An activation email will be sent to the
Applicant for activating the account. Subsequently, Applicant can submit
and manage the Application via the Portal.

Page 6 of 160
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A sign up form will appear.

KRR

HOSPITAL

AUTHORITY
Sign Up

new / non-existing user of CRER Portal System.
Email
Job Title Job Title

st Name Last Name

nstitution Institution

[fclsicclodN[VlaglolSigll Contact Number

< Back

Sign up page of system authorized email

Please follow the below steps to register an account on the portal.

1. Fillin the required information:

e Email address

Please sign up an account for the Principal Investigator / Delegate if they are

Submit

Note: System is able to recognize whether your input email address is authorized or not. Currently, all

email addresses ending with the following domains are authorized as of writing:

ha.org.hk

hku.hk
hkucc.hku.hk
pathology.hku.hk
cuhk.edu.hk

e Basic Personal Information

Job Title
First Name & Last Name
Institution

Contact Number

Copyright © 2016FlexWorkflow Limited. All Rights Reserved
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2. Click the [Submit] button.

BEEAR

HOSPITAL
AUTHORITY

Please sign up an account for the Principal Investigator /
Delegate if they are new / non-existing user of CRER Portal
System.

Email chantaiman@ha.org.hk

Job Title Doctor

Institution CUHK

Contact Number [PAPRELIY
< Back

ow Limited

BT AR

HOSPITAL
AUTHORITY

The account has been created successfully. Notification will
be sent to the sign up email within a minute. The new user
can now be assigned as Principal Investigator / Delegate in
the management team of the application.

Email chantaiman@ha.org.hk

Job Title Doctor

Tai Man Last Name Kokl

Institution CUHK

21234567

Contact Number

< Back Submit

Page 8 of 160
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4. You will receive an auto-generated email after registration. Please do the following:
e Check if your account information is correct
e Click the hyperlink “here” to activate your account (a MUST; you will not be able to log in without

activation)

Welcome to Hospital Authority | Clinical Research Ethics Review Portal Inbox x &

hacrer.testing@gmail.com 4:43 PM (2 minutes ago) -
tome [

Dear Sir/Madam,

Welcome to Hospital Authority Clinical Research Ethics Review Portal. Your account has been created. Please click the below link to activate the account to enable you to log in to the Portal and we strongly
recommend you to change the password after your first logon.

Please click here to activate your account.

Account information:

Login: chantaiman@ha.org.hk
Username: Tai Man Chan
Password: S=NcjCM?b*F63

Portal Address: https'/hacrer/Portal

Yours faithfully,
Clinical Research Ethics Review Portal
Hospital Authority

[This is an auto-generated email. Please DO NOT REPLY]

Confirmation email after registration

5. After clicking the activation link, you will be directed to the following page if account activation is

successful.

6. You have now completed the account registration. Click the “here” link to go to the login page.

A ACE ]

HOSPITAL
AUTHORITY

The account ‘chantaiman@ha.org.hk’ has been successfully activated. You can now use this account to here
to the portal.

ow Limited

Page showing successful activation
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3.1.2. New Applicant (Employee / Appointee of Hospital Authority, using an unauthorized email
account)

If you do not have a “System Authorized Email Account”, you can still register a portal account through the

portal. Please click the [Sign Up] button and a sign up form will appear.

1. Fillin the required information:

e Email address

e Basic Personal Information
H  Job Title
B First Name & Last Name
B |[nstitution
[ |

Contact Number

e Cluster

Choose the cluster that you belong to.

e Justification

The justification will be sent to your cluster secretary for approval.

BT AR
HOSPITAL
AUTHORITY

Sign Up

Please sign up an account for the Principal Investigator / Delegate if they are
new / non-existing user of CRER Portal System.

Email hacrer.user@gmail.com

Sign up page of non-system authorized email

Page 10 of 160
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2. Click the [Submit] button

BEEAR

HOSPITAL
AUTHORITY

Please sign up an account for the Principal Investigator / Delegate if they are
new / non-existing user of CRER Portal System.

Emall hacrer.user@gmail.com

Job Title Dr
First Name
nstitution CUHK
SelncodNUaglelS@ll 21234567
HKEC

your justification

* Plea ficat e-mail address

Submit

3.  Wait until the highlighted message is shown:

LR B

HOSPITAL
AUTHORITY

Your request is pending for approval of Secretariat Office. Upon approval, an
email will be sent to your registered email with account activation link. If you
have enquiries or did not receive any email after 7 working days, you may
contact Secretariat Office at 2595-5561 or 2595-5563.

Job Title

First Name Siu Ming

flow Limited

Page 11 of 160
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4. You will receive an auto-generated email sending to the e-mail address you have entered as the first

notification of account application.

But still you have to wait for the cluster secretary to approve your registration before you can login to the

portal.

Thanks for your registration to Hospital Authority | Clinical Research Ethics Review Portal  Inbox  x

Ji
(]

hacrer.testing@gmail.com 10:25 (0 minutes ago) - -

to me [~
Dear Sir/Madam,
Thanks very much for your registration to Hospital Authority Clinical Research Ethics Review Portal. However, as your email account
'hacrer.user@agmail.com ' used to register the system requires approval from your applying cluster, the process might take some time.
Please be patient and you will receive further email notification once your registration is complete.
Yours faithfully,
Clinical Research Ethics Review Portal
Hospital Authority

[This is an auto-generated email. Please DO NOT REPLY]

5. You will receive an auto-generated e-mail once the secretary approves the account registration
request. Please do the following:

e Check if your account information in the email is correct

e Click the hyperlink “here” to activate your account (a MUST; you will not be able to log in without

activation)

Welcome to Hospital Authority | Clinical Research Ethics Review Portal Inbox x

u |
Ll

hacrer.testing@gmail.com 10:50 (0 minutes ago) - v
to me (=

Dear Sir/Madam,

Welcome to Hospital Authority Clinical Research Ethics Review Portal Your account has been created. Please click the below link to
activate the account to enable you to log in to the Portal and we strongly recommend you to change the password after your first
logon.

Please click here to activate your account.

N

Account information:

Login: hacrer user@gmail.com

Username: Siu Ming Chan

Password: w=8pSfDwv

Portal Address: hitps:/ha flexworkflow.com/Portal

Yours faithiully,
Clinical Research Ethics Review Portal
Hospital Authority

[This is an auto-generated email. Please DO NOT REPLY']
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6. After clicking the activation link, you will be directed to the following page if account activation is
successful.

7. You have now completed the account registration. Click the “here” link to go to the login page.

BEREREHR

HOSPITAL
AUTHORITY

The account 'hacrer.userf@gmail.com " has been successfully activated. You can now use this account to
here to the portal.

w Lirnited

Page 13 of 160
Copyright © 2016FlexWorkflow Limited. All Rights Reserved



3.2. Resend Account Activation

If you cannot receive the account activation email, you can click “Resend Account Activation” on the login page of

the portal.

N

LR 0]

HOSPITAL
AUTHORITY

Email Email
(REERolgell Password

Role Please select a role

M Rememb er Name

Welcome to the Hospital Authority Clinical Research Ethics Review Portal.
The Portal is designed for staff of Hospital Authority (HA). The Chinese
University of Hong Kong (CUHK) and The University of Hong Kong (HKU) to
submit the Application of Clinical Research Ethics Review.

Applicant can use his/her valid HA, CUHK or HKU email address for a one-
off registration to the Portal. An activation email will be sent to the
Applicant for activating the account. Subsequently, Applicant can submit
and manage the Application via the Portal.

It should bring you to the resend account activation page. Type the email you registered your account with and click

[Send]. You should receive another auto-generated email that contains a new activation link.

Email

Page 14 of 160
Copyright © 2016FlexWorkflow Limited. All Rights Reserved



3.3. Login

Now you can log into the system if your account registration is completed successfully.

If you have forgotten your password, please refer to section 7.2 Forgot Password Handling.

Please follow below steps:
1. Enter the email address you registered your account with and the password.
2. Select the Role “Applicant”.
3. Click the [Log In] button to proceed.

BREAR
HOSPITAL

AUTHORITY
Emai hacrer.user@gmail.com
Password

Applicant

Remember User Name

Welcome to the Hospital Authority Clinical Research Ethics
Review Portal. The Portal is designed for staff of Hospital
Authority (HA). The Chinese University of Hong Kong
(CUHK) and The University of Hong Kong (HKU) to submit
the Application of Clinical Research Ethics Review.

Applicant can use his/her valid HA, CUHK or HKU email
address for a one-off registration to the Portal. An
activation email will be sent to the Applicant for activating
the account. Subsequently, Applicant can submit and
manage the Application via the Portal.

Select your role

Page 15 of 160
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In the login page, there is an option “Remember my username”, which allows you to save your username in the

login page.

BREAR

HOSPITAL
AUTHORITY

Role

Remember User Name

Welcome to the Hospital Authority Clinical Research Ethics
Review Portal. The Portal is designed for staff of Hospital
Authority (HA). The Chinese University of Hong Kong
(CUHK) and The University of Hong Kong (HKU) to submit
the Application of Clinical Research Ethics Review.

Applicant can use his/her valid HA, CUHK or HKU email
address for a one-off registration to the Portal. An
activation email will be sent to the Applicant for activating
the account. Subsequently, Applicant can submit and
manage the Application via the Portal.

Page 16 of 160
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You may see the following dialog if you create or open an application for the first time. If so, click "Continue" followed

by "Yes" to proceed.

Attention 4

Insufficient application storage space for
FlexWorkflow caching, please kindly
increase available storage to shorten the

loading time.

Continue

Page 17 of 160
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4. Introduction of Applicant's Home Page

HBEEHER

HOSPITAL
AUTHORITY

Apphcantﬂ

Last Successful Log |n: QOOT/OTY

The Portal is designed for staff of Hospital Autherity (HA), The Chinese
University of Hong Keng (HKU) to submit the Application for Clinica

Functicn

) Help

User name is shown at the top of welcome page

Function Menu Description

Home The welcome page
Profile Profile page of the login user. Please refer to Section 7 Maintain User Profile for more information.
Application Allows you to create an application and view past or ongoing applications. Please refer to Section 5 Manage

an Application (Pre-Approval) for more information.

Function Allows you to perform “Application search” and “Document Search”. Please refer to Section 8.2 Search

of Application by Filter

Help Useful tips and reminders about the portal.
Logout Allows you to log out from the current user account.
Role Allows you to swap your roles quickly.

(Applicable only if you have both Applicant and Reviewer roles)

Page 18 of 160
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The HACRER Portal allows a single account to contain different roles. You can choose any assigned role before or

after logging in and change the role at the top right corner of the portal.

BR
R e
TAL Ap Ircant
RITY Reviewer
Last Success UTUUL

Welcome to the Hospital Authority Clinical Research Ethics Review Portal.

The Portal is cesignead for staff of Hospital Autherity (HA), The Chinese University of Hong Kong (CUHK) and The
University of Hong Keng (HKU] to sulbmit the Application for Clinical Research Ethics Review.

Page 19 of 160
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5. Manage an Application (Pre-Approval)

Overview of the Pre-Approval stage

Applicant
Task

Secretary
Task

* Full Review
* Phase 1 Review

Sw Applicatia * Expadited Review
Pre.Approvaﬁl Arrange Panel
Meeting (Secretary)

Reviewer read

] : Application Document
Task

Reviewer gives

- individual comment
LOGH -

(Secretary) Secretary Gather All

Comments
Upload Repart Submit Progress
POSt_Approval e

The submission of new applications involves two steps:

1. Fillin a Member Form of the new application

2. Fillin the detailed Application Form of the new application

Page 20 of 160
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5.1.

Creation of New Application

(Strongly recommend to strictly follow and read for your first application)

Navigate to [Application] -> [New] to create a new application. An application Management Team Member Form

should be opened.

BREEHER

HOSPITAL Welcome, Pe

AUTHORITY

Role:  Applicant |Z|

Last Successful Log In: 2016113 20:47:28

b Home
Welcome to the Hospital Authority Clinical Research Ethics Review Portal.

Profile
' The Porial is designed for staff of Hospital Authority (HA), The Chinese University of Hong Kong (CUHK) and The

g (HKU) to submit the Application for Clinical Research Ethics Review.
Application

Function

Returned

Approved

Completed

Withdrawn

Al

Logout

® FlexWorkflow Limited

Page 21 of 160
Copyright © 2016FlexWorkflow Limited. All Rights Reserved



5.1.1. Fill in Member Form

Application Management Team Member Form allows you to assign roles to your team members for the new
application.

Application Management Team Member Form

Refresh

Mote to Investigator

Please complete the following Application Management Team Member Form before opening a new Application Form. Upon
submission of the Form, each of the team members (PI, Delegates, Application Follow-up Users) will receive a notifying email to
start contribute to this Application.

Scientific Title (<500 characters)*

Principal Investigator : Email

Name Existing Account Please signup = *

L

Assign Principal Investigator who will be responsible for the Application.

Add New Row I I Delete Selected Row(s) J

Delegates :

Email

MName Existing Account Please signup =

Flease assign Delegates who will help manage and edit the application forms before research
ethics approval.

Add New Row ] I Delete Selected Row(s) ]

Application Follow Up Users :

Email

Mame Existing Account Please signup =~ “

Flease assign Follow-up Users who will help manage and follow up the post-approval activifies.
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Please follow the instructions below:

1. Scientific Title

Input the scientific title, which should be within 500 characters.

Scientific Title (<500 characters)®

2. Principal Investigator (PI)
* Principal Investigator is a MANDATORY field;
* Principal Investigator is the one responsible for the application.

* Inthe “Email” column, input the login email address of the Principal Investigator.

Principal Investigator : Email

1_ app01 kwc@gmail com

The “Name” and checkbox of “Existing Account” will be auto-filed by the system if he/she is

recognized as an existing account.

Email Mame Existing Account Please sign up 3
‘ app01 kwc@gmail com KWC APPO1 ] .

e On the contrary, the “Name” and checkbox of “Existing Account” will not be auto-filled by the system if
he/she is not recognized as an existing account, which means your Principal Investigator does not

have an account yet. Press “Click here” to sign up the account first.

S

app11.kwe@gmail.com || .

‘ Email Mame Existing Account Please sign up

RN

Page 23 of 160
Copyright © 2016FlexWorkflow Limited. All Rights Reserved



3. Delegates

. Please assign Delegates who will help manage and edit the application forms before research ethics

approval.

J Click the “Add New Row” button to add a new row.

Delegates :

Email

Name

Add New Rnw\ | Delete Selected Row(s) |
Existing Accunt Please sign up

Flease assign Delegates who will help manage and edit the appfication forms before research
efhics approval.

-

. In the “Email” column, input the login email address of the delegates.

Delegates :

Email

app02| kwc@gmail com

MName

| Add New Row |

Existing Acco
=

. The “Name” and checkbox of “Existing Account” will be auto-filed by the system if he/she is

recognized as an existing account.

Email

appl2 kwe@gmail.com

Mame

KWC APPO2

Existing

[+

Account Please sign up

il

e On the contrary, the “Name” and checkbox of “Existing Account” will not be auto-filled by the system if

he/she is not recognized as an existing account, which means your delegate does not have an

account yet. Press “Click here” to sign up the account first.

Email Mame Existing Account Flease sign up W
app22 kwci@gmail.com ||
| N I
N\
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4. Application Follow Up Users

* Please assign Follow-Up Users who will help manage and follow up the post-approval activities:

- Upload Progress Report

- Upload Final Report
- Upload SAE Report
- Upload SUSAR Report

- Submit Protocol Deviation Form
- Submit New/Renewed CTC
- Submit New/Renewed CTI

- Submit Amendment Application Form

¢ Click the “Add New Row” button to add a new row.

Application Follow Up Users :

Email Name

Add New Row | | Delete Selected Row(s) |

Existing Account Please sign up

e

Please assign Follow-up Users who will help manage and foliow up the post-approval activifies.

* In the “Email” column, input the login email address of the application follow up users.

Application Follow Up Users :

Email

app03 kwc@gmail com

Add Mew Row |

MName Existing A4

=

e The “Name” and checkbox of “Existing Account” will be auto-filed by the system if he/she is

recognized as an existing account.

Email

app03 kwci@gmail com

Mame Existing Account Flease sign up

KWC APPO3

v]

-

* On the contrary, the “Name” and checkbox of “Existing Account” will not be auto-filled by the system if

he/she is not recognized as an existing account, which means your follow up user does not have an

account yet. Press “Click here” to sign up the account first.

Email

app33.kwec@gmail.com

Mame Existing Account Please sign up

=
.4

F

N
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5. Click the [Create] button to submit the Management Team Member Form:

(J
@ Welcome, P Role: ApplicantE

< Print Close = < iAppIication Manag ~ h =
.

-

Application Management Team Member Form

Note to Investigator

Please complete the following Application Management Team Member Form before opening a new Application Form. Upon

submission of the Form, each of the team members (PI, Delegates, Application Follow-up Users) will receive a notifying email to
start contribute to this Application.

Scientific Title (<500 characters)*

[Training] The effect of exercise on psychological distress for people with mild to moderate Parkinson’s disease: a randomized
controlled trial

Principal Investigator : Email Name Existing Account Please signup =

ntec.app1@gmail.com ntec_app1@gmsz ] - -

Assign Principal Investigator who will be responsible for the Application.

Add New Row ‘ I Delete Selected Row(s)

Delegates : d Email Name Existing Account Please signup = *
ntec.app2@gmail.com ntec.app2@gmsz [v]

Logout

[

Application Management Team Member Form

Page 26 of 160
Copyright © 2016FlexWorkflow Limited. All Rights Reserved



6. You will get the following message dialog prompted. Click [Yes] to proceed.

q.D Welcome, P

n Role:  Applicant |Z|

Application Manag ~

| *

Application Management Team Member Form

Note to Investigator

Please complete the following Application Management Team Member Form before opening a new Application Form. Upon
submission of the Form, each of the team members (Pl, Delegates, Application Follow-up Users) will receive a notifying email to
start contribute to this Application.

Scientific Title (<500 characters)*

[Training] The effect of exercise on psychological distress for people with mild to moderate Parkinson's disease: a randomized
controlled trial

Message

Please confirm to create a new application for clinical
research ethics review.

Principal Investigator : P Yes No Please sign up -
ntec.app1@gmail.com ntec.app 2 w1

Assign Principal Investigator who will be respansible for the Application.

I Add New Row l I Delete Selected Row(s)
Delegates : Email Name  ExistigAccount  Pleasesignup =~
ntec.app2@gmail.com ntec.app2@gm |+]

Logout

bl

Application Management Team Member Form
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7. Click [OK] in the promoted dialog.

q.D Welcome, P

Application Manag ~

Role:  Applicant |Z|

Logout

4l

Application Management Team Member Form

Note to Investigator

Please complete the following Application Management Team Member Form before opening a new Application Form. Upon

submission of the Form, each of the team members (PI, Delegates, Application Follow-up Users) will receive a notifying email to
start contribute to this Application.

Scientific Title (<500 characters)*

[Training] The effect of exercise on psychological distress for people with mild to moderate Parkinson’s disease: a randomized
controlled trial

Information

o The task is being processed.

Principal Investigator : P = Please signup |~
ntec.appl @G .o nnas -

e

Assign Principal Investigator who will be responsible for the Application.

[ Add New Row l I Delete Selected Row(s)
Delegares - (I Email . Name  ExstngAccount  Pleasesignup | 4
ntec.app2@gmail.com ntec.app2@gms ]

| *

Application Management Team Member Form
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5.1.2. Fillin Application Form

After Management Team Member Form submission, you need to fill in the Application Form.

