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1. Introduction

Welcome to the Hospitahuthority dinical Research&hics Review Portal (Portal)User Manual. This
user manual is designed to provide guidarioe Applicant touse the newPortal. In the coming
sections we will go through the stagefunctions of the portal.

If you have any enquiries, you can pr&€smtacs button to get thecontact info of CREIRB Office or
PresdqClick here}to the User Manual and Quick User Guide.

Login

LN

NEWS CONTACTS

[ User Manual and Quick User Guide | [Click he

17:30, except Public Holida;

or 1280 x 1024 Enquiries (Mon - Fri, 09:00-1

Figure 1.1 Action button for Contact Info and User Manual a@dick User Guide

Contacts
CCO / Central IRB:
Tel: 2300 6431 / 2300 7054 Email: hacco@ha.org.hk

Central IRB — Paed Panel:

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

HKU/HA HKW IRE:

Tel: 2255 4086 / 2255 3923 / 2255 6788 Email: hkwirb@ha.org.hk

The Joint CUHK-NTEC CREC:

Tel: 3505 3935/ 3505 4275/ 2144 5926 Email: crec@cuhkedu.hk
CREC/IRE Office Contact Email
HKEC 25595 6451 / 2595 5561
KCC / KEC 3506 8152 / 3506 8642
KWGC 2990 1047 / 2990 3698 / 29501017
NTWC 3767 7866

For General (HA Head Office)

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

Figure 12 Popup dialogfor Contact Info

) Page |4
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You can view the latest News from Head Office in the-pogcreen after pressing tHdewsbutton

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 Apri
Review Board (Central IRB) for review:

2021, the applicant could choose te submit the following multi-cluster applications to Central Institutiona

- 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

Figurel.4 Pop up dialogfor News

O 2022AutomatedSystems Holdings Limited and/or its affiliates. All right reserved
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2. System Prerequisite

This Portal is accessible with Interng€bu carusePortal with browsersoogle Chromer Firefoxin
Windows OS/Mac O®ptimized Screen resolutiaa1920 x 1080 or 1280 x 1024

Please typehe URL Ittps://hacrerportal.ha.org.hkin address bar to go toogin Pagef the portal.

Broadcast message, such as server maintenance message will be shown in the topagfithieage
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 tife Portal
Page |6
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3. Preparation Stage
3.1 Sign Up User Account for Applicant

Applicantusersare required to register an applicaatcounton the new Portal before they can access
to the system to submit an application for a clinicadearch ethics review.

3.1.1 New Applicant with an authorized email account
Email addresssconfigurable by HO administratas followingare the authorized email accounts.

- @ha.org.hk

- @hku.hk

- @hkucc.hku.hk

- @pathologyhku.hk
- @cuhk.edu.hk

- @connect.hku.hk
- @clo.culk.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 accouteapefollow the below steps t@reate a newuser
accounton the portal

1. ClickSign Upbutton in the Login Pge, 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

e Jnt

©
Applicant -
[[] Remember User And Role Forgot Password
=3
User Manual and Quick User Guide | [Click hers
% ndows 0S/Maz 05
020 or 1250 ¢ 1074 Enquiries  (Mcn - Fri, 09:00 - 17:30, except Puklic Holiday)

Figure 3.1.1.1 Login Page

E Page |7
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2. A SigAUp Formas Figure 3.1.1.%ill be popped up to type authorized email account with
domainmentioned above

Sign Up

©
L

Figure 3.1.12 SignUp Form for an authorized email account

Fill in User Information, such as Title, Name and Comaotber,
Select Hospital/Institution frondropdown meng
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. PressSubmitbutton for sign up
7. You will receive maccount activation emads Figure 3.1.1.&fter registration Please follow

the instructions for next step.

hw

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 youdo not havean authorized email accouiftefer to Section3.1.1for authorized email domain)
you can still create aser account on the portals below steps.

1. ClickSign Upbutton on theLogin Pages 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
Login

in
m CONTACTS

User Manual and Quick User Guide | [Click here
Supported Browsers - Chrome or Firefox in Windows 0S/Mac 08

m
Optimized Sereen resolution - 1920 x 1080 or 1280 % 1024 Enquiries  (Mon - Fri, 09:00 - 17:30, except Pulic Holiday)

Figure 3.12.1 Login Page

2. A SigaUp Formas Figure 3.1.2.@ill pop upfor youto type nonSystem authorized email
account without domaimmentioned inSection 3.1.1
Fill in User Information, such as Title, Name and Comantber;
Select Hospital/Institution from dropdown menu, or fillitosptal/Institution in text box;
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. Provide detailsn Justificationwhich will be sent to CCO for review
7. PressSSubmito dzii i 2y F2NJ;/ / hQa | LILINB O f

hw

SAUTONATED A Page |9
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Sign Up

demo@testing.com

&
&

Figure 3.1.2.2 Sighlp Form for unauthorized email account

8. Once CCO approves the request for account registratymu will receivean account
activation emaibs Figure 3.1.2.3. Pleafdlow 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 3.12.3 Example of Account Activation Email

4 Page |10
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3.2 Resend Account Activation

If you do notactivateyour registerecemail within 30 days, thactivationlink will be expired. Account
reactivation email needs to beequestedby clickingResend Account Activatiobutton in the Login
Pageas 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
2
User Manual and Quick User Guide | [Click here]
Supported Browsers - Chrome or Firefox in Windows 0S/Mac 0S

Optimized Screen resclution - 1620 x 1080 or 1280 x 1024 Enquiries  (Mon - Fri, 09:00 - 17:30, except Putlic Holiday)

Figure 3.2.1 Action button foAccountReativation

1. Type your registered email &gure 3.2.2
2. PressSendbutton for requestingeactivationlink;

Resend Account Activation?

