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1. Introduction

Welcome to the Hospital Authority Clinical Research Ethics Review Portal (Portal) User Manual. This
user manual is designed to provide guidance for Applicant to use the new Portal. In the coming
sections, we will go through the stage 2 functions of the portal.

If you have any enquiries, you can press Contacts button to get the contact info of CREC/IRB Office or
Press [Click here] to the User Manual and Quick User Guide.

Login
LN
Applicant -
[0 Remember User And Role

NEWS CONTACTS

[ User Manual and Quick User Guide | [Click he

Enquiries (Mon - Fri, 09:00 - 17:30, except Public Holiday

Figure 1.1 Action button for Contact Info and User Manual and Quick User Guide

Contacts

CCO / Central IRB:

Tel: 2300 6431 / 2300 7054 Email: hacco@ha.org.hk

Central IRB — Paed Panel:

Tel: 3513 3193/ 3513 6485 Email: hkeh.ro@ha.org.hk

HKU/HA HKW IRE:

The Joint CUHK-NTEC CREC:

Tel: 3505 3935/ 3505 4275/ 2144 5926 Email: crec@cuhkedu.hk
CREC/IRE Office Contact Email
HKEC 2585 6451 / 2595 5561 hkececsec@ha.org.hk
KCC / KEC 3506 8152 / 3506 8642 kckecrec@ha.org.hk
KWGC 2990 1047 / 2990 3698 / 29501017 kwerec@ha.org.hk
NTWC 3767 7866 ntwerec@ha.org.hk

For General (HA Head Office)

Tel: 2300 8527 Email: crerportal@ha.org.hk

Figure 1.2 Pop-up dialog for Contact Info
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You can view the latest News from Head Office in the pop-up screen after pressing the News button
in the Login Page.

Login

Don't have an account? Sign Up Resend Account Activation
Dazz Q
Applicant -

O Remember User &nd Role Forgot Password

CONTACTS

Figure 1.3 Action button for News

News

Muti-cluster Applications

With effect from 1 April 2021, the applicant could choose to submit the following multi-cluster applications to Central Institutiona
Review Board (Central IRB) for review:

- Multi-cluster clinical trials related to COVID-12
- Multi-cluster retrospetive studies
- Multi-cluster prospective stusies (except investigator-initiated clinical trials)

For details, please visit Central IRB intranet

Close

Figure 1.4 Pop up dialog for News
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2. System Prerequisite

This Portal is accessible with Internet. You can use Portal with browsers, Google Chrome or Firefox in
Windows OS/Mac 0OS. Optimized Screen resolution is 1920 x 1080 or 1280 x 1024.

Please type the URL (https://hacrerportal.ha.org.hk) in address bar to go to Login Page of the portal.

Broadcast message, such as server maintenance message will be shown in the top of the Login Page
as Figure 2.1.

HA Clinical Research Ethics Review Portal

Server Maintenance Schedule (Updated on 13 Apr 2021)
The Protal will be temporarily unavailable as follows due to server maintenance. Please refrain from use to avoid data loss

Date: Time:
Every Monday & Thursday 04:00 - 06:00
28 Apr 2021 20:00-23:59
Login
Don't have an account? Sign Up Resend Account Activation
©
Applicant v
[0 Remember User And Role Forgot Passward
User Manual and Quick User Guide | [click here]
SJ:FO'IQE Browsers - Chrome or Firefox in Windows 0S/Mac 0S
Optimized Screen resolution - 1920 x 1080 or 1280 x 1024 Enquiries  (Mon - Fri, 09:00 - 17.30, except Public Holiday)
Figure 2.1 Login Page of the Portal
Page | 6
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3. Preparation Stage
3.1 Sign Up User Account for Applicant

Applicant users are required to register an applicant account on the new Portal before they can access
to the system to submit an application for a clinical research ethics review.

3.1.1 New Applicant with an authorized email account

Email addresses configurable by HO administrator as following are the authorized email accounts.

- @ha.org.hk

- @hku.hk

- @hkucc.hku.hk

- @pathology.hku.hk
- @cuhk.edu.hk

- @connect.hku.hk

- @clo.cuhk.edu.hk
- @ent.cuhk.edu.hk
- @ort.cuhk.edu.hk

- @link.cuhk.edu.hk
- @nur.cuhk.edu.hk
- @surgery.cuhk.edu.hk

If you have a system authorized email account, please follow the below steps to create a new user
account on the portal.

1. Click Sign Up button in the Login Page, Figure 3.1.1.1;

HA Clinical Research Ethics Review Portal

Server Maintenance Schedule (Updated on 13 Apr 2021)
The Protal will be temporarily unavailable as follows due to server maintenance. Please refrain from use to avoid data loss.

Date: Time
Every Monday & Thursday 04:00 - 06:00
28 Apr 2021 20:00 - 23:59
Login
©
Applicant -
[0 Remember User And Role Forgot Password
=3
User Manual and Quick User Guide | [Click hers
Supported Browsers - Chrome or Firefox in Windows 0S/Mac 05
Opsimized Screen resclution - 1820 x 1080 or 1280 x 1024 Enquiries  (Meon - Fri, 09:00 - 17:30, except Public Holiday)

Figure 3.1.1.1 Login Page

Page | 7
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2. A Sign-Up Form as Figure 3.1.1.2 will be popped up to type authorized email account with
domain mentioned above;

Sign Up

M Passwore Q

Figure 3.1.1.2 Sign-Up Form for an authorized email account

3. Fill in User Information, such as Title, Name and Contact Number;
4. Select Hospital/Institution from dropdown menu;
5. Type Password according to its rules and Confirm Password;
a. Min length 8, contains at least 1 numeric character, 1 upper case and 1 lower case
character
b. Password & Confirm Password are the same
6. Press Submit button for sign up;
7. You will receive an account activation email as Figure 3.1.1.3 after registration. Please follow
the instructions for next step.

Dear Sir/Madam,
Welcome to Hospital Authority Clinical Research Ethics Review Portal (HA CRER Portal).

Please click here to activate your account.

Should you have any queries, please contact HA Central Coordinating Office at hacco@ha.org.hk.
More contact information is available at https://hacrerportal.ha.org.hk.

Yours faithfully,
HA CRER Portal

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

Figure 3.1.1.3 Example of Account Activation Email

Page | 8
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3.1.2 New Applicant with an unauthorized email account

If you do not have an authorized email account (refer to Section 3.1.1 for authorized email domain),
you can still create a user account on the portal as below steps.

1. Click Sign Up button on the Login Page as Figure 3.1.2.1;

HA Clinical Research Ethics Review Portal

Server Maintenance Schedule (Updated on 13 Apr 2021)
The Protal will be temporarily unavailable as follows due to server maintenance. Please refrain from use to avoid data loss

Date: Time:
Every Monday & Thursday 04:00 - 06:00
28 Apr 2021 20:00- 23:59

©
-
er User And Role Forgot Password
m CONTACTS
User Manual and Quick User Guide | [Click here
Supported Browsers - Chrome or Firefox in Windows 05/Mac O
Opzimizad Soresn resoluton - 1020 « 1020 or 1230 % 1024 Enquiries  (Meon - Fri, 09:00 - 17:30, except Putlic Holiday)

Figure 3.1.2.1 Login Page

A Sign-Up Form as Figure 3.1.2.2 will pop up for you to type non-System authorized email
account without domain mentioned in Section 3.1.1;
Fill in User Information, such as Title, Name and Contact Number;
Select Hospital/Institution from dropdown menu, or fill in Hospital/Institution in text box;
Type Password according to its rules and Confirm Password;
a. Min length 8, contains at least 1 numeric character, 1 upper case and 1 lower case
character
b. Password & Confirm Password are the same
Provide details in Justification, which will be sent to CCO for review;
Press Submit button for CCO’s approval;

Page | 9
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Sign Up

demo@testing.com

Passwor: Q
firm Password Q

Figure 3.1.2.2 Sign-Up Form for unauthorized email account

8. Once CCO approves the request for account registration, you will receive an account
activation email as Figure 3.1.2.3. Please follow the instructions for next step.

Dear Sir/Madam,
Welcome to Hospital Authority Clinical Research Ethics Review Portal (HA CRER Portal).
Please click here to activate your account.

Should you have any queries, please contact HA Central Coordinating Office at hacco@ha.org.hk.
More contact information is available at https://hacrerportal.ha.org.hk.

Yours faithfully,
HA CRER Portal

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

Figure 3.1.2.3 Example of Account Activation Email

Page | 10
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3.2 Resend Account Activation

If you do not activate your registered email within 30 days, the activation link will be expired. Account
reactivation email needs to be requested by clicking Resend Account Activation button in the Login
Page as Figure 3.2.1.

HA Clinical Research Ethics Review Portal

Server Maintenance Schedule (Updated on 13 Apr 2021)
The Protal will be temporarily unavailable as follows due to server maintenance. Please refrain from use to avoid data loss.

Date: Time:

Every Monday & Thursday 04:00 - 06:00

28 Apr 2021 20:00-23:59
Login

Don't have an account? Sign Up

o
Applicant -
[0 Remember User And Role Forgot Password

m CONTACTS

User Manual and Quick User Guide | [Click here]

Enguiries  (Men - Fri, 09:00 - 17:30, except Putlic Holiday)

Figure 3.2.1 Action button for Account Reactivation

1. Type your registered email as Figure 3.2.2;
2. Press Send button for requesting reactivation link;

Resend Account Activation?

Fleazs

L=

or contact support

m
1

Page | 11

© 2022 Automated Systems Holdings Limited and/or its affiliates. All right reserved.



Hospital Authority CRER Portal User Manual for Applicant

3. Activation link will be sent to your registered email as Figure 3.2.3.

Dear Sir/Madam,

We have received your account reactivation request through Hospital Authority Clinical Research
Ethics Review Portal (HA CRER Portal).

Please click here to reactivate your account.

Should you have any queries, please contact HA Central Coordinating Office at hacco@ha.org.hk.
More contact information is available at https://hacrerportal.ha.org.hk.

Yours faithfully,
HA CRER Portal

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

Figure 3.2.3 Example of Account Reactivation Email

\ Page | 12
© 2022 Automated Systems Holdings Limited and/or its affiliates. All right reserved.



Hospital Authority CRER Portal User Manual for Applicant

3.3 Login

Once your account registration is activated, you can login to the portal as the following steps:

Type Email Address you registered and Password;

Select “Applicant” Role from dropdown menu;

Tick the checkbox if remembering User and Role is needed;
Press Login button to proceed.

PwbNPR

Applicant b

[(] rRemember User And Role Forgot Password

CONTACTS

Figure 3.3.1 Login Page

Timeout Session of CRER Portal is 12 hours since login. “Session Expired” message will be prompted if
the session is timeout.

Session expired

Figure 3.3.2 Popup message for session expired

Only 1 session is allowed per user. If multiple logins are detected, “Your account has been logged-in
in another location” will be prompted.

Session expired

Figure 3.3.3 Popup message for multiple users’ login

SL Page | 13
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You are advised to make sure your email address, password and user roles are matched when login.
Your account will be locked after 5 failed logins with incorrect password or user roles. A pop-up
message as Figure 3.3.4 will be prompted. You can then contact HO Admin for help or use “Forgot
Password” to reset your password if you have forgotten your password. Refer to Forgot Password.

Error from server

Figure 3.3.4 Popup message after 5 failed logins

Page | 14
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3.4 Forgot Password

If you have forgotten your password, you can follow the below steps to reset your password.

1. Click Forgot Password button in the Login Page as Figure 3.4.1;

HA Clinical Research Ethics Review Portal

Server Maintenance Schedule (Updated on 13 Apr 2021)
The Protal will be temporarily unavailable as follows due to server maintenance. Please refrain from use to avoid data loss.

Date: Time:
Every Monday & Thursday 04:00 - 06:00
28 Apr 2021 20:00-23:59
Login
Don't have an account? Sign Up Resend Account Activation

Applicant -

[0 Remember User And Role

m CONTACTS

User Manual and Quick User Guide | [Click here]

Enquiries  (Mcn - Fri, 09:00 - 17:30, except Putlic Holiday)

Figure 3.4.1 Action button for Password Reset

2. A pop-up dialog for requesting password reset will appear as Figure 3.4.2;

Forgot Password?

Already have login and password? Sig

Figure 3.4.2 Popup dialog for Password Reset

3. Type your registered email in the text box;
4. Press Reset Password button to proceed;

Page | 15
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5. Reset Password Link will be sent to your registered email as Figure 3.4.3.

Dear Sir/Madam,

We have received your reset password request through Hospital Authority Clinical Research Ethics
Review Portal (HA CRER Portal). Please click here to reset your password.

Should you have any queries, please contact HA Central Coordinating Office at hacco(@ha.org hk.
More contact information is available at https://hacrerportal.ha.org.hk.

Yours faithfully,
HA CRER Portal

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

Figure 3.4.3 Example of Reset Password Email

\ Page | 16
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4. Introduction of Applicant’s Landing Page
4.1 Landing Page Layout of Applicant

Logout

144
n

HA Clinical Research Ethics Review Portal

Applicant ~

4 Dashboard Home

Q_ Search Dashboard
O Profile Applications
B Initial Applications v
& Post Approval Document v

Useful Information/User Manual

FN Version: v0.936
BN: v0.468 build at 20220426 14.45

Post Approval Documents
Draft Returned
Left Expirein > 30 days Q Dashboard
Menu Bar

Figure 4.1.1 Landing Page of Applicant

1. Left Menu Bar

The Left Menu Bar contains all the available functions accessed by Applicant, including Dashboard,
Search, User Profile, Initial Application List, Post Approval Document List and Useful Information/
User Manual Section by clicking on the menu items.

The E icon is designed to minimize the menu bar and enlarge the function display area.

2. Login User & Last Login Datetime & Current Role

After user login, the user’s name (First name + Last name), Last Login Datetime and Current Role will
be displayed. User is allowed to switch to other assigned roles, if any, by selecting from dropdown list.

3. Notification

After clicking the Notification Bell button, notification messages will be displayed. Notification with
blue line on the left means unread message. The retention period of notification will be 90 days.

e No. =the no. of unread notifications. No. will be 999+ if over 1000 unread notifications

When mouse clicks on the specific notification message, the message will be marked as read and direct
to the particular application form for further action.

Click Mark All As Read button will mark all the notifications read. The number of unread messages
will be reset.

4. Llogout

After clicking Logout button, you will log out from the current user account and direct to Login Page.

Page | 17
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4.2 Dashboard

Dashboard is designed to display the number of Initial Applications or Post Approval Documents in
Draft or Returned status. You can click the number to direct to the list of Initial Application/Post
Approval Document in Draft/Returned status.

. s o . Cl 14
HA Clinical Research Ethics Review Portal Taiman C 1ora | Applicant ~ M Logout

& Dashboard
Q, Search

@ Profile

Initial Applications

& Post Approval Document

Useful Information/User Manual

FN Version: v0.936

BN: v0.468 build at 20220426 14:45

Last Login: 2

Dashboard Current

Role

Applications

v

Post Approval Documents

l Dashboard l

Figure 4.2.1 Dashboard Page of Applicant

Below is the summary of the status on Dashboard.

Status Description
Draft (a/b) | Initial Applications/Post Approval Documents in draft status
a: No. of draft Initial Application or Post Approval Document required further action
by Applicant
b: No. of draft Initial Application or Post Approval Document related to Applicant
Returned Initial Applications/ Post Approval Documents returned from CCO/Cluster Admin/
(a/b) Secretary.
a: No. of returned Initial Applications or Post Approval Documents required further
action by Applicant
b: No. of returned Initial Applications or Post Approval Documents related to
Applicant
Expire in < | Less than 30 days before the expiry date set by CCO/Cluster Admin/Secretary for the
30 days (a) | returned Initial Application or Post Approval Document
Expirein2 | More than 30 days before the expiry date set by CCO/Cluster Admin/Secretary for
30 days (a) | the returned Initial Application or Post Approval Document

Page | 18
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4.3 Search Page

You can search Initial Application or each type of Post Approval Document. In search page, you can
select the criteria from the dropdown menu or input keywords in the field of basic or advanced search
criteria as Figure 4.3.1. You can press Reset button to clear all inputted values.

HA Clinical Research Ethics Review Portal L“'{T'j”“n" o Applicant ~  w* Logour
4 Dashboard futnas Search
Q s
& Profile — Search Criteria
Initial Applications v Basic Search

& Post Approval Document v

Useful Information/User Manual

FN Version: v0.936
BN: v0.468 build at 20220426 14:45 m m

Search Results

Hide/Show Columns Page Size 10
Page Size. 0~

R REC R
CRER Application IRB/REC Reference Sibmission No Scientifc Thie Coordinating

Pending
No. No. Investigator (Cf)

Figure 4.3.1 Application Search

Result will be shown in below result table as Figure 4.3.2, based on the inputted values in search
criteria after pressing Search button. Export to XLS button will be enabled for user to export the result
data of Initial Application in excel file.

ik i : 3i 712
HA Clinical Research Ethics Review Portal Taiman Chan Applicant v . Logout
LastLogin: 202208231047

& Dashboard Home > Search
e Profile — Search Criteria
Initial Applications A Ba

Hew nitial Application - WTEC-2022-065 Submissicn Ref Na RB/REC Ref No

Draft N

Sent

Retumed + Advanced Search

Search Results

. Hide/Show Columns Collapse All Expand All o - ..- Size
Acknowledged Filter key ord 0 .

Pending CRER Application IRB/REC Reference Submission No. Scientific Title Coordinat
No. No. Investigatol
Al e D @ NTEC-2022-065 - 20220516-015-000 Test site pi

#8 HA REC Standard...xlsx
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4.3.1 |Initial Application Search

To adjust the column display for Initial Application, you can press Hide/Show Columns button to
select/unselect checkboxes for columns shown in the Initial Application result table.

e Press “+” button to display all Post Approval Documents under the specific Initial Application.
If there is no Post Approval Document under the Initial Application, “+” button will be disabled.

e Press “N’ button to collapse all Post Approval Documents and display the specific Initial
Application only.

e Press Collapse All button to display the Initial Application list only and hide the Post Approval
Document list if any.

e Press Expand All button to display the Post Approval Document list under the corresponding
Initial Application if any.

Also, in Initial Application result table, a checkbox will be shown on the left for downloading Initial
Applications. Only one checkbox can be selected at a time.

You can follow the below steps to download Initial Applications:

1. Select “Initial Application” in Document Type and input search criteria if any;
(The disabled Download button will then change to disabled Download Application button.)
2. Click Search button, select checkbox for the specific Initial Application. The Download
Application button will be enabled accordingly;
(If the Initial Application is in Draft status, the checkbox will be disabled and not allow user to
download the corresponding document.)
3. Press the Download Application button to download the selected document;
4. Azip file named <Submission No.> <Scientific Title> which includes all relevant documents will
be downloaded if a specific Initial Application is selected as Figure 4.3.1.1.
a. If the selected Initial Application is in Approved status, only approved or
acknowledged Post Approval Documents will be included in zip file.

HA Clinical Research Ethics Review Portal TETETE T Applicant v m Logout
LastLogin: 202208301115
A Dashboard Homes > Search
@ e =
6 Profile — Search Criteria
Initial Applications v

& Post Approval Document v
Useful Infermation/User Manual
FN Version: v1.007 F Advanced Search

BN Version: v0.530 Search Results

Hide/Show Columns Collapse All Expand All . P ;;’ Sizz

CRER A::\ID@‘[IDH \RB/RECNIchcrmcr.‘ Submission No. Scientific Title Coordinating St

Pending Investigator (CI)

A - NTEC-2022-066 REC-2022-018 20220516-016-000 Test site pil Approved

L.

Submission no Document Type: Status Last Modification Date Expiry Date Action

20220516-016-00 Amendment Form (CUHK) withdrawn

202205716

SUSAR

rt (Study Infc) Withdrawn

B 20220516-016-000...zip ~

Figure 4.3.1.1 Download Initial Application
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4.3.2

Post Approval Document Search

To adjust column display for Post Approval Document, you can press Hide/Show Columns button to
select/unselect checkboxes for columns shown in the Post Approval Document result table.

e Press Scientific Title in the result table to view relevant Post Approval Document(s) under the
same Initial Application in right context menu as Figure 4.3.2.1;
e Press the hyperlink of Scientific Title in the right context menu to download the Initial
Application in PDF format;
e Press the hyper link of Document Type in the right context menu to download the uploaded

signed document of specific Post Approval Document;

e Press “<” or “>” in the context menu to expand or collapse the details of relevant Post
Approval Documents as Figure 4.3.2.2.
o Press “X” to minimize the right context menu bar.