1. Goto [Application] ->[Draft]

Role:  Applicant |Z|

HoseiTAL Welcome, Pe

AUTHORITY

Last Successful Log In: 2016/11/M13 20:47:28

o Home
Welcome to the Hospital Authority Clinical Research Ethics Review Portal.

Profile
The Portal is designed for staff of Hospital Authority (HA), The Chinese University of Hong Kong (CUHK) and The
i png (HKU) to submit the Application for Clinical Research Ethics Review.

Application

Function

Returned
Approved
Completed
Withdrawn

All

Logout

(Workflow Limited
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2. In the “Task” column, choose your application and click “Initial Application Approval” to open the

Application Form.

BREEAR

HOSPITAL
AUTHORITY

Home

Profile

Application

Function

Help

Logout

(Workflow Limited

Welcome, Pe

Task Scientific Title

[Training] The
effect of
exercise on
psychological
Initial distress for
5213(’3;1 113 Application mgptlg with
Approval moderate

Parkinson's
disease: a
H randomized
Click to R controlled trial

Role:  Applicant |Z|

Last Successful Log In: 2016/11M13 20:47:28

. 7 Status | Action(s)

P Hospital | University

Draft Export More

Copyright © 2016FlexWorkflow Limited. All Rights Reserved
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3. Inthe toolbar, buttons are available for operation:

q.D Welcome, P n

< Save Print Submit Application Summary

Submission Ref No.(For Office Use)

Status

LA

HOSPITAL
AUTHORITY

Hospital Authority

Role:  Applicant |Z|

< i Instructions

=

|Draf[

Clinical Research Ethics Review Application Form

Applying Cluster

fields.

[

(For Office Use)

Instructions to applicant

- | IRB/ REC Reference No. |

1. Cluster Research Ethics Committee/Institutional Review Board ("REC/IRB") is dedicated to oversee clinical studies conducted by
Hospital Authority ("HA")/University personnel in the Cluster with the aim of protecting the rights, safety and well-being of the human
subjects recruited for the studies. The Applicant / Principal Investigator must be designated to take the final responsibility for
protecting the rights, safety and well-being of subjects recruited from the Cluster.

2 If submit the application via online system, enter all information required and upload relevant application dossier files to the required
3. This form is only fully functional with Microsoft Silverlight. This form can only support retrieval of the following attachments - [1]
Common Image files, [2] HTML and XML files, [3] Media files, [4] Microsoft Office files (except *.mdb files), [5] PDF files, [6] Text files.

4. This Form does not support certain symbol and text format adjustment. For example, enter text “beta” instead of symbol “B” or copy
and paste “B" from another source, and use symbol * to indicate “power”, e.g. 4x10*3 instead of 4x10°.

5. Research protocol, investigator brochures, consent forms, and written materials to subjects must be uniguely identified,for example, by
Application Reference Number, document numbers, version numbers and dates.

13

Logout Instructions Partl Partll

Clinical Study Categorization Form Application Log Document Log

imited Comment Box

Partlll PartlV

Application Management Team Member Form

PartV PartVl
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Below is the description of each button:

Save Save your application. After clicking the “Save” button, the following dialog will be prompted. Click [Yes] if

you confirm.

Confirm Task Save

Are you sure to save the task?

Yes | | Mo

After that the following dialog will be prompted to inform you the task is saved.

Save Succeed

The task is saved successfully!

QK

Print The following console will be prompted. There are two buttons:

“Save as PDF” is to save the application form as a PDF file.
“Print” is to print your application form. You can choose to print all pages, the current page or a page range

that you specify.

Print Setting

Print Submissian Reference No,(For Offics Uss) E
- oot ]
| save as PDF || print @ e

R R

HOSPITAL
AUTHORITY
Haspilal Authaority

(2) All Pages
Clinical Research Ethics Review Apphcation Form

(_) From 1 To 29 Applying Cluster— [owe | IRB( REC Refarence o, |

{Far Offics Use)

) Current Page Instructions 1o applicant

1. Chister Resesrch Elhics Cammitizerstiutional Revies Board (RECIIRE") s dedicated lo overses dlinkal studles conducted by
Hospkal Auarity {HAUnkersity persannel in he Clusler with the aim of protecting the rights, salety and well-being of the buman
subjects recruted for e studies. The Apgiicant | Principal Investigator must b2 desgrated I bake the final respons ity for

@ pretecting the rights, salety and wellbaing of subjects recrulled fram the Chster.

© O®

& Hsubmit the applicaton via online system, enter al informatian required and upload rebevant apphcation dossier files b the required
fields.

4 This darm s only fuly functional with Micosoft Sikerighe. This b ppcet retrieual af the follow -[11
Common Image files, [2] HTML and XML files. (3] Media fils. [4] Micrasaft Office iles {eacant *mab Sles, [5] POF Sles, [6] Tant
Sles.

4. This Form does not suppart certain symbal and text format adjustmant. For axample, anter taxt ‘beta” instead of symbel *8° or capy
and paste *f* from anather scurce, and use symbc * i indicate “power’, & 9. 4107 insead of dx

5 Rasoareh pealbeol, imvestigator biochuros, consant foms, and witlan matodals 10 subjects must be unigoly idantifad for gampla,
by Apgiication Rateranca Khssbar, documant rmbars, usrsion rmbars snd datis

B Forinfomasion an iesesrch ahics s it R ar
Fitfp2tiwww, P i PR Telrasaarch,_sthicsinac home kam,

7. Tha handing and storage for data containing persenal ety must comply wilh HA Chnical Data Felicy Manual and ather pravating
HA policias and If applicaia unersity policias.

B Saected infermation wil be passed Io the HA's and Universiy's Ceniral Reglster of Cinical Research for the purpese of central

Name: _WON-20161108-0207_20161 Tacard and ak managunant
110 -
Total Pages: 29 O
Submit Submit your application form. For details, please refer to the section 5.1.3 Submit Initial Application Form
Delete Delete your application. Click [Yes] to confirm in the following prompted dialog.
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Message

Please confirm to discard the current information.

Yes Mo

For details, please refer to the section 5.2.4 Delete Initial Application

Close

Close the application form. The following dialog will be prompted to ask you whether to save the existing

data before closing.

Dizcard

Do you want to save existing data before
closing?

Yes MNo Cancel
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4. The application form contains multiple pages.

At the bottom, click the tabs to open the corresponding pages of the application form.

q.D Welcome, P

< Save H Print H Submit H Delete “Application Summaryi Close _"< ilnstructions - H}
,

-

Submission Ref No.(For Office Use) | | E|

n Role:  Applicant |Z|

[ Status |Draf[ |

LA

HOSPITAL
AUTHORITY

Hospital Authority

Clinical Research Ethics Review Application Form

Applying Cluster <] IRB/ REC Reference No. |
(For Office Use)

Instructions to applicant 5

1. Cluster Research Ethics Committee/Institutional Review Board ("REC/IRB") is dedicated to oversee clinical studies conducted by
Hospital Authority ("HA")/University personnel in the Cluster with the aim of protecting the rights, safety and well-being of the human
subjects recruited for the studies. The Applicant / Principal Investigator must be designated to take the final responsibility for
protecting the rights, safety and well-being of subjects recruited from the Cluster.

2 If submit the application via online system, enter all information required and upload relevant application dossier files to the required
fields.

3. This form is only fully functional with Microsoft Silverlight. This form can only support retrieval of the following attachments - [1]
Common Image files, [2] HTML and XML files, [3] Media files, [4] Microsoft Office files (except *.mdb files), [5] PDF files, [6] Text files.

4. This Form does not support certain symbol and text format adjustment. For example, enter text “beta” instead of symbol “B” or copy
and paste “B" from another source, and use symbol * to indicate “power”, e.g. 4x10*3 instead of 4x10°.

5. Research protocol, investigator brochures, consent forms, and written materials to subjects must be uniguely identified,for example, by
Application Reference Number, document numbers, version numbers and dates.

L4

Lo gout Instructions Partl Partll PartIIl PartIV PartV Partvl

Clinical Study Categorization Form Application Log Document Log Application Management Team Member Form Comment Sheet

Comment Box
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5. The application form requires you to input information. Below are some instructions:

The mandatory fields are marked with an asterisk (*).

(J
@ Welcome, P n Role: ApplicantE

Save H Print H Submit H Delete “Application Summaryi Close _j{HPartI

M 3|
Clinical Research Ethics Review Application Form T
Fields mark with asterisk (*) are mandatory fields IRB/ REC Reference No. |
PART I: OUTLINE OF APPLICATION (For Office Use)
1. Name of Study

/

[Training] The effect of exercise on psychological distress for people with mild to moderate Parkinson's disease: a randomized controlled trial

1.1 Scientific Title (<500 characters)*

1.1.1 Research protocol number

1.2 Short Title (for lay public / easy quote)®

1.3 Key Words (for searching purpose, e.g. disease name, drug name, etc.)”

2. Applicant (Principal Investigator)
21 Tite™  (e.g. Mr, Mrs Ms, Sumame * | Firstname * |
Miss, Dr)
Name in Chinese | |
[ | »
Logout Instructions PartI Partll PartIIl PartIv PartV Partvl
Clinical Study Categorization Form Application Log Document Log
® FlexWorkflow
Limited Comment Box

Application Management Team Member Form Comment Sheet

Copyright © 2016FlexWorkflow Limited. All Rights Reserved
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How to Add Row / Delete Row

* In some fields, you may need to add or delete a row.

* Click [Add New Row] to insert the information row;

Add New Row | | Delete Selected Row(s) |

HA University Others, specify 3

* Select the row by clicking it. After selection, it will be highlighted in blue.

| Add New Row | | Delete Selected Row(s) |

HA University Others, specify r

Click on the row to select it

* To select multiple rows, hold the [Ctrl] key on the keyboard and click on the edges of your desired rows

one by one.

HA University Others, specify W

‘WNEH\

RHTSK

e
H

2. Click on the edge of the desired row.

1. Press [Ctrl] Key on Keyboard
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* To select consecutive rows, hold the [Shift] key on the keyboard. Click on the edge of the starting row

and then the last row.

HA University Others, specify
CCH
W 2. Click on the edge of the start row
SJH
<PNEH 3. Click on the edge of the last row
WCH

1. Press [Shift] Key on Keyboard

* Click [Delete Selected Rows(s)] to remove the selected row(s).

I Add New Row ] I Delete Selected Row(s) ]

HA University Others, specify r
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Enabled / Disabled Field

¢ Disabled fields are dimmed:

2.2 Position of the Pnncipal Investigator (Pl)

221 [ HAstaff Position
Department/Unit

Hospital (1)

Hospital (2)

Site Coordinator (If the Pl is not situated in the applying HA site, it is

= recommended to assign a qualified HA staff for site coordination.)
222 [ University staff Paosition

Department/
School/Faculty

University

223 HA Employee University Employee

Radio Button

* If you need to cancel the checked option, click on the checked option again:

&
(=) Yes () No

| Yes

R
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Upload Document

e Supporting documents can be attached in Part VI:

28. Subject Informed Consent Form® (Supplementary) * Unfess waived by Cluster REC
+ W Mo. of attachments: 0
Upload Date Created By Document Type | File Name Suggested Print Name | Upload Times
| |
hstructions Partl Partll PartIIl PartIv PartV PartVI
linical Study Categornization Form Application Log Document Log Application Management Team Member Form Comment Sheet
mment Box
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Below are some important notes when filling in each part:

5.1.2.1. Instructions

The instruction page lists out the basic instructions of the application.

P

Logout

© FlexWorkflow
Limited

Welcome, P n Role: ApplicanlE

< Save i Print i Submit i Delete uAppIic‘ation Summaryi Close _"< ilnstructions

=]

Submission Ref No.(For Office Use) | |

® Status |Draﬂ |

LR

HOSPITAL
AUTHORITY

Hospital Authority

Clinical Research Ethics Review Application Form

Applying Cluster . | IRB/ REC Reference No. |
(For Office Use)

Instructions to applicant

1. Cluster Research Ethics Committee/Institutional Review Board ("REC/IRB") is dedicated to oversee clinical studies conducted by
Hospital Authority ("HA")University personnel in the Cluster with the aim of protecting the rights, safety and well-being of the human
subjects recruited for the studies. The Applicant / Principal Investigator must be designated to take the final responsibility for
protecting the rights, safety and well-being of subjects recruited from the Cluster.

o Ifsubmit the application via online system, enter all information required and upload relevant application dossier files to the required
fields.

3. This form is only fully functional with Microsoft Silverlight. This form can only support retrieval of the following attachments - [1]
Common Image files, [2] HTML and XML files, [3] Media files, [4] Microsoft Office files (except *.mdb files), [5] PDF files, [6] Text files.

4. This Form does not support certain symbol and text format adjustment. For example, enter text “beta” instead of symbol ™ or copy
and paste “B” from another source, and use symbol ~ to indicate “power”, €.9. 4x10*3 instead of 4x10%.

5. Research protocol, investigator brochures, consent forms, and written materials to subjects must be uniquely identified,for example, by
Application Reference Number, document numbers, version numbers and dates.

b

Instructions Partl Partll PartlIl PartIV PartV PartVl
Clinical sudy Calegorzation Form Application Log Document Log Application Management Team Member Form Comment Sheet

Comment Box
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e Select your "Applying Cluster":

Submission Ref No.(For|

LR

HOSPITAL
AUTHORITY

Hospital Authority
Clinical Research Ethics Review Appl

Applying Cluster [HKEC - IRB/ REC
(For Office
L UUsVdile
HKEC
HKWC ns to applicant
KCCIKEC
1. Cluster Research E KW oard (“REC/IRB") is de
Hospital Authority (|, - ~ er with the aim of proteq

subjects recruited i

I Investigator must be d
protecting the rights NTWC

ruited from the Cluster.

Tick the checkbox of “Acknowledge of the instruction” after fully understanding the instruction:

Reminder

1. Hospital Authority as a Research Institution

The HAis a body corporate established under the Hospital Authority Ordinance (Chapter 113 of the laws of Hong Kong). In addition to
the primary responsibilities of establishing. managing, controlling and developing the public hospital system in Hong Kong and
advising the Hong Kong government on healthcare policies and strategies, the HA also has the responsibility to promote, assist and
take part in research relating to hospital services (Chapter 113, Section 4(f) (i) of the laws of Hong Kong).

2. Local Regulation on Clinical Studies of Pharmaceutical Products

Clinical studies of pharmaceutical products are regulated in Hong Kong under the Pharmacy and Poisons Regulations (Chapter 138A

Regulation 36B of the laws of Hong Kong). For the purpose of regulatory compliance, a Certificate for Clinical Trial ("CTC") shall be
obtained before initiation of clinical study of pharmaceutical product.

|v| Acknowledge of the instruction

Download Investigator's Conflict of Interest Declaration Form

4

Instructions PartI PartIl PartIIl PartIV PartV PartVl

Clinical Study Categonization Form Application Log Document Log Application Management Team Member Form Comment Sheet

If necessary, press the [Download Investigator’s Conflict of Interest Declaration Form] to

download the declaration form. Fill in the declaration form, scan it and then upload it in Part VI:

1+ Acknowledge of the instruction

\T Download Investigator's Conflict of Interest Declaration Form

Instructions Partl Partll PartIll

4 !

Partlyv PartV PartVI

Clinical Study Categonzation Form Application Log Document Log Application Management Team Member Form Comment Sheet

Comment Box
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5.1.2.2. Partl
"Part I" is a page about the outline of your application.

Welcome, P

Role:  Applicant |Z|

Save H Print H Submit H Delete “Application Summaryi Close _ﬂ{il’ar‘tl A H}

Clinical Research Ethics Review Application Form

Fields mark with asterisk (*) are mandatory fields IRB/ REC Reference No. |
PART I: OUTLINE OF APPLICATION (For Office Use) 1
1. Name of Study

1.1 Scientific Title (<500 characters)*

[Training] The effect of exercise on psychological distress for people with mild to moderate Parkinson's disease: a randomized controlled trial

1.1.1 Research protocol number |

1.2 Short Title (for lay public / easy quote)*

1.3 Key Words (for searching purpose, e.q. disease name, drug name, etc.)”

2. Applicant (Principal Investigator)

2.1 Tite ™

{e.g. Mr, Mrs,Ms, Sumame * |
Miss, Dr)

Name in Chinese |

First name *

[

| »
Logout Instructions. IPar‘tI I Partll PartIIl

PartIV PartV PartVI
Clinical Study Categorization Form Application Log Document Log
® FlexWorkflow

Limited Comment Box

Application Management Team Member Form Comment Sheet
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e Other Investigators

To add other investigators, click the [Add New Row] button.

3. Other investigators

(if the Pl is not situated in the applying HA site, it is recommended to assign a qualified HA staff for site coordination)

Add New Row ‘ I Delete Selected Row(s) ‘

i Title = Sumame  First name Email Releyam_ << Responsibility
d 0. Qualifications

Department

-

4 Responsibility Description
Administration

Clinical Care
Data/Sample Security
Documentation
Efficacy &Safety
Expertise Advice
Informed Consent
Lead PI

Partners Coordinator
Protection of Subject
Site Coordinator

Staff Safety

= D 0 ~ @ N AW N =

Do oooooOogEloC

12
13
14

Subject Recruitment
Others

Scroll sideways as shown below to view more columns

3. Other investigators

(I the Pl is not situated in the applying HA site, it is recommended to assign a qualified HA staff for site coordination)

Add New Row ‘ I Delete Selected Row(s) ‘

Relevant << Responsibility

Title = Sumame = First name Email Qualifications

Department R

4 Responsibility Description i
Administration

Clinical Care

Data/Sample Security
Documentation

Efficacy &Safety

Expertise Advice

Informad Consent

Lead PI

Partners Coordinator

= W 0 ~ @ O W N =

DDODO0O0OO0OD0DDODDOD OIS

Protection of Subject
Site Coordinator
Staff Safety

Subject Recruitment

Others

12
13
14

*Please specify if there is a Lead P! in addition to the PI
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Each of the filled “Other Investigators” requires the “Responsibility” information. Before adding a
responsibility, input their “Email” first.
3. Other investigators

(if the Pl is not situated in the applying HA site, it is recommended to assign a qualifed HA staff for site coordination)

I Add New Row ‘ I Delete Selected Row(s) J

Relevant << Responsibility

Ei Qualifications

Department Responsibility

-

u Responsibility Description
\ Administration

Clinical Care
Data/Sample Security

test@domain.com

o=

Documentation
Efficacy &Safety
Expertise Advice
Informed Consent
Lead PI

Partners Coordinator
Protection of Subject
Site Coordinator
Staff Safety

Subject Recruitment
Others

= W0 00 =~ @ M R W M

= o m 3
DD0DO0O0DO0DO0DO0OEI0D0DOC

*Please specify if there is a Lead Pl in addition to the PI

Make sure the row is highlighted (appear in blue color). Then select the responsibility in the right

panel to assign it to the highlighted investigator.

3. Other investigators

(If the Pi is not situated in the applying HA site, it is recommended to assign a qualifed HA staff for site coordination)

I Add New Row ‘ l Delete Selected Row(s) ‘

Relevant
Qualifications

<< Responsibility

Email Department Responsibility

-

test@domain.com E \ | Responsibility Description

Administration
Clinical Care
Data/Sample Security
Documentation
Efficacy &Safety
Expertise Advice
Informed Consent
Lead PI

Partners Coordinator
Protection of Subject
Site Coordinator
Staff Safety

Subject Recruitment
Others

=
L= T = = L R

I
DO0D0D0D0D0D0DRNDORC

=
L¥%]

4
EL
1

*Please specify if there is a Lead Pl in addition to the Pl
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. << Responsibility S ey
Click the button to add the selected responsibilities.