Fleazs

L=

or contact support

m
1

Page |11
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3. Activationlink will be sent to your registeredmail as Figure 3.2.

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.]

Figure3.2.3 Example ofAccountReativation Email

SAUTONIATED R Page |12
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3.3 Login

Once your account registrationastivated you can login to the portal as the following steps:

1. TypeBEmail Address you registerednd Passworg

2. Selectt ! LILI Rolefroyhdrépdown meny

3. Tick the checkbox if remembering User and Role is needed
4. Presd.oginbutton to proceed.

Login

Don't have an accou Resend A A
jemo@ha.org.hk
........ o
Applicant -

[(] rRemember User And Role Forgot Password

CONTACTS

Figure 3.3.1 Login Page

Timeout Session of CRER Portal is 12 hours sincedofis 8 8 A 2y 9 ELIA NBRé Y

the session is timeout.

Figure 3.3.2 Popup message for session expired

Only 1session is allowa peruser.If multiple logins are detectedyiYour account has been loggéed

in another locatiog will be prompted.

Session expired

Figure 3.3.3 Popup message for multigled Sldgk Q
ASL

O 2022AutomatedSystems Holdings Limited and/or its affiliates. All right reserved
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Youare advised to make sure your email addrgesssword and user rolesre matchedwhen login.

You account will be locked after filed logins with incorrectpassword or user roleA popup

message as Figure 3.3.4 will be prompted. You can then contatt RFA Yy F 2 NJ Foi§dt LI 2 NJ d.
Password (12 NX &Sl ifgod akd forgbtiriysLe pdFswarefer toForgot Password

Error from server

Figure 3.3.4 Popup message after 5 failed logins

E Page |14
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3.4 Forgot Password

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

1. ClickForgot Passwordbutton in thelLogin Pages 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

=3
User Manual and Quick User Guide | [Click here]
Supported Browsers - Chrome or Firsfox in Windows 0S/Mac 08
Optimized Screen resclution - 1920 x 1080 or 1280 x 1024 Enquiries  (Men - Fri, 09:00 - 17:30, except Putlic Holiday)

Figure 3.4.1 Action button foPasswordReset

2. A pop-up dialog for requesting password reset \aiipearas Figure 3.4.2;

Forgot Password?

Already have login and passweord? Sign

Figure 3.42 Popup dialog for Password Reset

3. Type your registered email the text box
4. PresReset Passworfutton to proceed;

) Page |15
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5. Reset Password Link will be sent to your registenadilas Figure 3.3.

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 3.43 Example of Reset Password Email

4 Page |16
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4.L y G NP RdzO G A SiandngPage LILX A OF y G Q
4.1 Landing Page Layout of Applicant

144
| Logout

l Logout l
Notification

HA Clinical Research Ethics Review Portal Applicant +

#& Dashboard Home

Q, Search Dashboard Current Role
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 Expire in > 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 functiaesessed bypplicant including Dashboard,
Search, User Profilénitial Application List, Post Approval Document Listldseful Information/
User ManuaBectionby clicking on the menu items.

TheE icon isdesignedo minimize the menu bar and enlarge the function display area.

2. Login Use& Last Login Datetime & Current Role

After user login, thelzd Snside3(First name + Last nameast Login Datetimand Current Rolvill
be displayedUser is allowed to switch to other assigned roiéany,by selecting frondropdownlist.

3. Notification

After clickingthe Notification Bellbutton, notification messagewill be displayedNotification with
blue lineon theleft means unread messagéhe retention period of notification will be 90 days

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

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

ClickMark All As Readbutton will mark all the notifications readlhe number of unread messages
will be reset.

4. Logout

After clicking_ogoutbutton, youwill logout from the current user account and direct kmgin Page

ASL Page |17
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4.2 Dashboard

Dashboard is designed to display the numbetratial Applicatiors or Post Approval Documesitin
Draft or Returned statusYoucan dick the number to direct to theist of Initial ApplicatioiPost
Approval Documenih Draft/Returned status

HA Clinical Research Ethics Review Portal - rona | Applicant = | & Logous

# Dashboard oETE

Q, Search Dashboard Current

Role

e Profile Applications
Initial Applications v
& Post Approval Document

Useful Information/User Manual

FN Version: v0.936

BN: v0.468 build at 20220426 14:45
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. ofdraft Initial Applicationor Post ApprovalDocumentrequired further action
by Applicant
b: No. ofdraft Initial Application orPost ApprovalDocument related & Applicant

Returned | Initial Applications/Post Approval Document®turned from CCO/Cluster Admif
(a/b) Secretary.

a: No. ofreturned Initial Aplications oPost ApprovalDocumentsrequired further
action by Applicant

b: No. of returnedinitial Applications orPost ApprovalDocumentsrelated to
Applicant

Expire in < | Less than 30 days before the expiry date set by CCO/Cluster Admin/Secretary
30 days (a) | returned Initial Aplication or Post Approval Document

9 E LJA NJ More than 30 days before the expiry date set by CCO/Cluster Admin/Secretg
30 days (a) | the returned Initial Application or Post Approval Document

ASL Page |18
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4.3 Search Page

You carsearchinitial Applicationor each type ofost ApprovalDocument In searchpage you can
selectthe criteriafrom the dropdown menu oinput keywordsin the field ofbasic or advanced search
criteria asFigure 4.3.1You can presResetbutton to clear all inputted vales.

