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4.  Amendment

I.  Amendment Submission

i. Create, Preview and Submit Amendment

1. Gotomenu“CTC” = “Amendment”

2. Select the applicable CTC for amendment submission
l-'i Drug Office

Department of Health
The Government of the Hong Kong Special Administrative Region

Dash Board cTc Profile th | Logout

X Amendment - select S =
» »

[J CTCNo. Protocol Title

I | Add CTC || Remove CTC || Select from all CTC | I




3. Select the the Particulars Proposed to Change
(Multiple selection is supported if needed)

Please tick the appropriate change category and state the nature of the change.

Particulars Proposed to Change Brief Description of Change and Reason

original CTC to Drug Office.

+ 2 Protocoal title

+ 3 Protocol

+ 4 Consent form

+ 5 Investigator's brochure 3
+ 6 Safety

+ 7 Trial status report

+ 8 Other (please specify) [

4. Tick the appropriate change category and state the nature of the change. State the
Brief Description of Change and Reason and Click “Next”
Multiple selection is supported if needed, for example:

Please tick the appropriate change category and state the nature of the change.

Particulars Proposed to Change Brief Description of Change and Reason

original CTC to Drug Office.

+ 1.1) Change of certificate holder

P
+ 1.2) Change of certificate holder address

E
+ 1.3) Change of principal investigator ? (]

E
+ 1.4) Change of study drug &

2
+ 1.5) Change of trial site/ address O

]

+ 2 Protocol title 4

+ 2.1) Change of protocol title

P

+ 3 Protocol

+ 4 Consent form

+ 5 Investigator's brochure

+ 6 Safety

+ 7 Trial status report

+ 8 Other (please specify) o




Fill-in / Edit Particulars to be changed and Click “Next”, for example:

Dash Board cTc Praofile ==} Logout
B Amendment - Edit
| 1. Amendment | »D ‘ 2. Preview | »> | 3. Submit ‘
Proposed Clinical Trial Certificate Holder Address :
Name: [ ) ] |
Address:
P
Contact Person for this application: | Phone Number: ‘ |
Cancel
User manugl | Terms and Conditions | Version 1.0.20220630_AT4 (CO03003:

| B Drug Office
D of Health
| ) T ment of the Hong Kong Special Administrative Region

Dash Board crc Profila b | Legou
. s: TEST HONG KONG LTD (Doctor Two)
B Amendment - upload Supporting Document Logop as: TEST HOUS KORG LTD (Doctor Two)

| 1. Amendment | »> | 2. Preview | »d | 3. Submit
Document Description File Name Version [ Date Action
Cover letter * | S/ Upload
Cover letter issued by original certificate holder * | / | Upload
Documentary evidence that the dlinical trial has been approved by the Ethics Committee of 6
institution in which it is to be conducted * | / I—I e
Letter issued by new certificate holder confirming acceptance of the CTC * | K | Upload
Copy of Wholesale Desler Licence with new address * | A | Upload
Others || ] | [upload | [Add

/] Upload
Back || Preview

User manua! | Terms and Canditions | Version 1.0.2 (SmmmmmmmmeC003 0038

Copy of Wholesale Dealer Licence of the new certificate holder *

A Preview page will list out the details of the clinical trial/medicinal test and
highlight amended information and/or supporting document(s)

A) User can click “Submit” button to submit the amendment to DHDO or
B) Click “Back” button to re-edit the form or

C) Click “Cancel” button to leave the form and back to search page.

Back || Sub&_ﬂjl Cance
003C

User manual | Terms and Conditions | Wersion 1.0.20220630 ATd {COG3003C)




8A 1) Click “Choose E-cert” button, Select the corresponding E-cert,
i) Input the corresponding Passphrase of the login user account and
i) Click “Submit” button to submit the amendment to DHDO

Verify user information

V4
( | 8Ai
e-Cert:
Choose e-Cert

Passphrase: | ( BAI )

N A

T —

8Aiii| Submit | Cancel |

- The successful message of the application will be shown.

Link for another application

CTC No.: CTSCR302/2022 is submitted successfully, please wait for DH approval |, click or another application.




ii. Delete a Saved Draft

Only draft record can be deleted, the steps show as follows.