3. Other investigators

(If the Pi is not situated in the applying HA site, it is recommended to assign a qualifed HA staff for site coordination)

<< Responsibility

Add New Row ‘ [ Delete Selected Row(s)
p Email gi:bl:ﬁii:ﬁons Department Responsibility i
test@domain.com Ly
.0
1
2
3
4
n_|5
6
7
8
9
10
"
12
13
14
[ » Ll

A

DODOD0DDO0ODO0DODORENDOELC

Responsibility Description

Administration
Clinical Care
Data/Sample Security
Documentation
Efficacy &Safety
Expertise Advice
Informed Consent
Lead PI

Partners Coordinator
Protection of Subject
Site Coordinator
Staff Safety

Subject Recruitment
Others

-

*Please specify if there is a Lead Pl in addition to the Pl

The responsibilities are then added:

3. Other investigators

(if the Pl is not situated in the applying HA site, it is recommended to assign a qualified HA staff for site coordination)

Add New Row ‘ | Delete Selected Row(s)

Email Relevant

Department / Responsibility << Responsibility

Qualifications

Clinical Care,
test@domain.com Documentation,
Efficacy &Safety

o=

= W e =~ N W =

ODO0D0DDODO0DD0DO0OO0OKEDORNC

hl

Administration
Clinical Care
Data/Sample Security
Documentation
Efficacy &Safety
Expertise Advice
Informed Consent
Lead Pl

Partners Coordinator
Protection of Subject
Site Coordinator
Staff Safety

Subject Recruitment
Others

-

Responsibility Description

*Please specify if there is a Lead Pl in addition to the PI
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To change the added responsibilities, re-select the responsibilities in the right panel then click the

<< Responsibility
button to apply the changes:

Add New Row ‘ [ Delete Selected Row(s)

Relevant

Emai Qualifications

imain.com

Department

Clinical Care,
Documentation,
Efficacy &Safety

<< Responsibility

v

= 0 0 ~ O M o W Rk

] o o o o v A

13

14

Responsibility Description

Administration
Clinical Care
Data/Sample Security
Documentation
Efficacy &Safety
Expertise Advice
Informed Consent
Lead PI

Partners Coordinator
Protection of Subject
Site Coordinator
Staff Safety

Subject Recruitment
Cthers

-

Relevant

Email Qualifications

A

imain.com

Departrment

Lead PI,

Partners Coordinator

<< Responsibility

= W o ~N @ U W N =

Ao e 25
I o 5 o o A

Al

Responsibility Description

Administration
Clinical Care
Data/Sample Security
Documentation
Efficacy &Safety
Expertise Advice
Informed Consent
Lead PI

Partners Coordinator
Protection of Subject
Site Coordinator
Staff Safety

Subject Recruitment
Others

-

Copyright © 2016FlexWorkflow Limited. All Rights Reserved

Page 46 of 160




If you need to change the responsibility of other investigators, click the row to highlight it and then

repeat the above steps.

Relevant

201l Qualifications

test1@demain.com

test2@demain.com
test3@domain.com

/

Click on the row to highlight it

Departrment

Responsibility

Lead PI,
Partners Coordinator

N

<< Responsibility ‘

SEEEE
ufslslsls] = [sis¥sis)sls}=)]s

bl

Responsibility Description

Administration
Clinical Care
Data/Sample Security
Documentation
Efficacy &Safety
Expertise Advice
Informed Consent
Lead Pl

Partners Coordinator
Protection of Subject
Site Coordinator
Staff Safety

Subject Recruitment
Others

-
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5.1.2.3. Partll

"Part II" is about study details.

q.D Welcome, P

Role: ApplicantE
Save H Print H Submit H Delete “Application Summaryi Close _‘i < H Partll A H} h
PART ll: STUDY DETAILS (No referral to protocols/other documents is allowed)
9. Scientific basis

"

IRB/ REC Reference No. |
(For Office Use)
9.1 Background, current evidence and key references® (< 30,000 characters)

92 Aim of study* (< 30,000 characters)

93 Hypothesis (e.g. Compared to x control, y intervention leads to a greater rate of z outcome)* (< 30,000 characters)
[

-
| 3
Logout Instructions Partl Partll PartIIl PartIVv Party
Clinical Study Categorization Form Application Log Document Log
@ FlexWorkflow
Limited Comment Box

PartVI
Application Management Team Member Form

Comment Sheet
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5.1.2.4. Partlll

e "Part lll" is about study details.

Welcome, P

Role:  Applicant |Z|

Save H Print H Submit H Delete “Application Summaryi Close _ﬂ{HPartIII - H}h

PART lll: STUDY DETAILS (Sections 16 to 19 are applicable for Prospective Study only)
16. Study Article and Arrangements

-

IRB/ REC Reference No.
(For Office Use) | |
16.1  Study design

16.1.1

How does the procedureftreatment differ from current freatment practice?

if others, specify

16.1.2 Methods of assignment*

16.1.3 Degree of masking®

16.1.4 Phase of study®
16.2  Study article
16.2.1 s there any study arficle?* Yes No
16.2.2  Study article details
Add New Row Delete Selected Row(s)
[ | »
Logout Instructions

Partl Partll PartIIl PartlV PartV PartVl

Clinical Study Categorization Form Application Log Document Log
® FlexWorkflow

Application Management Team Member Form
Limited Comment Box

Comment Sheet
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5.1.2.5. PartIV

"Part IV" is about budget and use of resources.

(J
@ Welcome, P Role: ApplicantE

Save H Print H Submit H Delete “Application Summaryi Close _ﬂ{HPartIV

A H =
PART IV: BUDGET AND USE OF RESOURCES

-

22, Source of Funding

IRB/ REC Reference No.

(For Office Use) | |
221 Commercial® QO Yes () No
2211 Sponsored trial QO Yes () No
Specify the source of funding:
Add New Row Delete Selected Row(s)
222 Non-commercial® ) Yes _) No
[ | »
Logout Instructions Partl Partll PartIIl PartV PartVl
Clinical Study Categorization Form Application Log Document Log
® FlexWorkflow
imi Comment Box

Application Management Team Member Form Comment Sheet
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5.1.2.6. PartV

e The "Part V" is about declaration by investigator(s).

Welcome, P n Role: ApplicantE

< Save H Print H Submit H Delete “Application Summaryi Close _ﬂ{HPartV

M E

PART V: DECLARATION BY INVESTIGATOR(S)

IRB/ REC Reference No.
(For Office Use) |

26. Note: Certain trial information will be passed to a Central Database for risk management purpose and to assist HA's finance controller in sourcing
insurance coverage for clinical trial activities

26.1: Scientific Title of Study

[Training] The effect of exercise on psychological distress for people with mild to moderate Parkinson's disease: a randomized controlled trial

1. 1/ We declare that the information supplied is to the best of our knowledge and accurate.

2. 1/ We declare that the protocol comply with Declaration of Helsinki.

I /' We agree to uphold the protection of research subjects’ right and safety through adherence to local laws, Declaration of Helsinki, institutional
policies5 and whenever applicable, the ICH-GCP.

4. 1/ We understand that approval by the Cluster REC is subject to regular renewal according to local policy.

5. 1/ We agree to report to the ||-|ongKgngEast |

- any planned change(s) to the study, and further agree not to implement any change(s) without receiving prior approval, except to eliminate
immediate hazard to research subjects or when the change(s) involve only logistical or administrative issues.

- any fatal events in applying site within the specific time according to the Standard Operating Procedures of the Cluster REC while pending
investigation, and any serious adverse events in applying site (with an extended report) preferably within seven days but not later than 15
days (from the day it was made known to me / us).

- any new information on the project that adversely influences the risk/benefit ratio.

- progress report(s) (as requested by the Cluster REC) and a final report (after completion of study).

[

Logout Instructions. Partl Partll PartIIl PartlV PartV PartVl

© FlexWorkflow
Limited Comment Box

Clinical Study Categorization Form Application Log Document Log Application Management Team Member Form Comment Sheet

. The “Scientific Title of Study” should be the same as that in Part |. Please check if they are the

same.

26.1: Scientific Title of Study

[Training] The effect of exercise on psychological distress for people with mild to moderate Parkinson's disease: a randomized controlled trial
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5.1.2.7. Part Vi

"Part VI" is about table of attachments.

q.D Welcome, P n

Role: ApplicantE
Save H Print H Submit H Delete “Application Summaryi Close

B ) e
PART VI: TABLE OF ATTACHMENTS

M E

-

IRB/ REC Reference No.
(For Office Use) | |
Suggested Print Name:
27. Research Protocol (Mandatory) Please rename the document for your own reference (optional)
+ W No. of attachments: 0
Upload Date Created By Document Type  File Name Suggested Print Name

Upload Times

28. Subject Informed Consent Form® (Supplementary)

M Unfess waived by Cluster REC
+ W Mo. of attachments: 0
Upload Date Created By Document Type  File Name Suggested Print Name  Upload Times
(I | 3
Logout Instructions Partl PartIl PartIII PartlV PartV PartVl
Clinical Study Categorization Form Application Log Document Log Application Management Team Member Form
® Flex\Workflow
Limited Comment Box

Comment Sheet

The supporting documents can be attached here.
ik
Click the '—! button:

PART VI: TABLE OF ATTACHMENTS

IRB/ REC Reafarence No.
(For Office Use) | |
27. Research Protocol (Mandatory)

Suggested Print Name:
Please rename the document for your own reference (optional)
X

Upload Date

No. of attachments: 0
Created By Document Type | File Name

Suggested Print Name | Upload Times
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In the prompted dialog, click the button.

Please select the file(s) to add into the attachment control.

Files : Select a file —

l oK H Cancel ]

Select all the document(s) that you need to upload and then click “Open”.

e Bx X
= v A =« MewVolume (1) » Sample R #= Sample o
E4EE Yy HESHX = O @ |
== ) CRE 53 A
"L Testing File 2016/10/13 75 .. Adobe Acobat Document
"L Testing File1 2016/10/13 75 .. Adobe Acrobat Document
"\ Testing File2 2016/10/13 75 . Adobe Acobat Document |
< >
EEEE(N): | "Testing File" "Testing File1" " V| All Files (%) w
Click “OK”.
Please select the file(s) to add into the attachment control.
Files : "Testing File.pdf" "Testing Filel.pdf™ “Testing File2.pdf" |---

QK “ Cancel

The files will be added.

Suggested Print Name:
Please rename the document for your own reference (optional)

27. Research Protocol (Mandatory)

B

Upload Date Created By Document Type  File Name
o] 11/111/2016 7:53:41 PM | ntec.app1@gmail.com Eﬁiﬁi;‘f‘ Testing File.pdf
o] 11/11/2016 7:53:41 PM  ntec.app1@gmail.com Eﬁiﬁi;‘f‘ Testing File1.pdf
o] 11/111/2016 7:53:41 PM | ntec.app1@gmail.com Eﬁiﬁi;‘f‘ Testing File2.pdf

Suggested Print Name

No. of attachments: 3

Upload Times
1

1
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If you need to delete an added file, click the bt button.

No. of attachments: 3

] v )
load Date Created By Document Type | File Name Suggested Print Name  Upload Times

I X 11/11/2016 7:53:41 PM ntec.app1@gmail.com Eﬁiﬁ;ﬁh Testing File.pdf 1

L] 11/11/2016 7:53:41 PM  ntec.app1@gmail.com Sﬁiﬂ;ﬁh Testing Fila1.pdf 1

L 11/11/2016 7:53:41 PM | ntec.app1@gmail.com E:fgggih Testing File2.pdf 1

Click [Yes] in the prompted dialog:

Warning

Are you sure to delete the selected file?

Yes Mo
s w——— {
The file will be deleted:
+ W Mo, of attachments: 2
Upload Date Created By Document Type  File Name Suggested Print Name  Upload Times
£3- p Research . )
'@ 11/11/2016 7:53:41 PM  ntec.app1@gmail.com Protocol Testing File1.pdf 1
E7- p Research S
= 111172016 7:53:41 PM  ntec.app1@gmail. com Protocol Testing File2. pdf 1

Decide a print name of an attachment by entering it in the “Suggested Print Name” column. The
suggested print name will be used to facilitate the system to automatically generate an approval letter

where these suggested print names will be used later on in the application process.

Suggested Print Name Upload Times

Reference Doc 1 1
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5.1.2.8. Clinical Study Categorization Form

q.D Welcome, P n

Role: ApplicantE
Save H Print H Submit H Delete “Application Summaryi Close _j{ Hdinical Study Cab H}]

-

IRB/REC Name

Clinical Study Categorization Form

IRB/ REC Reference No.
(For Office Use) | |
Note to Investigator
Please complete the following Clinical Study Categorization Form and submit the Form together with each application for research ethics
review. Upon receipt of an application, the Secretariat will verify the information on the form and arrange for appropriate initial review through
Full Review, Expedited Review or Full Review by Phase 1 Panel.
4 Risk Group No. Risk Factors Yes No 3
Human Subjects 1 Recruitment of human subjects ] ]
[ | »
L:jg:ju‘t Clinical Study Categorization Form Application Log Document Log Application Management Team Member Form Comment Sheet
Instructions Partl Partll Partlll PartlV PartV
D FlexWorkflow
Limited Comment Box

PartVl
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5.1.2.9. Application Log

Application Log shows a summary of information extracted from your Research Ethics Review Application Form and

your subsequent submissions for REC/IRB's review and approval.

Application Log

Note to Investigator

This Application Log shows all the updated information, which are extracted from your Research Ethics Review Application Form and your subsequent

submissions for REC/IRE's review and approval.

General Information

Work Order Number:

Submission Reference Number:

IRB/ REC Reference Number:

Initial Application Submission Date :
Initial Application Review Type :

Initial Application Approval Date :
Approval Expiry Date:

Proposed Study Start Date:

Proposed Study End Date:

Actual Study Start Date:

Actual Study End Date:

Initial Study Subject Recruitment Date:
CTC Expiry Date:

CTI Expiry Date:

Latest Progress Report Submission Date:
Final Report Submission Date:
Terminatation Date:

Termination Reason:

Status History
4 Date Task
13/11/2016 Initial Application Approval
1311172016 Initial Application Approval

|WO N-20161113-0245

|NTEC-21]16—1315

|13/11/2016

|30M12/2016

|31/072018

User From
ntec.app1@gmail.com New
ntec.appl@gmail.com  Draft

Draft
Submitted

To

sical Study Categorization Form | Application Log

Document Lag

Application Management Team Member Form | Comment Sheet
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5.1.2.10.Document Log

Document Log shows a list of documents attached to the application.

Document Log
General Information
Work Crder Number: |WON—201 61113-0245 |
Submission Reference Number: |NTEC-2|]16—1315 |

IRB/ REC Reference Number: | |

U E|Dﬂd ed Documents

Uploaded Documents
Date User Document Type Document Name Suggested Print Name = Upload Times

_WON-20161109-0214_201¢ 1
1

A
13/11/2016 14; ntec.app1@gmail ¢ Research Protocol
13/11/2016 14: ntec.app1@gmail.c Curriculum Vitae (CV) from Principal Investigater _VWON-20161109-0214_201¢

nical Study Categorization Form | Application Log | Document Log | Application Management Team Member Form | Comment Sheet
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5.1.2.11. Application Management Team Member Form

Application Management Team Member Form shows the Scientific Title, Principal Investigator, Delegates and the
Application Follow Up Users defined at the beginning of the application.

Application Management Team Member Form

Note to Investigator

Please complete the following Application Management Team Member Form before opening a new Application Form. Upon

submission of the Form, each of the team members (Pl, Delegates, Application Follow-up Users) will receive a notifying email to
start contribute to this Application.

Scientific Title (<500 characters)*

[Training] The effect of exercise on psychological distress for people with mild to moderate Parkinson's disease: a randomized
controlled trial

Principal Investigator : Email Name Existing Account Please signup =~ =
ntec.app1@gmail.com ntec.appl@gmsa [+

Assign Principal Investigator who will be responsible for the Application.

Add New Row Delete Selected Row(s)
Delegates : Email Name Existing Account Please signup = =

ntec.app2@gmail.com ntec.app2@gmsa 1

Please assign Delegates who will help manage and edit the application forms before research
ethics aporoval.

Add New Row Delete Selected Row(s)

Application Follow Up Users :

Email hlama Evictina Acconnt Ploaco cion nin -

al Study Categorization Form | Application Log

Document Log | Application Management Team Member Form | Comment Sheet
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5.1.2.12. Comment Sheet

Comment Sheet shows the comment history throughout the application.

q.p Welcome, N

1@GMAIL.COM!
< Save H Print H Submit i Withdraw “Appllcat\on Summawu Close _J{H(_‘omment Shest h >

Comment History :

A

Name:

14/11/2016  ntec.sec1@gmail.com

Viewed by Applicant

Comment

this is the comment marked by secretart during retum

To
Applicant

Role:  Applicant E|

L:Jgout Clinical Study Categonization Form
Instructions Partl
2 FlexWorkflow
Limited Comment Box

Application Log

PartIl

Document Log

PartIIl

Application Management Team Member Form

PartIVv

PartyV

Comment Sheet

PartVl

Copyright © 2016FlexWorkflow Limited. All Rights Reserved

Page 59 of 160




5.1.2.13.Comment Box

You can leave a comment to the secretary along with your application.

1. Move the cursor to the "Comment Box":
SULDJECLS TECTUIST U1 NS SIUAIES. 1HE APRPICEINL f FTINCIn mvesuygdamn muse
protecting the rights, safety and well-being of subjects recruited from the Clu:

2 If submit the application via online system, enter all information required and
fields.

3. This form is only fully functional with Microsoft Silverlight. This form can only
Ccommon Image files, [2] HTML and XML files, [3] Media files, [4] Microsoft O

4. This Form does not support certain symbol and text format adjustment. For €
and paste “g” from another source, and use symbol » o indicate “power”, e.g

5. Research protocol, investigator brochures, consent forms, and written materi
Application Reference Number, document numbers, version numbers and dz

- [P U - U R NI | NOF PN S f T [P PP ST S N T YU T S NUN M —

(1]

Logout Instructions Partl Partll PartIIl

Clinical Study Categog#ation Form Application Log Document Log A
2 FlexWorkflow

Limited Comment Box

2. Provide your comments in the following area:

Comment Box -

Please provide your comment if needed

Comment Box
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3. If you need to pin the comment box to the bottom, click the *  putton.

Comment Box - E

Please provide your comment if needed

provide the commet here

Comment Box

The position of the comment box will then be fixed to the bottom of the screen.

@
@ Welcome, P n Role: ApplicantE
< Save H Print H Submit H Delete “Application Summaryi Close _ = Il < ilnstructions A H}h

Submission Ref No.(For Office Use) | | E|

[ Status |Draf[ |

LA

HOSPITAL 1
AUTHORITY

Hospital Authority

Clinical Research Ethics Review Application Form

Applying Cluster 7] IRB/ REC Reference No. |
(For Office Use)

Instructions to applicant

[ | »

Instructions Partl Partll Partlll PartlV PartV PartVl

Clinical Study Categorization Form Application Log Document Log Application Management Team Member Form Comment Sheet
Comment Box -

Please provide your comment if needed

provide the commet here

Logout

D FlexWorkflow
Limited
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4.

q.D Welcome, P

If you need to collapse the comment box, click the ¥ button again.

n

Applying Cluster

Save H Print H Submit H Delete “Application Summaryi Close _;"< ilnstructions

Submission Ref No.(For Office Use)

Role:  Applicant |Z|

M

Status |Draf[

LA

HOSPITAL
AUTHORITY

Hospital Authority

Clinical Research Ethics Review Application Form

- | IRB/ REC Reference No.