Taiman Chan
Last Login: 2022-04-27 10:14

144
Applicant « - Logout

HA Clinical Research Ethics Review Portal

# Dashboard Home £arc

Q% o =
& Profile — Search

nitial Applications ~ e

& Post Approval Document v

Useful Information/User Manual

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

Search Results

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

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

Pending
No. No. Investigator (C)

Figure 4.3.1Application Searh

Resultwill be shown inbelow result tableas Figure 4.3.Zased on the inputted values in search
criteriaafter pressingsearchoutton. Export to XL®utton will be enabled fouser to export the result
dataof Initial Applicatiorin excel file.

in o : 3i 712
HA Clinical Research Ethics Review Portal " Applicant v m  Logout
Last Login: 2022-08-23 10:47 —_—
4 Dashboard Home > Search
B Pprofile — Search Criteria
Initial Applications A
Mew - NTEC-2022-065
Draft N
Sent
Retumned =+ Advanced Search
Approved Search Results
Completed
. Hide/Show Colurnns Collapse All Expand All o - o o
Acknowledged Fier key ord [0 -
pire o 5
Pending CRER Application IRB/REC Reference Submission No. e Coordinat
Archive: No. No. Investigato
. ¥ D @ NTEC-2022-065 - 20220516-015-000 Test site pi

#8 HA REC Standard...xlsx

0 2022AutomatedSystems Holdings Limited and/or its affiliates. All right reserved
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4.3.1 Initial ApplicatiorBearch

To adjustthe column displayfor Initial Application you can pessHide/Show Columndutton to
select/unselect checkboxes for columns shown inlthgal Applicatiorresult table.

1 t NB#a odzi i 2 yallRadt ApplodalDbdurdentsder the specifitnitial Application
If there is no Post Approval Document under the In&ipplical A 2+§ X 0 duwiilllbdjsabled

 t NB&a o6ddzii Gollapse @llPost Approval Documentand display the specifitnitial
Applicationonly.

1 PresLollapse Albutton to display thelnitial Application list only and hide thBost Approval
Documentlist if any

1 PressExpand Albutton to display thePost Approval Documetist under the corresponding
Initial Application if any

Also, inInitial Applicationresult table a checkbox will be shown on the left for downloading Initial
Applicatims. Only one checkbox can be selected at a time.

You can follow the below steps to downlohmtial Applications

1. Sedectdnitial Applicatiod in Document Type and input search criteria if any;
(The disabledownloadbutton will then change to disabledownload Applicationbutton.)
2. Click Searchbutton, slect checkbox for the specific Initial Applicatiomhe Download
Applicationbutton will be enabled accordingly;
(If the Initial Application is in Draft status, the checkbox will be disabled anallowt user to
download the corresponding document.)
Press thebownloadApplicationbutton to download the selected document
4. Azipfile named <Submission No.> <Scientific Title> which includes all relevant documents will
be downloaded if a specific Initipplication is selecteds Figure 8.1.1.
a. If the selected Initial Application is in Approved status)lyoapproved or
acknowledged Post Approval Documents will be included in zip file.

w

HA Clinical Research Ethics Review Portal ET;ﬂig‘mznms Applicant v m Logout
A Dashboard Home > Search
a =
6 Profile — Search Criteria

Initial Applications v Basic Search
& 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 Application IRB/REC Reference Coordinating
R - ubmission No. le

Pending Investigator (CI)

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

Document Type: Status Last Modification Date Expiry Date Action

Amendment Form (CUHK) withdrawn

SUSAR Report (Study Infg Withdrawn

B 20220516-016-000...zip ~
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4.3.2 Post ApprovadDocument Search

To adjustcolumn displayor Post ApprovaDocument you can pessHide/Show Columndutton to
select/unselect checkboxes for columns shown inRlost ApprovaDocument result table

1 PressScientific Titlein the result tablgo viewrelevantPost Approval Docume(s) under the
same Initial Applicatioim right context menuas Figure 4.2.1;
9 Press the hyperlink oEcientific Titlein the right context menu to download the Initial

Application in PDF format;

1 Presghe hyper link oDocument Typén the right context menu to download the uploaded
signed docment of specifi®®ost Approval Document

1 Pressé<¢  2ih the context menuto expand orcollapsethe details of relevant Post
Approval Documentas Figure 8.2.2

o t NJBX a riéimizethe right context menu bar.

HA Clinical Research Ethics Review Portal

& Dashboard

Q, Search

@ rrofile

Initial Applications A
New
Draft
Sent
Returned
Approved
Completed
Acknowledged
Expired
Archived
A

&> Post Approval Document v

Useful Information/User Manual

FN Version: v0.978

BN Version: v0.520

Home = Search

£D &3

— Search Criteria

Search Results

Hide/Show Columns

Submission No.

O 000D

20220627-001-007
O 20220609-003-005
O 20220530-003-002

D 20220620-004-002

20220609-001-007

20220516-005-003

20220530-003-003

20220630-004-007

Scientific Title

I nitial Applica

2022062

REPORT PDF

OAOAOA
QAQAQA

Lucky Lee
Last Login: 2022-07-1217:22

Progress Report (NLTH)

Progress Report (NLTH)

Progress Report (NLTH)

Applicant ~ :0:

Logout

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:
Local SAE Report (NLTH)
tion Report (NLTH)

Study Info)

Miscellaneous Report (Study Info)

Amendment Form (Study Infa)

Figure 43.2.1 RightContext Menu of specific Post Approval Document

Page |21

0 2022AutomatedSystems Holdings Limited and/or its affiliates. All right reserved



Hospital Authority CRER Portal User Manual for Applicant

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‘%Mm—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 43.2.2 Details of Relevant Post Approval Documents

Also, inPost ApprovaDocument result tablea checkbox will be shown on the left for downloading
Post Approval Document®nly one checkbox can be selected at a time.

You can follow the below steps to downloBdst Approval Documents

1. Selectspecifc 0Post Approval Documeit A Yy 5 2 O dzY Bigliiseatck dritSria if shR
(The disabledDownload button will then change to disable®ownload Post Approval
Documentbutton.)