. o - - g 807
HA Clinical Research Ethics Review Portal Lucky Lee Applicant +  m  Logout
LastLogin: 202207121722
4 Dashboard Home > Search
Q, Search m Post approval document %
20220609-001-007
@ rrofile — Search Criteria
Initial Application
Initial Applications A o
RB/REC Reference No.: irb flow’ ~~
New - = Scientific Title:
nitial Application contains all Post
Draft - Approval Documents
Sent - ClLucky Lee
_ Status:Approved
Returned -+ Advanced Search
Approved
frere Search Results Other Relevant Post-Approval Documents:
Completed Local SAE Rep i

Acknowledged
Expired
Archived

Al

&> Post Approval Document v

Useful Information/User Manual

FN Version: v0.978

BN Version: v0.520

Hide/Show Columns

Submission No.

D 20220609-001-007
D 20220516-005-003
D 20220530-003-003
D 20220630-004-007

20220627-0071-007
D 20220609-003-005
D 20220530-003-002
D 20220620-004-002

Scientific Title

I nitial Application contains all Post ...

Progress Report (NLTH)

Progress Report (NLTH)

Progress Report (NLTH)

CTC Report
CTl Report

Amendment Form (Study Infa)

Figure 4.3.2.1 Right Context Menu of specific Post Approval Document
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Post approval document %
20220609-001-007

Initial Application
RB/REC Reference No.: irb flow ~~

Scientific Title
nitial Application contains all Post Approval Documents

ClLucky Lee
Status:Approved

Other Relevant Post-Approval Documents:

Document Type T Coordinating Investigator T} Create Date T Status Last Modified Date T
Local SAE Report (NLTH) Lucky Les 2022-06-08 For Review 2022-07-12 1556:10
Protacol Deviation Report Lucky Lee 2022-06-09 For Review 2022-07-12 15:56:10

(NLTH), :

Einal Report (Study Infa) Lucky Lee 2022-06-09 For Review 2022-07-12 15:56:10
M‘%M Lucky Lee 2022-06-09 For Review 2022-07-12 15:56:10
SUSAR Report (Study Info) Lucky Les 2022-06-09 For Review 2022-06-10 11:21:27
CTC Report Lucky Lee 2022-06-00 For Review 2022-07-12 15:56:10
CTI Report Lucky Les 2022-06-09 For Review 2022-07-12 15:56:10
Amendment Form (Study Lucky Lee 2022-06-09 Re-Submitted 2022-06-09 10:18:14

Info).

Figure 4.3.2.2 Details of Relevant Post Approval Documents

Also, in Post Approval Document result table, a checkbox will be shown on the left for downloading
Post Approval Documents. Only one checkbox can be selected at a time.

You can follow the below steps to download Post Approval Documents:

1. Select specific “Post Approval Document” in Document Type and input search criteria if any;
(The disabled Download button will then change to disabled Download Post Approval
Document button.)

2. Click Search button, select checkbox for the specific Post Approval Document. The Download
Post Approval Document button will be enabled accordingly;

(If the Post Approval Document is in Draft status, the checkbox will be disabled and not allow
user to download the corresponding document.)

3. Press the Download Post Approval Document button to download the selected document;

4. A zip file named <Submission No.> which includes all relevant documents will be downloaded
if a specific Post Approval Document is selected as Figure 4.3.2.3.
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HA Clinical Research Ethics Review Portal AN orgyy  APPIcant~ = Logout
# Dashboard Home = Search
Q. s ——
e Profile — Search Criteria
Initial Applications v

&> Post Approval Documenta
Draft Scientific Title
Sent
+ Adva h
Returned
Approved Search Results
Completed
Hide/Show Columns N
Acknowledged ter keyword
e Submission No. Scientific Tie Document Type Status Last Modified Date
Archived
" Test Progress Report (CUHK) Draft 2022-08-24 10:31:50
Al
Useful Information/User Manu 20220516-014-002 Test Draft 2022-06-27 16:17:04
- - _ .
20220516-012-00 Test Pro R ) For Review 2022-06-01 10:53:31

B 20220516-012-001.zip

Figure 4.3.2.3 Download Post Approval Document
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4.4 User Profile

If you want to update your user information (except login email address) or change password, please
click “Profile” in left menu bar to direct to User Profile Page as Figure 4.4.1.

Please follow the steps to update your personal information:

1. Update your personal information;

2. Click Update button to update your user profile.

3. If you want to clear all draft amendment and remain unchanged as last update, you can click
Reset button.

If you want to change your password, you can follow the below steps:

1. Enter the Old Password;

2. Enter the New Password and Confirm Password (The New Password cannot be same as the
Old Password);

3. Make sure you have entered the same password in “New Password” and “Confirm Password”;

4. Press Update button and you can use new password for next login.

Taiman Chan
Last Login: 2022-04-27 1014

144
Applicant ~ ™ Logout

HA Clinical Research Ethics Review Portal

A Dashboard Home o

Q. Search User Profile

6 rrofile

Initial Applications v i T

€ Post Approval Document v =

[ Useful Information/User Manual

FN Version: v0.936

BN: v0.468 build at 20220426 14:45

Change Password

LN
o
L

Password Policy:

Figure 4.4.1 User Profile Page
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4.5 Application/Post Approval List in Different Status

If you want to view document in different status, you can click the Status Folder to direct to the list of
Initial Application or Post Approval Document in the left menu bar as Figure 4.5.1.

Action buttons of Application List are similar to those of result table of Search Page, refer to Section
4.3 Search Page. You can click Refresh button to get the latest Application/Post Approval List.

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v .ﬂ Logout
LastLogin 2022-0407 1458 —
4 Dashboard Home > Initial Applications
Q search Application List
O rrofile m m

B Initial Applications A

CRER Application IRB/REC Reference

Submission No. Scientific Title Status
No No

A

& Post Approval Documenta

v

Figure 4.5.1 Status Folder of Initial Application or Post Approval Document

Below table is the summary of various folders for Initial Application/Post Approval Documents.

Folder Description

To create a new Initial Application
New
Refer to Creation of New Application (by Coordinating Investigator)

Initial Applications/Post Approval Documents in draft status that are not yet

Draft submitted to CCO/Secretary

Submitted Initial Application/Post Approval Documents with following statuses:

- Submitted

Sent - Re-submitted

- Requested for Return
- Confirmed
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Initial Applications/Post Approval Documents returned from CCO/Cluster

R

eturned Admin/Secretary
Approved Initial Applications/Post Approval Documents approved by Central IRB/Secretary
Completed Completed Initial Applications (i.e. with Final Report approved) are listed here.

Acknowledged | Acknowledged Documents are listed here.

Initial Applications/Post Approval Documents returned from CCO/Cluster

Expired . .
xp! Admin/Secretary that are expired
To view the Initial Applications/Post Approval Documents in following statuses:
- Disapproved
- Terminated
All Initial Applications/Post Approval Documents in all statuses that are related to

Applicant can be found here.

For Initial Applications in draft status, you can view the completion status of the Initial Application by
Warning Signal in Pending column and submission status of different Site Info through the Indicator

button in Site Info Column as Figure 4.5.2.

Taiman Chan Applicant ‘as Logout

Last Login: 2022-01-1009:51

& Dashboard Home > Initial Applications > Draft
Q_ Search Application List
e Profile Hide/Show Columns Collapse All Expand All
B initial Applications ~ Sl PageSizee 10 «
I Draft I O Pending CheR A;:hcatmn ‘RH"REC::E'&'WDE Submission No Scientific Title Status Stte Info
O ©) - - 20220107-003-000 Testing Draft

&) Post Approval Documenta

Figure 4.5.2 Application List in Draft Status
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Remarks:
Warning Sign of Pending Column Completion Status of Site Info Column
Status Description Status Description
! e Cl/Delegates: Initial Application not A Site info sent to CI

yet submitted to CCO/Secretary,
need to handle by Cl/Delegate(s)

e Site Pl/Delegates: Initial Application
not yet submitted to Cl, need to
follow up by Site PI/Delegate(s)

- e Cl/Delegates: Initial Application X Site info not yet sent to Cl
submitted to CCO/Secretary

e Site PI/Delegates: Initial Application
submitted to CI

Info Initial Application is submitted
icon

\ Page | 27
© 2022 Automated Systems Holdings Limited and/or its affiliates. All right reserved.




Hospital Authority CRER Portal User Manual for Applicant

4.6 Useful information/User Manual

User Manual and Common Forms can be downloaded here. You may also take a look at the FAQ
section here.

Applicant =

HA Clinical Research Ethics Review Portal

ﬁ Dashboard > Useful Information/User Manual

Q Search

6 Profile Subject Central IRB HKU/HA HKW IR8 Joint CUHK-NTEC CREC

ment

Initial Applications w

&» Post Approval Document v User Manual

Useful Information/User Manual -

FN Version: v0.938 E
BN: v0.468 build at 20220426 14:45

FAQ
1. lam planning to submit a multi-cluster application involving all HA clusters. | understand that HKWC and NTEC have a Joint HA-University
IRB/CREC. Can Central IRB grant ethics approval to all HA sites? Do | need to submit separate application to these 2 Joint HA-University -
IRB/CREC?
A

2 What are the differences between Coordinating Investigater(Cl) and Site Principal Investigator(Site PI)?

Figure 4.6.1 Screen of Useful Information/User Manual Page
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5. Manage an Application (Initial)

There are 3 Initial Application submission flows, namely IRB flow as Figure 5.1, HKWC and NTEC
(University) flow as Figure 5.2. You will need to select Workflow “Central IRB” or “HKU/HA HKW IRB”
or “Joint CUHK-NTEC CREC” when creating the Initial Application and can change the flow before
submit to CCO/Secretary.

IRB Flow

Applicant CCO (& Cluster Admin) Central IRB /| HKCH IRB | Rviewer

In progress -
Submit / [Returned (o No
| Re-Submit applicant)

\ J .
1 Distribute and !
Werify* "

FGCumen
[Submitied/
Re-submitted)
Document
Yes, [Confirmed)

*Can oplionally distribute 10
Cluster Administrators 1o venfy
on behalf - Detail flow refer to

-

Document
Yes. [For review] ? Review and
make decision

Arrange meeting
Wih Reviewer(s]7

[
appendix A 1
Mo 1
A===== ! Deocument
Consolidate? [Reviewed]
No Yes
Document
Review and [Returned (to Yes
refurn to CCoj Retum
applicant

Al reviewers made
Approved/Acknowledged decisions?
Document
[Approved]

! fAcknowledged]

No
Final
{Require to submit other em:rl?
post-approval documents for the same flow) P

Disapprove

Completed Yes

Eﬁ

Application Document
[Completed] [Disapproved]

Figure 5.1 IRB flow of Initial Application submission
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IRE Flow
Applicant | CCO (& Cluster Admin) Central IRB /| HKCH IRB Rviewer
Draft
O Draft
In progress. ; Ame
i Submit/ | [Returned (to [* “No
Re-Submit applicant 3 PR N
1 Distribute and ;_]
'
P ety :
[ No
¥
Documen
| [Submitted/ Confirmed?
*| Re-submitted] [ !
Document
Yes____5| [Confimed]
c < " v Document
"Can optionally distribute fo ange meeing es. For review
Cluster Administrators 1o verify P e Reviewer(s)? > | | mmlz‘;‘j::n
on behalf - Detail flow refer to [
appendix A '
l.NU 1
=== == Document
] < R Al
o ¢y
Ye
Docament l y'es | T
Review and [Returned (to Yes
retum to ccol “Returm—_Final Decisicn
applicant
Al reviewers made
Approved/Acknowledged decisions?
¥
Document
[Approved] ¥
| [Acknowiedged) Disapprove
Mo
(Require to submit other Fm:[,’
post-approval documents for the same flow) epo
Yes
Completed
4 i
Application Document
[Completed] [Disapproved)

Figure 5.2 HKWC/NTEC flow of Initial Application submission
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5.1 Applicant Roles and Functions

There are 4 major types of applicant roles, Coordinating Investigator (Cl) and his/her delegate(s), Site
Principal Investigator (Pl) and his/her delegates(s).

Below is the summary of their rights and involved functions in stage 1.

Applicant Roles
Function

Cl/Delegate(s) Site PI(s)/Delegate(s)
Manag.e h?mal Create & Submit & Withdraw /
Application
Complete Study Into Edit View Only

Create & Return to Pl/Delegate(s)

Complete Site Info Edit & Submit to Cl
& View only
Add/Edit Cl Delegation Add/Edit Site PI Delegation
before submission before submission
Assign Delegation
(Only ClI can use “Change (Only Site Pl can use “Change
Delegation” after submission) Delegation” after submission)

Remarks:

If Cl and his/her delegate(s) or Site PI(s) and his/her delegates are editing the same field in Study Info
or Site Info of Initial Application Form at the same time, the data of the person who saves first will be
overwritten by the data of the person who save last.
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5.2 Creation of New Application (by Coordinating Investigator)

1. Navigate to [Initial Application] in left menu bar;
2. Click New to create an Initial Application Form.

i z : aiman Chan . 4
HA Clinical Research Ethics Review Portal "””I”"' \ "_‘ '_4 __ Applicant = m Logout
astlogin 202204271004 _—
#4 Dashboard Home
Q, Search Dashboard
@ Profile Applications
Initial Applications A Draft Retumed
5/3 2/0
(I )
L Expire (o)}
Expire 0
Post Approval Documents
Acknoded Draft Retumned
Expires — —
Archived

& Post Approval Document

Figure 5.2.1 Initial Application Creation
5.2.1 Acknowledgement

You must read and acknowledge “Important Notes: Roles and Responsibilities” before proceeding to
next step.

Important Notes: Roles and Responsibilities

“Coordinating Investigator” should

“Site Principal Investigator (Site PI)° should:

Eligibility of “Coordinating Investigator” and “Site PI”

Figure 5.2.1.1 Acknowledgement on Important Notes
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5.2.2 Fillin Team Member Form

Team Member Form allows you to assign roles to your team member, such as Cl, Site Pl and/or CI
delegates, for the new application.

Please follow the instructions below:

1. Select Submission Flow of the Initial Application from dropdown menu of Applying IRB/REC?*
as Figure 5.2.2.1:
e Central IRB: IRB Flow
e HKU/HKW IRB: HKU/HA HKW IRB Flow
e Joint CUHK-NTEC CREC: NTEC Flow

HA Clinical Research Ethics Review Portal Taiman Chan Applicant = m Logout
Last Login: 2022-04-27 1014
A Dashboard Home > Initial Application reate
Q Search
e Profile Team Member Form
B nitial Applications A Applying IRB / REC Central IRB

Coordinating Investigato,

Coordinating Investigator's I:e\egamch m
Hospital /
Edit Email Title Sumame First name Position Cluster Departn
Institution
& Post Approval Document v
ﬂ Useful Information/User Manual A
»
FN Version: v0.936
BN: v0 468 build at 20220426 14:45
nformation of Site Pi(s)
Edit Emeil Title Sumame First name Cluster il Department
Institution

Figure 5.2.2.1 Team Member Form

2. Fill in the Scientific Title;

3. Provide information for Coordinating Investigator*;

4. Under Cl's Delegation, press Add button to add info for Cl's delegate(s) (Maximum: 3) in the
pop-up form, if any;

5. Under Information of Site PI(s), press Add button to add info for Site PI(s) (Minimum: 1) in
pop-up form;
e No. of Site PI(s) filled in = No. of site info tab
e Cl can be one of the Site PI

6. Press Create button to create a draft application;

7. Submission No. will be generated;

8. Application can be viewed as Draft status in “Draft” Application List;
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9. (I, Site PIs and delegates will receive the notification in Portal and by email regarding the
Initial Application creation

e Change of Team members: <Coordinating Investigator/Coordinating Investigator's
Delegate/ Site PI (XXX)> is changed for "<Submission No.>".

*Remarks:

1. Tooltips - (?): When hovering the pointer over “(?)” without clicking it, a text box will pop up
and reveals additional information on the field ending with (?).

2. Load Profile button: Contact Number, Surname, First Name and Title can be auto-filled in for
the registered user after the applicant email is input and clicking Load Profile button.

3. Any changes in the team member form after submission are required to go through the
Request for Return (Initial Application submitted) / Application Amendment (Initial
Application approved), except Cl/Site Pl change their delegation(s)

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v & Logout
Last Login' 2022-04.08 1201 e—
A Dashboard Home > Intalfpolicaton > Create
Q search m :":*W -
© Frofile Team Member Form

Initial Applications A Applying IRB :E:O CI

Central IR For all eligible HA staff applying approval in
HA sites

Joint CUHK-NTEC CREC: For all eligible CUHK and/or
HA NTEC staff/students applying approval in CUHK/HA

NTEC sites
HKU/HA HKW IR For all eligible HKU and /or HA

HKWC staff/students applying approval in HKU and/or

HA HKWC sites

Coordinating Investigator's Delegation m
Edt Email Title Surnarme Frstname Postcn Cluster el
Institution
& Post Approval Document v
| Hep A nopaa
. »
FN Version: v0.927
BN: v0.458 build at 20220329 08:45
Information of Site Pi(s)
Hospital /
Edt Email Title Surname First name Cluster Department
Institution

Figure 5.2.2.2 Tooltips and Load Profile button
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5.2.3  Fill in Study Info of Application Form (by Coordinating Investigator/Delegate(s))

As a Cl, after creating an Initial Application, you will be directed to the Study Info of Application form.
Both Cl and assigned Delegate(s) are able to fill in the Study Info of the Initial Application.

As Cl/Delegate(s), you can access the Initial Application as below:

1. Go to [Initial Application] in left menu bar;
2. Click Draft to the Initial Application list in draft status;
3. The Initial Application with Pending signal “!” means that you need to handle the application;
4. Click Scientific Title to open the Initial Application.
HA Clinical Research Ethics Review Portal Ii'li: Chan oo APPlicant ~ & Logowt
A Dashboard Home > Iniial Applications > Draft
Q_ search Application List
B initial Applications A e s ——.
Py | (TERARAN o | NNECTR | s Scerst Tue sus
@ 20220208-002-000 Te:
o e e -
0) 20220322-001-000 e D
o T = =

& Post Approval Documentv
@ Hep

FN Version: v0.927
BN: v0.458 build at 20220329 08:45 ¥

Figure 5.2.3.1 Application List in Draft Status

In the top toolbar of the Initial Application, there are several action buttons for ClI’s operation: Save,
Print, Submit, Discard and Close.

. o > > 58
HA Clinical Research Ethics Review Portal Taiman Chan Applicant v+ & Logout
Last Login: 2022-04-11 00:09 _—

fH Some nus ~pplicston al A 3 202202 2: Draft

a C
B P W AR a

e Instruction ——
HOSPITAL

Team Member Form AUTHORITY

+

PART I OUTLINE OF APPLICATION Hospital Authority
[+ PART IIA: STUDY DETAILS Clinical Research Ethics Review Application Form
n PART IIB: STUDY DETAILS FOR

PROSPECTIVE STUDY
PART Ill: ETHICAL IMPLICATIONS

PART IV: BUDGET, RESOURCES, INDEMNITY Instructions to applicant

Figure 5.2.3.2 Action buttons for Cl in Initial Application
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Below is the description of each action button:

Button Description

Save To save the current change to the draft

e “Application detail has been updated” message will be prompted

Print To download the saved Initial Application in PDF format for printing. (The unsaved
changes will not be downloaded.)

Submit To submit the Initial Application to CCO/Secretary for further decision

Refer to Submit Initial Application Form by Cl/Delegate(s)

Discard/ To discard/withdraw the application

Withdraw
e Discard button is only available in the draft Initial Application
o “Application is discarded.” message will pop up for confirmation
e Withdraw button is available after the Initial Application is submitted
o “Application is Withdrawn.” message will be pop up for confirmation
e Initial Application can be found as "Withdrawn” status in “Archived”
Application List
Close To exit the Initial Application Form and direct to the previous Application List Page
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5.2.3.1 Instructions

This section lists out the basic instructions to Applicants. You must go through the instructions and

tick the checkbox of the acknowledgement for Instructions and Reminder after fully understanding
the instructions.

IRB/REC Reference No. (For Office Use) above the instructions will be manually inputted by
CCO/Central IRB/Secretary afterwards.

HA Clinical Research Ethics Review Portal Taiman Chan

2
Applicant » Logout
ot P i il A

>

® © o

B
HOSPITAL
AUTHORITY

L -]

Figure 5.2.3.1.1 Instructions of Initial Application
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5.2.3.2 Partl

Part | is mainly about outline of your application.