[N

Instructions Partl

(For Office Use) |

Instructions to applicant

Partll Partlll

-

Clinical Study Categorization Form

Comment Box

provide the commet here

Logout

2 FlexWorkflow
Limited

Application Log

PartIV PartV
Document Log

Application Management Team Member Form

Please provide your comment if needed

PartVl

Comment Sheet

]
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5.1.3. Submit Initial Application Form

After you have filled in the application form, submit the application form to the secretary for confirmation:

1. Click the [Submit] button
2. Click the [Yes] button in the prompted dialog.

Role:  Applicant [~

Please confirm to create a new Application for Clinical
Research Ethics Review.

I Yesl No

Page 63 of 160
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3. Click the [OK] button in the prompted dialog.

Role:  Applicant[~]

Please complete the following Clinical Study Categorization Form and submit the Form together with each application for research ethics
review. Upon receipt of an application, the Secretariat will verify the information on the form and arrange for appropriate initial review through
Full Review, Expedited Review or Full Review by Phase 1 Panel.

I@I The task is being processed.
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5.1.3.1. Submitted Initial Application

In regard to your submission, you should receive an auto-generated e-mail that confirms your submission to
Secretary. Secretary will then check the application form and supporting documents. If everything is fine, Secretary
will “Confirm” your application. Otherwise, Secretary will “Return” it to you for amendment.

You can keep track of the status of the application in the portal. Please follow the below steps:

1. Find your submitted application in [Application] ->[Sent];

HEETHR

HOSPITAL
AUTHORITY

Welcome,

b Home
Welcome to the Hospital Authority C

Prcfile _ _ _ . o
The Portal is designed for staff of Hosgital £
pplication for Clinical

Application > MNew
L1 . -
Functicn Craft
Help Sent

Returned

Approved

Cempleted

Wit r-' ':j rawmn

All
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2. The application record is indexed by "Submission Ref. No.", "Date", "Scientific Title", "PI", "PIl Hospital"

and "PI University" for easy reference. The status is "Submitted"”.

HBEEHR

HOSPITAL Welcome, Pe

AUTHORITY

Role:  Applicant |Z|

Last Successful Log In: 2016/11/M13 20:47:28

Status Action(s)

.t Home

e ! | submission P PI
S Date ask | Scientific Title | P | oot | University

Application [Training] The
effect of
EXercise on
psychological
distress for Dr

#2 Function

Initial -
Help Mg 2016 201811113 appiication PeopleWih — CHAN rpy Submitted  Export More
: Approval
moderate Man
Parkinson's
disease: a
randomized

controlled trial

3. Click on the "Initial Application Approval" to get back into your application form. Note that application with

status "Submitted"” is read-only. No modification to the application is allowed.

HBEEHR

HOSPITAL Welcome, Pe Role: Applicant[~]

AUTHORITY
Last Successful Log In: 2016/11/M13 20:47:28

Status Action(s)

Home

e ! | submission P PI
S Date ask | Scientific Title | P | oot | University

Application [Training] The
effect of
exercise on
psychological
distress for Dr

#2 Function

Initial ]
N 2016 20181113 appiication Peoplewitn — CHAN 1y, Submitted Export More
= - A prO\«’aI mild to Tai
moderate Man
/] Parkinson's
disease: a
randomized

controlled trial
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4. If you would like to make any changes to the form after submission, you may use “Request for Return”
If you would like to change any particulars in the member form (for example, change the delegates and the
application follow up users), you may use "Change of Delegation".

These options can be found by clicking [More].

BEEHR

WOSPITAL Welcome, Pe

AUTHORITY

Role:  Applicant |Z|

Last Successful Log In: 2016/11/13 20047:28

Bl Bl

Task Scientific Title | Pl Hospital | University Status Action(s)

+ Home

Profile

Application

[Training] The
effect of
exercise on
psychological
Initial distress f_0r Dr
Application ﬁ]‘;gﬂ'gw'm ?:i‘“‘“ TPH Submitted Export }
Approval  oderate Man
Parkinson's
disease: a
randomized
controlled trial

Function

NTEC-2016 2016/11/13
1315 2349

Request for Return

Change of Delegation

Refer to Section 5.2.1 Request of Return for Initial Application and 5.2.2 Change of Delegates for more

information.
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5.1.4. Returned Initial Application and Resubmit Initial Application

You may receive an email notification sent by Secretary if an application is returned to you.
Furthermore, the application form will be returned to you in the portal. This may occur when some information is

missing. You will need to get back to the portal to check, amend and re-submit the application.

Please do the following:

1. Goto [Application] ->[Returned];

HBEETAR

HOSPITAL
AUTHORITY

Welcome,

Welcome to the Hospital Authority Clinical Research

The Portal is designed for staff of Hospital Autherity (HA), The

pplication for Clinical Research Ethics Re
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2.

3.

Status of application should be “Returned”

Role: Applicant[v|

qp%‘ﬁﬂ Welcome, KWC

AUTHORITY

st Successful Log In: 2016/11/10 103324
- “

Returned

IRB /REC Scientific Title PI Hospital | Pl University Status Action(s)
Email (Initial
KWE 26 SR 2016/4141 Application Testingforcase MR CHAN POLYU Retumed
0001 23:01 Approval) MAN

Note: if you find that status is “Approved with Comment” / “Pending for Comment”, please refer to the section

5.1.8 “Returned Initial Application after Review”.

The secretary may leave a comment. You can view the comment in "Comment Sheet":

(J
qp Welcome, N 1@GMAIL.COM! p—
< Save H Print H Submit i Withdraw “Applicat\on Summawi Close _ =3 Ii< HCnmment Shest = h >

Viewed by Applicant
Comment History :
P Date Name Comment To %
14/11/2016  ntec.sec1@gmail.com this is the comment marked by secretart during retum Applicant
LOE]OUt Clinical Study Categorization Form Application Log Document Log Application Management Team Member Form Comment Sheet
Instructions Partl PartIl PartIIl PartIV PartV PartVl

Comment Box
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4. Re-submit the application to Secretary after modification.

q'D Welcome, N

1@GMAIL.COM!

Role:  Applicant

TS Summery| G
Viewed by Applicant
Comment History :
4 Date | Name | Comment To %
14/11/2016  ntec sec1@gmail com this ie tha t markadd b tart durina rahim Anplicant
(— Message
Are you sure to submit the application to CREC?
Yes No
-
LOQOUT Clinical Study Categoerization Form | Application Log | Document Log | Team ‘ Comment Sheet
Instructions Part] | Partnx | Partm | Partv | partvr
| Comment Box ‘

The “Return and Resubmit” process may happen more than once until Secretary confirms the application. Please

refer to Section 5.1.5 Confirmed Initial Application.

Copyright © 2016FlexWorkflow Limited. All Rights Reserved
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5.1.4.1. Resubmitted Application

To view re-submitted application:

1. Goto [Application] > [Sent]

HWEEHR

HOSPITAL Welcome, Pe

AUTHORITY

n!

{2+ Home

Welcome to the Hospital Authority Clinical Research Ethics Revie

1
¢ Profile
- The Porial is designed for staff of Hospital Authority (HA), The Chinese Univers

for Clinical Research Ethics Review.
Application

&= Function

(7) Help
Returned
Approved
Completed

Withdrawn

Logout All
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2. The status is "Re-submitted".

HosriTat Welcome, Pe !

AUTHORITY

1_r Home

Sent

Profile
‘ Scientific Title Pl Pl Hospital

- - raining] The effect
Application E;exercgige on
psychological
distress for people
with mild to
moderate
Parkinson's disease:
a randomized
controlled trial

Dr CHAN

Function NTEC-2016-  2016/11/14 Initial Application
Tai Man

1315 0040 Approval UL

Logout

Role:  Applicant[+]

Last Successful Log In: 2016/11/13 21:02:19

Pl University Status Action(s)

Re-submitted Export More
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5.1.5. Confirmed Initial Application

You will receive a confirmation E-mail once Secretary has confirmed every necessary piece of information and when
the documents of the application are ready. Once the application is confirmed by Secretary, the review process will
be arranged by Secretary.

To view a confirmed application:

1. Goto [Application] > [Sent]

HWEEHR

HOSPITAL Welcome, Pe

AUTHORITY

n!

{2t Home
Welcome to the Hospital Authority Clinical Research Ethics Revie

1
¢ Profile
- The Porial is designed for staff of Hospital Authority (HA), The Chinese Univers

for Clinical Research Ethics Review.
Application

&= Function

(7) Help
Returned
Approved
Completed

Withdrawn

Logout All
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2. The status is "Confirmed".

TR

HOSPITAL
AUTHORITY

Welcome, Pe

Profile

Application

Function

NTEC-2016- 2016/11/14
1315 00:48

Logout

Initial
Application
Approval

l Role:  Applicant E

Last Successful Log In: 2016/11/14 00:46:52

[ [ Status

Scientific Title Pl Hospital | University

Action(s)

[Training] The
effect of
exercise on
psychological
distress for
people with mild
to moderate
Parkinson's
disease: a
randomized
controlled trial

Dr
CHAN
Tai
Man

TPH Confirmed  Export More
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5.1.6. For Review Initial Application

After the application has been confirmed by the secretary, if the application has been passed to the reviewers for

review, the application will be in “For Review” status:

1. Goto [Application] > [Sent]

HWEEHR

HOSPITAL Welcome, Pe

AUTHORITY

n!

{2+ Home

Welcome to the Hospital Authority Clinical Research Ethics Revie

1
¢ Profile
- The Porial is designed for staff of Hospital Authority (HA), The Chinese Univers

for Clinical Research Ethics Review.
Application

&= Function

(7) Help
Returned
Approved
Completed

Withdrawn

Logout All
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2. The status is "For Review":

HEETHR

HOSPITAL
AUTHORITY

Home

Profile

Application

Function

Help

Logout

orkflow Limited

Welcome, N

Submission

NTEC-2016- 2016/11/14
00:58

1316

Initial
Application
Approval

1@GMAIL.COM!

Scientific Title Pl Pl Hospital | Pl Un
[Training] The

effect of exercise

on psychological

distress for people

with mild to Dr CHAN
moderate Tai Man
Parkinson's

disease: a

randomized

controlled trial

TPH

Role:  Applicant E

Last Successful Log In: 2016/11/14 00:51:48

ity Status Action(;

For Review  Export More
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5.1.7. Reviewed Initial Application

After a reviewer has reviewed the application, the status will be changed to "Reviewed":

1. Goto [Application] > [Sent]

HWEEHR

HOSPITAL Welcome, Pe

AUTHORITY

n!

{2t Home
Welcome to the Hospital Authority Clinical Research Ethics Revie

1
¢ Profile
- The Porial is designed for staff of Hospital Authority (HA), The Chinese Univers

for Clinical Research Ethics Review.
Application

&= Function

(7) Help
Returned
Approved
Completed

Withdrawn

Logout All
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2. The status is "Reviewed":

HBEEHR

HOSPITAL Welcome, N

AUTHORITY

Home

Profile
Submission

Application
Function

NTEC-2016
-1315

Logout

2016/11/14
00:58

Task

Initial
Application
Approval

T@QGMAIL.COM!  roe aspican[s]

Scientific Title

effect of
exercise on
psychological
distress for
people with
mild to
moderate
Parkinson's
disease: a
randomized
controlled trial

[Training] The

Last Successful Log In: 2016/11/M14 00:57:0¢

Pl Pl

Pl | Hospital | University

Status Action(s)

Dr
CHAN
Tai
Man

TPH Reviewed Export More
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5.1.8. Returned Initial Application after Review

After the review of an application by reviewers, Secretary will consolidate the reviews and mark whether the

application is approved.

If the application is not approved, secretary will return the application to the applicant. Depending on the decision

marked by the secretary, the application may have one of the following statuses:

= Approved with Comment

= Pending for Comment

To view the status:

1. Goto [Application] > [Returned]

HoseiTAL Welcome, Pe

AUTHORITY

n!

{2} Home
Welcome to the Hospital Authority Clinical Research

£ Profile
) The Portal is designed for staff of Hospital Authority (HA), The C

png (HKU) to submit the Application for Clin
Application

Function

Returned
Appraved
Completed

Withdrawn

Logout All

@ FlexWorkflow Limited
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2. The status could be “Approved with Comment” or “Pending for Comment”:

HosPITAL Welcome, Pe

AUTHORITY

I Role:  Applicant |Z|

Last Successful Log In: 201611114 01:07:30

-+ Home
Returned

Profile
Pl Pl

Scientific Title Pl Hospital | University

Status Action(s)

Application

[Training] The

effect of

. N EXercise on
Function psychological

Initial distress for Dr Approved

Application PEOPIE Wit CHAN with Export More

mild to Tai
Approval T Man Comment

Parkinson's

disease: a
randomized
controlled trial

NTEC-2016 2016/11/14
-1315 01:10

Logout

kflow Limited

HEEAER

HOSPITAL
AUTHORITY

B

Applicant
Lest Successful Lag In: 2076/ '.314&5:

S o = Hosptal Unversy  Status | Action(s)

[Training]
The effect of

exercise on

psychological

distress for

Initial people with CHAN Pending

Application mild to Tef TPH for Export More
Approval  moderate Comment

Parkinson’s Man

disease: a
randomized
controlled

trial

Dr
Help NTEC- 2016/11/14
2016-1315 09:39
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3. You can open the application and go to the “Comment Sheet” to view the comment:

_ai
Applicant I

()
Welcom
Save l Print l Submit l Withdraw “Application Summaryl Close _;lﬂ&:mment Sheet = h >

Viewed by Applicant
Comment History :
4 Date Name Comment To
14/11/2016  ntec sec1@gmail com this is the comment Applicant
1 | 4
Clinical Study Categorization Form Application Log Document Log Application Management Team Member Form Comment Sheet
Partll PartIlI PartIV PartV PartVl

Instructions Partl

Comment Box
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4. You may modify the application content and re-submit it to Secretary again by clicking the [Submit] button;

you may withdraw the application by clicking the [Withdraw] button.

l Welcom

= Save l Print

_allh
Applicant I
Application Summaryl Close _;ll < ilnslructions - l:‘a

-

Submission Ref No.(For Office Use) |NTEC—2016—1315 |
® Status |F'ending for Comment

LR

HOSPITAL
AUTHORITY

Hospital Authority

Clinical Research Ethics Review Application Form

Applying Cluster NTEC . | IRB/ REC Reference No.
(For Office Use)

Instructions to applicant

1. Cluster Research Ethics Committee/Institutional Review Board ("REC/IRB") is dedicated to oversee clinical studies conducted
Hospital Authority ("HA")YUniversity personnel in the Cluster with the aim of protecting the rights, safety and well-being of the I
subjects recruited for the studies. The Applicant / Principal Investigator must be designated to take the final responsibility for
protecting the rights, safety and well-being of subjects recruited from the Cluster.

o If submit the application via online system, enter all information required and upload relevant application dossier files to the red

fields.
- - - - . - . N . - 4 o
1 | 4
Instructions Partl PartIl PartlIl PartIV PartV Partvl
Clinical Study Categorization Form Application Log Document Log Application Management Team Member Form Comment Sheet

Comment Box
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5.1.9. Approved Initial Application after Review

Upon the approval of your application, you will receive a notification email. You can find the application and read the

comments (if any) by following the below steps:

1. Goto [Application] > [Approved]

HWEEHRER

HOSPITAL
AUTHORITY

Welcome, KWC APP

Welcome to the Hospital Authority Clinical Resear

The Portal is designed for staff of Hosgital Authonty (HA), Tt
Researcn Etnics Review.

Appli

Functicn

Help Sent

Returned

Apr

Cocmpleted
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2. You can now find that the application is attached with an “IRB / REC No” which is input by Secretary during
the process of confirmation.
You can search your application based on the “IRB / REC No” in [Function] -> [Application Search]. For

further information, please refer to Section .8.2 Search of Application by Filter.

= ApplicantE

qp% Welcome, g

Approved

IRB/REC & Submission Pl Pl

Date Scientific Title Pl Status Action(s)

No. Ref. No. Hospital | University

[Training] The

effect of

exercise on

psychological
Initial distress for Dr
Application people with mild CHAN  TPH Approved  Export More
Approval to moderate Tai Man

Parkinson’'s

disease: a

randomized

controlled trial

. Application

#2 Function
Testing IRB - NTEC-2016- 2016/11/14
0001 1315 11:02

?) Help

You can find that there are some options under the column “Action(s)” > [More]. You can carry out some
post-approval actions after your submission is approved. Please refer to Section 6 Manage an

Application (Post-Approval).
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5.2. Change of Initial application

5.2.1. Request of Return for Initial Application

HACRER Portal allows you to make a request to the secretary for returning an application. You can then modify the

returned application and then re-submit it back to Secretary again.

Application with the following statuses could be requested for a return:
- Submitted
- Re-submitted
- Confirmed
- For Review

- Reviewed
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Please follow the below steps to request for a return:

1. Goto [Application] > [Sent];

BEEHER

HOSPITAL
AUTHORITY

Profile

Application

% Function

Logout

Welcome, Pe n!

Welcome to the Hospital Authority Clinical Research Ethics Revie'

The Portal is designed for staff of Hospital Authority (HA), The Chinese Univers
i : sl Tor Clinical Research Ethics Review.

Returned

Approved

Completed

Withdrawn

All
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2. Click [More] of the application you are going to modify.

3. Select “Request for Return”; a “Request for Return Form” should appear:

HBEETER

HOSPITAL
AUTHORITY

Applicant

Last Successful Lag In 2076

S~ | Submission Pl Pl

Ref. No. Sclentific Tle | Pl | ospital | university US| Action(s)

[Training] The
effect of
exercise on
psychological
Initial distress fer Dr
NTEC- 2016/11/13 Application people with CHAN
2016-1313  21:04 Approval mild to Tai
moderate Man
Parkinson's
disease: a
randomized _
controlled trial Change of Delegation

TFH Submitted Export More

Request for Return
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4. Input the reason for requesting the return of application;

5. Click [Submit] to finish the request.

()
Rele: Applicant

qp Welcome,
i —" ‘

M e J sume Jfsenication summary | coce N || - [ oot e - )

Request for Return Form

Submission Reference Number: |NTEC'2D15-1313 |

IRB/REC Reference Number: | |

Work Order Number: |WON—20161113-0240 |

Request for Return Reason:

Request For Return

Comment Box

Important! Please note that the status of the application will remain unchanged even when you have requested

for a return, and will change to “Returned” only when Secretary has returned the application to you.
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If you return request is accepted, you may receive an email notification about it.