2. ClickSearchbutton, select checkbox for the speciRost Approval DocumenTheDownload
Post Approval Documenriutton will be enabled accordingly;
(If the Post Approval Document is in Draft stating checkbox will be disabled and not allow
user to download the corresponding document.)

3. Presthe DownloadPost Approval Documeriutton to dowrload the selectd document

4. A zip file named <Submission No.> which includes all relevant documents will be downloaded
if a specific Post Approval Bament is selected as Figure3£.3.
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- - . . " : o
HA Clinical Research Ethics Review Portal T @ Applicant ~ . Logout
Last Login: 2022-08-30 16:11 —_—
A Dashboard Home = Search
Q Search [ Download Post Approval Document ]
e Profile — Search Criteria
Initial Applications v

&> Post Approval Documenta
Draft Scientfic Tile
Sent
+ Adva

Returned
Approved Search Results
Completed

Hide/Show Columns Eiftar kevwiord
Acknowledged ter keyword
e Submission No. Scientific Tie Document Type Status Last Modified Date
Archived
" 20220516-013-001 Test Progress Report (CUHK) Draft 2022-08-24 10:31:50
Al

20220516-014-002 Test Progress Report (CUHK]) Draft 2022-06-27 16:17:04

Useful Information/User Manu

2022-06-01 10:53:31

T 20220516-012-00 Test eport (CUHK) For

B 20220516-012-001.zip

Figure 43.2.3Download 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
| x

f AO] Gt NRTAESE Ay €STO Y&FidoredtldlN) (2 RANBOG G2 | a

Please follow the steps to update your personal information:

1. Updateyour personal information;

2. ClickUpdatebutton to update your user profile.

3. If you want to clear alfiraft amendment and remain unchanged as last update, you can click
Resetbutton.

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

1. Enter theOld Password;
2. Enter the New Password ar@bnfirm Passwor{iThe New Password cannot be same as the
Old Password)
3. al 1S ada2NB e2dz KIS SyHSHBRI GRS 2ANRYS | WIRA & ¢ 2 NK J
4. PresdJpdatebutton and you can use new password for next login.

Taiman Chan
Last Login: 2022-04-27 1014

144
Applicant ~ I Logout

HA Clinical Research Ethics Review Portal

# Dashboard Home
Q_ Ssearch User Profile
 profile

Initial Applications

&€ Post Approval Document v

[ Useful Information/User Manual

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

Change Password
©
©
©

Password Policy:

Figure 4.4.1 User Profile Page
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4.5 ApplicatioPost Approval.ist in DifferenStatus

If you want toview documentin differentstatus, you can click the Status Folder to direct to the list of
Initial Applicatiornor Post Approval Documeim the left menu bais 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 Pagerou can clicRefreshbutton to get the latestApplicationPost Approvalist.

N . . a7
HA Clinical Research Ethics Review Portal {faknan Ctett Applicant v s Logout
Lastlogin 2022-04.07 1456 —
#4 Dashboard Home > Initial Applications
Q search Application List
Initial Applications A 2 Dane & E
a Page Size: 10 v
3 tia IRB/REC Ref
Pending o Af":’“ sl = C\‘f' """" Submission No Scientific Title Status

& Post Approval Documenta

v

Figure 4.5.1 Statusdider of Initial Application or Post Approval Document

Belowtableisthe summary of varioutoldersfor Initial ApplicatioPost Approval Documents

Folder Description

To create a neunitial Application

New
Refer toCreation of New Application (by Coordinating Investigator)

Initial Applicatiors/Post Approval Documentis draft statusthat arenot yet

Dratft submitted to CCO/Secretary

Submittedinitial Application’ Post ApprovalDocumentswith following statugs:

- Submitted

-  Resubmitted
Requestdfor Return
Confirmed

Sent

4 Page |25
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Initial Applicationg Post ApprovalDocumentsreturned from CCO/Cluster
Returned .
Admin/Secretary
Approved Initial Applicatiors/ Post ApprovalDocumentsapproved byCentrallRB/Secretary,
Completed Completednitial Applicationgi.e. with Final Report approvedje listed here.
Acknowledged| Acknowledgedocumentsare listed here.
. Initial Applications/Post Approval Documeméturned from CCO/Cluster
Expired . :
Admin/Secretary that are expired
To view thdnitial Applications/Post Approval Documeintsfollowing statuss
Archived - W|thdraWn
- Disapproved
- Terminated
Initial Applications/Pst Approval Documents all statugsthat arerelated to
All .
Applicantcan be found here.

Forlnitial Applications in draft statugjou can view the completion status of thtial Application by
Warning Signain Pending column and submission status of different Site Info throughmtlieator
button in Site Info Columas Figure 4.5.2.

Taiman Chan Applicant ‘as Logout

Last Login: 2022-01-1009:51

& Dashboard

Q, Search

8 Profile

B initial Applications ~

&) Post Approval Documenta

0 2022AutomatedSystems Holdings Limited and/or its affiliates. All right reserved

Application List

Hide/Show Columns Collapse All Expand All

RER Appl: IRB/REC Refer
O nding iz et E Ei:”"* Submission No Scientific Title Status Stte Info

Figure 4.5.2 Application List in Draft Statu
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Remarks:

Warning Sigrof Pending Column

Completion Status of Sitthfo Colum

yet submittedto CCO/Secretary
need to handle by Cl/Delegate(s)
1 Site Pl/Delegatednitial Application
not yet submitted to ClI, need to
follow up by Site Pl/Delegate(s)

Status Description Status Description
! 1 Cl/Delegateslnitial Applicatiomot Y Site info sent to CI

- 1 Cl/Delegatesinitial Application X Site info not yet sent to CI
submitted to CCO/Secretary
1 Site Pl/Delegatednitial Application
submitted to ClI
Info Initial Application is submitted
icon