1. Fill in Textboxes for Q1. Name of Study;
2. Answer the Qs for Q2. Study Site(s);
o Iftick “Yes” in Q2.2, pls press Add button in Q2.3.2 to fill in the info of Collaborating site(s)
in HA if applied
3. Q2.3.1to be complete in Site info;
o Iftick “Yes” in Q2.3.3, pls press Add button to fill in info for Study Info which is Out-of-HA
4. Select the Answers for Q3. Clinical Research Ethics Review for Cross-cluster Study;
5. Select the Study Start/End Date, Report Submission date in Date-Pickers in Q4. Timetable;
e  Study Start Date should be later than current date
e Study End Date should be later than Start Date and same/earlier than Tentative Final
Report Submission Date
6. Input Brief Summary of Study in Q5.

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v  Logout

Last Login: 2022-04-11 00:09

A Some tial Application 3 ) 202204 Ora
- - R
-
©  instruction 1 Name of Study
. Team Member Form e

PART L: OUTLINE OF APPLICATION

PART lIA: STUDY DETAILS

8P

PART lIB: STUDY DETAILS FOR
PROSPECTIVE STUDY

PART li: ETHICAL IMPLICATIONS

PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE

CLINICAL STUDY CATEGORIZATION FORM

Document Upload >

2. Study Site(s)

Site (TWEH)

Figure 5.2.3.2.1 Part |: Outline of Application
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5.2.3.3 PartlIA

Part lIA is a section for study details.

=

Fill in textboxes for Q6. Scientific Basis & Q7. Study Subjects:
e Q733
o Tick “Yes”, input the no. in Q7.3.3.1;
o Tick “No”, specify details in Q7.3.3.2
e Q7.4 &7.51tobe complete in Site info
2. Select the correct options in checkbox or from dropdown menus for Q8. Study Design;
3. Input the details for Q9. Methods of Data Analysis & Q10. Handling and Storage of Personal
Data and Study Data.

ek . < £
HA Clinical Research Ethics Review Portal Taiman Chan Applicant v & Logout
LastLogin 202204110009 — 0 —
ﬁ Home > Initial Application nitial Application (20220411-001-000) (Draft
©  instction PART lIA STUDY DETAILS
L ST 6. Scientific Basis
PART . OUTLINE OF APPLICATION 6.1
Lt PART [IA: STUDY DETAILS
)  PARTIB: STUDY DETAILS FOR
PROSPECTIVE STUDY
PART il ETHICAL IMPLICATIONS 62
PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE
CLINICAL STUDY CATEGORIZATION FORM
Docurment Upload
6.3. Outcome measure
63
632
7. Study Subjects

Site (TWEH)

Figure 5.2.3.3.1 Part llA: Study Details
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5.2.3.4 PartlIB

Following by Part IIA, Part 1IB is about study details for prospective study.

8 b0 O Lo »

1. Select the correct options in checkboxes or from dropdown menus for Q11. Study Article and

Arrangements:
o Iftick “Yes” in Q11.2.1 Study Article,

o Press Add button and fill in the pop-up form for Q11.2.2 Study Article Details

o Edit the pop-up form for Q11.2.3 Study Article License Registration
o [ftick “No” in Q11.2.4 Certificate for Clinical Trial (“CTC”),
o Provide justification in Q11.2.4.1
e Ql11.3&0Q11.41tobe completed in Site Info
e |nput details on Q11.5 Biological Sample Storage for Future
2. Input all the details with selected checkboxes in Q12. Research Subject Protection.

HA Clinical Research Ethics Review Portal Taiman Chan Applicant «

Last Logint 2022-04-11 00:09

Instruction PART i1B: STUDY DETAILS FOR PROSPECTIVE STUDY

Tearn Member Form 11.  Study Article and Arrangements
PART L OUTLINE OF APPLICATION 11.1. How does the procedure/treatment differ from current treatment practice?
PART IIA: STUDY DETAILS

PART IIB: STUDY DETAILS FOR
PROSPECTIVE STUDY 111

PART Ilil: ETHICAL IMPLICATIONS

PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE

CLINICAL STUDY CATEGORIZATION FORM

Document Upload

59
& Logout

Duration of Route of ;

Edit Article / Control Type Name Dosage

Exposure administration

A Nopata

Site (TWEH)

Figure 5.2.3.4.1 Part IIB: Study Details for Prospective Study
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5.2.3.5 Partlll

Part Ill is about ethical implications.

1. Input details with selected checkboxes/dropdown options in the following questions
e Q13.Information and Consent
e (Ql4. Data and Safety Monitoring
e Q15. Major Ethical Issues
e Ql6. Preference on Review Channel
2. Answer all the questions with selected checkboxes or inputted details in Q17. Risk Assessment
o Iftick “Yes” in Q17.2, at least 1 option of Q17.2.1 should be selected and filled in.

. : . 61
HA Clinical Research Ethics Review Portal Taiman Cha”w. , Applicant v & Logour
f GHome > IntalApplication > Intial Application 20220411-001-000) (Oraft
-EDE S B3
a
e Instruction PART lll: ETHICAL IMPLICATIONS
B Toam Member Form 13. Information and Consent
PART I: OUTLINE OF APPLICATION Ry S = - - ” i G = s % =

& PART IIA: STUDY DETAILS forethics revie
B} ParTIe: STUDY DETAILS FOR 13.1. Methodology of obtainng consent  Oral

PROSPECTIVE STUDY

PART IIl: ETHICAL IMPLICATIONS 181

5]
[ii]
0
m
0
w

PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE

CLINICAL STUDY CATEGORIZATION FORM

13.1.2
Document Upload
Principal Investigators Other Investigators Research Assistant Others

133 an interpreter be avalladle when required” [J Yes [ No

1331

34 ned e m & 3 e mal time give: & ler after e ee e
135

-
Site (TWEH)
—,

Figure 5.2.3.5.1 Ethical Implications
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5.2.3.6 PartlV

Part IV is mainly about budget, resources, indemnity and insurance.

61

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v M Logout

Last Login® 2022-04-11 00:09

©  instnction PART IV: BUDGET, RESOURCES, INDEMNITY AND INSURANCE
B Team Member Form 18, Source of Funding
PART I: OUTLINE OF APPLICATION 2
18.1. Any source of funding? [J Yes [J No
© i stuovoeTans X i
18.1.1. Specify the source of funding
)  PARTIB: STUDY DETAILS FOR
PROSPECTIVE STUDY
PART IIl: ETHICAL IMPLICATIONS cial / N st t »
Edt O/ oo Type of funding Name of organization / party iy Mo s a0
commercial Ownership organization /
PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE
o Dt
CLINICAL STUDY CATEGORIZATION FORM A Nopata
Document Upload
»
18.2. Any non-monetary support? [J Yes [J No
182 e
Commercial / Non = 2
Edit Type of Support Name of organization / party Study data Ownership

commercial

A NobData

Site (TWEH)

Figure 5.2.3.6.1 Part IV Budget, Resources, Indemnity and Insurance

1. Select the checkboxes in Q18. Source of Funding to answer all the Qs;
e Iftick “Yes” in Q18.1, press Add button and input details for Q18.1.1 in pop-up dialog
o Iftick “Yes” in Q18.2, press Add button and input details for Q18.2.1 in pop-up dialog and
for Q18.2.2 in textbox
e |ftick “Yes” in Q18.3, Q18.3.1 will be enabled for selection
2. Q19. Resources Implication and Conflict of Interest — to complete in Site Info;
3. Select the checkboxes in Q20. Financial Costs and Payment to Subjects to answer all the Qs;
4. Q21. Research Organization and Indemnity.

e Press Add button to input Name of organization / individual in Q21.2
e Q21.3.1.2

o Iftick “Yes”, Q21.3.1.2 will be enabled for checkbox selection

o Iftick “No”, textbox of Q21.3.1.1 will be enabled to fill in details
o Iftick “Yes” in Q21.4, Q29 is mandatory for document upload.
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5.2.3.7 Clinical Study Categorization Form
Complete the Clinical Study Categorization Form by ticking the checkboxes “Yes/No”.

You can click “here” to go through the Notes for Completion before filling in the Clinical Study
Categorization Form.

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v & Logout
Last Login. 2022-04-11 0009 B —

Instruction
n  Team Member Form
PART I OUTLINE OF APPLICATION
o PART IlA: STUDY DETAILS
PART g STUDY DETAILS FOR
PROSPECTIVE STUDY Risk Group No. Risk Factors Yes/No
PART lil: ETHICAL IMPLICATIONS
Human Subje Recruitment of human subje 0O v O

PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE

CLINICAL STUDY CATEGORIZATION FORM

Document Upload Medical Bradicts

Study Designs 6
Study Design 7
S Desgns g
-
Rudy Site (TWEH)
] — s e v s g
CLINICAL STUDY CATEGORIZATION FORM
Document Upload Sdas i
Subject Vuinerab 2 nvolvement of vulnerable subjects
. »
Channel A:  Full review by Standard Panel (unless otherwise determined by the ding to the P
Channel B: Expedited review by he IRB/REC accord e IRB/RE OP orreq e
Expedited Panel pr =
Channel C: Full review by Phase 1 Panel (unless otherwise determined by the IRB/REC a din he IRB/REC P
c ::".::-:-f":' Completion of the Clinical Study Categorization Form
-
Figure 5.2.3.7.1 Clinical Study Categorization Form
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5.2.3.8 Document Upload
In this section, you can upload the related documents in Study Info for your application.

- Q27, 28, 34 will be completed in Site Info
e Q31 mandatory upload for student project in Study Info

HA Clinical Research Ethics Review Portal Taiman Chan o Applicant ~ & Logout

Last Login: 2022-04-11 17

ﬁ Home nitial Application tial Application (202204
0 = =2
A
e Instruction cument m
N Team Member Form
22 Research Protocol (Mandatory/
PART I: OUTLINE OF APPLICATION
S PART IIA: STUDY DETAILS m
[ PaRTIB STUDY DETAILS FOR Upload Date Created By File Name Remove
PROSPECTIVE STUDY
PART Ili: ETHICAL IMPLICATIONS &
PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE
CLINICAL STUDY CATEGORIZATION FORM
23. Subject Information Sheet and Informed Consent Form (Supplementary)
Docurment Upload m
Upload Date Created By File Name Remove

Figure 5.2.3.8.1 Document Upload

1. Press Add button in the specific document upload table that you want to upload document.
Multiple documents upload is feasible;
2. Dialog will be prompted for document upload as Figure 5.2.3.8.2;

Research Protocol

Figure 5.2.3.8.2 Pop-up Dialogs for document upload
Press Upload button to select the document from your local computer;
File Name will be same as the uploaded file;
Press Add button in the pop-up dialog for confirmation;
The record will be shown in the document upload table;
A hyperlink of File Name will be enabled for document checking once you “Save” the Initial
Application;
8. Press Remove button you can delete the specific uploaded document.

Nouksuw
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5.2.4 Fill in Site Info of Application Form (by Site Principal Investigator/Delegate(s))

Message will be sent to Site PI(s) by notification in Portal and by email when Site Info(s) of application
form is created as Figure 5.2.4.1.

e “Change of Team members: <Site Pl (XXX)> is changed for "<Submission No.>”

As a Site PI(s), you can press Notification Bell button to check the notification for “Change of Team
members”. Click the notification message to direct to the Initial Application form as Figure 5.2.4.1.

HA Clinical Research Ethics Review Portal sitepi 5 Applicant v m°

Last Login® 2022-03-09 18119

Notification Mark All Read

ﬁ Home nitial Application nitial Application (202 0 000) (Draft
m han -
Q m m Send to Goordinating Investigator [RRSEE From: Taiman Chan 2
©  Team Member Form Team Member Form
n  Personal Particulars
Site Principal Investigator's Delegation
PART I: OUTLINE OF APPLICATION erdue P
o PART lIA: STUDY DETAILS Edit Email Title Sun
PART II8: STUDY DETAILS FOR

PROSPECTIVE STUDY

PART Iil: ETHICAL IMPLICATIONS

PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE

RO yicad PERSONAL PARTICULARS OF PRINCIPAL INVESTIGATOR AND Q

Declaration And Endorsement

Principal Investigator (Applicant)

2. Position of the Principal Investigator (Pl)

21 [0 HA sStaff (Including HA Honorary staff)

211
Study Info

Figure 5.2.4.1 Notification of Site Info Creation

Also, as Site PI(s)/Delegate(s), you can access the Initial Application as below:

Go to [Initial Application] in left menu bar;

Click Draft to the Initial Application list in Draft status as Figure 5.2.4.2;

The Initial Application with Pending signal “!” means that you need to handle the application;
Click Scientific Title to open the Initial Application;

1.
2.
3.
4.
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HA Clinical Research Ethics Review Portal Taiman Chan Applicant v M Logout

Last Login® 2022-04-11 00:09

A Dashboard Home > Draft
Q, search Application List
Initial Applications A
B P PageSize 10 v
Drat Pending LHER A\“’:'“w" 'RB”REC\;"“”“ Submission No Scientific Title Status

&€ Post Approval Documentv
a Help

FN Version: v0.927
BN: v0.458 build at 20220329 0845 ¥

Figure 5.2.4.2 Application List in Draft Status

5. Study Info will be view only when you enter the Initial Application as Figure 5.2.4.3;
6. Press Print button to download application form in PDF format to view the details if needed,;
7. Select the right Site tab to fill in the details for Site Info.

HA Clinical Research Ethics Review Portal sitepi 5 Applicant v M°  Logout

Last Login® 2022-03-09 18:19

O | wencton Toam Mermber Form

. Team Member Form

R / REC HKU / HKW IRB
PART I: OUTLINE OF APPLICATION

[+

PART lIA: STUDY DETAILS Test123

PART II8: STUDY DETAILS FOR
PROSPECTIVE STUDY

PART lii: ETHICAL IMPLICATIONS

PART IV: BUDGET, RESOURCES, INDEMNITY e ame
AND INSURANCE et Chan T
CLINICAL STUDY CATEGORIZATION FORM

Document Upload esting esting OTHERS University o

Hospital
£dt Email Title Surname First name Position Cluster Department Remow
Institution

Hospital /
e Sumame First name Cluster e Department End effective dat
Institution

PART I: QUTLINE OF APPLICATION

Name of Study i

Site (TYH)

Figure 5.2.4.3 “View only” Study Info for Site PI(s)/Delegate(s)
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In the top toolbar of the Site Info of Initial Application, there are several action buttons for Site
PI(s)/Delegate(s)’s operation: Save, Print, Send to Coordinating Investigator and Close.

HA Clinical Research Ethics Review Portal site pi § Applicant v w2

Last Login: 2022-03-29 10:24

ﬁ Home Initial Application nitial Application (20220208-002-000) (Draft
Q m m PRV —— o
23321 <
6  team Member Form oL
Personal Particulars
B 24
PART I: OUTLINE OF APPLICATION
L+ SR STUDY DETAILS -
ﬂ PART 1i8: STUDY DETAILS FOR 26
PROSPECTIVE STUDY - R
PART Ill: ETHICAL IMPLICATIONS =
27. CV i CRER Testing.docx X
PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE
Document Upload 3. Co-investigators
Declaration And Endorsement e Ye: N
First M;
Edit Title Surmame y Ema Department Position g
Name Responsibility
ta/Samok
7 Mr Warren Paau m Testing Testing Daéi;jr:f 0
5 | taimanchan@testin, .
7/ Ms Warren Paau il panil) 123 Testing Partners Coordinator

com

Study Info

Figure 5.2.4.4 Action buttons for Site PI(s)/Delegate(S) in Initial Application

Below is the description of each button:

Button Description

Save To save the current change to the draft

o “Application detail has been updated” message will be prompted

Print To download saved application in PDF format for printing
Send to To submit the Site Info to Cl
Coordinating o ) . .
Investigator e “Coordinating investigator has been notified” message will pop up for
confirmation and the button will be disabled after submission
e Application can still be viewed as draft status in “Draft” Application List
e Pending signal “!” will disappear and show “-” in Pending column
e Completion status of the specific Site Info will change from “X” to “ V"
after clicking the Indicator button
e QOverall Site Info status in Site Info column will change from “Incomplete”
to “Ready to submit” if other Site Info(s) have been submitted to Cl
Close To exit the Initial Application form and direct to the Application List Page
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5.2.4.1 Team Member Form
As a Site P, you can add registered Delegate(s) (Maximum: 3) to assist completing Site Info if needed.

1. Press Add button under Site PI's Delegation of Team Member Form;
2. A pop-up dialog will be prompted;
3. Add info, including Email, Name, Title, Cluster, Hospital/Institution and Department, for
Delegate in the pop-up dialog, if any*;
4. Concerned Site PI(s) and Delegate(s) will receive the notification in Portal and by email
regarding the updates on Delegation
o Change of delegation: Delegation of <Site Pl (XXX)> is changed for "<Submission No.>".

*Remarks:

1. Load Profile button in pop-up dialog: Contact Number, Surname, First Name and Title can be
auto-filled in for the registered user after the applicant email is input and clicking Load Profile
button.

Adding site principal investigator's delegation X

ran@ha org hk Load Profile

Figure 5.2.4.1.1 Pop-Up dialogs for Adding Site PI's Delegate(s)
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5.2.4.2 Personal Particulars

Personal Particulars is a section for Site Pl to fill in personal information.

1. Fill in Title and Name of Site Pl (Applicant) in Q1;
2. Provide info of Site PI’s Position by selecting checkbox of Q2.1 - 2.3;
e Multiple selection is allowed for Q2.1 - 2.3
e Corresponding text area will be enabled and mandatory to fill in once the checkbox is
selected
3. Provide Phone Number, Email Address and Mailing Address of Site Pl in Q2.4 - 2.5;
4. Upload CV of Pl by pressing Upload button in Q2.7;
5. Select “Yes/No” in checkbox of Q3 Co-investigators.
o |f “Yes” is selected, below Add button will be enabled to provide info for Co-
investigator in pop-up dialog.
e More than 1 Co-investigator can be added.
e Click Pencil button to edit filled data for the specific Co-investigator in pop-up dialog
e Click Remove button to delete the selected Co-investigator

HA Clinical Research Ethics Review Portal site pi Applicant v+ M Logout

Last Login® 2022-04-1213:09

ome nitial Application nitial Application (20220411-001-0
m T —— Cic-

PERSONAL PARTICULARS OF PRINCIPAL INVESTIGATOR AND CO-INVESTIGATOR

Teamn Member Form

Personal Particulars Principal Investigator (Applicant)
PART I: OUTLINE OF APPLICATION
PART lIA: STUDY DETAILS

PART 1I8: STUDY DETAILS FOR
PROSPECTIVE STUDY

80O 2 >

PART lil: ETHICAL IMPLICATIONS

PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE 2. Position of the Principal Investigator (Pl)
Document Upload

21 HA Staff (Including HA Honorary staff)

Declaration And Endorsement

22, [J University Staff

Figure 5.2.4.2.1 Personal Particulars
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5.2.4.3 Partl

In Site Info, Part | is mainly for Site Pl/Delegate(s) to fill in Study Site(s) details.
Click Add button to provide info for applying site(s) in pop-up dialog in Q2 Study Site(s)

e More than 1 applying site can be added
o Click Pencil button to edit the filled data for the specific applying site in pop-up dialog
e Click Remove button to delete the selected applying site

HA Clinical Research Ethics Review Portal sitepi 5 Applicant v

Last Login: 2022-03-09 18:19

A ome > lnta Application > Initial Application (20220208-002-000) (Draft
O\ m Send to Coordinating Investigator Close
cont e durname Name cman veparument roson RESDD"S&I‘W v R

©  Team Member Form

Personal Particulars
B A NoData

PART I: OUTLINE OF APPLICATION

PART IIA: STUDY DETAILS »

s P

PART IIB: STUDY DETAILS FOR

PROSPECTIVE STUD'
VST PART |- OUTLINE OF APPLICATION

PART Ili: ETHICAL IMPLICATIONS
2 Study Sites(s)
PART IV: BUDGET, RESOURCES, INDEMNITY

AND INSURANCE 23. Study sites

Document Upload 23.1. Applying site(s) in HA

Dectaration And Endorsement m
Edit Cluster Hospital Department If others, please specify Remow
Y 4 KEC TKOH Testing No ]

PART lIA° STUDY DETAILS
Study subjects

24 $ acts 10 be re

75 " f ¥

Study Info e (TYH

Figure 5.2.4.3.1 Part |: Outline of Application in Site Info
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5.2.4.4 PartlIA
Part IIA of Site Info is about study subjects’ recruitment in the applying sites in Study Details.