Follow the below steps to view and edit your application if Secretary has returned it to you:

1. Goto [Application] > [Returned];

HBETAR

HOSPITAL
AUTHORITY

Welcome,

Welcome to the Hospital Authority Clinical Research

The Portal is d

nt

Returned

()
BREEHER 4 - ;
@ HOSPITAL WelCome, WC ﬁppi | j . Role: Applicant|v|
AUTHORITY N
\ last Successful Log In: 2016/11/10 108824
L

Returned

IRB/REC = Submission

No. Ref. No. Scientific Title Pl Pl Hospital | Pl University Status Action(s)
Email (Initial
KWC-2016-  2016/11/01 Application Testing for case MR CHAN SOtV Bt
90t 201 Approval) MAN

3. Click [Submit] after you have finished the modification. Your application is then re-submitted to the

secretary for confirmation.
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5.2.2. Change of Delegates

If there is any change of “Delegates” in “Management Member Team Form”, you need to make a request to the

secretary for a change of delegates.
Note: In Pre-Approval, only Principal Investigator can use this function.
1. Goto[Application] > [Sent];

2. Click [More] of the application you are going to modify;
3. Select “Change of Delegation”.

HEEHRR

HOSPITAL WelCO Applicant|v|

AUTHORITY

Last Successh

IRB/

R;qli(. Ref. No. ST Tite P Hospital | University

Submission PI FI Action(s)

Status

[Training] The
effect of
exercise on
psychological
Initial distress for Dr
Application  people with mild CHAN ~ TPH Submitted  Export More
Approval o moderate Tai Man
Parkinson's Request for Retumn
disease’ a
randomized
controlied trial Change of Delegation

NTEC-2016- 2016/11/13
1313 21:04
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4. The Application Management Team Member Form will be shown.
Insert new members to the list of delegation / application follow up users.
5. Click [Submit] to finish modification.

r Wek}ome\eu_l - G

Print H Submit “Appllcatlon Summaryi Close i Application Manag ~ h
Delegates : Email Name Existing Account Please signup =~ *
ntec. app2@gmail com ntec.app2@gma ]

Flease assign Delegates who will help manage and edit the application farms before research
ethics approval.

Add New Row ‘ I Delete Selected Row(s)

Application Follow Up Users :

-

Email Name Existing Account Please sign up
ntec.app3@gmail.com ntec.app3@gma w1
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5.2.3. Withdraw Initial Application

You can withdraw the application if it is in the following statuses:
- Returned
- Approved with Comment

- Pending for Comment

1. Goto [Application] > [Returned]

BEEHERF

HOSPITAL
AUTHORITY

Welcome,

Welcome to the Hospital Authority Clinical Research

The Portal is designed for staff of Hospital Autherity (HA), The

polication for Clinical Research Ethics Re

& Functicn
Help Sent

Returned

Withdraw

All
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2. Open the application.

HBEEHR

HOSPITAL
AUTHORITY

Submission
Applicetion
§ Functicn
NTEC-
2016-1313

2016/11/14
10:46

Applicant

Last Suecessful

Pl Pl

Scientific Title | P | ooy | University

Status

Action(s)

[Training] The
effect of

exercise on
psychological
distress for Dr

Initial !
Application mpt'g with .?;:AN TPH Returned Export More
CATE] moderate Man

Parkinson's

disease: a

randomized

controlled trial

3. Click the [Withdraw] button and click [Yes] in the prompted dialog.

r Welcome, Pet

Save l Print l Submit

Submission Ref No.(For Office Use)

NTEC-2016-1313

[ ) Status Retumed
B bR R
HOSPITAL
AUTHORITY
Hospital Authority

Clinical Research Ethics Review Application Form

Applying Cluster NTEC

IRB/ REC Reference No.

I

(For Office Use)

Message

Are you sure to discard the inputted information?

1. Cluster Research Ethics Committee/Ins
Hospital Authority ("HA"YUniversity per
subjects recruited for the studies. The £

fields.

ee clinical studies col
safety and well-being
e the final responsibi

Yes Mo

protecting the rights, safety and well-being of subjects recruited from the Cluster.

2 I submit the application via online systemn, enter all information required and upload relevant application dossier files
3. This form is only fully functional with Microsoft Silverlight. This form can only support retrieval of the following attachme
Common Image files, [2] HTML and XML files, [3] Media files, [4] Microsoft Office files (except *.mdb files), [5] PDF file

4. This Form does not support certain symbol and text format adjustment. For example, enter text *beta” instead of symb

and nacta “R" frnm annther enuirre and nea euvmhbnl & tnindicata “nower” e 0 AvINAT inctead nf Aving
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4. Goto [Application] > [Withdrawn]

HosriTAL Welcome, Pe

AUTHORITY

Role: Applicant |Z|

Last Successful Log In: 20161113 20:47:28

{3+ Home
Welcome to the Hospital Authority Clinical Research Ethics Review Portal.

Profile
The Porial is designed for staff of Hospital Authority (HA), The Chinese University of Hong Kong (CUHK) and The

ing (HKU) to submit the Application for Clinical Research Ethics Review.

Application
Function
Help
Returned
Approved
Completed
Withdrawn

All

Logout

® FlexWorkflow Limited

5. The withdrawn application will be shown in the "Withdrawn" pool with the status "Withdrawn".

5

WEEEER )
HOSPITAL We|C F = Applicant| V|

AUTHORITY zi

Home

Profile
Sosee - Pl Pl
Task Scientific Title | Pl Hospital | University Status
Application [Training] The
effect of
exercise on
Function psychological

distress for Dr

Initial :
NTEC-  2016/1/14 M@ peoplewith  CHAN _
20161313 10:50 SPpRCALON mid to Tai  OH Withdrawm; - Bxport More
PP moderate Man
Parkinson’s
disease: a
randomized

controlled trial
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5.2.4. Delete Initial Application

If the application is in the "Draft" status, it means it is not yet submitted to Secretary and you can still delete it.

1. Click [Application] > [Draft].

e Welcome, Pe

AUTHORITY

Role:  Applicant |Z|

Last Successful Log In: 2016/11/13 20:47:28

i Home
Welcome to the Hospital Authority Clinical Research Ethics Review Portal.

Profile
The Portal is designed for staff of Hospital Authority (HA), The Chinese University of Hong Kong (CUHK) and The

png (HKU) to submit the Application for Clinical Research Ethics Review.
Application

Function

Returned
Approved
Completed
Withdrawn

All

Logout

® FlexWorkflow Limited
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2. Open the drafted application that you want to delete.

HBEEHR

HOSPITAL
AUTHORITY

{2+ Home

.. Profile

Application

Function

Logout

® FlexWorkflow Limited

Welcome, Pe

2016/MM11/13
21:36

Task

Initial
Application
Approval

Role:  Applicant |Z|

Last Successful Log In: 2016/11/M13 20:47:28

> . Status |  Action(s)

scientfc Titie | PI | Pl il iy
[Training] The

effect of

exercise on

psychological

distress for

people with

mild to Rt
moderate

Parkinson's

disease: a

randomized

controlled trial

Export More
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3. Click the [Delete] button:

[N

Welcome, Pe

Save H Print H Submit

poplication summary)_Cloce N || - | =t

n Role:  Applicant |Z|

M E

Submission Ref No.(For Office Use) | |

[ ) Status |Draf[ |

LR

HOSPITAL
AUTHORITY

Hospital Authority

Clinical Research Ethics Review Application Form

Applying Cluster NTEC - | IRB/ REC Reference No. |
(For Office Use)

Instructions to applicant

1. Cluster Research Ethics Committee/Institutional Review Board ("REC/IRB") is dedicated to oversee clinical studies conducted by
Hospital Authority ("HA")/University personnel in the Cluster with the aim of protecting the rights, safety and well-being of the human
subjects recruited for the studies. The Applicant / Principal Investigator must be designated to take the final responsibility for
protecting the rights, safety and well-being of subjects recruited from the Cluster.

o If submit the application via online system, enter all information required and upload relevant application dossier files to the required
fields.

3. This form is only fully functional with Microsoft Silverlight. This form can only support retrieval of the following attachments - [1]
Common Image files, [2] HTML and XML files, [3] Media files, [4] Microsoft Office files (except *.mdb files), [5] PDF files, [6] Text files.

4. This Form does not support certain symbol and text format adjustment. For example, enter text "beta” instead of symbol “B” or copy
and paste “B” from another source, and use symbol * to indicate “power”, .g. 4x10*3 instead of 4x10°.

5. Research protocol, investigator brochures, consent forms, and written materials to subjects must be uniguely identified,for example, by
Application Reference Number, document numbers, version numbers and dates.

Lo gout Instructions Partl Partll PartIIl PartIV PartV PartVl

Clinical Study Categorization Form Application Log Document Log Application Management Team Member Form Comment Sheet

Comment Box
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4. The following

dialog will ask for your confirmation. Click [Yes] to proceed.

n

Role:  Applicant |Z|

Application Summary

Submission Ref No.(For Office Use)

Status |Draﬂ |

e R

HOSPITAL
AUTHORITY

Hospital Authority
Clinical Research Ethics Review Application Form

Applying Cluster IRB/ REC Reference No.

(For Office Use)

NTEC -

Message

Please confirm to discard the current information.

1. Cluster Research Ethics Committee/Ins
Hospital Authority ("HA")/University per
subjects recruited for the studies. The 2
protecting the rights, safety and well-being of subjects recruited from the

e clinical studies conducted by
safety and well-being of the human
e the final responsibility for

No

uster.

2 If submit the application via online system, enter all information required and upload relevant application dossier files to the required
fields.

3. This form is only fully functional with Microsoft Silverlight. This form can only support retrieval of the following attachments - [1]
Common Image files, [2] HTML and XML files, [3] Media files, [4] Microsoft Office files (except *.mdb files), [5] PDF files, [6] Text files.
4. This Form does not support certain symbol and text format adjustment. For example, enter text “beta” instead of symbol “g” or copy
and paste “B" from another source, and use symbol * to indicate “power”, e.g. 4x10*3 instead of 4x102.
5. Research protocol, investigator brochures, consent forms, and written materials to subjects must be uniguely identified,for example, by
Application Reference Number, document numbers, version numbers and dates.
4|, - T T T T T s e e e e e e e e T e e e e | *
Logout Instructions PartI | Partll | PartIIl | PartIV PartV | PartVl |
| Clinical Study Categorization Form | Application Log | Document Log | Application Management Team Member Form | Comment Sheet |
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5. Click [OK] in the following prompted dialog:

(J
@ Welcome, P n Role: ApplicantE

Submission Ref No.(For Office Use) | |

o Status |Deleted |

LA

HOSPITAL
AUTHORITY

Hospital Authority
Clinical Research Ethics Review Application Form

Applying Cluster NTEC - | IRB/ REC Reference Mo.
(For Office Use)

Information

o The task is being processed.
1. Cluster Research Ethics Committee/Ins «ee clinical studies conducted by

Hospital Authority ("HA")/University per safety and well-being of the human
subjects recruited for the studies. The 2 oK ie the final responsibility for
protecting the rights, safety and well-be

2 If submit the application via online system, enter all information required and upload relevant application dossier files to the required
fields.

3. This form is only fully functional with Microsoft Silverlight. This form can only support retrieval of the following attachments - [1]
Common Image files, [2] HTML and XML files, [3] Media files, [4] Microsoft Office files (except *mdb files), [5] PDF files, [6] Text files.

4. This Form does not support certain symbol and text format adjustment. For example, enter text “beta” instead of symbol “g” or copy
and paste “B” from another source, and use symbol * to indicate “power”, e.g. 4x10*3 instead of 4x10°

5. Research protocol, investigator brochures, consent forms, and written materials to subjects must be uniguely identified,for example, by
Application Reference Number, document numbers, version numbers and dates.

-

L

bl

Logout Instructions PartI | Partll | PartIIl | PartIv | PartV | PartVl |

| Clinical Study Categorization Form | Application Log | Document Log | lication Team ber Form | Comment Sheet |
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6. The drafted application that you have deleted will be removed from the "Draft" pool.

BEEHER

WoSPITAL Welcome, Pe

AUTHORITY

Role:  Applicant |Z|

Last Successful Log In: 20161113 20:47:28

Submission

Home

Profile
Date Task Scientific Title Pl Pl Hospital | Pl University| Status | Action(s)

Ref. No.

Application
No Task

22 Function

Logout

*Workflow Limited
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7. Click [Application] > [Withdrawn]

Role: Applicant |Z|

HosriTAL Welcome, Pe

AUTHORITY

Last Successful Log In: 20161113 20:47:28

. e

Welcome to the Hospital Authority Clinical Research Ethics Review Portal.

Profile
The Porial is designed for staff of Hospital Authority (HA), The Chinese University of Hong Kong (CUHK) and The

ing (HKU) to submit the Application for Clinical Research Ethics Review.

Application

Function

Help
Returned
Approved
Completed
Withdrawn

All

Logout

® FlexWorkflow Limited
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8. The deleted application will be shown in the "Withdrawn" pool with the status "Deleted".

BREEAER

HOSPITAL
AUTHORITY

Welcome, Pe

Home
Withdrawn
. Profile
Application
Function
Initial
NTEC-2016 2016/11/13 -
Help ~ . Application
P 1314 21:50 Approval

Logout

rkflow Limited

Role:  Applicant |Z|

Last Successful Log In: 2016/11/13 20:47:28

Status

Pl Pl

tific Title | P1 | yospital | university

Action(s)

[Training] The
effect of
exercise on

psychological
distress for
people with
mild to
moderate
Parkinson's
disease: a
randomized
controlled trial

Dr
CHAN
Tai
Man

TPH Deleted

AN

Export More
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5.3. Clone to Draft

Applicant can use the “Clone to Draft” function to copy an old application form data to a new one in order to speed

up the data filling time.

1. Search the application and open the application form
2. Click [Clone to Draft]

Welcome, P

=< Print E Clone to Draft hiﬁ\pplicﬂtinn Summawi Close = =<

Submission Ref No.(For Office Use)

o status|Submit

EWpENR

HOSPITAL
AUTHORITY

Hospital Authority

Clinical Research Ethics Review Application Form

Applying Cluster NTEC IRB/ REC Reference No.
| (For Office Use) L

Instructions to applicant

1. Cluster Research Ethics Committee/Institutional Review Board (‘REC/IRB") is dedicated to oversee clinical

Hmmem Tl 8 B eadle o oZhe s SEUL BB AN T HemZe im e The s em mmm mmom = B Tem bl m e e B e hde Bl m m T mE e b mdTem e Bl m mfmalmdm e e
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3. The following dialog will be prompted. Click [OK] to proceed.

Application Management Team Member Form

Note to Investigator

Please complete the following Application Management Team Member Form before opening a new Application Form. Upon
submission of the Form, each of the team members (PI, Delegates, Application Follow-up Users) will receive a notifying email to
start contribute to this Application.

Message

Scientific Title (<500 Data has been copied from old application to this

- application. . _
[Training] The effect @ You can review the details on other forms. erate Parkinson’s disease: a randomized
conirolled tnal Please input Application Management Team Member for

this application before creation.
OK
Principal Investigator : Email Name Existing Account Please signup = *

J Click here L

4. Enter the "Pricipal Investigator", "Delegates” and "Application Follow Up Users".

(J
@ Welcome, P n Role: ApplicantE
< Print H Create “Application Summaryi Close — > il < iAppIic:ation Manag ~ H =

-

Principal Investigator : d Email Name Existing Account Please signup =~ *

L -

Assign Principal Investigator who will be responsibie for the Application.

Add New Row ‘ I Delete Selected Row(s) ‘
Del CH P ot - -
egate 4 Email Name Existing Account Please sign up
Flease assign Delegates who will help manage and edit the applicafion forms before research
ethics approval.
Add New Row ‘ I Delete Selected Row(s)
Application Follow Up Users : d Email Name Existing Account Please signup =~ *
T =) i
Logout [N /Y
Application Management Team Member Form Instructions Partl Partll PartIIl PartlVv
LirT‘IitGE'rgﬂGW Part\/ PartVl Clinical Study Categorization Form Application Log Document Log
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5. Click the [Create] button.

(J
@ We I co m e ’ P Role:  Applicant |Z|

< Print ||| Create

Joniceon summery | coee N - || - (oo - ]

-

Application Management Team Member Form |

Note to Investigator

Please complete the following Application Management Team Member Form before opening a new Application Form. Upon

submission of the Form, each of the team members (PI, Delegates, Application Follow-up Users) will receive a notifying email to
start contribute to this Application.

Scientific Title (<500 characters)*

[Training] The effect of exercise on psychological distress for people with mild to moderate Parkinson’s disease: a randomized
controlled trial

Principal Investigator : Email Name Existing Account Please signup = 0

ntec.app1@gmail.com ntec.app1@gms w1

Assign Principal Investigator who will be responsible for the Application.

Add New Row ‘ I Delete Selected Row(s)
Delegates : Email Name Existing Account Please signup =~ *
ntec.app2@gmail.com ntec.app2@gms w1
Logout LN Lr
Application Management Team Member Form Instructions Partl Partll PartIIl PartlVv
Part\/ PartVl Clinical Study Categorization Form Application Log Document Log
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6. You will be directed to the "Instructions” page. The following dialog reminds you to read the instruction form.
Click the [OK] button to proceed.

(J
@ Welcome, P n Role: ApplicantE

| *

Submission Ref No.(For Office Use) | |
° status | |

LA

HOSPITAL
AUTHORITY

Hospital Authority
Clinical Research Ethics Review Application Form

Applying Cluster e IRB/ REC Reference No.
(For Office Use)

Message

Please read the Instruction Form first before create a draft.

1. Cluster Research Ethics Committee/Ins ee clinical studies conducted by
Hospital Authority ("HA")/University per oK safety and well-being of the human
subjects recruited for the studies. The A e the final responsibility for

protecting the rights, safety and well-being of subjects recruited from the Cluster.

2 If submit the application via online system, enter all information required and upload relevant application dossier files to the required
fields.

3. This form is only fully functional with Microsoft Silverlight. This form can only support retrieval of the following attachments - [1]
Common Image files, [2] HTML and XML files, [3] Media files, [4] Microsoft Office files (except *mdb files), [5] PDF files, [6] Text files.

4. This Form does not support certain symbol and text format adjustment. For example, enter text “beta” instead of symbol “g” or copy
and paste “B" from another source, and use symbol * to indicate “power”, e.g. 4x10"3 instead of 4x10°.

5. Research protocol, investigator brochures, consent forms, and written materials to subjects must be uniquely identified,for example, by
Application Reference Number, document numbers, version numbers and dates.

6. For information on research ethics and methodology, visit hitp://cetm home/ces/re/Home. aspx or http://www.ha.org hk/ho/

research ethics/rec_home htm ol
Logout al I ¥
| Application Management Team Member Form | Instructions Partl | Partll | PartIIl PartlVv |
@ Flir;:iltergﬂaw | Part\/ PartVl " Clinical Study Categorization Form | Application Log " Document Log |
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7. After reading the instruction, click the [Create] button again.

(J
@ Welcome, P n Role: ApplicantE

Print Create Application Summaryi Close = il < Hlnstructions

vH}

Submission Ref No.(For Office Use) |

[ ) Status |

Wb E R R

HOSPITAL
AUTHORITY

Hospital Authority

Clinical Research Ethics Review Application Form

Applying Cluster NTEC | IRB/ REC Reference No. |

(For Office Use)

Instructions to applicant

13

1. Cluster Research Ethics Committee/Institutional Review Board ("REC/IRB") is dedicated to oversee clinical studies conducted by
Hospital Authority ("HA")/University personnel in the Cluster with the aim of protecting the rights, safety and well-being of the human
subjects recruited for the studies. The Applicant / Principal Investigator must be designated to take the final responsibility for
protecting the rights, safety and well-being of subjects recruited from the Cluster.
o If submit the application via online system, enter all information required and upload relevant application dossier files to the required
fields.
3. This form is only fully functional with Microsoft Silverlight. This form can only support retrieval of the following attachments - [1]
Common Image files, [2] HTML and XML files, [3] Media files, [4] Microsoft Office files (except *.mdb files), [5] PDF files, [6] Text files.
4. This Form does not support certain symbol and text format adjustment. For example, enter text “beta” instead of symbol “B” or copy
and paste “B" from another source, and use symbol * to indicate “power”, e.g. 4x10*3 instead of 4x10°.
5. Research protocol, investigator brochures, consent forms, and written materials to subjects must be uniquely identified,for example, by
Application Reference Number, document numbers, version numbers and dates.
6. For information on research ethics and methodology, visit http://cetm home/ces/re/Home aspx or hitp:/Awww.ha.org.hk/ho/
research ethics/rec_home htm i
Logout [N r
Application Management Team Member Form Instructions Partl Partll PartIll PartIV
I Fl oriflow | PartVl Clinical Study Categorization Form Application Log Document Log

Limited
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8. You will be directed to the "Application Log" page. The following dialog informs you that the application log is

cleared. Click the [OK] button to proceed.

q.D Welcome, P

Role: Applicant |Z|

»

Application Log

Note to Investigator

This Application Log shows all the updated information, which are extracted from your Research Ethics Review Application Form and your subsequent
submissions for REC/IRB's review and approval.