0 2022AutomatedSystems Holdings Limited and/or its affiliates. All right reserved
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4.6 Useful information/User Manual

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

93
Applicant « & Logout

HA Clinical Research Ethics Review Portal

> Useful Information/User Manual

& Dashboard

Forms / Templates
Q Search
6 Profile Subject Central IRB HKU/HA HKW IR8 Joint CUHK-NTEC CREC
Initial Applications v nvestigator's Declarati 1 of Interest Fon hment

&» Post Approval Document v User Manual

Useful Information/User Manual - ]

FN Version: v0.938 Eor CCO Se For Central IRB
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 Usefuformation/User Manual Page

Page |28

O 2022AutomatedSystems Holdings Limited and/or its affiliates. All right reserved



Hospital Authority CRER Portal User Manual for Applicant

5. Manage an Applicatiofinitial)

There are3 Initial Applicationsubmission flow, namely IRB flow as Figure SHKWCand NTEC
(University) flow as Figure 5.2oug A f f Yy SSR (2 Can8dlLSWO (¥ HREPANBEWRE &
2 NJoirt CUHINTEGCREEwhen creating thelnitial Applicationand can change the flowefore

submit to CCO/Secretary

IRB Flow

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

O— 1--! Draft

; Gcumen
fLrmess Subrmit / [Returned (1o No
! Re-Submit applicant]] | oo --
hS v 1

J \
1 Distribute and !

Werify* "

ocumen
[Submitted!
Re-submitted)
Document
Yes, [Confirmed]
el v Document
“Can optionally distribute 1o ange meeting as. For review] 3 Review and
Cluster Administrators 1o verify WAh Reviewer(s)? : i make decision
an behalf - Detall flow refer to -
Mo
€=-====

No

appendix A

Document
Qtsonoataﬂ [Reviewad]
e

No Yes

Document
Review and [Returned (to T
returm to ccoj Retum
__ applcant )

Approved/Acknowledged

Al reviewers made
decisions?

Document
[Approved]
! fAcknowledged]

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

Disapprove

Completed Yes

!

Application Document
[Completed] [Disapproved]

Figure 5.1 IRB flow dhitial Applicationsubmission
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IRE Flow
Applicant CCO (& Cluster Admin) Central IRB /| HKCH IRB Rviewer
Draft
O Draft
In prograss. ; ume
i Submit/ | [Returned (to [ “No
Re-Submit applicant 3 PR N
1 Distribute and ;_J
T Vet b
'
No
¥
Documen
| [Submitted/ Confirmed?
*| Re-submitted] !
Document
L_Yes___5! [Confimed)
Document
Cuer i ators 0 ey . e Ji‘j‘f"'\l s doci
on behalf - Detail flow refer to 1 make decision
appendix A '
L)
€=-===== Document
I < 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] ¥
I {Acknowledges) | DISBPOve
Mo
{Require to submit olher F'"ﬁ_'[,,
post-approval documents for the same flow) epo
Yes
Completed
i ¥
Application Document
[Completed] [Disapproved]

Figure 52 HKWC/NTE@ow of Initial Applicationsubmission

O 2022AutomatedSystems Holdings Limited and/or its affiliates. All right reserved
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5.1 Applicant Roles and Functions

There are 4 major tygs ofapplicant roles, Coordinating Investigat@l)and higher delegate(s), Site
Principal Investigato{Pl)and higher delegates(s).

Below is the summary of their right&d involved functions istage 1

Applicant Roles
Function

Cl/Delegate(s) Site PI(s)/Delegate(s)
Managelnitial . .
S Create & Submit & Withdraw /
Application
CompleteStudy Into Edit View Only
Create & Return to Pl/Delegate(s
CompleteSite Info Edit & Submit to ClI
& View only
Add/Edit CDelegation Add/Edit Site Pl Delegation
before submission before submission

AssignDelegation

hyte /L Oy y {AGS tL
t

0 ohyft e S
5 St S 3 hfierssgbyiission) 5SSt SAFGA2yE |

Remarks:

If Cland his/her delegate(s) or Site PI(s) and hés/tielegates are editintpe samefield in Study Info
or Site Info ofnitial ApplicationFormat the same time, e data of thepersonwho savedirst will be
overwritten bythe data ofthe personwho save last.
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5.2 Creation of New Applicatiqby Coordinating Investigator)

1. Navigate tdInitial Application] in left menu bar;
2. ClickNewto create aninitial ApplicationForm

Taiman Chan Applicant « &
Last Login- 2022-04-27 1014
#4 Dashboard Home
Q_ Search Dashboard
@ Profile Applications
Initial Applications ~ raft Retumed
5/5 0/0
[ New ]
Draft Expire 30 days (4]
Returned
Approved
Post Approval Documents
Completed
Acknowledged Draft Returned
— au

=

Expired
Archived Expire in 2 30 days
A

& Post Approval Document
Figure 5.2.1nitial Application Creation
5.2.1 Acknowledgement

You musteadand acknowledgé L YLIR2 NI I y i b@ 8 3 Ay y avizeord pracéeli®ic
next step.