1. Input the number of subjects to be recruited locally in applying site(s) in Q7.4;
2. Provide details on how subject to be identified and recruited in Q7.5

HA Clinical Research Ethics Review Portal sitepi 5 Applicant v & Logout

Last Login 2022-03-09 1819

e > InitialA It nitial Applicat 02: 2- raft
[ e [l send 0 Goordinating imvestgaror IS
’

>
|.

new Aun resuy v
-
6 Team Member Form A
/ NTWC POH 123

a Personal Particulars >

PART I: OUTLINE OF APPLICATION
o PART IlA: STUDY DETAI

LS PART IIA STUDY DETAILS

PART II8: STUDY DETAILS FOR 7. Study subjects

PROSPECTIVE STUDY N o

PART llI: ETHICAL IMPLICATIONS 74

PART IV: BUDGET, RESOURCES, INDEMNITY 75 [ 2

AND INSURANCE

Doecument Upload

Declaration And Endorsement

PART /1B STUDY DETAILS FOR PROSPECTIVE STUDY

Study Article and Arrangements

Study info

Figure 5.2.4.4.1 Part lIA: Study Details in Site Info
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5.2.4.5 PartlIB

Part IIB of Site Info is for Study Article and Arrangements in the applying site.

1. Input the number of extra visits / admissions on top of usual care in Q 11.3;

2. Select “Yes/No” in the checkbox of Q11.4 to answer the study interventions / procedures
performed by person.
e If “Yes” is selected, Q11.4.1 will be enabled to fill in;
o [f “No” is selected, Q11.4.1 will be dimmed

HA Clinical Research Ethics Review Portal skepll5 Applicant v & Logout
Last Login: 2022-03-09 18119 R
A Hoeme > lnts Application > Initial Application (20220208-002-000) (Draft
Q Send to Coordinating Investigator Close
2

©  1eam Member Form

. Personal Particulars

PART |: OUTLINE OF APPLICATION

o PART IIA: STUDY DETAILS
a PART 1IB: STUDY DETAILS FOR

PROSPECTIVE STUDY
PART 1IB: STUDY DETAILS FOR PROSPECTIVE STUDY

PART Ili: ETHICAL IMPLICATIONS
Study Article and Arrangements

PART IV BUDGET, RESOURCES, INDEMNITY mizar of @xiea visits / 3dmissien 2n =g 2f usual zane

AND INSURANCE 13 11
Documnent Upload
4 any of the study interve: procedures be performed by pe! & 1hER ThE InVesToE
Declaration And Endorsement
Yes [J No
1.4 e e

PART lll: ETHICAL IMPLICATIONS

13. Information and Consent

13.2. Who carry out the informe

[ Principal Investigators [ Other Investigators ] Research Assistant [] Others

PART IV: BUDGET, RESOURCES, INDEMNITY AND INSURANCE v

Study Info Site (TYH

Figure 5.2.4.5.1 Part IIB: Study Details for Prospective Study in Site Info
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5.2.4.6 Partlll

Part Ill of Site Info is about who to carry out the informed consent process with the subjects in Ethical
Implications.

1. Select checkbox of “Principal Investigator / Other Investigator / Research Assistant / Others”
to answer Q13.2;
2. If “Others” is selected, the text area will be enabled to fill in details.

HA Clinical Research Ethics Review Portal site pi 5 Applicant v & Logowt

Last Login: 2022-03-09 18:19

A Home > Initaly n > Initial Application (202 002- Draft
13| 1 -
€  Team Member Form
Personal Particulars A VO DR S, N Ve SRINES S pimnReay e e
PART I: OUTLINE OF APPLICATION VES. D NOL
O STUDY DETAILS 114, | Tester
g PART IIB: STUDY DETAILS FOR

PROSPECTIVE STUDY
PART lll: ETHICAL IMPLICATIONS

PART lil: ETHICAL IMPLICATIONS
13.  Information and Consent

PART IV: BUDGET, RESOURCES, INDEMNITY

AND INSURANCE 13.2. Who will carry out the informed consent process with the subject?

Document Upload Principal Investigators [ Other Investigators [[] Research Assistant [] Others

Declaration And Endorsement

Figure 5.2.4.6.1 Part llI: Ethical Implications in Site Info
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5.2.4.7 Partl|V

Part IV of Site Info is about the impact on extra HA resources and additional reimbursement received
by the applying site in Budget, Resource, Indemnity and Insurance.

1. Select “Yes/No” in checkbox of Q19.1;
o |[f “Yes” is selected, Q19.1.1 & 19.1.2 will be enabled to fill in details;
e If “No” is selected, Q19.1.1 & 19.1.2 will be dimmed
2. Select “Yes/No” in checkbox of Q19.2
o |f “Yes” is selected, Q19.2.1 will be enabled to fill in details;
e If “No” is selected, Q19.2.2 will be enabled to fill in details

HA Clinical Research Ethics Review Portal site pi 5 Applicant v & Logout

Last Login® 2022-03-09 18:19

Home > Initial Application > Initial Application (20220208-002-000) (Draft!

m Send to Coordinating Investigator [T

Tearn Member Form Principal Investigators  [] Other Investigators  [[] Research Assistant [] Others

1,1
Q
e
Personal Particulars
+Y
2

PART I: OUTLINE OF APPLICATION PART IV: BUDGET, RESOURCES, INDEMNITY AND INSURANCE
PART IlA: STUDY DETAILS 191 eX1r3 HA resources? Yes [JNo
PART IIB: STUDY DETAILS FOR 19.1
PROSPECTIVE STUDY
PART ll: ETHICAL IMPLICATIONS
PART IV: BUDGET, RESOURCES, INDEMNITY . . X
AND INSURANCE 19.1.2. If extra HA resources is required, ho this affect the HA services of other patients with competing needs?
Document Upload
Declaration And Endorsement
19.2 eme! he stu Yes [J No
1921
1922
Document Upload

23. Subiect Information Sheet and Informed Consent Form '”_(Supplementarv)
Study Info e (TYH

Figure 5.2.4.7.1 Part IV: Budget, Resource, Indemnity and Insurance in Site Info
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5.2.4.8 Document Upload
In this section, you can upload the related documents in Site Info for your application.

e Q27 & Q34 is mandatory to upload files
e Form for Q27 can be downloaded from “Useful Information/User Manual” via the navigation
bar on the left.

HA Clinical Research Ethics Review Portal site pi 5 Applicant v &°  Logout

Last Login® 2022-04-1213.09

A Seme > [oitislapplicstion > Intial Application 20220411-001-000) (Draft
Q m PRV —— Cc:-
-
©  Team Member Form Document Upload
Personal Particulars
+
23. Subject Information Sheet and Informed Consent Form (Supplementary)
PART I OUTLINE OF APPLICATION
o PART lIA: STUDY DETAILS m
PART 118: STUDY DETAILS FOR
2} Wospf;;\;’fyﬁv LS5O Upload Date Created By File Name Remove
PART Ill: ETHICAL IMPLICATIONS
PART IV: BUDGET, RESOURCES, INDEMNITY A opes
AND INSURANCE
Docurment Upload
25. Written information for subject, such as recruitment advertisement, etc (Supplementary)
Declaration And Endorsement
Upload Date Created By File Name Remove

Figure 5.2.4.8.1 Document Upload in Site Info

1. Press Add button in the specific document upload table that you want to upload document.
Multiple documents upload is feasible;

Dialog will be prompted for document upload as Figure 5.2.4.8.2;

Press Upload button to select the document from your local computer;

File Name will be same as the uploaded file;

Press Add button in the pop-up dialog for confirmation;

The record will be shown in the document upload table;

A hyperlink of File Name will be enabled for download once you “Save” the Initial Application;
Press Remove button you can delete the specific uploaded document.

PN A WN

Subject Information Sheet and Informed Consent Form

Figure 5.2.4.8.2 Pop-up Dialogs for Document Upload
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5.2.4.9 Declaration and Endorsement

This part is about Declaration and Endorsement by Investigators as Figure 5.2.4.9.1.

There are 4 sections in this part:

e Section A. Declaration by Principal Investigator and other Investigator(s)

e Section B. Endorsement by COS or Authorised Representative® of HA

e Section C. Endorsement by Head of Department? of the Universities

e Section D. Endorsement by COS(s) or Head(s) of the Collaborating Department(s) in HA or in
Universities.

HA Clinical Research Ethics Review Portal site pi 5 Applicant v & Logout

Last Login® 2022-04-12 1309

D 2O £ >»

)

nitial Application 2022041

Home nitial Application
= Send to Coordinating Investigato

r

A Declaration by Principal investigator and other Investigator(s) -
Team Member Form S e aRs
Personal Particulars _ )
esting - 0411
PART & QUTLINE OF APPLICATION
PART 1A STUDY DETAILS We declare that the information supplied is to the best of our knowiedge and accurate
PART IiB: STUDY DETAILS FOR 2 We declare that the protocol complies with Declaration of Helsink

PROSPECTIVE STUDY
rotection of research subjects’ right and safety through adherence to local laws, Declaration of Helsinki, institutional
ICH-GCP.

PART i ETHICAL IMPLICATIONS

PART IV BUDGET, RESOURCES, INDEMNITY 4 We understand that approval by the CIRB/CREC/IRB is subject to regular renewal according to local policy
AND INSURANCE

We agree to report to the <
Docurnent Upload

Declaration And Endorsement

6 We agree to keep all study documents for a period of at least three years after study closure as stated in question 10.5 of this application

We agree to maintain adequate records and to make them available for audit / inspection

tes, colleagues, and employees assisting in the conduct of the study are informed about their obligations

= Responsibility for
Edit Role Title Name Position
Clinical oversight

Figure 5.2.4.9.1 Declaration and Endorsement in Site Info

1. InSection A:

e For Pl and Co-Investigator, Role, Title and Name will be auto-filled based on the initial
filled data of Pl and Co-Investigator in Personal Particulars. If you have made any changes
after initial, please check this part and update before further proceeding.

o Press Pencil button to revise the pre-filled data or input Position, Responsibility for
clinical oversight and Date for Pl and Co-investigators if needed

e For Student Project, if checkbox of Q2.3 Student is selected with data inputted, Role and
Name of Academic Supervisor and Site Supervisor in Q2.3.2 and Q2.3.3 will be auto-filled
in Student Project table.

o Press Pencil button to input Title, Position, Responsibility for clinical oversight and
Date for completeness
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o Both Academic Supervisor and Site Supervisor can be removed in the table if their
signature is not needed
2. Either Section B. or Section C. is mandatory for data input:
e Press Add button in corresponding table(s) to input data in the pop-up dialogs if needed
3. Section D. is not mandatory for data input:
e Press Add button in the table to input data in the pop-up dialogs if needed
4. Press Print button to download Initial Application for signature in current Site Info;
5. Upload the signed document in Q34. Signed Application Form — Declaration and Endorsement
(Mandatory).
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5.2.5 Site Pl/Delegate(s) to Submit the Site Info to Cl/Delegate(s)

After completing all the mandatory field and uploading the signed Declaration and Endorsement form
of Site Info, Site PI/Delegate(s) can submit the Site Info to CI.

1. Press Send to Coordinating Investigator button to submit the Site Info to Cl;
2. Indicator will be shown in the pop-up dialog for incomplete field if applicable;

= - - 99
HA Clinical Research Ethics Review Portal site pi 5 Applicant v s Logout
LastLogin: 2022-04-1219:11  ——
4 Home > InitislApplication > Initial Application (20220208-002-000) (Draft
Q m R r———) o=
e °
Te F
S0 Metibe Eomn 28. Indemnity Agreement (Mandatory for sponsored trial)
. Personal Particulars
=1
PART I: OUTLINE OF APPLICATION
€ | o STUDY DETARS Upload Date Created By File Name Remove
) PARTIB: STUDY DETALS FOR siEp i
PROSPECTIVE STUDY
PART IlI: ETHICAL IMPLICATIONS SERS .
PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE 30. Other Documents - Site Information (Supplementary)
Document Upload m
Declaration And Endorsement
Upload Date Created By File Name Remove
tepis §
[ ]
34. Signed DECLARATION AND ENDORSEMENT (Mandatory)
Upload Date Created By File Name Remove
2022-03-29 sitepi 5 CRER Testing.docx [ ]

Figure 5.2.5.1 Screen of “Send to Coordinating Investigator” button in Site Info

3. Adialog as Figure 5.2.5.2 will be prompted before submitting the Site Info to Cl;

Figure 5.2.5.2 Pop-up dialogs of Reminder for Unsaved Changes in Site Info before submission

4. Press Confirm button to proceed the submission;
5. Adialog with “Coordinating investigator has been notified” will be prompted for confirmation
as Figure 5.2.5.3;
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Coordinating Investigator has been notified.

Figure 5.2.5.3 Pop-up dialogs for Confirmation for Site Info Submission

6. The related application can still be viewed as Draft status in “Draft” Application List as Figure
5.2.5.4;
o Pending signal “1” will disappear and show

“n

in Pending column

e Completion status of the specific Site Info will change from “X” to “ v ” after clicking the
Info button
7. Overall Site Info status in Site Info column will change from “Incomplete” to “Ready to submit”
when all Site Info(s) have been submitted to Cl;

. o 2 9%
HA Clinical Research Ethics Review Portal sitepi 5 Applicant v & Logout
Last Login' 2022-04-1219:11 —
f Home nitial Appl Dra
Q_ Application List
o =
B Pagkstse: | g
o CRER Application IRB/REC Reference
Pending No. No. Submission No. Scientific Title Status Site Info Last Modifi
v

Figure 5.2.5.4 Changes on Application List after Site Info is submitted

8. Draft (a/b) previously shown in Application List will change to Draft (a-1/b) after Site Info
submitted to Cl as Figure 5.2.5.5.

HA Clinical Research Ethics Review Portal . S o AoPicant~ A" Logouw
A Dashboard Home
Q, Ssearch Dashboard
O Pprofile Applications
B Initial Applications v Draft Returned

& Post Approval Document v

g Useful Information/User Manual

FN Version: v0.931
BN: v0.458 build at 20220329 08:45

Figure 5.2.5.5 Changes on Dashboard for Application after Site Info is submitted
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5.2.6 Cl/Delegate(s) Return the Site Info to Site Pl/Delegate(s)

After receiving the notification that the Site Info is submitted from Site Pl/Delegate(s), as a
Cl/Delegate(s), you can click the notification message to access to the relevant Initial Application as
Figure 5.2.6.1.

e Site Info Submission: Site Info"(hospital)" has been submitted to you "<CRER Application No.>".

HA Clinical Research Ethics Review Portal Taiman CA"E"MM e Applicant v & Logout

Notification

f GHome > invaligolication > Inwal Appication (2022 2-000) (Draft
S on: Site TYH $ been submitted to
e Instruction [
a Team Member Form From: Taiman Chan 2022-04-1219:1020
PART I OUTLINE OF APPLICATION LEIE O Ve ORTIEE, DITE RV 1) S SO0 slcrR I I
O et stuoveTas lark Read
Hospit
n PART I8 STUDY DETAILS FOR Clinical Recoarch Eth 2204
PROSPECTIVE STUDY Clinical Research Ethif —

PART It ETHICAL IMPLICATIONS

PART IV. BUDGET, RESOURCES, INDEMNITY
AND INSURANCE

F
CLINICAL STUDY CATEGORIZATION FORM instructiy

Docurnent Upload

From: CRER System 2022-02-12000000 ¥

Reminder

Figure 5.2.6.1 Screen of Initial Application after clicking notification of Site Info Submission

You can return the specific Site Info to the relevant Site Pl/Delegate(s) as below.

Click the Site Info tab to switch to the “View-only” Site Info as Figure 5.2.6.2;

Press the Return to Site button to return the Site Info to the concerned Site Pl/Delegate(s);
A dialog “Are you sure to return to study site?” will be prompted as Figure 5.2.6.3;

Click Confirm button in pop-up dialog to proceed;

Pop-up dialog “Application is Returned to Study Site.” will be shown as Figure 5.2.6.4;
Concerned Site Pl/Delegate(s) will receive a notification in Portal and by email when the Site
Info is returned

O 0O 0O 0O O O

e Site Info for Modification: Site Info"(hospital)" has been returned to you for modification
<Submission No>. Please click "Send to Coordinating Investigator" after modified.
o Concerned Site Pl/Delegate(s) can re-submit the Site Info after modification. Refer to Re-
submit the Site Info by Site Pl/Delegate(s).
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HA Clinical Research Ethics Review Portal oy Applicant ~
Last Login® 2022. 2 O
A GSome > InitalAgplcation -000) (Draft]
o O D D e - e
©  Team Member Form Team Member Form
. Personal Particulars
Site Principal Investigator's Delegation
PART I: OUTLINE OF APPLICATION
@ PART IIA STUDY DETAILS Edit Email Title Surname First name Cluster Sl C
Institution

PART IIB: STUDY DETAILS FOR o » B

PROSPECTIVE STUDY
PART lit: ETHICAL IMPLICATIONS

PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE PERSONAL PARTICULARS OF PRINCIPAL INVESTIGATOR AND CO-INVESTIGATOR

Document Upload Principal Investigator (Applicant)

Declaration And Endorsement 2

Chan

2 Position of the Principal Investigator (Pl)

21 HA Staff (Including HA Honorary staff)

213 HKWC

Study Info te (TYH

Figure 5.2.6.2 Screen of “View-only” Site Info of Initial Application

Cancel Confirm

Figure 5.2.6.3 Popup dialog before returning Site Info to Study Site

Figure 5.2.6.4 Popup dialog after returning Site Info to Study Site
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5.2.7 Re-submit the Site Info by Site Pl/Delegate(s)

As a Site Pl/Delegate(s), you will receive a notification in Portal and by email when the Site Info is
returned by Cl/Delegate(s) as Figure 5.2.7.1.

e Site Info for Modification: Site Info"(hospital)" has been returned to you for modification
<Submission No>. Please click "Send to Coordinating Investigator" after modified.

o - 8 %
HA Clinical Research Ethics Review Portal site pi 5 Applicant v M Logout
Last Login' 2022-04-13 01.07 —
P o Notification EES)
Dashboard oome
Q_ search Dashboard C 2022:04722304%7
O Profile Applications
Initial Applications v stumned

&€ Post Approval Document v

ﬂ Useful Information/User Manual

From: CRER System

FN Version: v0.932

BN: v0.458 build at 20220329 08:45
Post Approval Documents

Figure 5.2.7.1 Notification of Site Info returned for modification

1. Click the notification to access to the Site Info;
2. Amend the Site Info directly;
3. Re-submit the Site Info after modification. Refer to Site Pl/Delegate(s) to Submit the Site Info

to Cl/Delegate(s)
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5.2.8 Submit Initial Application Form by Cl/Delegate(s)

As a Cl/Delegate(s), you can submit the Initial Application form if the following items are ready:

1. OverallSite Info status in Site Info column will change from “Incomplete” to “Ready to submit”
as Figure 5.2.8.1;
2. Complete all the mandatory fields in Study info.

.o - 2 64
HA Clinical Research Ethics Review Portal Taiman Chan Applicant v M Logout
LastLoginc 2022-04130045 —
A Dashboard Home > Initial Applications Draft
Q, Search Application List
B Initial Applications A et ] o
ageSize 10
Pending oren Af::hcaho" ‘RE/REC“ZM!'M' Submission No. Scientific Title Status Site Info
4 »

&€ Post Approval Document v

wing 110 6 of 6 entries

B Useful Information/User Manual =

FN Version: v0.931
BN: v0.458 build at 20220329 08:45

Figure 5.2.8.1 Screen of “Ready to Submit” Site Info status in Application List
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Cl/Delegate(s) can submit the Initial Application form by following steps:

1. Click Scientific Title to access to the Initial Application;
2. Press Submit button to submit the Initial Application form as Figure 5.2.8.2.
3. Indicator will be shown in the pop-up dialog for incomplete field in Study Info if applicable

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v & Logout

Last Logint 2022-04-13 0045

e Q0 £ >
2
g
g

Tearn Member Form P R R
PART I OUTLINE OF APPLICATION HOSPITAL
o AUTHORITY
PART IIA: STUDY DETAILS
Hospital Authority
PART 1I8: STUDY DETAILS FOR
u PROSPECTIVE STUDY Clinical Research Ethics Review Application Form

PART il ETHICAL IMPLICATIONS

PART IV. BUDGET, RESOURCES, INDEMNITY
AND INSURANCE

CUINICAL STUDY CATEGORIZATION FORM Instructions to applicant

Docurnent Upload

Reminder

Site (TYH)

Figure 5.2.8.2 Screen of Submit button in Study Info of Initial Application

4. Adialog as Figure 5.2.8.3 will be prompted for confirmation;

Unsaved changes will be updated before submission. Are you

sure to submit the form?