General Information

Work Order Number: |[WorkOrderNumber]

Submission Reference Number: Message A

EBIREC R Please note the Application Log is cleared in order not to

Initial Application Submission Date : affect the new application draft.

Initial Application Review Type :

Initial Application Approval Date - oK

Approval Expiry Date: [<ddMMAyyyy> |

Proposed Study Start Date: [<ddMMAyyyy> |

Proposed Study End Date: |<dd|"MM.l'ywy> |

Actual Study Start Date: |<dd|"MM.l'ywy> |

Actual Study End Date: |<dd|"MM.l'ywy> |

Initial Study Subject Recruitment Date: [<ddMMAyyyy> |

CTC Expiry Date: |<dd|"MM.l'ywy> |

CTI Expiry Date: [cddMMAyyyy> |

Latest Progress Report Submission Date: [<dd/MMyyyy> | i

Logout al —
PartV | PartVI || Clinical Study Categorization Form | Application Log | Document Log |
icati Team Member Form | Instructions Partl | Partzx | Partiz PartIv |
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9. Click the [Create] button again.

[
@ We I co m e 5 P Role:  Applicant |Z|
< Print H Create ilAppIication Summaryi Close —‘i = HAppIication Leg b H > h

"

Application Log

Note: to Investigator

This Application Log shows all the updated information, which are extracted from your Research Ethics Review Application Form and your subsequent
submissions for REC/IRB's review and approval.

General Information

Work Order Number: |[W0rk0rderNumber] |
Submission Reference Number: | |
IRB/ REC Reference Number: | |
Initial Application Submission Date : | |
Initial Application Review Type | |
Initial Application Approval Date : | |
Approval Expiry Date: | |
Proposed Study Start Date: | |
Proposed Study End Date: | |
Actual Study Start Date: | |
| |
| |
| |
| |
| |

Actual Study End Date:

Initial Study Subject Recruitment Date:

CTC Expiry Date:
CTI Expiry Date:
Latest Progress Report Submission Date: -
Logout [N .
Party Partvl [ Clinical Study Categorization Form Application Log Document Log
Application Management Team Member Form Instructions Partl Partll PartIIl PartIV
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10. The following dialog is prompted to ask for your confirmation. Click [Yes] to proceed.

q.D Welcome, P

n

Role:  Applicant |Z|

< Print Create Application Summary
Application Log Bl
Note to Investigator

This Application Log shows all the updated information, which are extracted from your Research Ethics Review Application Form and your subsequent

submissions for REC/IRB's review and approval.

General Information

Work Order Number: |WorkOrderNumber]

Submission Reference Number: Message n/

IRB/ REC Reference Number: Please confirm to create a new application for clinical

Initial Application Submission Date : research ethics review.

Initial Application Review Type :

Initial Application Approval Date - Yes No

Approval Expiry Date: [<ddMMAyyyy> |

Proposed Study Start Date: [<ddMMAyyyy> |

Proposed Study End Date: |<dd|"MM.l'ywy> |

Actual Study Start Date: |<dd|"MM.l'ywy> |

Actual Study End Date: |<dd|"MM.l'ywy> |

Initial Study Subject Recruitment Date: [<ddMMAyyyy> |

CTC Expiry Date: |<dd|"MM.l'ywy> |

CTI Expiry Date: [<ddMMAyyyy> |

Latest Progress Report Submission Date: [<ddMMAyyyy=> | |~

Logout Al
PartV | PartVl || Clinical Study Categorization Form | Application Log | Document Log
Lim;'t"ergnc'w Team Member Form | 1nstructions Partl | Partzx | Partiz PartIv
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11. Click [OK] in the following prompted dialog.

q.D Welcome, P

Role:  Applicant |Z|

= Print Create Application Summary
Application Log Bl
Note to Investigator

This Application Log shows all the updated information, which are extracted from your Research Ethics Review Application Form and your subsequent

submissions for REC/IRB's review and approval.

General Information

Work Order Number: [WorkOrderNumberl

Submission Reference Number: Lofoqmation L

IRB/ REC Reference Number:

Initial Application Submission Date - o The task is being processed.

Initial Application Review Type :

Initial Application Approval Date : OK

Approval Expiry Date: [FaaMNTyyyy= |

Proposed Study Start Date: [<ddMMAyyyy> |

Proposed Study End Date: |<dd|"MM.l'ywy> |

Actual Study Start Date: |<dd|"MM.l'ywy> |

Actual Study End Date: |<dd|"MM.l'ywy> |

Initial Study Subject Recruitment Date: [<ddMMyyyy> |

CTC Expiry Date: |<dd|"MM.l'ywy> |

CTI Expiry Date: [<ddMMyyyy> |

Latest Progress Report Submission Date: [<dd/MMFAyyyy> | [

Logout Al
PartV | Partvl || Clinical Study Categorization Form | Application Log | Document Log
© F'E;‘:T':i'terg”‘"‘” lication M Team Member Form | 1nstructions Partl | Partzx | Partiz PartIV
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12. Click [Application] > [Draft].

HosPITAL Welcome, Pe

AUTHORITY

Role:  Applicant |Z|

Last Successful Log In: 20161113 20:47:28

2 Home
Welcome to the Hospital Authority Clinical Research Ethics Review Portal.

Profile
The Portal is designed for staff of Hospital Authority (HA), The Chinese University of Hong Kong (CUHK) and The

png (HKU) to submit the Application for Clinical Research Ethics Review.
Application

Function

Returned
Approved
Completed
Withdrawn

All

Logout

® FlexWorkflow Limited
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13. You will find your cloned application. It is in the "Draft" status. You can open it, edit its content and then

submit it.

HBEEHR

HOSPITAL Welcome, Pe n Role: Applcant ]

AUTHORITY
Last Successful Log In: 2016/11/M13 20:47:28

-+ Home

Profile
¢ P P

Submission : SR . S
Date Task Scientific Title | PI Hospital | University Status Action(s)

Application [Training] The
effect of
. exercise on
Function psychological
Initial distress f.Or
JNSI13 Appiication  PEOPIE Wil Draft  Export More
Approval o derate
Parkinson's
disease: a
randomized
controlled trial

Logout

rkflow Limited
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14. Submit a draft application:

Logout

B Fi

orkflow
Limited

Delece _Javmtication summary | Clove N || - | =t

Role:  Applicant |Z|

M E

Submission Ref No.(For Office Use) | |

[ Status |Draf[ |

BbERR

HOSPITAL
AUTHORITY

Hospital Authority

Clinical Research Ethics Review Application Form

Applying Cluster NTEC -] IRB/ REC Reference No. |
(For Office Use)

Instructions to applicant

1. Cluster Research Ethics Committee/Institutional Review Board ("REC/IRB") is dedicated to oversee clinical studies conducted by
Hospital Authority ("HA")/University personnel in the Cluster with the aim of protecting the rights, safety and well-being of the human
subjects recruited for the studies. The Applicant / Principal Investigator must be designated to take the final responsibility for
protecting the rights, safety and well-being of subjects recruited from the Cluster.

2 If submit the application via online system, enter all information required and upload relevant application dossier files to the required
fields.

3. This form is only fully functional with Microsoft Silverlight. This form can only support retrieval of the following attachments - [1]
Common Image files, [2] HTML and XML files, [3] Media files, [4] Microsoft Office files (except *.mdb files), [5] PDF files, [6] Text files.

4. This Form does not support certain symbol and text format adjustment. For example, enter text “beta” instead of symbol “g” or copy
and paste “B" from ancther source, and use symbol * to indicate “power”, e.g. 4x10"3 instead of 4x10°.

5. Research protocol, investigator brochures, consent forms, and written materials to subjects must be uniguely identified,for example, by
Application Reference Number, document numbers, version numbers and dates.

[

13

Instructions Partl Partll PartIll PartlV PartV PartVl
Clinical Study Categorization Form Application Log Document Log Application Management Team Member Form Comment Sheet

Comment Box
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6. Manage an Application (Post-Approval)

Overview of Post-Approval Activities

Applicant
Task

Secretary
Task

* Full Review
n * Phase 1 Review

: PpIEatio * Expadited Review
Pre.Approvaﬁl Arrange Panel
Meeting (Secretary)

Reviewer read

] : Application Document
Task

Reviewer gives
individual comment

Secretary Gather All

l l l Comments
Upload Repart Submit Progress

You can perform some post-approval operations after your application has been approved.
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6.1. Upload Report / Submit Post-Approval Activities

After the “Initial Application Approval” is approved, Principal Investigator or Application Follow Up Users can upload
and submit several kinds of documents in the Post-Approval stage, including:

e Progress Report

e Final Report

e SAE Report

e SUSAR Report

e Protocol Deviation

e Renewed CTC

e Renewed CTI

The procedures of submitting these reports are similar. Let’s take “Progress Report” as an example.
Please follow the below steps:

1. Goto [Application] ->[Approved];

WEEHRER

HOSPITAL
AUTHORITY

Welcom

Welcome to the Hospital Authority Clinical Research Ethics R
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2. Click [More] of the application and select “Upload Progress Report”;

Approved

IRB /
REC
No.

Submission Scientific pI Pl PI

Ref. No. Title Hospital =~ University =~ lais Action(s)

Initial
IRB- KWC-2016- 2016/11/04 - ) Peter
1234 0003 0116 Application  sample title ApDroved

Approval i
Upload Progress Report

Upload Final Report

Upload SAE Report

Upload SUSAR Report

Submit Amendment Application Form
Submit Protocol Deviation Form
Submit New/Renewed CTC

Submit New/Renewed CTI

Change of Delegation

3. Fill in the Research Progress Report Form (Some columns should be filled in already based on the approved

application);

4. Click the “Download Progress Report” button to download the template; or “Download New Information

Report”;

+
5. Fillin the downloaded report and upload the report by clicking ‘_‘button under “Upload Attachment”;

Upload Attachment

Suggested Print Name:
/ Please rename the document for your own reference (optional)
+ W Mo. of attachments: 0
Upload Date Created By Document Type | File Name Suggested Print Name  Upload Times

6. Click [Submit] button to submit the progress report. Secretary will receive.

Page 117 of 160
Copyright © 2016FlexWorkflow Limited. All Rights Reserved



7. For each Post-Approval application (e.g. Upload SUSAR Report, Upload Progress Report) that you have

submitted to Secretary, you can find the record in [Application] > [Sent]:

TosriTaL Welcome, P han! R picam

AUTHORITY
Lest Successful Log In:2016/11/1413

B / REC No. Submission Ref. N Date Task Scientific Title Pl Pl Hospital Pl University Status Action(s)

[Training] The effect of exercise on
psychological distress for people

Test123456 NTEC-2016-1312  2016/11/13 18:21 Submit Renewed CT with mild to moderate Parkinson’s ~ Dr CHAN TaiMan  TPH Submitted Export More
disease: a randomized controlied
trial This is revised

cation

[Training] The effect of exercise on
psychological distress for people

Test123456 NTEC-2016-1312  2016/11/13 18:46 Submit Renewed CTC with mild to moderate Parkinson’s ~ Dr CHAN TaiMan  TPH Submitted Export More
disease: a randomized controlled
trial This is revised

[Training] The effect of exercise on
psychological distress for people

with mild to moderate Parkinson’s ~ Dr CHAN TaiMan  TPH Submitted Export More
disease: a randomized controlied

trial This is revised

Test123456 NTEC-2016-1312  2016/11/13 19.02 SIOTEERCes Dy o

[Training] The effect of exercise on
psychological distress for people

Test123456 NTEC-2016-1312  2016/11/13 18:48 Upload SUSAR Report with mild to moderate Parkinson’s ~ Dr CHAN TaiMan  TPH Submitted Export More
disease: a randomized controlled
trial This is revised

[Training] The effect of exercise on
psychological distress for people

Test123456 NTEC-2016-1312  2016/11/13 18:47 Upload SAE Report with mild to moderate Parkinson’s ~ Dr CHAN TaiMan  TPH Submitted Export More
disease: a randomized controlied
trial This is revised

[Training] The effect of exercise on
psychological distress for people

Test123456 NTEC-2016-1312  2016/11/1318:54 Upload Final Report with mild to moderate Parkinson's  Dr CHAN TaiMan  TPH Submitted Export More
disease: a randomized controlled
trial This is revised

[Training] The effect of exercise on
psychological distress for people

Test123456 NTEC-2016-1312  2016/11/13 18:02 Upload Progress Report  with mild to moderate Parkinson’s ~ Dr CHAN TaiMan ~ TPH Submitted Export More
disease: a randomized controlied
trial This is revised
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6.1.1. Request for Return of Post-Approval Application

For each Post-Approval application (e.g. Upload SUSAR Report, Upload Progress Report) that you have submitted

to Secretary, you can request for return if necessary.

Post-Approval applications with the following statuses could be requested for a return:
- Submitted
- Re-submitted
- Confirmed
- For Review

- Reviewed

1. Goto [Application] > [Sent].

2. Choose [More] > [Request for Return].
Role: Applicant|v|

Bhw AR
qp HosPiTal Welcome,

IRB/REC  Submission
No. Ref. No.

Scientific Title Pi Pl Hospital | Pl University Status Action(s)

[Training] The
effect of exercise
on psychological
distress for people
Testing NTEC-2016- 2016/11/14 Upload SAE with mild to Dr CHAN

Application

28 Functicn

IRB-0001 1315 13:32 Report moderate TaiMan | TH Submitted __Export_More
Feardeons Request for Return
disease: a
randomized

controlled trial

Change of Delegation

3. Fillin the request reason and then submit it.

Important! Please note that the status of the application will remain unchanged even when you have requested for

a return. It will change to “Returned” only when Secretary has returned the application to you.
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6.1.2. Re-submit/ Withdraw Returned Post-Approval Application

Secretary will then review each of your Post-Approval applications (e.g. Upload SUSAR Report, Upload Progress

Report) and may return them to you. You can resubmit or withdraw the returned Post-Approval applications.

1. Goto [Application] > [Returned]. Open the returned post-approval application.

Role: Applicant|v|

TR
qp HosriTaL Welcome, Pg 5
- 1@
Returned

IRB/REC | Submission
No. Ref. No.

Scientific Title Pl Hospital | Pl University|  Status Action(s)

[Training] The
effect of exercise
on psychological
distress for people

Testin NTEC-2016- 2016/11/14 Upload SAE with mild to Dr CHAN

IRB - 3001 1315 13:54 Report moderate TaiMan T Retumed  Export More
Parkinson’s
disease: a
randomized

controlled trial

2. Click [Submit] to resubmit or [Withdraw] to withdraw the returned post-approval application.

qp L\/\/elcome‘ter Chanl! B a8

Save Print l Submit lwrthdraw “Appllcatmn Summaryl Close > = M SAE Rep

Serious Adverse Event (SAE) Report Form

Note to Investigator

To report SAEs occurred on subjects recruited at the study sites under the REC/IRB's jurisdiction, please complete the following form and submit to the REC/
IRB all SAEs observed from any subject recruited from histher study site in accordance with the requirements set out in the SOP of the REC/IRB.

Background Information

Study title: [Training] The effect of exercise on psychological distress for people with mild to moderate Parkinson's disease: a
randomized controlled trial

IRB/REC Reference Number: |Testing IRB - 0001 | Protocol Number :

Proposed Study End Date: |31!D?I2018 \

SAE Report | Application Log | Document Log | Application Management Team Member Form | Comment Shest

Comment Box

3. Re-submitted applications with the status “Re-submitted” will be displayed in [Application] > [Sent], while

withdrawn applications with the status “Withdrawn” will be displayed in [Application] > [Withdrawn].
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6.1.3. Confirmed Post-Approval Application

Each submitted Post-Approval application (e.g. Upload SUSAR Report, Upload Progress Report) will be reviewed

by the Secretary. Once the Secretary has confirmed every necessary piece of information and when the documents

of the application are ready, Secretary will confirm the application. Review processes will then be arranged by

Secretary.
To view confirmed applications:

1. Goto [Application] > [Sent]

2. The status is “Confirmed”.

BEEHER
HOSPITAL
AUTHORITY

Welcome,

Sent
IRB/REC Submission

No. Ref. No.

= netie
Function / Testing  NTEC-2016- 2016/11/14
IRB - 0001 1315 14:40

Help

Role: Applicant|v|
,'Aﬁ- : ;

Scientific Title Pl Pl Hospital | Pl University Status Action(s)

[Training] The

effect of exercise

on psychological

distress for people

with mild to Dr CHAN
moderate Tai Man
Parkinson’s

disease: a

randomized

controlled trial

TPH Confirmed Export More

Copyright © 2016FlexWorkflow Limited. All Rights Reserved
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6.1.4. For Review Post-Approval Application

For each Post-Approval application (e.g. Upload SUSAR Report, Upload Progress Report) that has been confirmed

by the secretary, if the application has been passed to the reviewers for review, the application will be in “For Review”

status:

1. Goto [Application] > [Sent]

2. The status is “For Review”.

R

HOSPITAL
AUTHORITY

Welcome, Pg

For Review

IRB/REC | Submission
No. Ref. No.

Application

Emai Testing IRB NTEC-2016- 2016/11/14

- 0001 1315 14:43

Upload SAE
Report

Role: CREC Secretary|v|

Scientific Title Pl Pl Hospital Status Action(s)

University

[Training] The
effect of exercise
on psychological
distress for people
with mild to
moderate
Parkinson’s
disease: a
randomized
controlled trial

The effect of

eyerrise nn

Dr CHAN For

TaiMan T Review  Cxport More

Copyright © 2016FlexWorkflow Limited. All Rights Reserved
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6.1.5. Reviewed Post-Approval Application

After reviewers have reviewed a post-approval application (e.g. Upload SUSAR Report, Upload Progress Report),

its status will be changed to "Reviewed".

1. Goto [Application] > [Sent]

2. The status is in “Reviewed”.

A
Role: Applicant [v]

qp WoserraL Welcome,

IRB/REC Submission

No. Ref. No. Scientific Title Pl Pl Hospital | Pl University Status Action(s)

[Training] The
effect of exercise
on psychological
distress for people

Testing  NTEC-2016- 2016/11/14  Upload SAE with mild to Dr CHAN ;

IRB-0001 1315 14:43 Report moderate TaiMan O ReViewed SRRE Xparle MOre
Parkinson’s
disease: a
randomized

controlled trial
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6.1.6. Returned Post-Approval Application after Review

For each post-approval application (e.g. Upload SUSAR Report, Upload Progress Report), once reviewers have

finished the review, Secretary will consolidate the result and mark whether the post-approval application is

approved.

If the application is not approved, secretary will return the application to the applicant. Depending on the decision

marked by the secretary, the application may have one of the following statuses:

= Approved with Comment

= Pending for Comment

To view the status:

1. Goto [Application] > [Returned]

n!