Important Notes: Roles and Responsibilities

“Coordinating Investigator” should

“Site Principal Investigator (Site PI)° should:

Eligibility of “Coordinating Investigator” and “Site PI”
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5.2.2 Fill in Team Member Form

Team Member Form allows you to assign rdaegour team membersuch asCl,Site Pl and/oCl
delegates, for the new applicatio

Please follow the instructions below:

1. Select Submissiddow of the Initial Applicatiorirom dropdown menu of Applying IRB/REEC
as Figure 5.2.2:1
1 Central IRB: IRB Flow
1 HKU/HKW IRBAKU/HAHKWIRBFlow
1 Joint CUHINTEC CREC: NTEC Flow

. 2 . . Tail _ 149
HA Clinical Research Ethics Review Portal aiman Chan Applicant v m Logout
Last Login: 2022-04-27 10:14
A Dashboard Home > tial Application > Create
6 Profile Team Member Form
B5 Initial Applications A Apolying IRB / REC
Coordinating Investigato.
Coordinating Investigator's I:e\egamcro m
ital /
Edit Emall Title Sumame First name Position Cluster Hosphs Departn
Institution
& Post Approval Document v
B Useful Information/User Manual A
»
FN Version: v0.936
BN: v0.468 build at 20220426 14:45
° nformation of Site Pi(s) m
Edit Email Title Surname First name Cluster riospesf Department
nstitution

Figure5.2.2.1 Team Member Form

2. Fillin the Scientific Title;

Provide information for Coordinating Investigator*

4. ' YRSNJ / LQa 5MRI6u6tohtd add iyifd for NS 3RS (Blaimuns 3)in the
pop-up form, if any

5. Under Information of Site Pl(g)ressAdd button to add info for Site PI(gMinimum: 1)in
pop-up form;
1 No. of Site PI(s) filled #inNo. of site info tab
1 ClI can be one of the Site PI

6. Pres<Createbutton to create a draft applicatign

7. Submission No. will be generated

8. Applicationcanbeviewed ®NJ Fd adl Gdza Ay ;a5NF Fa¢& ! LILIX AOIF GA

w

ASL Page |33
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9. ClI, Site Pls and delegatedl receive the notification in Portal and by email regarding the
Initial Applicationcreation
1 Change of Team members: <Coordinating Investigator/Coordmatmvestigator's
Delegate/ Site PI (XXX)> is changed for "<Submission No.>".

*Remarks:

1. Tooltips-(?X2 KSy K2@SNAYy3I GKS LRAYGSNI 20SN) GoKOE g A
and reveals additional information on the field ending with (?)

2. Load Profilebutton: Contact Number, Surname, First Name and Title can befdigo 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 gagh the
Request for Return Iifitial Application submitted) / Application Anendment (Initial
Applicationapproved) except CI/Site PI change their delegation(s)

.o o 2 56
HA Clinical Research Ethics Review Portal Taiman Chan 1nyy  Applicant v &° Logou

Last Login: 2022-04-08

ﬁ Dashboard ome > nitial Applicaton > Create

-
Q searh = -
© Frofile Team Member Form

Initial Applications A Applying IRB :ED 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
Load Profile

HKL/HA HKW IRE: For il eligible HKU and /or HA
HKWC staff/students applying approval in HKU and/or
HA HKWC sites

Coordinating Investigator's Delegation m
Hospital /
Edt Emal Title Surnarme Frstname Postcn Cluster im0
Institution
& Post Approval Document v
| Hep A nopaa
oy »
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 Tooltips and Load Profile button
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5.2.3 Fill inStudy Info ofApplication Fornfby Coordinating Investigator/Delegate(s))

As a Cl,feer creating annitial Applicationyou will be directed to the Study Info of Application form.
Both Cl andssignedelegatds) are ale to fill in the Sudy Info of thelnitial Appication

As Cl/Delegate(s)py canaccess thénitial Applicationas below:

1. Go to[Initial Application] in left menu bar;

ClickDraft to the Initial Applicationlist in draft status

Thelnitial Applicatiorwitht Sy RA y 3 ndeAnd tidt fiou rieed €0 handle the application;
ClickScientificTitle to open thelnitial Application

Pwbd

=i E ; s
HA Clinical Research Ethics Review Portal Taiman Chan Applicant v s Logout
Lastlogin' 2022-04110009 —
A Dashboard Home > |Initial Applications Draft
Q search Application List
a Initial Applications A O _—
Pending ohe A_fc"’“w" 'RE'R:CV:"'me Submission No Scientific Title Status

& 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 toolbarof the Initial Applicationthere are severadO (i A 2 y 0 dzii aperafiegn Saveé NJ / L Qa
Print, Submit DiscardandClose

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

Last Login: 2022-04-11 00:09

f4 ©Some > Intalippication A at 2202 2 Draft
a = =3 -
LR 80 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 Initial Application

SAUTONATED A Page |35
O 2022AutomatedSystems Holdings Limited and/or its affiliates. All right reserved



Hospital Authority CRER Portal User Manual for Applicant

Below is the description of eactttionbutton:

Button Description

Save To save the current change to the draft

f a! LILX AOFGA2Y RSGOFAf Kbeprom@eSy dzLJ

Print To downloadhe savedinitial Applicationn PDHormat for printing. (The unsaved
changes will not be downloaded.)

Submit To submit thdnitial Applicationto CCO/Secretary for further decision

Refer toSubmitinitial ApplicationForm by Cl/Delegate(s)

Discard To discardvithdraw the application

Withdraw _ . . . - o
9 Discardbutton isonly availablen the draftinitial Application

o a! LILX AOFGA2Y A& RA&AOIFINRSRO®E
1 Withdraw button is availableafter the Initial Applicationis submitted
0 OApplication is Withdrawd. Y S & & be3d® updok corffirmation
1 Initial Applicationcan be found as "Withdrawné & G I (G dZAND K ¥
Application List

Close To exit thelnitial ApplicationForm and direct to thepreviousApplication List Page

= ASL Page |36
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5.2.3.1 Instructions

This section lists out the basic instructidiesApplicants You must go througthe instructionsand
tick the checkboxf the acknowledgementor Instructions and Reminder after fully understanding

the instructions

IRB/REC Reference No. (For Office Wdm)ve the instructions will be manually inputted by
CCOl/Central IRB/Secretary afterwards.