Figure 5.2.8.3 Pop-up dialog of Reminder for Unsaved Changes in Study Info before submission

5. Press Confirm button to proceed;
6. A dialog of “Submitted successfully.” will be prompted for confirmation as Figure 5.2.8.4;
7. You will be direct to the Dashboard Page after submission;
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Submitted successfully.

Figure 5.2.8.4 Pop-up dialogs after the Submission of Initial Application

8. The status of the Initial Application will change from “Draft” to “Submitted” Status and can be

found in “Sent” Application List as Figure 5.2.8.5.

in Pending column

e Pending signal “!” will disappear and show “-”

e Qverall Site Info status will change from “Ready to Submit” to Info icon in Site Info
Column

[ ]

HA Clinical Research Ethics Review Portal

Home = = Sent

nitial Apglications

# Dashboard

Q_ search Application List
O Profile Hide/Show Columns Collapse All Expand All

Initial Applications A

New

et RER Application IRB/REC Reference Submission No. Scientific Title
b No. No.
S 20220628-003-000 User Manua
Returned

20220627-006-000 DISTRIBUTE STATUS
Approved
Completed 234 20220627-005-000 TEST
Acknowledged 20220627-004-000 TEST

CRER Application No. will be auto-generated by system and shown in the related column

site pi 1
Last Login: 2022-06-3012:36

363
- Logout

Applicant «

Filter ke Page Size: 10 =
Status Site Info Last Modified D:
Pt "fsfflf;’ 2022-06-28 16:3
Submitted 2022-06-27 16:5
Confirmed 2022-06-27 16:1
Submitted 2022-06-27 16:0

Figure 5.2.8.5 Changes on Application List after Initial Application is submitted

4. Draft (a/b) previously shown in “Application” on Dashboard
Figure 5.2.8.6, after Initial Application is submitted.

HA Clinical Research Ethics Review Portal

A Dashboard Home
Q search Dashboard
O Prrofile Applications

v

a Initial Applications

& Post Approval Document v

ﬂ Useful Information/User Manual

m

FN Version: v0.932
BN: v0.458 build at 20220329

0845

will change to Draft (a-1/b-1) as

Taiman Chan
Last Login: 2022-04-13 00:45

67
L)

Applicant v

Logout

Figure 5.2.8.6 Changes on Dashboard for Application after Initial Application is submitted
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5.2.8.1 Submitted Initial Application

After the Initial Application is submitted, it will be shown in “Sent” Application List.

To review the application details, you follow the below steps as Figure 5.2.8.1.1:

1. Tick the checkbox of the specific Initial Application;

2. Download Application button will be enabled for further action;

3. Press Download Application button;

4. Initial Application named <Submission No><Scientific Title> will be downloaded in zip file;
5. The zip file includes the application form in PDF format and all uploaded documents.

HA Clinical Research Ethics Review Portal Taiman Ohian Applicant v & Logout
LastLogin' 2022.04130045 —
A Dashboard Home Intial Applicatons Se!
Q search Application List
Initial Applications A N I .

......
......

CRER Application IRB/REC Reference
No No

- HKWC-2022-083 = 20220208-002-000 Test123

Pending Submission No Scientific Title Status

€ Post Approval Document v

a Useful Information/User Manual

pd

FN Version: v0.932
BN: v0.458 build at 20220329 08:45

@) 20220208-002-000...zip A

Figure 5.2.8.1.1 Download Initial Application
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Also, you can click the Scientific Title to access to the Initial Application to review the details of the
Initial Application, both Study Info and Site Info will be view-only as Figure 5.2.8.1.2.

You can also find the CRER Application No. in the top right corner of Study Info.

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v

Last Login® 2022-04-13 0045

L
Q
© instruction k) CRER Application I
B
(+]

Teamn Member Form B P W A S
. HOSPITAL
PART I OUTLINE OF APPLICATION AUTHORITY

PART lIA: STUDY DETAILS Hospital Authority
t

PART 1B: STUDY DETAILS FOR Clinical Research Ethics Review Application Form
PROSPECTIVE STUDY

PART li: ETHICAL IMPLICATIONS

PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE

Instructions to applicant
CLINICAL STUDY CATEGORIZATION FORM

Document Upload

Site (TYH) Comment Sheet

Figure 5.2.8.1.2 View-only mode for submitted Initial Application

Comment Sheet will be shown and allows you to review the comment history after switching to the
Comment Sheet tab as Figure 5.2.8.1.3.

HA Clinical Research Ethics Review Portal Taiman Ohan Applicant ~ M Logout
Last Loge: 2022-04-13 00:45 BRI
ﬁ Home > nitigl Application > nitial Application (20220208-002-000) (Submitted
Q Back 1o study info
@ Comment History
Date From To Comment Attachment
o
A
Study Info Site (TYH)

5.2.8.1.3 Comment Sheet of the Initial Application
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If you would like to make changes to the Initial Application after submission, you can use “Request for
Return”. If you would like to add / update the Delegation(s), you can use “Change Delegation”.

e (Il Delegate(s) can only be added/edited by Cl
e Site Pl Delegate(s) can only be added/edited by the relevant Site PI.

These 2 options can be found by clicking More Button in Action Menu in “Sent” Application List as
Figure 5.2.8.1.4.

L ) . 7
HA Clinical Research Ethics Review Portal Taiman Chan Applicant v & Logout
Last Login' 2022-04-13 09:21
A Dashboard Home nitial Agplications > Sent
Q_ search Application List
O Pprofile Hide/Show Columns m Expand All m
B Initial Applications A Eiker ke PageSize: 10 v
o Scientific Title Status Ste Info Last Modified Date |2 Expiry Date DAk Action
Investigator (C1)

Figure 5.2.8.1.4 Screen of “Change Delegation” & “Request for Return” button in Application List

Refer to Request for Return of Initial Application and Change Delegation for more information.
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5.2.9 Returned Initial Application and Re-submit Initial Application

You may receive a notification in Portal and by email from CCO/Cluster Admin/Secretary if Study Info
or Site Info of an application is returned to you as Figure 5.2.9.1.

e Return: <Action Role> returned "<CRER Application No.>" - <Document Name>. Please check
the "Comment Sheet" tab for suggested comments.

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v
Last Login' 2022-04132308  —
5 e Notification ark All Read
Dashboard Home
Q Search Dashboard From: Taiman Chan 23
6 rrofile Applications »
a Initial Applications v Draft Retumne: 2081317

€ Post Approval Document v

Useful Information/User Manual

FN Version: v0.932

BN: v0.458 build at 20220329 08:45
Post Approval Documents

Figure 5.2.9.1 Notification for Returned Initial Application

The status of the Initial Application will change from “Submitted” to “Returned”. Also, the figures on
your Dashboard will be changed when an Initial Application is returned as Figure 5.2.9.2.

HA Clinical Research Ethics Review Portal Er[:: Ohan e APPlicant - & Logout
A Dashboard Home
Q, Search Dashboard
O Frrofile Applications
B Initial Applications v Draft eume

& Post Approval Document v

ﬂ Useful Information/User Manual

FN Version: v0.932

BN: v0.458 build at 20220329 08:45
Post Approval Documents

Figure 5.2.9.2 Changes on Dashboard for Returned Initial Application
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Below is summary of Dashboard changes of Cl/Site Pl/Delegate(s) when Initial Application returned.

Application Status

Dashboard of Cl/Delegate(s)

Dashboard of Site PI/Delegate(s)

Submitted

Returned (c/d)

Returned (c/d)

Only Study Info Returned

Returned (c+1/d+1)

Returned (c/d+1)

Only Site Info Returned

Returned (c+1/d+1)

Returned (c+1/d+1)

Both Study Info and
Site Info Returned

Returned (c+1/d+1)

Returned (c+1/d+1)

You can access the returned Initial Application by the following methods to check the comment,
amend and re-submit the application:

1. Click the notification for returned Initial Application directly as Figure 5.2.9.1; or
2. Click the No. in Returned box of Applications on Dashboard as Figure 5.2.9.2; or
3. Go to the “Returned” Application List and click the Scientific Title of the specific Initial
Application as Figure 5.2.9.3.

If Site Info(s) or both Study Info and Site Info(s) has been returned, the column of Site Info will be
shown as “Incomplete” instead of Info icon. Both the Study Info and Site Info(s) are editable by the
concerned Cl/Site Pl/Delegate(s) respectively.

If only Study Info has been returned, the column of Site Info will be “Ready to submit”. Only the
returned Study Info is editable by the Cl/Delegate(s), others Site Info(s) will be view-only.

HA Clinical Research Ethics Review Portal

Taiman Chan Applicant + .75 s

A Dashboard Home nizial Applications =
Q, search Application List
6 Pprofile Hide/Show Columns Collapse All m

B Initial Applications A

Pending

CRER Application IRE/REC Reference
No No

@ H

Last Login® 2022-04-13 23.42

Submission No. Scientific Title Status

Figure 5.2.9.3 Returned Initial Application in “Returned” Application List
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Comment from CCO/Cluster Admin/Secretary can be seen in “Comment tab” of Initial Application as
Figure 5.2.9.4. You can click the View button to download the attachment uploaded by CCO/Cluster
Admin/Secretary in the pop-up dialog if available.

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v #° Logout

Last Login 2022-04-13 23:42

2 0 L >
T

Date From To Comment Attachment

Study Info Site (TYH)

Figure 5.2.9.4 Comment tab of the Initial Application

After modification, you can re-submit the application as following steps:

e If you are a Site Pl/Delegate(s), you need to re-submit the returned Site Info to Cl/Delegate(s)
for their further re-submission. Refer to Site Pl/Delegate(s) to Submit the Site Info to
Cl/Delegate(s)

e Ifyouare a Cl/Delegate(s), you need to re-submit the returned Initial Application after the
returned Site Info(s) and/or Study Info are ready with the following steps:

1. Press Re-submit button as Figure 5.2.9.5;

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v a°

Last Login 2022-04-13 2342

Instruction =) CRER Application No: HKWC-2022-053

Tean Member Form WP A
PART I: OUTLINE OF APPLICATION HOSPITAL
AUTHORITY

PART lIA: STUDY DETAILS
Hospital Authority

8 0B O 0

PART II8: STUDY DETAILS FOR

PROSPECTIVE STUDY Clinical Research Ethics Review Application Form

PART lii: ETHICAL IMPLICATIONS

PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE

CLINICAL STUDY CATEGORIZATION FORM Instructions to applicant

Document Upload

Site (TYH] Comment Sheet

Figure 5.2.9.5 Screen of Re-Submit button in Returned Initial Application
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2. “Areyou sure to re-submit?” dialog will be prompted for you to leave your message if any;

Are you sure to re-submit?

Cancel Confirm

Figure 5.2.9.6 Pop-up dialog when resubmission

3. Press Confirm button to proceed the re-submission;
4. “Re-submit successfully.” message will be popped up for confirmation.

mit successfully

\e=5UD

Figure 5.2.9.7 Pop-up dialog after resubmission

After re-submission, the status of the specific application will be “Re-submitted” and can be found in
“Sent” Application List. Refer to Re-submitted Initial Application.

The “Return and Re-submit” process may happen more than once until CCO/Secretary confirms the
application.

If the returned Initial Application has not yet been re-submitted, the number of the boxes “Expire =

30 days” and “Expire < 30 days” will be updated accordingly based on the expiry date of returned
Initial Application in Figure 5.2.9.2.

You will receive notifications as following for returned Initial application that is not yet re-submitted:

1. Reminder of re-submitting the returned application - 30 days before expiry date
2. Notification of Application is overdue

When the returned Initial Application is overdue, it will change to “Expired” status and can be seen in
the “Expired” Application List.
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5.2.9.1 Re-submitted Initial Application

To view the re-submitted Initial Application, you can go to the “Sent” Application List as below and
click the Scientific Title to open the Initial Application.

HA Clinical Research Ethics Review Portal Sinplo Applicant v M Logout
LastLogin 2022-04132338 —
A Dashboard Home > Initial Applications > Sent
Q_ search Application List
B Initial Applications A = S| [
Pending cren “::'“W 'RB/RECNZ?'""“ Submission No Scientifc Tt Status SteIn
D RB-2022-009 20220 007-000 Te
O 72 =
O HKWC-2022 T 2
‘ »
g of 3entres

&€ Post Approval Documentv

n Useful Information/User Mant

FN Version: v0.932 e
< »

Figure 5.2.9.1.1 “Re-submitted” Initial Application in “Sent” Application List
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5.2.10 Confirmed Initial Application

You may receive a confirmation notification in Portal and by email once CCO/Secretary has confirmed
the Initial Application.

e Confirmation: Your application "<CRER Application No.>" - <Document Name> is confirmed
and will be arranged for review.

Status of the Initial Application will change from “Submitted” / “Re-submitted” to “Confirmed”.

HA Clinical Research Ethics Review Portal

ﬁ Dashboard
Q search
6 rrofile

B Initial Applications

Application List

Hide/Show Cokumns [ colispse all [ Expand

A

CRER Application

Pending 8

O

IRB/REC Reference

sitepi 5

96
Applicant v »
Last Login: 202204132338 —

Notification Mark All Read

Figure 5.2.10.1 Notification of Confirmed Initial Application

To view a confirmed application, you can refer to the below steps:

1. Click the notification for confirmed Initial Application directly as Figure 5.2.10.1; or
2. Go to the “Sent” Application List and click the Scientific Title of the specific Initial Application
in “Confirmed” status as Figure 5.2.10.2.

HA Clinical Research Ethics Review Portal

sitepi 5

Applicant v ‘96

Logout

ﬁ Dashboard
Q, search
6 Pprofile

B Initial Applications

Application List

Hide/Show Columns Collapse All Expand All

N

Pending CRER A:cohcal'on
O RE-2022-008
O TE 72
D H
g11030f 3 entrie

IRB/REC Reference

Last Login: 2022-04-13 2338

Submission No.

Figure 5.2.10.2 Confirmed Initial Application in “Sent” Application List
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5.2.11 For Review Initial Application

After an Initial Application being confirmed, Central IRB / Secretary can arrange review meeting for
the Initial Application:

e Once the review meeting is arranged for the confirmed Initial Application, its status will
change from “Confirmed” to “For Review”. You can find it in “Sent” Application List as Figure
5.2.11.1

. s " . . 804
HA Clinical Research Ethics Review Portal Lyl Applicant ~  m" Logout
Last Login: 2022-07-12 14:51 -

#& Dashboard Home > |Initia > Sent
Q_ Search Application List
e Profile Hide/Show Columns Collapse All Expand All
Initial Applications A Filter ke
New
Dradt CRER Application IRB/REC Reference Submission No. Scientific Title Gacr.dmanng Status: s
No. No. Investigator (Cl)
Sent
& IRB-2022-230 - 20220704-002-000 Test Lucky Lee Submitted
Returned
IRB-2022-169 irb flow’ ~n 20220601-005-000 QAQAQA Lucky Lee
Approved
Completed IRB-2022-236 irb flow’~n 20220707-001-000 Test Lucky Lee For Review
Acknowledged IRB-2022-235 irb flow ~-~ 20220706-003-000 Test Lucky Lee For Review
Expired
IRB-2022-234 irb flow’ ~~ 20220706-002-000 Test Lucky Lee For Review
Archived
A IRB-2022-226 - 20220629-003-000 Test Lucky Lee Submitted
&€ Post Approval Document IRB-2022-215 irb flow’ an 20220622-001-000 Test Lucky Lee For Review
Useful Information/User Manual IRB-2022-170 irb flow’ ~~ 20220601-006-000 QAQAQA Lucky Lee For Review
irb flow’ ~~ 20220621-002-000 Test Lucky Lee For Review
FN Version: v0.977
BN Version: v0.520 NTEC-2022-088 1 20220621-011-000 Test site pi 1 For Review
4 »
Showing 1 to 10 of 70 entries 1 2 3 4 5 6 7 >

Figure 5.2.11.1 For Review Initial Applications in “Sent” Application List
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5.2.12 Approved/Disapproved Initial Application

You will receive the corresponding notification in Portal and by email once the “For Review” Initial
Application is approved or disapproved by Central IRB or Secretary as Figure 5.2.11.1.

e Application approved: Approval: "<CRER Application No.>" - <Document Name> is approved.
e Application disapproved: Disapproval: "<CRER Application No.>" - <Document Name> is
disapproved.

HA Clinical Research Ethics Review Portal Saps Applicant v M Logout

ogin: 2022-04-13 23:38

4 Dashboard Home Notification d
)ashboar .10

Q, search Dashboard o
6 Prrofile Applications

B initial Applications A~ B! ek |  Rewm i

From: site pi4

Post Approval Documents

0 From: site pi 1
€ Post Approval Documentv
Figure 5.2.12.1 Notification of Approved Initial Application

Status of the Initial Application will change from “Confirmed” to “Approved” or “Disapproved” based
on the decision consolidated by Central IRB/Secretary.

To view the “Approved” or “Disapproved” Initial Application:

1. Click the notification for the approved or disapproved Initial Application as Figure 5.2.12.1; or
2. Goto “Approved” Application List and click the Scientific Title of the specific Initial Application
in “Approved” status as Figure 5.2.12.2;

3. Go to “Archived” Application List to view the application in “Disapproved” Status.

HA Clinical Research Ethics Review Portal sitepi 5 Applicant v s Logout
Last Login' 2022-04-13 2338 O
¢ Dashboard Home > Initial Agplications > Approved
Q Search Application List
Initial Applications E P, S
a nitial Application: A t Page Size: 10~
Pending CPER Sppcanc IR P Submission No Scientific Title Status
No. No.
»
2 entrie < 2

Figure 5.2.12.2 Approved Initial Application in “Approved” Application List
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5.3 Overview of Initial Application

You can view the application history of the Initial Application by pressing Overview button in Action
Menu of Application List in all statuses as Figure 5.3.1.

HA Clinical Research Ethics Review Portal site pi& Applicant v M Logout

Last Login: 2022-04-1323:38

Bome 5 .

ﬁ Dashboard nome Draft

Q_ search Application List

© Prrofile Hide/Show Columns Collapse All m

B Initial Applications A o Pagesize: | 10
Dk ° Scientific Tile Status Site Info LastModifiedDate | Expiry Date s Action

Investigator (Cf)

Showing 1t 3 of 3 entries

Figure 5.3.1 Screen of “Overview” button in Application List

In Overview, you can view the summary about General information, CTC/CTI Expiry Date, Progress
Report Submission History, Status History, Approval History and Document Log as Figure 5.3.2.

- . a 378
HA Clinical Research Ethics Review Portal Taiman Chan Applicant v m° Logout
Last Login: 2022-03-23 2258 e ———
ﬁ Dashboard Home Intial Application Nitial application overview
@ erofile Application History
. General Information
B initial Applications A

1 Submission No:  20220107-003-000

TEST-123456

3 A 2022-01-121551
- Application Confirmed Date:  2022-01-21 16:51
S. Type of sponsored study: Commercial

6 Review Beard: Central IRB (Paed)

8 Review Decision for the study: Approved
9. Approval Expiry Date:  2022-01-21

2022-01-21
€ Post Approval Documenta

13. IsCTArequired: Yes, WithHA

14. Final Report Submission Date:

CTC Expiry Date

No Certificate No Expiry Date Uploaded by Upload Date

Figure 5.3.2 Screen of “Overview” Page of Initial Application

Press Back button to return to previous Application List page.
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5.4 Clone to Draft

You can use the “Clone to Draft” function to copy an existing application form data to a new one in
order to speed up the data filling time.

e Application Submission Flow, Scientific title, Cl/Site PI(s)/Delegations are required to fill-in
again as a new Team Member Form;

e  Original Study Info (Part 1 — Document Upload) will be kept;

e QOriginal Site Info(s) will be cleared.

To clone an existing application, you can follow the below steps:

1. Press Clone to draft button in Action Menu in Application List;

- . . i ) 363
HA Clinical Research Ethics Review Portal Taiman Chan Applicant v m - Logout
LastLogin: 202209231044
4 Dashboard Home > |Initial Applications > Draft
Q, search Application List
e Profile Hide/Show Columns Collapse All Expand All
BB Initial Applications A Filter keywo %07 - :;
New
Submission N Scientific Titk Loty Stat Site Inf LastModified Date ] Acti
Draft ubmission No. cientific Title Investigator (Cl) atus ite Info ast Modified Date  |% ion
Sent - - . .
20220725-001-000 Testing Taiman Chan Draft Incomplete 2022-07-2510:19:12 ks
Returned a 15
Clone to draft |-
Approved
Showing 110 1 of 1 entries Overview

Completed
Acknowledged

Expired

Figure 5.4.1 Screen of Clone to draft button in Application List

2. You will be directed to Team Member Form in the new application draft as Figure 5.4.2;

3. Select the new Submission Flow for the new draft and fill in Scientific Title, new
Cl/Delegation’s info and new Site PI(s)’s info in Team Member Form;

4. Press Clone button to confirm to clone the selected application form to a new draft;

5. “Draft application is created” message will pop up as Figure 5.4.3 and direct to the “All”
Application List page;

Draft application is created.