HoseiTAL Welcome, Pe

AUTHORITY

 Home
Welcome to the Hospital Authority Clinical Research

£ Profile
2 The Portal is designed for staff of Hospital Authority (HA), The C

png (HKU) to submit the Application for Clin
Application

Function

Returned
Appraved
Completed

Withdrawn

Logout All

@ FlexWorkflow Limited

Copyright © 2016FlexWorkflow Limited. All Rights Reserved
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2. The status could be “Approved with Comment” or “Pending for Comment”:

BEEHR

HOSPITAL Welcome, Role: Applicant|v]

AUTHORITY ‘@
Returned

IRB/REC Submission

No. Ref. No. Scientific Title Pl Pl Hospital | Pl University Status Action(s)

[Training] The

effect of exercise

on psychological

distress for people Approved
Testing NTEC-2016- 2016/11/14 Upload SAE with mild to Dr CHAN TPH with Export More
IRB - 0001 1315 15:05 Report moderate Tai Man Comment

Parkinson’s

disease: a
randomized
controlled trial

W ER

HoSEiThL Welcome,

AUTHORITY

Role: Applicant| V|

Returned
IRB/REC | Submission v X = 2 : .
No. Ref. No. Scientific Title Pi Pl Hospital | Pl University Status Action(s)
[Training] The
effect of exercise

on psychological
distress for people
Testin NTEC-2016- 2016/11/14 Upload SAE with mild to Dr CHAN Pending for
IRB - 0001 1315 15:05 Heport moderate TaiMan 07 Comment | EXport More
Parkinson’s
disease: a
randomized
controlled trial

3. You can open the application and go to the “Comment Sheet” to view the comment:

L \/\/e\ come ‘ter Chanl! a ol Appiicantv]

Save Print l Submit lWlthdraw “Appl\catlun Summaryl Close =3 < || Comment Sheet

Viewed by Applicant

Comment History :

4 Date Name: Comment To

14112016 ntec.sec1@gmail com this is the comment Applicant

SAE Report | Application Log | Document Log | Application Management Team Member Formj| Comment Sheet

Comment Box
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4. You may modify the post-approval application content, and then re-submit it to Secretary again by clicking

the [Submit] button; you may also withdraw the post-approval application if necessary by clicking the

[Withdraw] button.

Q.D L Welcome, Beter Chan!

Save H Print H Submit HWithdraw

[Application SummaryH Close

Role: Applicantﬂ

> < || Comment Sheet =

Viewed by Applicant
Comment History :
4 Date: Name Comment 1
14/11/2016  ntec.sec1@gmail.com this is the comment

SAE Report | Application Log | Document Log | Application Management Team Member Form | Comment Sheet

Comment Box

Copyright © 2016FlexWorkflow Limited. All Rights Reserved

Page 126 of 160



6.1.7. Approved Post-Approval Application after Review

For each post-approval application (e.g. Upload SUSAR Report, Upload Progress Report), once reviewers have

finished the review, Secretary will consolidate the result and mark whether the post-approval application is

approved.

You are able to find the post-approval application and read the comments (if any) by following the below steps:

1. Goto [Application] > [Approved]

HWEEHRER

HOSPITAL
AUTHORITY

Sent

Returned

2. The application status becomes “Approved”.

BREEAER
HOSPITAL
AUTHORITY

Welcome, Pg

4> Home
Approved
51 Profile IRB/REC | Submission S Pl
No. Ref. No. Date Scientific Title Pl Hospital
=1 s 2 [Training] The
Application effect of exercise

on psychological
distress for

i Function 4l Testing IRB- NTEC-2016- 2016/11/14 Upload SAE  people with mild 8{_' T
0001 1315 1516 Report to moderate Tai Man
Parkinson’s
disease: a
randomized

controlled trial

Welcome, KWC APP

Welcome to the Hospital Authority Clinical Resear

The Portal is designed for staff of Hosgital Authonty (HA), Tt

Research Ethics Review.

Role: Applicant|v|

R

Action(s)

Approved  Export More
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6.2. Completed Initial Approval Application

Once the “Upload Final Report” application is approved, the “Initial Approval Application” will be changed to

“Completed” status.
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6.3.

Amendment of Approved Application

Once the “Initial Application Approval” application (also known as pre-approval) is approved, if any amendment is
required, Principal Investigator or Application Follow Up Users can submit an amendment application. The

amendment application will be passed to Secretary for review.

Please follow below steps:

1. Goto [Application] ->[Approved]:

WEEHRER

HOSPITAL
AUTHORITY

Welcom

Welcome to the Hospital Authority Clinical Research Ethics R

is designed for staff of Hosgital Autherity (HA), The Chinese Ur

the Apclication for Clinical Research Ethics Review
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2. Click [More] of the application and select [Submit Amendment Application Form];

Approved

IRB f ) o
Submission Scientific Pl Pl .
RiC " Ref No. Title Pl Hospital | University =~ Status il

Initial
IRB- KWC-2016- 2016/11/04 - ) Peter
1234 0003 0116 Application  sample title ApDroved

Approval i
Upload Progress Report

Upload Final Report

Upload SAE Report

Upload SUSAR Report

Submit Amendment Application Form
Submit Protocol Deviation Form
Submit New/Renewed CTC

Submit New/Renewed CTI

Change of Delegation
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3. Go to the page and revise the content that you need.
Rele: Applicant

[_] (
Welcome, i

prie_J|_sobme_Javeication summary | cioce | - || - | -C L

9. Scientific basis IRB/ REC Reference No. |Tesﬁng IRB - 0001 |
(For Office Use)

9.1 Background, current evidence and key references™ (< 30,000 characters)

| »

Tremendous health burden of Parkinson's disease (PD)

PD is a chronic, neurodegenerative disease affecting 1-2% of the population over the age of 65 years[1]. It is characterized by 7
four cardinal motor symptoms including resting tremor, stiffness, bradykinesia and postural instability, which greatly impair
patients' physical wellbeing and functional capacity. The treatment of PD used to focus solely on management of motor
symptoms. However, non—motor symptoms of PD, such as cognitive, neuropsychiatric, sleep, autonomic, sensory and
disturbances, have been reported to have a greater impact on health-related quality of life (HRQoL) and gaining increasing
attention in the recent decade [2]. With the prolonged life expectancy and increasing number of people with Parkinson’s disease,
demand for long term health care is growing rapidly and one of the most serious challenges facing the healthcare system is how
to empower and engage people with PD in adopting a more active role in daily living and chronic disease managament.

PD population is at high risks of psychological distress

Psychological distress like anxiety and depressive symptoms are prevalent among PD population, which results from frustration
over the loss of body control and diminished feelings of mastery and expression[3]. It has been reported that the incidence of
anxiety and depression was up to 30% and 40% among PD population, which is much higher than individuals with other chronic

-
[ {5 T P SRR P N RPN SRy . SOt XSRS R [N YU S SPY SRR [ SN SR SR SR | FRR U N LIS R N

13

9.2  Aim of study* (< 30,000 characters)

The objective of this study is to determine the preliminary effect and feasibility of a programme on enhancing psychosocial

distress, physiological and spiritual wellbeing and HRQoL among people with PD.
(Revised)
-
(RN | »
Instructions Partl Partll PartIll PartIV PartV PartV Clinical Study Categorization Form Application Log
Document Log Application Management Team Member Form Comment Sheet Amendment Application Form Previous Attachment List
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4. Before submitting your amendment, go to the “Amendment Application Form” page.

Then click the [Amendment] button to compare the changes.

)
F Welcome, Peter Cham J Role: Applicant(¥]

prie_J_suomic_JJspmication summary ) clove | oo

-

Amendment Application Form

Note to Investigator

To report any amendment needs to be made to any study document/material, please complete and submit the following application form to REC/IRE in
|acc0rdance with the requirements set out in the SOP of the REC/IRB. |

Background Information

Study title: [Training] The effect of exercise on psychological distress for people with mild to moderate Parkinson's disease: a
randomized controlled trial ‘
IRB/REC Reference Number: |Testing IRE - 0001 | Anticipated Start Date: |30”2‘|12m B |
Principal Investigator (Pl): |CHAN Tai Man | Anticipated End Date:  |31/07/2018 |

Input Information

List of Amended Fields : | Amendment @

4 No. Field Name Current Condition Amendment = Proposed By = Reason for Change ~ Will change increase risk to participants? =+

Document Log Application Management Team Member Form Comment Sheet Amendment Application Form Previous Attachment List

Instructions Partl Partll PartIll PartTy PartV PartVl Clinical Study Categorization Form Application Log

Comment Box
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5. The message “Comparison in progress. Please wait for a minute!” informs you that system is comparing the

amendment with the original application.

@
F \/\/e|come eter Cham J Rele: Applicant[v]

prot _J_submit_Jjfeeiication Summany ] Close —_li Jamendment oot - J >

.

Amendment Application Form

Note to Investigator

Background Information

Study title: [Training] The effect of exercise on psychological distress for people with mild te moderate Parkinson’s disease: a
randomized controlled trial ‘

IRB/REC Reference Number: |Testir'lg IRE - 0001 | Anticipated Start Date: [30r12/2016 |
Principal Investigator (PI): | CHAN Tai Man | Anticipated End Date:  |31/07/2018 |
Input Information
List of Amended Fields - Amendment Comparision in progress: Please wait for a minute!

-

4 No. Field Name Current Condition Amendment Proposed By = Reason for Change =~ Will change increase risk to participants?

Document Log Application Management Team Member Form Comment Sheet Amendment Application Form Previous Attachment List

Instructions Partl Partil PartIil PartIv PartV/ PartVl Clinical Study Categorization Form Application Log
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6. After a while, you will find the comparison of amended fields and updated documents.

Please fill in the column “Proposed By”, “Reason for Change” and “Will change increase risk to

participants”.

Amended Fields:

List of Amended Fields : Amendment
Mo. Field Name Current Condition Amendment | Proposed By = Reason for Change = Will change increase risk to participants? =~ #
The objective of
this study is to
- . determine the
The objective of this preliminary
study is to determine g0 o4
the preliminary effect feasibility of a
and feasibility of a programme on
programme on :
92 Amof  enhancing enhancing
1 . psychosocial
study psychosocial i
distress, physiological
physiological and and spintual
spiritual wellbeing welllfgng o]
and HRQoL amol
e s i BT "9 HRQoL among
List of Updated Documents :
No Document Section Current Condition AT Proposed By Reason for Will .{:hange increase risk to
Name Change participants?
1 27. Research
Protocol
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7. If you go back to the application form, fields that are revised will be surrounded by a yellow line:

L\/\/ek:ome‘TEC APPT@GMAIL.COM! .

Print l Submit “Appllcatmn Summaryl Close

PART II: STUDY DETAILS (No referral to protocols/other documents is allowed)

9. Scientific basis IRB/ REC Reference No. |Tesﬁng IRB - 0001

Rele

Fartll

Go to Amendment
Application Form

(For Office Use)

9.1 Background, current evidence and key references® (< 30,000 characters)

Tremendous health burden of Parkinson's disease (PD)

PD is a chronic, neurodegenerative disease affecting 1-2% of the population over the age of 65 years[1]. It is characterized by
four cardinal motor symptoms including resting tremor, stiffness, bradykinesia and postural instability, which greatly impair
patients’ physical wellbeing and functional capacity. The treatment of PD used to focus solely on management of motor
symptoms. However, non—motor symptoms of PD, such as cognitive, neuropsychiatric, sleep, autonomic, sensory and
disturbances, have been reported to have a greater impact on health-related quality of life (HRQoL) and gaining increasing

demand for long term health care is growing rapidly and one of the most serious challenges facing the healthcare system is how
to empower and engage people with PD in adopting a more active role in daily living and chronic disease management.

PD population is at high risks of psychological distress

Psychological distress like anxiety and depressive symptoms are prevalent among PD population, which results from frustration
over the loss of body control and diminished feelings of mastery and expression[3]. It has been reported that the incidence of
an)uety and depression was up to 30% and 40% among PD populanon which is much higher than individuals with other chronic

_______ L N SR SN PPy S S (e e

P g St Sy ' PR SO S TSP S S

attention in the recent decade [2]. With the prolonged life expectancy and increasing number of people with Parkinson’s disease,

13

9.2  Aim of study* (< 30,000 characters)

The objective of this study is to determine the preliminary effect and feasibility of a programme on enhancing psychosocial
distress, physiological and spiritual wellbeing and HRQoL among people with PD. (Revised)

9.3 Hypothesis (e.g. Compared to x control, y intervention leads to a greater rate of z outcome)* (< 30,000 characters)

8. Click the [Submit] button to submit your amendment.

9. Goto[Application] > [Sent]

You will find the submitted “Submit Amendment Application Form” task.

BREEAER

HOSPITAL
AUTHORITY

Welcome, B

Sent
IRB/ | Submissi

REC No. Ref. No.

[Training] The

effect of exercise

on psychological
Submit distress for

Application

Function 7 ;res“”g NTEC-2016- 2016/11/14 Amendment  people with mild gLAN e
0001" 1315 11:57 Application to moderate Tai Man
Form Parkinson's
Help disease: a
randomized

controlled trial

Submitted

e ApplicantE

Export More
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6.3.1. Request for Return of Amendment Application

After you have submitted “Submit Amendment Application Form” to Secretary, you can request for a return if

necessary.

Amendment Applications with the following statuses could be requested for a return:
- Submitted
- Re-submitted
- Confirmed
- For Review

- Reviewed

4. Goto [Application] > [Sent].

Choose [More] > [Request for Return].

BREEHER )
@ HOSPITAL Welcome, Rele: Applicant|v|
AUTHORITY " '

sent N

IRB / Submission Pl Pl

RECNo. | Ref. No. Scientiic Tille Hospital | University | Sawus Action(s)
[Training] The
effect of exercise
on psychological
Submit distress for Or
NTEC-2016- 2016/11/14  Amendment people with mild _
mBs 1315 11:57 Applicaion  to moderate Chan TP Submitted  Export_More
Form Parkinson's
disease: a
randomized
controlled trial

&= Functicn Pl Testing

Help

Request for Return

Change of Delegation

6. Fill in the request reason and then submit it.

Important! Please note that the status of the application will remain unchanged even when you have requested for

a return. It will change to “Returned” only when Secretary has returned the application to you.
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6.3.2. Re-submit/ Withdraw Returned Amendment Application

Secretary will then review your “Submit Amendment Application Form” and may return it to you. You can resubmit or

withdraw the returned amendment application.

1. Goto [Application] > [Returned].

Role: Applicant&]

Returned

IRB/ Submission SR Pl

Profile
L Status Action(s)

REC No. Ref. No. Hospital | Uni

[Training] The
effect of exercise
on psychological

. Submit distress for

Function oSt NTEC2016- 2016/11/14  Amendment  people with mid

0001' 1315 12:06 Application to moderate

Form Parkinson's
disease: a
randomized
controlled trial

Application

Dr
CHAN TPH Returned Export More
Tai Man

2. Click [Submit] to resubmit or [Withdraw] to withdraw the returned amendment application.

r Welcome\etw " 5: l Rele: Applicant(~]

Save Print l Submit lWrthdraw “Appllcatmn Summaryl Close __" ilnstructlons A H>

-

Submission Reference No.(For Office Use) |NTE0201 6-1315 | m

[ Status |Retumed |

P E AN

HOSPITAL
AUTHORITY

Hospital Authority Go to Amendment
Application Form

Clinical Research Ethics Review Application Form

Applying Cluster NTEC IRB/ REC Reference No. Testing IRB - 0001 |
(For Office Use)

Instructions to applicant

1. Cluster Research Ethics Committee/Iinstitutional Review Board ("REC/IRE") is dedicated o oversee clinical studies conducted by
Hospital Authority ("HA")YUniversity personnel in the Cluster with the aim of protecting the rights, safety and well-being of the human
subjects recruited for the studies. The Applicant / Principal Investigator must be designated to take the final responsibility for
protecting the rights, safety and well-being of subjects recruited from the Cluster.

2 If submit the application via online system, enter all information required and upload relevant application dossier files to the required
fields.

3. This form is only fully functional with Microsoft Silverlight. This form can only support retrieval of the following attachments - [1]
Common Image files, [2] HTML and XML files, [3] Media files, [4] Microsoft Office files (except *.mdb files), [5] PDF files, [6] Text files.

4. This Form does not support certain symbol and text format adjustment. For example, enter text “beta” instead of symbol ™ or copy
and paste “B” from another source, and use symbol * to indicate “power’, e.g. 4x10"3 instead of 4x10®

Instructions Partl Partll PartIll PartIV PartV PartVl Clinical Study Categorization Form Application Log

Document Log Application Management Team Member Form Comment Sheet Amendment Application Form Previous Attachment List

Comment Box

3. Re-submitted applications with the status “Re-submitted” will be displayed in [Application] > [Sent], while

withdrawn applications with the status “Withdrawn” will be displayed at [Application] > [Withdrawn].
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6.3.3. Confirmed Amendment Application

The submitted “Submit Amendment Application Form” will be reviewed by Secretary. Once the secretary has
confirmed every necessary piece of information and when the documents of the application are ready, Secretary will

confirm the application. Review processes will then be arranged by Secretary.

To view confirmed application:

1. Goto [Application] > [Sent]

2. The status is in “Confirmed”.

AUTHORITY

Last Successful

@ :fsf:;ﬁ We|CO pr ole!| Applicant| V|

Submission i Pl Pl
Date Scientific Title Pl Hospital | University

Status Action(s)

[Training] The
effect of
exercise on
psychological
Testing Submit distress for Dr
IRB - NTEC- 2016/11/14 Amendment people with CHAN
2016-1315  12:47 Application  mild to Tai
Form moderate Man
Parkinson’s
disease: a
randomized
controlled trial

TPH Confirmed Export More
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6.3.4. For Review Amendment Application

After the Amendment Application (“Submit Amendment Application Form”) has been confirmed by the secretary, if

the application has been passed to the reviewers for review, the application will be in “For Review” status.

1. Goto [Application] > [Sent]

2. The status is “For Review”.

BEEHER 4 .
HOSPITAL We | COox Applicant|v|

AUTHORITY

Submission e . Pl Pl .
Date Task Scientific Title Pl Hospital | University Status Action(s)

Application

[Training] The

effect of

exercise on

psychological
Testing Submit distress for Dr
e IRB - NTEC-2016- 2016/11/14 Amendment people with CHAN TPH For Export Moare
=R 0001 1315 12:53 Application mild to Tai Review

Form moderate Man

Parkinson's

disease: a

randomized

controlled trial

: Func
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6.3.5. Reviewed Amendment Application

After a reviewer has reviewed the amendment application, its status will be changed to "Reviewed".

1. Goto [Application] > [Sent]

2. The status is “For Review”.

BEERER . .
HOSPITAL We|CO P Applicant|v|

AUTHORITY

Task | Scientific Tite | Pl il L Status |  Action(s)

Hospital | University

Application

[Training] The
effect of
— exercise on
me Fur psychological
Testing Submit distress for Dr
IRB - NTEC- 2016/11/114 Amendment people with CHAN TPH Rerem B VR
0001 2016-1315 12:53 Application  mild to Tai p
Form moderate Man
Parkinson's
disease: a
randomized
controlled trial
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6.3.6. Returned Amendment Application after Review

After the reviews of amendment application form by reviewers, Secretary will consolidate the reviews and mark

whether the amendment application is approved.
If the amendment application is not approved, secretary will return the amendment application to the applicant.
Depending on the decision marked by the secretary, the amendment application may have one of the following

statuses:

= Approved with Comment

= Pending for Comment
To view the status:

1. Goto [Application] > [Returned]

HEEHR

HOSPITAL Welcome, Pe

AUTHORITY

n!

oF Home
Welcome to the Hospital Authority Clinical Research

Profile
' The Portal is designed for staff of Hospital Authority (HA), The C

png (HKU) to submit the Application for Clin
Application

Function

Returned
Appraved
Completed

Withdrawn

Logout All

@ FlexWorkflow Limited
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2. The status could be “Approved with Comment” or “Pending for Comment”:

BEREERR 4 —_—
HOSPITAL WelCO (] Applicant|v|

AUTHORITY

Last Successful

Returned

IRB/

Pl

Hospital | University | Status | Action(s)

REC | 2ubmission| = p Scientific Tite | PI i

No. Ref. No.