= HA Clinical Research Ethics Review Portal Taiman Chan Appicant v+ 4 Logout
Lstlogn 202201471510 PPt ”

EREAN

HOSPITAL

AUTHORITY
o

|8 02O P

Figure 5.2.3.11 Instructions oflnitial Application
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5.2.3.2Part|

Partlis mainly aboubutline of your application.

0 2022AutomatedSystems Holdings Limited and/or its affiliates. All right reserved

»

Fill in Textboxes for Q1. Name of Study

Answer the Qs for Q2. Study Site(s)

T LF¥ GAO1 &, SaAddbuyonin@ ®.a thfill inthesinfolaNBl&kbrating site(s)
in HA if applied

Q2.3.1 to be complete in Site info

T LF¥ GAO1 &, SaéAddbttonta filh im ido fBr udy Iafo WhikiBs30&bf-HA

Select the Answers for Q3. Clinical Research Ethics Review foclDstes Study

Select theSudy Sart/ End Date, Report Submission date in DatRickers in Q4Timetable

9 Study Start Date should be later than current date

1 Sudy End Date should be later than Start Date and same/earlier than Tentative Final
Report Submission Date

Input Brief Summary of Study in Q5

. o o 2 9
HA Clinical Research Ethics Review Portal Taiman Chan Applicant v M Logout
LastLogin 202204110000 —0

Instruction 1. Name of Study

Team Member Form

PART L: OUTLINE OF APPLICATION

PART lIA: STUDY DETAILS

PART lIB: STUDY DETAILS FOR
PROSPECTIVE STUDY

PART li: ETHICAL IMPLICATIONS

PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE

CLINICAL STUDY CATEGORIZATION FORM

Document Upload

Study Site(s)

cted in HA hospitals/institutions? [] Yes [J No

Figure 5.2.3.2.1 Part I: Outline éfpplication
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5.2.3.3 PartIA

Part llAis a section fostudy details

1. Fill intextboxes for Q6Scientific Basis & Q7. Study Subjects

1 Q7.33
o ¢AO]l &, Saé¢szx AyLlLidzi GK
o ¢AO]l aGb2é¢sx aLISOATE R
1 Q7.4&7.5to be complete in Site info
Select the correct options in checkbox or from dropdown menu€firStudy Design
3. Input the details for Q9. Methods of Data Analysis & Q10. Handling and Storage of Personal
Data and Study Data

Y

2® AY Vv71i®doPoPMT
ul At

S
S & AY VvT®dodo DH

n

ek . - £
HA Clinical Research Ethics Review Portal Er'man (ir;afw. ST - ESCHIE R e
t Login: 2022-04-1 pe——
ﬁ Home > Initial Application nitial Application (20220411-001-000) (Draft
©  instnction PART IIA STUDY DETAILS
Tearn Member Form 6 Scientific Basis
PART I OUTLINE OF APPLICATION 6.1
Lt PART [IA: STUDY DETAILS
PART II8: STUDY DETAILS FOR

PROSPECTIVE STUDY

PART li: ETHICAL IMPLICATIONS

PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE

CLINICAL STUDY CATEGORIZATION FORM

Docurment Upload

632

Study Subjects

Site (TWEH)

Figure 5.2.33.1 Part IA: Study Details
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5.2.3.4Part 1B
Following byPart 1A, Part 11B @bout gudy detailsfor prospectivestudy.

1. Select the correct options in checkboxes or from dropdown menus for Q11. Study Article and
Arrangements
T LF¥ GAO1 & Sthdyartickey vMMOH DM
0 PressAddbutton and fill in the popup form for Q11.2.2 Study Article Details
o Edit the popup form for Q11.2.3 Study Article License Registration
T LT GAOUmMM®DEREND A/YSNIATFTAOFGS F2NI / ftAYAOLE ¢NAI
o0 Provide justification ir911.2.4.1
1 Q11.3 & Q11.4 to beompleted in Site Info
91 Input details orQ11.5 Biological Sample Storage for Future
2. Input all the details with selected checkboxes in Q12. Research Subject Pratection

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

Last Logint 2022-04-11 00:09

A Homs Initial Application nitial Application (20220411-001-000) (Draft]
- CED B
0 instruction PART 118: STUDY DETAILS FOR PROSPECTIVE STUDY -
B Tearn Member Form 11.  Study Article and Arrangements
PART I OUTLINE OF APPLICATION - ~
o PART IIA: STUDY DETAILS -
B PART IIB: STUDY DETAILS FOR
PROSPECTIVE STUDY 1111
PART Iil: ETHICAL IMPLICATIONS
PART IV: BUDGET, RESOURCES, INDEMNITY mz2 " N
AND INSURANCE
CLINICAL STUDY CATEGORIZATION FORM N1 "
Decument Upload

Duration of Route of ;
- e
Exposure administration

A Nopata

Figure 5.2.34.1 Part IB: Study Details for Prospective Study
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5.2.3.5Partll

Part Ill isabout ehicalimplications

1. Input details with selected checkboxes/dropdown options in the following questions
9 Q13. Information and Consent
1 Q14. Data and Safety Monitoring
1 Q15. Major Ethical Issues
1 Q16. Preference on Review Channel
2. Answer all thequestions with selected checkboxes or inputted details in Q17. Risk Assessment
T L¥ GAOQ17.2 atfdst bptioyof Q17.2.1 should be selected and filled in.

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

Last Logint 2022-04-11 00:09

= =3 -
Instruction PART lll: ETHICAL IMPLICATIONS
Toam Member Form 13. Information and Consent

PART I OUTLINE OF APPLICATION

PART lIA: STUDY DETAILS

8 P O £° >»

PART 118: STUDY DETAILS FOR 13.1. Methodology of obtaining consent Oral
PROSPECTIVE STUDY = .