Figure 5.4.3 Popup message after Initial Application is cloned

6. Notification will be sent to new Cl/Site PI(s)/Delegate(s) in Portal and by email.
e Change of Team members: <Coordinating Investigator /Coordinating Investigator's
Delegate/ Site PI (XXX)> is changed for "<Submission No.>".
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HA Clinical Research Ethics Review Portal fa‘zeLpi_s_ __ Applicant~ M Logou
2 Logi e

& Dashboard Clone

Q Search

B Profile

Initial Applications A~ Applying IRB / REC (7 -
Draft . N

Archiives Coordinating Investigator's Delegation m

Al .
Hospital /

Edit Email Title: Sumame First name Position Cluster o
Institution

&» Post Approval Document  ~

B Useful Information/User Manual A neoas
3
FN Version: v0.932
BN: v0.458 build at 20220329 0845
Information of Site Pi(s) m
- . . § Hospital /
Edit Email Title Surname First name Cluster . Department
Institution
A No Data
»

Figure 5.4.2 Team Member Form when “Cloning” Application
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5.5 Change of Initial Application
5.5.1 Request for Return of Initial Application

You are allowed to make a request to CCO/Secretary for returning an application before it is confirmed.
You can modify the returned Initial Application and then re-submit it to them.

Initial Application with the following statuses could be requested for a return:

e Submitted
e Re-submitted

However, once the Initial Application is distributed to Cluster Admin or verified by Cluster Admin
although the application status is still “Submitted” or “Re-submitted”, you may not be able to
“Request for Return” the distributed or verified Initial Application. The Request for Return button will
not be shown in this case.

To make a request for returning an Initial Application, you can follow the below steps:

1. Press Request for Return button in Action Menu of “Sent” Application List as Figure 5.5.1.1;

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v M° Logout

Last Login® 2022-04-13 23:42

A Dashboard Home Inizial Agplications

Q Ssearch Application List
a Initial Applications A esie [ 0
Scientific Title Status Site Info Last Modified Date | % Expiry Date i Action

Investigator (C1)

&€ Post Approval Documenty

ﬂ Useful Information/User Man

FN Version: v0.932

3

Figure 5.5.1.1 Screen of “Request for Return” button in “Sent” Application List

2. A popup dialog “Are you sure to request for return?” will be prompted for you to state the
reason as Figure 5.5.1.2;
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Are you sure to request for return?

Figure 5.5.1.2 Pop-up dialog to proceed “Request for Return”

3. Press Confirm button to proceed;
4. A dialog of “Request for return has been sent.” will be prompted as Figure 5.5.1.3;

Request for return has been sent.

Figure 5.5.1.3 Pop-up dialog after “Request for Return”

5. The status of the Initial Application will change to “Requested for Return” in “Sent” Application
List as Figure 5.5.1.4;

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v M Logout
Lastlogin 202204132348 —
A Dashboard Home nitial Applications > Sent
Q, search Application List
BB Initial Applications A PageSize: | 10 v
Cres /;’i:“cmm IREJRECN:eirenc( Scientific Title Status Site Info Last Modifi
4 »
Figure 5.5.1.4 “Requested for Return” Status of the Initial Application
CCO/Secretary can make two decisions on the “Request for Return”
e Confirm Request for Return
e Reject Request for Return
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If the decision is “Confirm Request for Return”, the status of the Initial Application will be “Returned”.
And the Initial Application will be shown in “Returned” Application List. Refer to Returned Initial
Application and Re-submit Initial Application

If the decision is “Reject Request for Return”, the status of the application will change back to the
original status, Submitted or Re-submitted.

You can view the application status by the following ways:

1. In “Sent” Application List, as Figure 5.5.1.5; or

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v
Lastlogin 202204132348 —
A Dashboard Home > Initial Applications Sen
Q, search Application List
B Iinitial Applications N . N -~
F PageSize: 10 v
RE licat R
£ Mf:‘c“’" ey ECN:"'""“ Submission No Scientific Title Status Ste Info Last Modife
< >

Figure 5.5.1.5 Screen of “Reject Request for Return” Initial Application in Sent Application List

2. Inthe “Status History” of the Overview of the Initial Application as Figure 5.5.1.6.

S - . 78
HA Clinical Research Ethics Review Portal [ Applicant v & Logout
Lastlogin 202204132348 —
A Dashboard Home > Initial Application nitial application overview
i
Q search Status History
O rrofile
Date Document Type User

a Initial Applications ~ 2022-02-08 14:28:12 nital Aoplication Taiman Chan

2 A a Taima a

..... 4-13 2307 Applicat airr

Figure 5.5.1.6 View the Status changes in Status History of Initial Application Overview
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Regarding the Rejection Comment from CCO/Secretary, you can view it in “Comment Sheet” tab inside
the Initial Application as Figure 5.5.1.7. You can click the View button, which will be enabled if there
is an attachment uploaded by CCO/Secretary, to download the attachment in the pop-up dialog.

HA Clinical Research Ethics Review Portal Taiman Chan Applicant ~ " Logout

Last Login® 2022-04-13 2348

ﬁ Home Initial Application A 3 202202 2 e-Submitte:

Q s

e Comment History

Date From To Comment Attachment

[+3 2022-04-1413:27:13 Secretary Applicant Reason to reject the return request

2022-04-13 23.07:36 Secretary Applicant (C Return the Study Infoto C

Study Info Site (TYH)

Figure 5.5.1.7 Comment tab of the Initial Application
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5.5.2 Change Delegation

You can use “Change Delegation” to add Delegation(s) or update info of Delegation(s) directly without
“Request for Return”/ “Amendment Application” after Initial Application is submitted/approved.

e (Il Delegate(s) can only be added/edited by Cl;
e Site Pl Delegate(s) can only be added/edited by the relevant Site PI.

HA Clinical Research Ethics Review Portal T O rerza APPICEN > & Logout
A Dashboard Home > |nvsldgolestons > Se
Q_ search Application List
B Initial Applications A - e

Coordinating

Scientific Title Status Site info Last Modified Date | Expiry Date ¢ 3
nvestigator (C1)

& Post Approval Documentv

»

Figure 5.5.2.1 Screen of “Change Delegation” button in Application List

You can add delegation or change the info of delegation with below processes:

1. Press Change Delegation button in the Action Menu of Application List;

2. Cl’'s Delegation/Site PI’s Delegation Table will be shown based on your role in the application
e (Il Delegate(s) can only be added/edited by ClI;
e Site Pl Delegate(s) can only be added/edited by the relevant Site PI.

HA Clinical Research Ethics Review Portal Taiman Chan Applicant~  &° Logout

Last Logint 2022-04-14 1248

A Dashboard
Q s o
© Profike Coordinating Investigator delegations m
Initial Applications A
Ede Email Tite Sumarme Festname Position Cluster Hip
Institution
7 taimanchan@testing.com Testing Chan Taman Testing NTEC SH
»
Figure 5.5.2.2 Page of “Change Delegation”
Page | 84

© 2022 Automated Systems Holdings Limited and/or its affiliates. All right reserved.



Hospital Authority CRER Portal User Manual for Applicant

3. Press Pencil button to edit info for Cl's (& Site PI’s) delegation in pop-up dialog as Figure

5.5.2.3;

X

taimanchan@testing.com Load Profile

Figure 5.5.2.3 Pop-up Dialog for Editing CI's delegation

4. Press Add button add CI’s (& Site PI’s) delegation in pop-up dialog as Figure 5.5.2.4;

Figure 5.5.2.4 Pop-up Dialog for Adding ClI’s delegation

5. Press Submit button to update the changes on delegation in Study Info (& Site Info) in Initial

Application form;
6. “Delegation updated” message will pop up for confirmation as Figure 5.5.2.5;

Figure 5.5.2.5 Pop-up dialog of “Delegation Updated”

7. Notification will be sent to the concerned Delegate(s) of Cl (& Site PI) in Portal and by email.
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5.6 Download Approval Letter

After the Initial Application is approved, you may download the approval letter by the following ways:

o Click the hyperlink of Approval Letter in the Overview of the approved Initial Application as
Figure 5.6.1; or
e Click the Download Approval Letter button in Action Menu of “Approved” Application List

HA Clinical Research Ethics Review Portal s0q Dpplicant - A" Logout
# Dashboard Home Initial Application initial application overview
CTI Expiry Date
Q, search
"o Policy No Expiry Date Uploaded by Upload Date
O Profile
B initial Applications ~ A

Progress Report Submission

o Document Type Submission Date
Status History
Date Document Type User From To Origmal Submission Mo

& Post Approval Document

Useful Information/User Manual

FN Version: v 938

Approval Hist
BN: w0 468 build at 20220426 1445 TPo v oo

Document type Review type Decision Decision Date Decision Reasan Approval Letter Upload date of approval letter

Figure 5.6.1 Approval Letter in Overview of Initial Application

To download approval letter with Download Approval Letter button, you can follow the below steps:

1. Go to the “Approved” Application List and click the Download Approval Letter button in
Action menu as Figure 5.6.2;

Taiman Chan Applicant « ;93 Logout
04 —_—

Last Login: 202

A Dashboard Home Approved
Q search Application List
e Profile Hide/Show Columns Collapse All Expand All
a Initial Applications A ; Picia St 10 ~
- Scientific Title lnm:r;;g() Status Site Info LastModifiedDate |3 Expiry Date Action
k-12Z 1 A e 2022-04-2 22:2
ark-1Zhu-1 Approve 2022 44237 g e
Approved

Figure 5.6.2 Screen of “Download Approval Letter” in Action Menu
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2. Adialog of “Download Approval Letter” will be prompted as Figure 5.6.3;

Download Approval Letter

here todownload Approval letter

Close

Figure 5.6.3 Popup dialog of “Download Approval Letter”

3. You can view the Approval Expiry Date as Figure 5.6.3. As Approval Expiry Date is optional, so

there may not be an Approval Expiry Date.
4. Click “here” to download the Approval Letter.

© 2022 Automated Systems Holdings Limited and/or its affiliates. All right reserved.
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5.7 Suspension of Study Site in Initial Application

You may receive a suspension notification in Portal and by email once Central IRB/Secretary has
suspended study site of Initial Application.

e Suspension: "<CRER Application No.>" - <Site> is suspended due to <Reason>.

HA Clinical Research Ethics Review Portal

site pi 1

Applicant « ﬁm

Logout

& Dashboard

Home =

Last Login: 2022-06-29 11:51

Notification

nitial Applications > Al

Mark All As Read

From: Taiman Chan

30 10:4455

Search Application List
Q Searc i Suspension: IRB-2022-038 - NLTH is suspended due to Suspend the NLTH
site
Initied Applications - From: ga -all roles 20220629 180
Return. TARY returned NTI pplication
hew p— e — Please check the "‘Comment Sheet"t nts.
. ication eference el he o c
raft Pending N: o Mark As Read t
sen (D - - From: ga -all roles
Returned Approval: NTEC-2022-006 - Amendment Application is &
O NTEG-2022-006 1 Mark As Read
Approved
Completed O NTEC- NTEC flow ~~ From: ga -all roles
rknowedoed e Approval: NTEC-2022-008 - Amendment Application is &
feknoniEsgE O IRB-2022-044 1 Mark As Read
Expired P, -
+ O IRB-2022-038 irb flow ~n From qa -l roles B
Archived .
LConfiomation. Your 2oplicgtion ATECA022,002 . Acoandmaent Aoolioation
@ = = 20220625-002-000 Request for return WErk=1"ZRt=1
Al
&> Post Approval Document v + ] irb flow’~~ 20220628-001-000 Request for return Mark-1 Zhu-7
Useful Information/User Manual @ i : 20220827-002-000 e stepil
D NTEC-2022-007 20220628-003-000 User Manual site pi 1
FN Version: v0.971
BN Version: v0.485 D = IRB-2022-042 20220627-006-000 DISTRIBUTE STATUS Mark-1 Zhu~
»
Showing 1 to 10 of 85 entries 1 2 4 5 9 >
Figure 5.7.1 Notification of Suspending Study Site
To view suspension comment of study site:
H H T ” .
1. Click Infoicon in “Site Info” column;
2. Mouse over Clock icon in corresponding suspended study site as Figure 5.7.2.
Application List
Hide/Show Columns Collapse All Expand All
Filter ke Page Size: | 10 -
Ve
= Submission No. Scientific Title Status Site Info LastModified Date | Expiry Date e:,'m
20220624-010-000 USER MANUAL Approved 2022-06-30 10:44:55 - 1
NTH () o
20220628-001-000 Test Major drop down Draft 2022-06-29 17:44:23 = 1

20220628-002-000

Suspend the NLTH site

Approved

User Manual - amend

Figure 5.7.2 Tooltips of Suspension
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3. Orclick notification of suspension as Figure 5.7.1;
4. Click Comment Sheet in Initial Application page and view the suspension comment as Figure
5.7.3.

Home > |Initial Application > Initial Application (20220624-010-000) (Approved)

>

Back to study info

® ©0

Comment History

Date From To Comment Attachment

[+ 2022-06-30 10:44:55 IRB Applicant Suspend the -

2022-06-29 15:54:12 IRB Applicant Suspend the NLTH site -
2022-06-28 14:32:12 IRE Applicant Suspend again -
2022-06-28 12:22:06 IRB Applicant Suspend the NLTH site =
2022-06-27 17:22:43 IRB Applicant Demo suspension -
2022-06-27 17.03:44 IRB Applicant Deme for suspension
2022-06-27 09:36:46 IRB Applicant First time suspend -
2022-06-24 17:22:26 CCO Applicant =

Study Info Site (NLTH) Comment Sheet

Figure 5.7.3 Suspension comment in Comment Sheet
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6. Manage an Application (Post-Approval)

Once the Initial Application is approved, if any Post Approval Activity is required, Cl/Delegate(s) or Site
Pl/Delegate(s) can submit Post Approval Document for Study Info or Site Info. The Post Approval
Document will follow the workflow of the Initial Application to be passed to CCO/Cluster
Admin/Central IRB or Secretary for review.

Below is the table of Action/View Right of Post Approval Activities for Cl/Site Pl/Delegate(s):

Study/Site Form/Report Cl/Delegate(s) Site Pl/Delegate(s)
Base

SUSAR Report

Miscellaneous Report

(Ssttl::;‘,/ I?:fs:) Amendment Application Crea;i’bf::: and View only
Final Report
CTC/CTI Submission
Progress Report
Local SAE Report
Site Base Miscellaneous Report HE G Create, Edit and

(Site Info) Submit

Protocol Deviation Report

Amendment Application

Table 6.1 Action/View Right of Post Approval Activities for Cl/Site Pl/Delegate(s)
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6.1 Creation of Post Approval Activities for Approved Initial Application

6.1.1 Create Post Approval Document

The following table displays the rules for different Post Approval Document creations for the Approved
Initial Application.

Allow Multiple Creation | SUSAR Report, Miscellaneous Report, CTI/CTC submission, Local SAE
Report, Protocol Deviation

Only 1 form is allowed | Final Report, Progress Report, Amendment Application Form
before consolidation

6.1.1.1 Create Post Approval Document (except Amendment Application)

To create a Post Approval Document, except Amendment Application, please follow the below steps:

1. Goto “Approved” Application List as Figure 6.1.1.1.1;

2. Click the specific Post Approval Document button under Action Menu to create the
corresponding form under Action Menu. (List of Post Approval Activities for creation under
Action Menu will be different based on your role, please refer to Table 6.1 for details);

an . . 853
HA Clinical Research Ethics Review Portal TEIGER ElL ) Applicant ~
LastLogin: 2022-0822 1541 ——
A Dashboard Home > Initial Applications > Approved
Q_ Search Application List
e Profile Hide/Show Columns Callapse All Expand All
ﬁ Initial Applications A Filter kevwaord :j- ' -
New
erence Coordinating
Draft Submission No. Scientific Title . Status Site Info Last Modified Date |3 Action
Investigator (CI)
e - 20220515-001-000 Test Lucky Lee Approved
Retur
] 20220518-003-000 Test Lucky Les Approved
Approved
Completed e 20220517-014-000 Test Lucky Lee Approved

Demo Lucky Lee Approved

Expire
e Demo 2 Lucky Les Approved

rchived
4

A Application Amendment
Showing 41 to 45 of 45 entries <

&> Post Approval Document v Progress Report

Useful Information/User Manual

| Deviation Form

FN Version: v1.006 R
SAE Report

BN Version: v0.530

SUSAR Report

Miscellaneous Report

CTC/CTI submission

Figure 6.1.1.1.1 Post Approval Activities buttons of “Approved” Application List
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3. |If you are assigned as Cl/Delegate(s) only, the Document Type button displayed under Action
Menu in Approved Application List will only include Study Base Post Approval Activities as
Figure 6.1.1.1.2;

Post-approval activities

Application Amendment

SUSAR Report

Figure 6.1.1.1.2 Post Approval Document Type button displayed for Cl/Delegate(s)

4. After you press the specific Document Type button, it will direct to report form page. Take
SUSAR Report as an example as Figure 6.1.1.1.3;

W " : . 791
HA Clinical Research Ethics Review Portal e Applicant ~  m Logout
Last Login: 2022-07-07 17:20 -
# Dashboard Home > SUSAR Report
@ Pprofile ) )
Overseas Suspected Unexpected Serious Adverse Reaction (SUSAR) Report Form
Initial Applications N
1. Basic Information
New
Scientific Title: Test
Draft
RB/REC Ref. No: 1 Protocol No.. 1
Sent
Coordinating Investigator: Lucky Lee Anticipated Study End Date: 2022-08-3
Returned
Approved m [0 WNot yet started
Completed

Acknowledged

Expired
Archived 2. Submitted Information
Al Total No. of Reports Submitted Total Mo. of Reports Submitted Download SUSAR report template

v
&> Post Approval Document 3 Follow-up Actions

3.1 Any alteration of protocol required?
Useful Information/User Manual N q

QO Yes (please submit Protocol Amendment Application) (O No
FN Version: v0.975

3.2 Any recommendation from the Data Monitoring Committee?
BN Version: v0.520

O ves(please attach relevant document) (O No

Upload Supplementary Document

Figure 6.1.1.1.3 Report page of Study Base Post Approval Document

5. If you are assigned as Site Pl/Delegate(s) only, the Document Type button displayed under
Action Menu in Approved Application List will only include Site Base Post Approval Activities
as Figure 6.1.1.1.4.
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Post-approval activities
Application Amendment
Progress Report
Protocol Deviation Form
SAE Report

viscellaneous Report

Figure 6.1.1.1.4 Post Approval Document Type button displayed for Site Pl/Delegate(s)

6. After you press the specific Document Type button, a dialog will be prompted for you to
choose the site for creating the Post Approval Document form from the drop-down menu.
Take Progress Report as an example as Figure 6.1.1.1.5;

Please select the site for creating Progress Report

Figure 6.1.1.1.5 Dialog for choosing Site of Site Base Post Approval Document

7. Press Confirm button to proceed the creation of the Post Approval Document and you will be

direct to the report form page. Take Progress Report as an example as Figure 6.1.1.1.6.
HA Clinical Research Ethics Review Portal :;Z'(T;"‘” ‘323%&3 1y pplicant 72 Logout
4 Dashboard Home > Progress Report (20220516-013-001) (Draft)
Q s e -
© Profie Research Progress Report Form
Initial Applications A 1. Research |dentification
Scientific Title: Test
New
RB/REC Ref No NTEC flow ~re Coordinating Investigator: site pi
Draft
Protocol No. 2 Study Site of this progress report:

Anticipated Study End Date:  2025-05-09 Site Principal In 312321
above stud)
2. Progress Report
Report sequence no. 1 Report Period (From) + (o) Date m to | Date E
Expire
Arcnive Agtual Study Start Date: Date | [0 Notyet started
Al
Planned Sample Size (site): 32 No. of Completed: e -
&> Post Approval Documentv = o
R orm
« —

Figure 6.1.1.1.6 Report page of Site Base Post Approval Document
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8. |If you are assigned as both CI/Site Pl and Delegate(s) of Site PI/Cl, the Document Type button
displayed under Action Menu in Approval Application List will include both Study Base and
Site Base Post Approval Activities as Figure 6.1.1.1.7.