[Training] The
effect of
exercise on
psychological

Submit distress for Dr Approved

Testing ‘
NTEC-  2016/11/14 Amendment peoplewith  CHAN [
20161315 1253 Application  mild to Fan R Wy T M
Form moderate Man

Parkinson's
disease: a
randomized

controlled trial

IRB -
0001

W g _
HOSPITAL We|CO L Applicant|v|

AUTHORITY

Last Successful

Returned

Submission | e Scientific Title | P Pl - Status |  Action(s)

Ref. No. Hospital | University

[Training] The
effect of
exercise on
psychological
Submit distress for Dr Pending
NTEC- 2016/11/14 Amendment people with CHAN TPH for Export More
2016-1315  12:53 Application  mild to Tai Comment ?
Form moderate Man
Parkinson’'s
disease: a
randomized
controlled trial

Testing
IRB -
0001
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3. You can open the application and go to the “Comment Sheet” to view the comment:

_ai
Applicant I

()
Welcom
Save l Print l Submit l Withdraw “Application Summaryl Close _;lﬂ&:mment Sheet = h >

Viewed by Applicant
Comment History :
4 Date Name Comment To
14/11/2016  ntec sec1@gmail com this is the comment Applicant
1 | 4
Clinical Study Categorization Form Application Log Document Log Application Management Team Member Form Comment Sheet
Partll PartIlI PartIV PartV PartVl

Instructions Partl

Comment Box

Page 143 of 160

Copyright © 2016FlexWorkflow Limited. All Rights Reserved



4. You may modify the application content, and then re-submit it to Secretary again by clicking the [Submit]

button; you may withdraw the application if necessary by clicking the [Withdraw] button.

l Welcom

= Save l Print

_allh
Applicant I
Application Summaryl Close _;ll < ilnslructions - l:‘a

-

Submission Ref No.(For Office Use) |NTEC—2016—1315 |
® Status |F'ending for Comment

LR

HOSPITAL
AUTHORITY

Hospital Authority

Clinical Research Ethics Review Application Form

Applying Cluster NTEC . | IRB/ REC Reference No.
(For Office Use)

Instructions to applicant

1. Cluster Research Ethics Committee/Institutional Review Board ("REC/IRB") is dedicated to oversee clinical studies conducted
Hospital Authority ("HA")YUniversity personnel in the Cluster with the aim of protecting the rights, safety and well-being of the I
subjects recruited for the studies. The Applicant / Principal Investigator must be designated to take the final responsibility for
protecting the rights, safety and well-being of subjects recruited from the Cluster.

o If submit the application via online system, enter all information required and upload relevant application dossier files to the red

fields.
- - - - . - . N . - 4 o
1 | 4
Instructions Partl PartIl PartlIl PartIV PartV Partvl
Clinical Study Categorization Form Application Log Document Log Application Management Team Member Form Comment Sheet

Comment Box
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6.3.7. Approved Amendment Application

Upon the approval of your amendment application, you can find the approved amendment application. If you need to

upload a report, please go back to the Initial Application Approval to upload.

1. Goto [Application] > [Approved].
2. Inthe “Initial Application Approval” (which should have with the same Submission Ref. No. as the “Submit

Amendment Application Form”), click [More] and choose a report to upload.

HWETHER
q.po Welcome, Beter Chan! . Role! Applica

AUTHORITY
* S .|

Approved

Submission

IRB / REC No. Ref. No. Scientific Title Pl Hospital | Pl University Status Action(s)

o raining] The effect
ppalicaiey gexercgile on
) Submit syeliooiz
Testing IRB- NTEC-2016- 2016/11/14 PraTafET distress for people Dr CHAN
0001 1315 13:11 Application Form with mild to moderate Tai Man
Parkinson's disease:
a randomized
controlled trial

[Training] The effect

f exercise on

psychological

Testing IRE-  NTEC-2016-  2016/11/14 Initial Application [distress for people Dr CHAN
0001 1315 11:03 Approval with mild to moderate  Tai Man
arkinson's disease:

a randomized

controlled trial

TPH Approved Export More

82 Furx

TPH Approved Export More

Upload Progress Report

Upload Final Report

Upload SAE Report

Upload SUSAR Report

Submit Amendment Application Form

Submit Protocol Deviation Form

Submit New/Renewed CTC

Submit New/Renewed CTI

Change of Delegation
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6.4. Change of Delegation

You can also change the delegates and application follow up users in post-approval period:

1. Goto [Application] ->[Approved];

WEEHRER

HOSPITAL
AUTHORITY

Welcom

Welcome to the Hospital Authority Clinical Research Ethics R

The Portal is designed for staff of Hespital Autherity (HA), The Chinese U
the Apclication for Clinical Research Ethics Review

.

Functicn

Help
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2. Click [More] of the application you are going to modify;

Select [Change of Delegation]. The Application Management Team Member Form should appear.

Approved

Submission Pl

- Il Status

Hospital | University

Action(s)

Initial
IRB- KWC-2016-  2016/11/04 - ) Peter
1234 0003 01-16 Application sample title Chan

Approval

3. Change the member list.

Approved

Upload Progress Report

Upload Final Report

Upload SAE Report

Upload SUSAR Report

Export More

Submit Amendment Application Form

Submit Protocol Deviation Form

Submit New/Renewed CTC

Submit New/Renewed CTI

Change of Delegation

P V\/elcome‘V\/C APPQY! o .

Print Submit nAppllcatlon Summaryl Close

[SUDMISSION OT tne Form, eacn Or the 1eam Mempers (FI, Uelegates, Applicauon Fonow-up Users) wiirreceive a nourying emairo |

start contribute to this Application.

Principal Investigator : | 2 Email Name

app01.kwc@gmail.com KWC APP01

Existing Account Please sign up
[v]

Assign Principal Investigator who will be responsible for the Application.

-

ethics approval.

4. Click [Submit] to finish the modification.

Please assign Delegates who will help manage and edit the application forms before research

-

Add New Row | ‘ Delete Selected Row(s) ‘
Delegates : Email Name Existing Account Please sign up
[} Click here

Copyright © 2016FlexWorkflow Limited. All Rights Reserved
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71.

Maintain User Profile
Amendment of User Profile / Change of Password

If you want to amend any information of your user information (except login email address)
following:

- Goto [Application] ->[Profile];

BREEHR

HOSPITAL Welco

AUTHORITY

Welcome to the Hospital Authority Clinical Research E

The Portal is designed for staff of Hospital Autherity (HA), The Ch
Heong Kang (HKU) to submit the Application for Clinical Research

~Ap

R

- Amend your personal information;

, please do the

- Make sure you have entered the same password in “New Password” and “Confirm Password” if you are going

to change your password;

- Click [Update] button to update your user profile.

User Name: app01.hkec@gmail.com

Job Tile: Job Title

First Name: PreUAT Last Name: Account
Institution: HKEC

Contact Number: Contact Number

Old Password: Existing Password
New Password: MNew Password

Confirm Password: | Confirm New Password
Password Policy:

1. Min Length Password is &

2. Contains at least one numeric character

3. Contains at least one upper case
4. Contains at least one lower case

T G

Change your personal info in profile page

Copyright © 2016FlexWorkflow Limited. All Rights Reserved
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7.2. Forgot Password Handling

If you have forgotten your password, you can follow the steps below to regain access to the account.

1. Click [Forgot Password] to proceed

BREAR

HOSPITAL
AUTHORITY

Welcome to the Hospital Authority Clinical Research Ethics Review
Portal. The Portal is designed for staff of Hospital Authority (HA).
The Chinese University of Hong Kong (CUHK) and The University of
Hong Kong (HKU) to submit the Application of Clinical Research
Ethics Review.

Applicant can use his/her valid HA, CUHK or HKU email address for
a one-off registration to the Portal. An activation email will be sent
to the Applicant for activating the account. Subsequently, Applicant
can submit and manage the Application via the Portal.

2. Enter your e-mail and then press the [Send] button.

Input e-mail to regain access
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3. After clicking the “Send” button, the following page “Request Completed” can be seen.

Page shown after submitting request

4. You should receive an e-mail that contains a new password and a new activation link. Please login the

account using the new password.
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8. Search Application
8.1. Search of Application by Status

By clicking at the function menu [Application], you can perform any action to handle your application. You can find
your application by status from each folder. If you want to search the application by filter, please refer to Section 8.2

Search of Application by Filter.

BEEHR

HOSPITAL Welcome, Pe

AUTHORITY

n ! Role: ApplicantE

Last Successful Log In: 2016/11/14 01:20:07

o Home

Welcome to the Hospital Authority Clinical Research Ethics Review Portal.

2 Profile
T The Portal is designed for staff of Hospital Authority (HA), The Chinese University of Hong Kong (CUHK) and The

sng (HKU) to submit the Application for Clinical Research Ethics Review.
=] Application

#2 Function

Returned
Approved
Completed

Withdrawn

Logout All

® FlexWorkflow Limited

Application operation

Option Function
New Trigger a new application. Please refer to Section 5.1 Creation of New Application
Draft Fill in the necessary information on the application form. Please refer to Section 5.1.2 Fill in Application Form
Sent Submitted application with the following status can be found here.
- Submitted

- Re-submitted
- Confirmed
- For Review

- Reviewed

Please refer to Section 5.1.2 Fill in Application Form

Returned Any returned application from the Secretary can be found here.
Their statuses could be:

- Returned
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(Please refer to Section 5.1.4 Returned Initial Application and Resubmit Initial Application)

- Approved with Comment
- Pending for Comment

(Please refer to Section 5.1.8 Returned Initial Application after Review)

Approved Approved applications are listed here. Please refer to Section 5.1.9 Approved Initial Application after Review.

Completed | Completed applications are listed here.

Withdrawn | Application with the following statuses can be found here:
- Withdrawn

Deleted

- Terminated.

All Every application carried out by the user can be found here.
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8.2. Search of Application by Filter

Instead of searching by status, you can also search your application by filter.

8.2.1. Application Search

Please follow below steps:

1. Goto [Function] ->[Application Search];

BREETHR

HOSPITAL
AUTHORITY

Welcome, KWC ﬁppii!

Welcome to the Hospital Authority Clinical Research Ethics Revie

The Portal is designed for staff of Hospital Autherity (HA), The Chinese Univers

Applicaticn for Clinical Research Ethics Review.

Docurment Search

Application Search

2. Asearching criterion for the “IRB / REC No.” should appear;
3. Input the number based on “=" or “LIKE”;

4. Click the [Search] button to perform searching.

BhREHER : - :
qp HOSPITAL We|C ' Applicant| V|
AUTHORITY k.

Last Successful EogNneE

RB/RECNec.| = [™] | IRB/REC No.

T G R

=] Application

88 Function

No Task
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5. Apart from using “IRB / REC No.”, you may also use other provided criteria for searching. Click [Advanced

Search]
(J

BEREEHER
HOSPITAL
AUTHORITY

ApplicantE

Last Successful 599

RB/REC Nc.| = [v] | IRB/REC No.
Application Y

& Functicn

No Task

6. In the provided criteria, input the value that you need. The criteria are joined by the “AND” operator for
searching.

If a criterion is left empty, that criterion is ignored in the search process.

Click the [Search] button.

BEEHER :
HOSPITAL We|C Applicant|v|

AUTHORITY

Lest Successful 159

Basic Search

RB/REC Ne. = IRB/REC No.
Task Name = Task Scientific Title | = Scientific Title
Submission Ref No. | = Submission Ref. No. | Applying Sites | = Applying Sites
2 Function
P = Pl Pl Hespital = Pl Hospital
Pl University = PI University Review Typs = Review Type
Approval Expiry Date | <= Approval Expiry Date From
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7. After searching, the search results are displayed.

You can check the checkbox of the record and then click the [Export to XLS] button.
Note that only “Initial Application Approval” and “Submit Amendment Application Form” tasks can be exported
to XLS.

ol
BEREERER :
HOSPITAL We'COI | AppllcantE
AUTHORITY

Last Successf

d

Task Name Task Scientific Title Scientific Title

Submission Ref. No. | = Submission Ref. No. Applying Sites | = Applying Sites

P = Pl Pl Hospital = Pl Hospital

Pl University = Pl University Review Type | = Review Type
i Function Approvel Expiry Date | <= Approval Expiry Date From

Help

T

Export to XLS

Submission int Pl Pl .
Ref No. Date Task Scientific Tile = Pl Hospital University Status Action(s)

Initial L
¥ ??.1056'11”0 Application tr:fnls an Draft Export More
) Approval pe
The effect of
exercise on
psychological
distress for or
Initial people with
™ gg\éi}{mﬁ— ggjzsé'ﬁms Application  mild to %:AN PYNEH Reviewed  Export More
) Approval moderate Man
Parkinson's
disease: a
randomized
controlled trial
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8.2.2. Document Search

1. Goto [Function] ->[Document Search];

EBEREHRR

HOSPITAL
AUTHORITY

Welcome, RWC APPGE!

Welcome to the Hospital Authority Clinical Researc

The Portal is designed for staff of Hospital Autherity (HA), The

Application for Clinical Research Ethics Review.

Search your document with different criteria
2. In the provided criteria, input the value that you need. The “Like” search is used, i.e. search item with crieria
that contain the filled value.
The criteria are joined by the “AND” operator for searching.
If a criterion is left empty, that criterion is ignored in the search process.

3. Click [Submit] to search.

-1

WEEAER ——
@ HOSPITAL We|CO| NE APP"CamlJI
AUTHORITY . ]
Home
RB/REC Nec IRB/REC No.
3¢, Profile _
= Document Type Document Type Document Name | Document Name
Application Suggested Print Name | Suggested Print Name Tag Tag

[ Attachment within 1 year

Functicn >

¥ Download |

No Document

Page 156 of 160
Copyright © 2016FlexWorkflow Limited. All Rights Reserved



Criteria Description

IRB / REC No. Search documents with this IRB / REC No.

Meeting Minutes

Research Protocol

Subject Informed Consent Form

Investigator's Brochure

Written Information for Subject

Questionnaire

Certificate for Clinical Trial Test Attachment Table
Conflict of Interest Declaration by all Investigators
Indemnity Agreement

Clinical Trial Insurance Certificate

Other Documents

Supporting document from academia

Curriculum Vitae (CV) from Principal Investigator
Curriculum Vitae (CV) from other investigates
REC/IRB decision document

Other Funding Sources

Document Type Search documents with this Document Type. Support the following Document Type:

Document Name Search documents with this Document Name.
Suggested Print Name Search documents with this Suggested Print Name.
Tag Search Meeting Minutes with this Tag value.
Attachment within 1 year Search documents within 1 year.

Copyright © 2016FlexWorkflow Limited. All Rights Reserved
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4. After searching, the search results are displayed.

You can check the checkbox of the document and then click the [Download] button to download the

documents.

BREEHR

HOSPITAL
AUTHORITY

Applicant

Last Sucoessi

RB/REC Me. IRB/REC Mo.
Docurment Type Document Type Docurnent Mame | Document Name
Apr b Suggested Print Name | Suggested Print Name Tag Tag

O Attachment within 1 year

T SR

£ Functicn

Name Size Last Modified Date
¥} _WON-20161101-0122_20161101 - Copy (4).pdf 48417 KB 2016-11-02 09:23:09
VI _WON-20161101-0122_20161101 - Copy - Copy (7).pdf 484 17T KB  2016-11-02 00:32:07
LJJ%E filling draft - Copy (7) - Copy.pdf 3717 MB  2016-11-01 22:29:40
W |E Testing Document.pdf 9002KB  2016-11-03 09:18:12
VI _WON-20161101-0122_20161101 - Copy (10).pdf 434 17T KB 2016-11-02 09:22:46
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Summary of Status

Initial Application Approval

Status Description Found In
Draft The application is not yet submitted to secretary by applicant. [Application] > [Dratft]
Submitted The application is submitted to secretary by applicant. [Application] > [Sent]

Re-submitted

The application has been returned and re-submitted to secretary

again by applicant.

[Application] > [Sent]

Confirmed The application is confirmed by secretary. [Application] > [Sent]
For Review The application is assigned to reviewer for review by secretary. [Application] > [Sent]
Reviewed The application has been reviewed by reviewer. [Application] > [Sent]
Approved The application is approved by secretary. [Application] > [Approved]
Returned The application is returned by secretary. [Application] > [Returned]

Approved with Comment

The application is returned by secretary.

[Application] > [Returned]

Pending for Comment

The application is returned by secretary.

[Application] > [Returned]

Deleted The application in “Draft” status is deleted by applicant. [Application] > [Withdrawn]
Withdrawn The application has been returned and withdrawn by applicant. [Application] > [Withdrawn]
Terminated The application in “Approved” status is terminated by secretary. [Application] > [Withdrawn]
Closed The retuned application is not re-submitted before the expiry date. [Application] > [Withdrawn]

Submit Amendment Application Form

Status

Description

Found In

Submitted

The application is submitted to secretary by applicant.

[Application] > [Sent]

Re-submitted

The application has been returned and re-submitted to secretary

again by applicant.

[Application] > [Sent]

Confirmed The application is confirmed by secretary. [Application] > [Sent]
For Review The application is assigned to reviewer for review by secretary. [Application] > [Sent]
Reviewed The application has been reviewed by reviewer. [Application] > [Sent]
Approved The application is approved by secretary. [Application] > [Approved]
Returned The application is returned by secretary. [Application] > [Returned]

Approved with Comment

The application is returned by secretary.

[Application] > [Returned]

Pending for Comment

The application is returned by secretary.

[Application] > [Returned]

Withdrawn

The application has been returned and withdrawn by applicant.

[Application] > [Withdrawn]

Closed

The retuned application is not re-submitted before the expiry date.

[Application] > [Withdrawn]

Copyright © 2016FlexWorkflow Limited. All Rights Reserved

Page 159 of 160



https://ha.flexworkflow.com/Portal/HA/Applicant/Default.aspx

Submit Renewed CTI
Submit Renewed CTC

Submit Protocol Deviation Form

Upload SUSAR Report

Upload SAE Report

Upload Final Report

Upload Progress Report

Status

Description

Found In

Submitted

The application is submitted to secretary by applicant.

[Application] > [Sent]

Re-submitted

The application has been returned and re-submitted to secretary

again by applicant.

[Application] > [Sent]

Confirmed The application is confirmed by secretary. [Application] > [Sent]
For Review The application is assigned to reviewer for review by secretary. [Application] > [Sent]
Reviewed The application has been reviewed by reviewer. [Application] > [Sent]
Approved The application is approved by secretary. [Application] > [Approved]
Returned The application is returned by secretary. [Application] > [Returned]

Approved with Comment

The application is returned by secretary.

[Application] > [Returned]

Pending for Comment

The application is returned by secretary.

[Application] > [Returned]

Withdrawn

The application has been returned and withdrawn by applicant.

[Application] > [Withdrawn]

Closed

The retuned application is not re-submitted before the expiry date.

[Application] > [Withdrawn]
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