PART III: ETHICAL IMPLICATIONS 1311

m
I

PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE

CLINICAL STUDY CATEGORIZATION FORM

Document Upload

Principal Investigators Other Investigators Research Assistant Others

? OYes [ONo

Site (TWEH)

Figure 5.2.3.5.1 Ethical Implications
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5.2.3.6 PartlV

Part IV is mainly aboutudlget,resoures,indemnity andinsurance

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

Last Login® 2022-04-11 00:09

Instruction PART IV BUDGET, RESOURCES, INDEMNITY AND INSURANCE

Team Member Form 8. Source of Funding
PART L. OUTLINE OF APPLICATION
PART lIA: STUDY DETAILS

PART liB: STUDY DETAILS FOR
PROSPECTIVE STUDY

S 02O L~ »

PART III: ETHICAL IMPLICATIONS Commercial / Non - Study data Major Right ans
Edit Type of funding Name of organization / party
commercial Ownership organization /
PART IV: BUDGET, RESOURCES, INDEMNITY

AND INSURANCE
CLINICAL STUDY CATEGORIZATION FORM A Nopata

Document Upload

Commercial / Non
Edit Type of Support Narme of organization / party Study data Ownership
commercial

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
T LF GAO1 a, S aAddbuttaf and mpuddetails fadQEB8A A in pap dialog
T LF¥ GAO1 4, S addbuktofi and mpuidiatails fhIRIB2.4 in pap dialog and
for Q18.2.2 in textbox
T LF GAO1l a,S&a¢ Ay vmydoX vmydodm gAff 0SS Syl
2. Q19. Resources Implicati and Conflict of Interestto complete in Site Info
Select the checkboxes @20.Financial Costs and Payment to Subjéztanswer all the Qs
4. Q21. Research Organization and Indemnity
1 PressAddbutton to input Name obrganization /individual in Q21.2
7 Q213.1.2
o L¥ A Q21.3.4.28lkDbeé ehabled for checkbox selection
o L¥ G A tboxofQ21£33.1 will be enabled to fill in details
T LT GAO1 a,Saé¢ AY vumM®dnI vHGp A& YIFYyRFGI2NE F2

w
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5.2.3.7 Clinical Study Categorizati Form
/| 2YLX SGS GKS /tAYAOLFt {GdzRe /I GSIA2NATFGAZ2Y C2NY

Youcanclickéhereé (12 32 (NgtesPfaiziiipletipi E&fore 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 —

©  instrction INICAL STUDY CATEGORIZATION FORM 2
. Team Member Form
PART I OUTLINE OF APPLICATION
o PART IlA STUDY DETAILS
PART Ii8: STUDY DETAILS FOR
PROSPECTIVE STUDY Risk Group No Risk Factors Yes /No
PART lil: ETHICAL IMPLICATIONS O O
PART IV: BUDGET, RESOURCES, INDEMNITY
AND INSURANCE
2 Srod 2
CLINICAL STUDY CATEGORIZATION FORM
Document Upload PR e, 2
udy Designs 6
Des
-
Rudy Site (TWEH)
] — orirn ot ey e
CLINICAL STUDY CATEGORIZATION FORM
Document Upload s LS
bject Vuinerab 2
»
Channel A:  Full review by Standard Panel (unless otherwise determine: e IRB/RE e REC P
Channel B: Expedited review by e IRB/REC e IRB/REC equeste e
Expedited Panel ayie
Channel C:  Full review by Phase 1 Panel (unless otherwise determined by the IRB/REC he IRB/RE!
C ::".::-:-f":' Completion of the Clinical Study Categ
-

Figure 5.2.3.7.1 Clinical StudyCategorization Form
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5.2.3.8 Document Upload

In this section, you can upload the related documeéntStudyinfo for your application.

- Q27, 28, 34 will be completed 8ite Info
1 Q31 mandatory upload for student project in Study Info

S < 2 61
HA Clinical Research Ethics Review Portal Taiman Chan Applicant v & Logout
LastLlogic 202204111780 —0
- B0 8 B3
A
O  instction Document Upload
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 A

PART IV: BUDGET, RESOURCES, INDEMNITY

AND INSURANCE

CLINICAL STUDY CATEGORIZATION FORM -

23. Subject Information Sheet and Informed Consent Form (Supplementary)
Document Upload m
Upload Date Created By File Name Remove

Figure 5.2.3.8L Document Upload

1. PressAddbutton in the specific document upload table thgbu want to upload document
Multiple documents upload is feasible
2. Dialogwill be promptedfor document upload as Figure 5.2.3.8.2

Research Protocol

Figure 5.2.3.8.2 Popp Dialogs fordocument upload
PresdJploadbutton to select the document from your local computer
File Name will be same as the uploadiet
PressAdd button in the popup dialog for confirmation
The record will be shown in the document upload table
AhyperlinkofCAf S bl YS gAff 0SS Syl of SRSa¥etiedniRe? Odzy Sy
Application
8. PressRemovebutton you can delete the specific uploaded document

No o h®
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5.2.4 Fill in Site Info of Applicatidform (by Site Principal Investigator/Delegate(s))

Message will be sent to Site PI(s) by notification in Partdby email wherSite Info(s) oapplication
form is createdhs Figure 5.2.4.1.

f a/ KFcy3asS 2F ¢SIFY YSYOSNBRY f{AGS tL 6---0BH Aad ¢

As a Site PI(s), you can présstification Bello dzii i 2y (2 OKSO1l GUKS y2GAFAOL
Y S Y 6 S ®liBkéhe notification message direct to thelnitial Applicatiorform as Figure 5.2.4.1.

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

Last Login® 2022-03-09 18119

7 T Notif