Application Amendment

— FProgress meport

nal Report

3 (w1 P By C
Protocol Deviation Form

-

Miscellaneous Report

o — o — | —— P
CTC/CTI submission

Figure 6.1.1.1.7 Post Approval Document Type button for both Cl/Site Pl and Delegate(s) of Site PI/Cl

9. If the Miscellaneous Report is selected, a dialog will be prompted for you to choose if you
want to create for the Study Info or Site Info from the drop-down menu as Figure 6.1.1.1.8.
After selection, you can press Confirm button to proceed the creation of Miscellaneous Report;

AHNH - Study Info

CUHK - Site Info

—_—

Figure 6.1.1.1.8 Dialog for choosing Site of Miscellaneous for both Cl/Site Pl and Delegate(s) of Site PI1/CI

10. If other Study-based or Site-based reports are selected, it will follow the behaviour of Step 3
—Step 4 or Step 5 — Step 7 above for the form creation.

11. Only when a new Post Approval Document is saved by Cl/Site PI/Delegate(s), a “Draft” Post
Approval Document will be created and shown in the “Draft” Post Approval List.
e If Cl/Site Pl/Delegate(s) closes the Post Approval Document Page without pressing Save

button, the data will be lost and the form will not be created and saved in Portal.

12. When a new Post Approval Document is submitted by Cl/Site Pl/Delegate(s), a “Submitted”

Post Approval Document will be shown in the “Submitted” Post Approval List.
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6.1.1.2 Create the Application Amendment Form

To create an Application Amendment, please follow the below steps:

1. Goto “Approved” Application List as Figure 6.1.1.2.1;
2. Press Application Amendment button in the Action Menu;
o List of Post Approval Activities for creation under Action Menu will be different based on
your role, please refer to Table 6.1 for details.

HA Clinical Research Ethics Review Portal

A Dashboard

Q, Search

e Profile

Initial Applications ~

Approved
Completed
Acknowledged
Expired
Archived

Al

&> Post Approval Documenta

Approved
Completed

Acknowledged

Home > |nitial Applications > Approved

Application List

Hide/Show Columns Collapse All Expand All

Submission No. ‘Scientific Title

20220516-011-000 T
e 20220516-012-000 Test
e 20220516-0716-000 T
oo 20220516-014-000 Test
e 20220516-0713-000 T
~ 20220516-010-000 Test
~ 20220516-009-000 i

Taiman Chan

Last Login: 2022-07-2010:23

Coordinating
- Status Site Info
Investigator (CI)

Site P Approved

site pi Approved

site pi A ed

site pi Approved

site pi A ed
Lucky Lee Approved
Lucky Les Al ed
Lucky Lee Approved
Lucky Les A ed

736
Applicant « -

Showing 110 9 of 9 entries

Logout

Last Modified Date | ¥ Action

2022-06-29 10:20:0%

, Protocol Deviation Form

SAE Report
SUSAR Report
Miscellaneous Report

CTC/CTI submission

Figure 6.1.1.2.1 Application Amendment button of “Approved” Application List

3. A dialog will be prompted for you to choose to amend the Study Info or Site Info of the

“Approved” Initial Application from the drop-down menu as Figure 6.1.1.2.2;

Which part of initial appli

cation would like to amend?

Cancel Confirm

Figure 6.1.1.2.2 Pop-up dialog of choosing which part to amend

4. Press Confirm button to proceed the selection of Study Info or Site Info Amendment;
5. A dialog of “Are you sure to create the application amendment form before amendment?”
will be prompted as Figure 6.1.1.2.3;

ASL
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Confirm

Cancel Confirm

Figure 6.1.1.2.3 Pop-up dialog of confirming the creation of Application Amendment Form

6. Press Confirm button to proceed the Application Amendment creation;
7. You will be directed to the related Study Info or Site Info tab and revise all necessary content
that you need as Figure 6.1.1.2.4. Other tab(s) will be view-only;

HA Clinical Research Ethics Review Portal Taiman Chan Applicant ~ & Logout
Lastlogn: 20220516 1107
4 Home > PostAporoval Document > Application amendment (20220516-016-001) (Draft)
6 Team Member Form Team Member Form
.  Personal Particulars

Site Principal Investigator's Delegation

PART I: OUTLINE OF APPLICATION
© i stuovoeTALS Edit Ermail Title Sumame First name Cluster Haspial / Department

Institution

PART IIB: STUDY DETAILS FOR

PROSPECTIVE STUDY

A MNao Data

PART IIl: ETHICAL IMPLICATIONS

PART IV: BUDGET, RESOURCES, INDEMNITY »

AND INSURANCE

e PERSONAL PARTICULARS OF PRINCIPAL INVESTIGATOR AND CO-INVESTIGATOR

Declaration And Endorsement

Principal Investigator (Applicant)
1 32
321 312

312

2. Position of the Principal Investigator (P1)

21 WA UA Staff fincludina HA Hanaran ctaffl e
Study Info Site (CUHK Amendment application

Figure 6.1.1.2.4 Editable tab of Application Amendment Form

8. Click Save button to save the changes made on Application Amendment Form;
9. “Update successfully.” dialog will be popped up for changes confirmation as Figure 6.1.1.2.5;

Figure 6.1.1.2.5 Popup dialog after Application Amendment Form is saved

10. Press Compare change button in the top toolbar to direct to the Amendments and Changes
Application Form as Figure 6.1.1.2.6;
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(You are advised to complete all changes in the Application Amendment Form before pressing
Compare change button to avoid duplicated input on the value in the re-generated Amendments and
Changes Application Form. Please refer to next section and Figure 6.1.1.2.9 for details.)

92
Applicant « )

#
Q
©  Amendments and Changes Application Form
. 1. Background information

Re-submission - test cluster distribution

321 -- modify

sitepi1@ha org hk

2. Proposed Amendments (Append new document with track changes)

1. | Study Info/Site Info Sie Info
Field Name/Document Name 1. Title (&.9. Mr, Mrs, Ms, Miss, Dr’
Current condition Amendment
- Amendment
Proposed by Will change increase risk to participants? Ovyes OnNe
Reason for change
Study Info Site (DKCH) Site (NLTH) Site (FYKH) Amendment application
—

Figure 6.1.1.2.6 Amendments and Changes Application Form

11. After confirming the content that you revised in the Amendments and Changes Application
Form, you need to select the Actual Study Start Date in the Date-time Picker;
e Actual Study Start Date should not be earlier than current date.

12. Click “Compare” next to “Amendment” of 2. Proposed Amendments table to view changes in
pop-up dialog as Figure 6.1.1.2.7 if needed;

Compare changes

271 - Amendment Testing

Figure 6.1.1.2.7 Pop-up dialogs of “Compare Changes”

13. Input the Proposed Person in “Proposed by” and Reason in “Reason for change” in the textbox;
14. Tick “Yes/No” checkbox to confirm if the change will increase risk to participants;
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15. Press Save button to save the draft of Amendments and Changes Application Form;

(You are advised to press Save button before press Back button to exit the Amendments and
Changes Application Form. Otherwise, the changes in the form will be discarded)

16. “Save successfully.” dialog will be prompted for confirmation as Figure 6.1.1.2.8.

6.1.1.2.8 Pop-up message after saving the Amendments and Changes Application Form

If you want to pause the submission and make further changes in draft of the saved Application
Amendment Form, please follow the steps below:

1. Switch back to the Study Info or Site tab you want to make further changes in the current
Application Amendment Form; or

2. Click the Amendment Form for the specific Study Info or Site Info in the “Draft” Post Approval
List to direct to the Application Amendment Form if you have exited the form;

3. Revise the contents of the Application Amendment form last saved;

4. After you confirm the revised content in the draft of Study Info or Site Info Application
Amendment form, you can click Compare Change button again;

5. A pop-up dialog will be shown as a confirmation of regenerating the Amendments and
Changes Application Form as Figure 6.1.1.2.9;

- Will change increase risk to participants?

Cancel Confirm

Figure 6.1.1.2.9 Dialog of regenerating the Amendment Application Form

6. The original value, such as reason for change, proposed by, the option of whether the changes
will increase risk to participants and Actual Study Start Date will be cleared and need to input
again in the new Amendment Application Form;

7. Press Confirm button to direct to the new Amendments and Changes Application Form to
input the value for submission.
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6.1.2 Discard Post Approval Document
If you want to discard the draft of Post Approval Document, you can follow the below steps:
1. Press Discard button in the top toolbar of the Post Approval Document as Figure 6.1.2.1;

Taiman Chan
Last Login: 2022-08-23 10:47

Tz
Applicant = .' Logout

HA Clinical Research Ethics Review Portal

A Dashboard Home > Progress Report (20220516-013-001) (Draft)
Q seec Upondsned dorumen
e Profile
Research Progress Report Form
Initial Applications ~ 1. Research |dentification
Scientific Title: Test
MNew
RB/REC Ref. No. REC-003 Coordinating Investigator site pil
Draft
Protocol No: 2 Study Site of this progress report:
Sent = s -
Returned
Anticipated Study End Date:  2025-05-09
Approved
Completed 2. Progress Report
Acknowledged
Report sequance no Report Period (From) + (to) Date m to
Expired
Archived Actual Study Start Date: m O Not yet started
Al
Planned Sample Size (site): 321 No. of Completed: e
&> Post Approval Documenta S -

Form
e

[s —

Figure 6.1.2.1 Discard button in the Draft Post Approval Document

2. A dialog of “Are you sure to discard the application?” will pop up as Figure 6.1.2.2;

Cancel Confirm

Figure 6.1.2.2 Popup dialog before discarding Post Approval Document

3. Press Confirm button to proceed the discard confirmation;
4. Adialog of “Application is discarded.” will be prompted as Figure 6.1.2.3;

Figure 6.1.2.3 Popup dialog after Post Approval Document is discarded

5. The Post Approval Document will be “Withdrawn” status and can be found in “Archived”
Post Approval List.
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6.1.3

Submit Post Approval Document

6.1.3.1 Submit Post Approval Document (except Amendment Application)

If you want to proceed the submission of Post Approval Document, except Amendment Application,
please follow the steps below:

1. Press Print button in the top toolbar to download the report in PDF format for signature as
Figure 6.1.3.1.1;

HA Clinical Research Ethics Review Portal

A Dashboard

Q, search

e Profile

Initial Applications v

& Post Approval Document~
Draft
Sent
Returned
Approved
Completed
Acknowledged
Expired

Archived

PROGRESS_REPOR...pdf A

Home > Progress Report (20220516-013-001) (Draft)

E——— Close

1. Research Identification

Scientific Title:

IRB/REC Ref. No

Protocol No

Anticipated Study End Date

2. Progress Report

Report sequence no

Actual Study Start Date

Form

REC-2022-010

[}

2022-08-17

]

Research Progress Report Form

Coordinating Investigator:

Study Site of this progress report:

Site Principal Investigator of the
above study site(s)

Report Pericd (Fromj + (ta):

[0 Notyet started

Taiman Chan
Last Login: 2022-09-1409:26

site pil

Applicant ~ ._?55

Logout

Figure 6.1.3.1.1 Download report in PDF format for signature

2. Press Upload signed document button to upload the signed form from your local computer.
The uploaded file will be shown in the toolbar. You can download the uploaded file by pressing
the hyperlink as Figure 6.1.3.1.2;

HA Clinical Research Ethics Review Portal

A Dashboard

Q, search

e Profile

Initial Applications v

&> Post Approval Document~
Draft
Sent
Returned
Approved
Completed
Acknowledged
Expired
Archived
Al

B Useful Information/User Manu
>

Home > Progress Report (20220516-013-001) (Draft)

m Upload signed document Close [S\gned Document: Signed Progress Report.pdf ]

Research Progress Report Form

1. Research Identification

Scientific Title:
IRB/REC Ref. No

Protocol No.

Anticipated Study End Date

2. Progress Report

Report sequence no

Actual Study Start Date

Planned Sample Size (site)

Form

2022-08-17

321

]

Taiman Chan
Last Login: 2022-09-14 09:26

Logout

Applicant v ._EBE

Coordinating Investigator:

Study Site of this progress report:

Site Principal Investigator of the
above study site(s)

Report Pericd (From) + (to):

[0 Notyet started

No. of Completed

site pil

o824 [F | o 2022:08-10 o]

Figure 6.1.3.1.2 Screen of the uploaded signed file

Page | 100

© 2022 Automated Systems Holdings Limited and/or its affiliates. All right reserved.



Hospital Authority CRER Portal User Manual for Applicant

3. Press Submit button for submission and a dialog of “Are you sure to submit?” will be
prompted as Figure 6.1.3.1.3;

Figure 6.1.3.1.3 Dialog of confirming before submission

4. Press Confirm button in pop-up dialog to confirm the submission for further approval;
5. A dialog of “Submitted successfully.” will be prompted as confirmation as Figure 6.1.3.2.4;

LR LS oo Iy .

Figure 6.1.3.2.4 Dialog after Post Approval Document is submitted

6. The Post Approval Document will change to “Submitted” status and will be shown in the “Sent”
Post Approval List.

You are not allowed to create more than one Progress Report / Final Report for the Study Info or Site
Info at a time.

1. If a Progress Report / Final Report was created for the selected Study Info or Site Info and has
not yet been approved by Central IRB or Secretary, a dialog will be prompted as Figure
6.1.3.2.5;

Existing Progress Report is found

Do you want to redirect to the existing Progress Report?

Figure 6.1.3.2.5 Pop-up dialog of redirecting to the existing report

2. Click Confirm button to direct to the submitted Progress Report / Final Report;
3. Report will be view-only as Figure 6.1.3.2.6 and not allowed to make changes on it;
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Taiman Chan
Last Login:

HA Clinical Research Ethics Review Portal

Home = Progress Report (20220516-012-001) (For Review)

Initial Applications ~
Close Signed Document: Signed Progress Report.docx
New
Dra
= Research Progress Report Form
Sent 1. Research Identification
Retumed Scientific Title: Test
Approved RB/REC Ref. No.. REC-003 Coordinating Investigator site pil
Completed Protocol No.: 2 Study Site of this progress report: ”

Acknowledged
nvestigator of the 312 321

te(s):

Anticipated Study End Date:  2025-05-09

Expired

Archived
2. Progress Report

Report Period (From) + (to). 2027-05-10

Report sequence no.

& Post Approval Documenta

Draft Actual Study Start Date: Mot yet started
Sent
Plannsd Sample Size (site): 327 Mo. of Completec:
Returned !
[ Form Comment Sheet
L L3 —

Figure 6.1.3.2.6 View-only mode of the submitted report

) 712
Applicant v

-08-23 10:47

Logout

View Only

4. You can view the comment in the “Comment Sheet” tab inside the Post Approval Document

if any;

5. If you want to amend the submitted Post Approval Document, you can use “Request for

Return”. Refer to Request for Return of Post Approval Document.
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6.1.3.2 Submit Amendment Application Form
If you want to proceed the submission of Amendment Application Form, please follow the steps below:

1. Press Download amendment form button in the top toolbar to download the Amendment
Form in PDF format for signature as Figure 6.1.3.2.1;

. 385
Applicant « m Logout

Taiman Chan
Last Login: 2022-09-14 09:26

HA Clinical Research Ethics Review Portal

4 Home > PostApproval Document > Application amendment (20220516-010-002) (Draft)

Q Back to study info ubmit Download amendment form Upload signed document

e Amendments and Changes Application Form

N 1. Background information
Test
IRB/REC Ref.

CIRB-2022-020-5

Coordinating gato
taimanchan@testing.com

2. Proposed Amendments (Append new document with track changes)

1. | Study Info/Site Info Site Info
Field Name/Document Name 7.4 No. of subjects 1o be recruited in the site(s) stated in Q.2.3.1 above.
Current condition Amendment
66 100
Proposed by Taiman Chan Will change increase risk to participants? O Yes No

neraasad tha recriitmant
Study Info Site (NLTH) Amendment application
—

= Amendments_and....pdf &

Figure 6.1.3.2.1 Screen of downloading Amendment form in PDF format

2. Press Upload signed document button to upload the signed form from your local computer
as Figure 6.1.3.2.2;

.. . . - 385
HA Clinical Research Ethics Review Portal Taiman Chan Applicant +  m~ Logout
Last Login: 2022-09-14 0926 P
ﬁ Home > PostApproval Document > Application amendment (20220516-010-002) (Draft)
Q Back to study info Download amendment form Upload signed document | [ESilelitsl DchmEnt'[Slgned Amendment Application pdf o ]
@  Amendments and Changes Application Form
. 1. Background information
Test
o
=

2 2025-05-09

2. Proposed Amendments (Append new document with track changes)

Study Info/Site Info

o be recruited in the site(s) stated in ©.2.3.1 above.

Field Name/Document Name

Current condition Amendment

e -

Proposed by Taiman Chan Will change increase risk to participants? [ ves No

Increased the recruitment
Reason for change
Study Info Site (NLTH) Amendment application
. —

Figure 6.1.3.2.2 Screen of uploading Amendment form before pressing Save button
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e You can download the uploaded file by pressing the hyperlink after clicking Save button
as Figure 6.1.3.2.3;

Taiman Chan
Last Login: 2022-09-14 0926

HA Clinical Research Ethics Review Portal

: 385
Applicant = -~

Logout

Home > PostApproval Document > Application amendment (20220516-010-002) (Draft)

Download amendment form Upload signed document Signed Docu me’\t'[ggwec Amendment Application.pdf o I

fr
Q
e Amendments and Changes Application Form

Back to study info

1. Background information

2 20250509

taimanchan@testing.com

2. Proposed Amendments (Append new document with track changes)

.| Study Info/Site Info Site Info
Field Name/Document Name 74 No. of subjects to be recruited in the site(s) stated in 0.2.3.1 above.
Current condition Amendment
P .
Proposed by Taiman Chan Will change increase risk to participants? ImRE] No
Increased the recruitment
Reason for change

Study Info Site (NLTH) Amendment application

Figure 6.1.3.2.3 Hyperlink to download the Signed form after pressing Save button

3. Submit button will be enabled once the sighed Amendment Form has been uploaded;
e Indicator will be shown in the pop-up dialog for incomplete field if applicable

4. Press Submit button for submission and a dialog of “Are you sure to submit the amendment
application form?” will be prompted as Figure 6.1.3.2.4;

Cancel Confirm

Figure 6.1.3.2.4 Dialog of confirming Application Amendment before submission

5. Press Confirm button in pop-up dialog to confirm the submission for further approval;
6. A dialog of “Amendment Application Form has been submitted.” will be prompted as
confirmation as Figure 6.1.3.2.5;

Figure 6.1.3.2.5 Dialog after Application Amendment is submitted
7. The Amendment Form will change to “Submitted” status and will be shown in the “Sent” Post
Approval List.

SL

© 2022 Automated Systems Holdings Limited and/or its affiliates. All right reserved.

Page | 104



Hospital Authority CRER Portal User Manual for Applicant

You are not allowed to create more than one amendment form for the Study Info or Site Info at a time.

1. If an Amendment Form was created for the selected Study Info or Site Info and has not yet
been approved by Central IRB or Secretary, a dialog will be prompted as Figure 6.1.3.2.6;

Existing amendment form found

Do you want 1o redirect to the existing amendment form

Cancel Confirm

Figure 6.1.3.2.6 Pop-up dialog of redirecting to the existing amendment form

2. Click Confirm button to direct to the submitted Application Amendment Form;
3. Study Info, Site Info and the Amendment Application Form will be view-only as Figure 6.1.3.2.7
and not allowed to make changes on it;

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v & Logout

Last Login: 2022-04-17 18:42

Home Post Approval Document 03-002) {Submitted

Instruction Team Member Form
Team Member Form Lpolying IRE / REC Central IRB

PART I: OUTLINE OF APPLICATION

D 2 ® o »

PART IIA STUDY DETAILS

PART 118: STUDY DETAILS FOR
PROSPECTIVE STUDY

=

PART lIi: ETHICAL IMPLICATIONS

PART IV: BUDGET, RESOURCES, INDEMNITY

AND INSURANCE Testing c T
CLINICAL STUDY CATEGORIZATION FORM me H
Teste Testin ] H F -
Document Upload
Coordinating Investigator's Delegation
Edt Email Title Sumame First name Position Cluster iy t
Institution
»
information of Site Pi(s
- ~ Hospital /
Edt Email Title Surname First name Cluster Department
Institution

Site (SCH) Amendment appication Comment Sheet

Figure 6.1.3.2.7 View-only mode of the Application Amendment

4. You can view the comment in the “Comment Sheet” tab inside the Application Amendment
Form if any;

5. If you want to amend the submitted the Application Amendment Form, you can use “Request
for Return”. Refer to Request for Return of Application Amendment.
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6.1.4 Returned Post Approval Document

You may receive a notification in Portal and by email from CCO/ Cluster Admin/ Secretary if Post
Approval Document for Study Info or Site Info is returned as Figure 6.1.4.1.

e Return: <Action Role> returned "<CRER Application No.>" - <Document Name>. Please check
the "Comment Sheet" tab for suggested comments.

HA Clinical Research Ethics Review Portal sitepi 5 Applicant v & Logout

Last Login' 2022-04-18 11:44

A Dashboard Home Notification

ashboar Home

Q search Dashboard X 2
6 rrofile Applications

B initial Applications v ft

& Post Approval Document v

n Useful Information/User Manual

FN Version: v0.932

BN: v0.460 build at 20220329 08:45
Post Approval Documents

Figure 6.1.4.1 Notification for Returned Post Approval Document

The status of the Post Approval Document will change from “Submitted” to “Returned”. Also, the
figures on your Dashboard will be changed when a Post Approval Document is returned as Figure
6.1.4.2.

sitepi 5 Applicant 94 Yoocis
Last Login 2022-04-1811:44 bk AR o
4 Dashboard Home
Q search Dashboard
6 Profile Applications
B Initial Applications v ft e

& Post Approval Document v

a Useful Information/User Manual

FN Version: v0.932

BN: v0.460 build at 20220329 08:45
Post Approval Documents

Figure 6.1.4.2 Changes on Dashboard for Returned Post Approval Document
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Below is summary of Dashboard changes of ClI/Site Pl/Delegate(s) when a Post Approval Document is
returned.

Post Approval

Document Status Dashboard of Cl/Delegate(s) Dashboard of Site PI/Delegate(s)

Submitted Returned (c/d) Returned (c/d)

Post Approval
Document of Study Returned (c+1/d+1) Returned (c/d)
Base Returned

Post Approval
Document of Site Returned (c/d) Returned (c+1/d+1)
Base Returned

You can access the returned Post Approval Document by the following methods to check the comment,
amend and re-submit the application:

1. Click the notification for returned Post Approval Document directly as Figure 6.1.4.1; or

2. Click the No. in Returned box of Post Approval Documents on Dashboard as Figure 6.1.4.2; or
3. Go to the “Returned” Post Approval List and click the Document Type of the specific Post
Approval Document as Figure 6.1.4.3.

Concerned Cl/Site Pl/Delegate(s) can edit the returned Post Approval Document after directing to the
form page.

10

HA Clinical Research Ethics Review Portal Taiman Chan o Applicant v " Logou

Last Login® 2022-04-17 18:

A Dashboard Home Post Approval Docyment

Q, Ssearch Post Approval List

/S ok

Submission No Scientific Title Document Type Status Last Modified Date | Expiry Date

Figure 6.1.4.3 Returned Post Approval Document in “Returned” Post Approval List
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Comment from CCO/Secretary can be seen in “Comment tab” of Post Approval Document. You can
click View button, which will be enabled if there is an attachment uploaded by CCO/Secretary, to
download the attachment in the pop-up dialog.

Taiman Chan
Last Login: 2022-09-1913:49

HA Clinical Research Ethics Review Portal

. 506
Applicant « m Logout

» Home > PostApproval Document > Application amendment (20220728-003-002) (Returned)

Q Back to study info

(2 Comment History

Date From To Comment Attachment

©  20220020163104 cco Applicant (CI) Return for modification

2022-09-20 16:30:03 Applicant (CI) cco Re-submit Application Amendment form -
2022-07-29 11:18:40 cco Applicant (CI) Requested for Return

Studyinfo | Site (NLTH) Site (HHH) Amendment application

Figure 6.1.4.4 Comment tab of Post Approval Document

If the returned Post Approval Document has not yet been re-submitted, the number of the boxes
“Expire = 30 days” and “Expire < 30 days” will be updated accordingly based on the expiry date of
returned Post Approval Document as Figure 6.1.4.2.

You will also receive notifications as following for returned Post Approval Document form that is not
yet re-submitted:

1. Reminder of re-submitting the returned Post Approval Document — 90 / 30 days before expiry
date
2. Notification of Post Approval Document is overdue

When the Returned Post Approval Document is overdue, the Post Approval Document will change to
“Expired” status and can be seen in the “Expired” Post Approval List.
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6.1.5 Re-submit / Withdraw Returned Post Approval Document

Regarding the returned Post Approval Document, you can review the comments from CCO/Cluster
Admin or Secretary in the Comment Sheet tab as Figure 6.1.4.4, re-submit it after modification or
withdraw it if applicable.

6.1.5.1 Re-submit / Withdraw Returned Post Approval Document (except Amendment Application)

To re-submit Post Approval Document, except Amendment Application, please follow the below steps:

HwnNeR

5.

Amend all necessary content in the Form tab;

Press Print button to download the amended form for signature;

Upload the signed document by pressing Upload signed document button;

Click Re-Submit button after the signed document is uploaded;

“Are you sure to re-submit the application amendment?” dialog will be prompted for you to

leave your message if any as Figure 6.1.5.1.1;

6.
7.

Cancel Confirm

Figure 6.1.5.1.1 Pop-up dialog before re-submission

Press Confirm button to confirm the re-submission;
“Submitted successfully.” message will be popped up for confirmation.

(W]

Figure 6.1.5.1.2 Pop-up dialog after re-submission

The “Return and Re-submit” process may happen more than once until CCO/Secretary confirms the
Post Approval Document.

© 2022 Automated Systems Holdings Limited and/or its affiliates. All right reserved.
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To withdraw the returned Post Approval Document, you can follow the below steps:
1. Click Withdraw button in the Post Approval Document;

Lucky Lee

HA Clinical Research Ethics Review Portal
Last Login: 2022-07-08 15:22

. 793
Applicant = m Logout

Home = Progress Report (20220516-005-003) (Returned)
# Dashboard

Q, Search Upload signed document Withdraw Close  Signed Document: Progressitxt Q)

@ Pprofile

Research Progress Report Form

Initial Applications v 1. Research Identification
Scientific Title: Test
Post Approval Document A
o RE/REC Ref. No.: irb flow’ ~~
Draft S
Protocol No.: 2 i
666
Sent
Returned Anticipated Study End Date:  2025-05-09 e
Approved
2. Progress Report
Completed
Acknowledged Report sequence no. 1 Report Period (From) + (to): 20220516 [B | to | 20220516  [3)
Expired
Archived Actual Study Start Date: Date Not yet started
o Planned Sample Size (site): 66 No. of Completed

666
Useful Information/User Manual
No. of Recruited*

FN Version: v0.975
BN Version: v0.520

Any withdrawal?: ® ves (O No No. of Withdrawn after recruited™: | 21
hdrawal reasons 1
*Please submit Protocol Amendment Application if the ni

Form Comment Sheet

Figure 6.1.5.1.3 Screen of Withdraw button in Post Approval Document

2. Adialog of “Are you sure to withdraw?” will be prompted for you to provide the withdrawn
reason as Figure 6.1.5.1.4;

Are you sure to withdraw?

Figure 6.1.5.1.4 Pop-up dialog of Reason Statement when withdrawing Post Approval Document

3. Press Confirm button to proceed and a dialog of “Application is Withdrawn” will be
prompted for confirmation.
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Withdraw successfully

Figure 6.1.5.1.5 Pop-up dialog of “Withdraw successfully.”

4. The Post Approval Document will be in “Withdrawn” status and can be found in “Archived”
Post Approval List.
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6.1.5.2 Re-submit / Withdraw Returned Amendment Application Form

To re-submit Application Amendment, please follow the below steps:

1. Amend all necessary content in the Study Info or Site Info tab;

2. Click Compare change button in the related Study Info or Site Info tab;

3. Adialog will be prompted as a confirmation of regenerating the Amendment Application form
as Figure 6.1.5.2.1;

Figure 6.1.5.2.1 Dialog of regenerating the Amendment Application Form

4. The fields, such as Reason for Change, Proposed person, the option of whether the changes
will increase risk to participants and Actual Study Start Date, in original Amendment Application
Forms will be cleared and need to input again in the new Amendment Application Form;

5. Press Confirm button to direct to the new Amendments and Changes Application Form for
re-submission;

6. After inputting the value of Actual Study Start Date, Reason for Change, Proposed person and
select the option of whether the changes will increase risk to participants, you can download the
Amendment Form for signature;

7. Press Download amendment form button to download the Amendment Form for signature;
8. Upload the signed document by pressing Upload signed document button;

9. Click Re-Submit button after the signed document is uploaded;

10. “Are you sure to re-submit the application amendment?” dialog will be prompted for you to
leave your message if any as Figure 6.1.5.2.2;
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Cancel Confirm

Figure 6.1.5.2.2 Pop-up dialog before re-submission

11. Press Confirm button to confirm the re-submission;
12. “Application amendment has been re-submitted” message will be popped up for confirmation.

Figure 6.1.5.2.3 Pop-up dialog after re-submission

The “Return and Re-submit” process may happen more than once until CCO/Secretary confirms the
Application Amendment.
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To withdraw the returned Application Amendment, you can follow the below steps:

1. Click Withdraw button in the Application Amendment as Figure 6.1.5.2.4;

e ; : i i 91
HA Clinical Research Ethics Review Portal sitepi 5 Applicant v Logout
Last Login: 2022-04-18 11:44 _—
fy Home > Postaporoval Docyment > Application amendment (20220223-001-005) (Retured
«
O Tearn Mermber Form Teamn Member Form

.,  Personal Particulars
Site Principal Investigator's Delegation
PART I: OUTLINE OF APPLICATION

H ital /
o PART IIA: STUDY DETAILS Edit Email Title Surname First name Cluster s Depar
Institution
PART II8: STUDY DETAILS FOR
PROSPECTIVE STUDY A
PART lli: ETHICAL IMPLICATIONS
PART IV: BUDGET, RESOURCES, INDEMNITY »

AND INSURANCE

e LA PERSONAL PARTICULARS OF PRINCIPAL INVESTIGATOR AND CO-INVESTIGATOR

Declaration And Endorsement
Principal Investigator (Applicant)

2 Position of the Principal Investigator (Pl)

21 HA Staff (Including HA Honorary staff)

Study Info te (DKCH Site (NLTH) Site (FYKH) Amendment application Comment Sheet
—_—

Figure 6.1.5.2.4 Screen of Withdraw button in Application amendment

2. Adialog of “Are you sure to withdraw the application?” will be prompted for you to provide
the withdrawn reason as Figure 6.1.5.2.5;

Are you sure to withdraw the application?

Cancel Confirm

Figure 6.1.5.2.5 Pop-up dialog of Reason Statement when withdrawing the Amendment Form

3. Press Confirm button to proceed and a dialog of “Application is Withdrawn” will be
prompted for confirmation.
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Figure 6.1.5.2.6 Pop-up dialog of “Application is Withdrawn.”

4. The Amendment Application will be in “Withdrawn” status and can be found in “Archived”
Post Approval List.
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6.1.6 Confirmed Post Approval Document

The submitted Post Approval Document will be reviewed by CCO/Cluster Admin or Secretary based
on the workflow of the Initial Application. They will confirm the Post Approval Document when the
information and documents are ready.

Once the Post Approval Document is confirmed, you will receive a notification in Portal and by email:

e Confirmation: Your application "<CRER Application No.>" - <Document Name> is confirmed
and will be arranged for review.

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v m°

Last Logint 2022-04-17 18142

> - Notification ark All Read
Dashboard Home

-
Q_ search Dashboard From: Taiman Chan 2022-02-14 000843
© Profile Applications
B initial Applications v sturne: From: Taiman Chan

€ Post Approval Document A o
From: Taiman Chan 2022-02-13 23030

Post Approval Documents

B Useful Information/User Manual

Figure 6.1.6.1 Notification of Confirmed Post Approval Document
To view the confirmed Post Approval Document, you can:

1. Click the notification message directly to the Post Approval Document as Figure 6.1.6.1; or

2. Visit the “Sent” Post Approval List. The confirmed Post Approval Document will be in
“Confirmed” status;

3. Click Document Type to access to the Post Approval Document as Figure 6.1.6.2.

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v " Logout

Last Login 2022-04-17 18142

ﬁ Dashboard

Q, search Post Approval List
6 Pprofile Hide/Show Columns
B
Initial Applications v Filt Page Size. 10~

€ Post Approval Document A

Submission No. Scientific Title Document Type Status Last Modified Date |5 Expiry Date

Figure 6.1.6.2 Confirmed Status of Post Approval Document
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6.1.7 For Review Post Approval Document

After a Post Approval Document is confirmed, Central IRB / Secretary can arrange review meeting for
the Post Approval Document:

e Once the review meeting is arranged for the confirmed Post Approval Document, its status
will change from “Confirmed” to “For Review”. You can find it in Sent Post Approval List as
Figure 6.1.7.1

- B = § 363
HA Clinical Research Ethics Review Portal TEImER G R Applicant v m" Logout
Last Login: 2022-09-2310:44
A Dashboard Home > PostApprovalDocument > Sent
Q_ search Post Approval List
ﬁ Initial Applications v Filter keyword 'Vj -
& Post Approval Document A
Submission No. Scientific Title Document Type Status Last Modified Date | Action
Draft
Sent |:] 20220516-012-001 Test Progress Repart (CUHK) For Review 2022-09-27 142416
Retumed O 20220516-010-001 Test Amendment Form (Study Info) For Review 2022-08-31 15:42:14
Approved
D 20220516-011-010 Test Amendment Form (Study Info) Re-Submitted 2022-07-18 16:10:55 :
Completed
Acknowledged |:] 20220516-011-006 Case2 Miscellaneous Report (Study Infg) Submitted 2022-07-18 16:08:07
Expired D 20220516-011-014 Case5 SUSAR Report (Study Infa) Submitted 2022-06-29 12:33:35
Archived
() 20220516-011-013 Demo SUSAR Report (Study Infa) Submitted 2022-06-29 10:16:35
Al
|:] 20220516-011-012 Cased SUSAR Report (Study Info) Submitted 2022-06-29 10:14:29
Useful Information/User Manual
D 20220516-012-002 Test SUSAR Report (Study Info} Confirmed 2022-06-28 17:24:42
FN Version: v1.011
20220516-011-003 emo for test port (Study Info) Submitte 2022-06-22 735
BN Version: v0.530 |:] 0220516-011-00: Demo for ng Final Report (Study Info) Submitted 2 06-22 15:47-3!
D 20220516-011-004 Demo Protecol Deviation Repart (NLTH) Submitted 2022-06-16 16:47:37
Showing 1 to 10 of 11 entries 1 2 >

Figure 6.1.7.1 For Review Post Approval Documents in “Sent” Post Approval List
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6.1.8 Approved/Acknowledged/Disapproved Post Approval Document

You will receive the corresponding notification in Portal and by email once the “For Review” Post
Approval Document is approved, acknowledged or disapproved by Central IRB or Secretary as Figure
6.1.8.1.

e Post Approval Document approved: Approval: "<CRER Application No.>" - <Document Name>
is approved.

e Post Approval Document acknowledged: Acknowledgement: "<CRER Application No.>" -
<Document Name> is acknowledged.

e Post Approval Document disapproved: Disapproval: "<CRER Application No.>" - <Document
Name> is disapproved.

HA Clinical Research Ethics Review Portal i'ze pis Applicant v & Logout

ogin: 2022-04-1811:44
Notification

& Dashboard Home

-
Q search Dashboard r,i
O rrofile Applications K Makpes
B nitial Applications

Post Approval Documents

&€ Post Approval Documents

Figure 6.1.8.1 Notification of Approved Post Approval Document

Status of the Post Approval Document will change to “Approved”, “Acknowledged” or “Disapproved”
based on the decision consolidated by Central IRB/Secretary.

To view an Approved/Acknowledged/Disapproved Post Approval Document:

1. Click the notification for Approved/Acknowledged/Disapproved Post Approval Document
directly as Figure 6.1.8.1; or

2. Go to “Approved” Post Approval List to view the Post Approval Document in “Approved”
status as Figure 6.1.8.2; or

3. Go to “Acknowledged” Post Approval List to view the Post Approval Document in
“Acknowledged” status; or

4. Goto “Archived” Post Approval List to view Post Approval Document in “Disapproved” status;
5. Click the Document Type of the Post Approval Document to view the details.
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sitepi 5 Applicant v .95 Logout

Last Login' 2022-04-18 11:44

& Dashboard Home > PostApproval Docume: Ap
Q search Post Approval List
B Initial Applications v = siisie [0~
& Post Approval Document A
Submission No. Scientific Title Last Modified Date | Expiry Date
Figure 6.1.8.2 Approved Post Approval Document in “Approved” Post Approval List
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6.2 Change of Post Approval Document
6.2.1 Request for Return of Post Approval Document

You are allowed to make a request to CCO/Secretary for returning a Post Approval Document. You can
modify the returned Post Approval Document and then re-submit it to CCO/Secretary.

Post Approval Document with the following statuses could be requested for a return:

e Submitted
e Re-submitted

However, once the Post Approval Document is distributed to Cluster Admin or verified by Cluster
Admin although its status is still show “Submitted” or “Re-submitted”, you may not be able to
“Request for Return” the distributed or verified Post Approval Document. The Request for Return
button will not be shown in this case.

To make a request for returning a Post Approval Document, you can make follow the steps:

1. Press Request for Return button in Action Menu of “Sent” Post Approval List as Figure 6.2.1.1;

HA Clinical Research Ethics Review Portal T O eirae APPICaNt ~ & Logou
ﬁ Dashboard Home Post Aoproval Document et
Q, search Post Approval List

B Initial Applications A
sission No. Scientific Title Status Last Modified Date | Expiry Date Action

Figure 6.2.1.1 Screen of “Request for Return” button in “Sent” Post Approval List

2. A popup dialog “Are you sure to request for return?” will be prompted for you to state the
request reason as Figure 6.2.1.2;

Are you sure to request for return?

Cancel Confirm

Figure 6.2.1.2 Pop-up dialog to confirm Request for Return

Page | 120
© 2022 Automated Systems Holdings Limited and/or its affiliates. All right reserved.



Hospital Authority CRER Portal User Manual for Applicant

3. Press Confirm button to proceed the request;
4. A dialog of “Request for return has been sent.” will be prompted as Figure 6.2.1.3;

Figure 6.2.1.3 Pop-up dialog after “Request for Return”

5. The status of the Post Approval Document will change to “Requested for Return” in “Sent”
Post Approval List as Figure 6.2.1.4.

HA Clinical Research Ethics Review Portal Taiman Chan Applicant v " Logout
Last Login' 2022-04-17 1842 —_—
ﬁ Dashboard Home Post Approval Docyment
Q, search Post Approval List
Initial Applications v

€ Post Approval Document A

Submission No Scientific Title Expiry Date

Figure 6.2.1.4 “Requested for Return” Status of the Application Amendment

CCO/Secretary can make two decisions on the “Request for Return”

e Confirm Request for Return
e Reject Request for Return

If the decision is “Confirm Request for Return”, the Post Approval Document will be in “Returned”
status and will be shown in “Returned” Post Approval List. Refer to Returned Application Amendment

If the decision is “Reject Request for Return”, the Post Approval Document will be back to “Submitted”
or “Re-submitted” status in “Sent” Post Approval List.
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7. Completion of Initial Application

After the Final Report under an Initial Application being Approved/Acknowledge, status of the Initial
Application will change from “Approved” to “Completed”, you can find “Completed” Initial Application
in “Completed” folder as Figure 7.1.

- - - 3 363
HA Clinical Research Ethics Review Portal Tl EiEm Applicant +  x" Logout
Lest Login: 202208231044
A Dashboard Home > Initial Applications > Completed
Q, Search Application List
e Profile Hide/Show Columns Collapse All Expand All
Initial Applications ~ Filter keywaord 0 -
New
CRER Application IRB/REC Reference L e Coordinating
Draft Pending o No. Submission No. Scientific Title INesigaton 1) Status
Sent Aen =) ™ E16 019 n
+ O - NTEC-2022-062 NTEC-003 20220516-012-000 Test Lucky Lee Completed
Returned
|:] = IRB-2022-189 IRB-0609 20220609-002-000 UAT Briefing Taiman Chan Completed
Approved
»
Completed
Acknowledged Showing 1 to 2 of 2 entries 1
Expired
Archived
Al
& Post Approval Document
Useful Information/User Manual
FN Version: v1.011
BN Version: v0.530
C 4

Figure 7.1 Completed Initial Application in “Completed” Folder
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