. Select menu “CTC” - “CTC Search” or redirect from Dash Board
. Select application with the status as “Draft”

. Click “Search” button

. Click “Delete” button on related record

Nl Drug Office

Department of Health

B W DN e

emment of the Hong Kong Special Administrative Region

Dash Board ETE Profila | Logout

Logen as:  TEST HONG KONG LTD (Doctor Twa)
q CTC Search Date: 23.06.2022 16:47.42

B Prepared by:

B Protocol Title: ‘

& Protocol Number: \:I

B RefNo I

& Application Type:

B CTC Type:

R © Follow up (DH replied) © Completed draft O Pending Payment © DH Pending O Approved

Application date:

| ‘ Clear date field

(dd.mm.yyyy) 3
W@rage[ 1]/ 1] ® &
Application i Protocol Status update .
Ref No. 4 CTC No Type 4 date 4 CTC Type # Protocol Title Number Prepared by 4 Status date 4 Action
(dd.mm.yyyy) (dd.mm.yyyy)
AMD202250264 0051 Amendment Standard Title Test122 Doctor Two Draft 14.06.2022
AMD202250262 0051 Amendment Standard Title Test123 Doctor Two Draft 14.06.2022 [Jalais
AMD202250258 0051 Amendment Standard Title Test122 Doctor Two Draft 10.06.2022
AMD202250256 0051 Amendment Standard Title Test123 Doctor Two Draft 10.06.2022
AMD202250254 0051 Amendment Standard Title Test122 Doctor Two Draft 10.06.2022
AMD202250250 0051 Amendment Standard Title Test123 Doctor Two Draft 10.06.2022
AMD202250248 0050 Amendment Standard Title Test122 Doctor Two Draft 10.06.2022

User manusl | Terms and Conditions | Versien 1.0.20220630_AT4 (C003001)

5. Click “OK” button on the popup box

-

Confirm delste draft? Click [OK/EEE] to continue or click [Cancel/E
i8] to return page

Cance




Application Status

Status name

Status description

Draft

Applications are open for edit and delete.

DH replied Applications are replied by DHDO, user need to follow DHDO
officer’s instruction before re-submit them.

Follow up (DH Follow up application are replied by DHDO.

replied)

Completed Draft

Applications are completed by normal users / supervisors and
are ready to submit.

Pending Payment

Applications are pending for payment by applicant.

DH Pending Applications are under screening or evaluation in DHDO.
Approved Applications are approved by DHDO.

Rejected Applications are rejected by DHDO.

Expired CTCs are expired.




Il.  Payment

For amendments that will change the particulars of the CTC, a payment of HKD$155 is
required before approval. In order to complete payment, user can select menu “CTC” -
“CTC Search” and search with following criteria:

1. Select Prepared by and/or

Input Protocol Title and/or

Input Protocol Number and/or

Input Ref No. (support partial match) and/or

Select Application Type and/or

Select CTC Type and

Select “Pending Payment” as Status and/or

Select Application date range

N o O~ DN

Department of Health
The Government of the Hong Kong Special Administrative Region

B ii Drug Office

Dash Board c1C Profile | Logout

Logon as:  TEST HONG KONG LTD (Doctor Twoa)
Q CTC Search Date: 23.06.2022 17:22:59

& prepared by:

E»  Protocol Title: ‘

B Protocol Number: :

B Reffo.: e

B Application Type: 1-8
B CTC Type:

O all O praft O DHreplied O Follow up (DH replied) O Completed draft ® Pending Payment ) DH Pending () Approved
O Rejected O Expired

Application date: ‘ to| || Clear date field |

Status:

(dd.mm.yyyy)
W wpage[ 1]/ 1]|m®
Application Prot " Status update
Ref No. ¢ CTC No Type ¢ date 4 CTC Type ¢ Protocol Title Nm 1:;:(! Prepared by # Status date ¢ Action
(dd.mm.yyyy) umber (dd.mm.yyyy)
Pending Pay Now
CTSCR261/2022 New_ . 10.05.2022 Standard Protocol Title 1234 Doctor Two Application 10.05.2022
Application Pay by Cash/Cheque
Payment
User manusl | Terms snd Conditions | Version 1.0.20220630_AT4 (C003001)

9. Click “Search” button, result will be displayed in the result table

O al O praft O DHreplied ' Follow up (DH replied) ' Completed draft ® Pending Payment ' DH Pending ' Approffed
O Rejected ) Expired

- Application date: | tol | ‘ Clear date field 9

(dd.mm.yyyy)

B Status:

W @ page [ 1]/ [ 1| ®

Application Status update

Protocol

Ref No. 4 CTC No Type ¢ date 4 CTC Type ¢ Protocol Title Numb: Prepared by 4 Status date 4+ Action
(dd.mm.yyyy) pmber (dd.mm.yyyy)
Pending Pay Now
CTSCR261/2022 gewr i 10.05.2022 Standard Protocol Title 1234 Doctor Two Application 10.05.2022
ppiication Payment Pay by Cash/Cheque
User manusl | Terms and Conditions | Version 1.0.20220630_AT4 (C002001)

7



10. Select pay method
A Click “Pay Now” button for making on-line payment or
B  Click “Pay by Cash/Cheque” button

O al O praft O DHreplied ' Follow up (DH replied) ' Completed draft ® Pending Payment ' DH Pending ' Approved
O Rejected ) Expired

Application date: Jto] || Clear date field |

B Status:

(dd.mm.yyyy)
W @ page [ 1]/ [ 1| ®
Application Protocol Status updat
Ref No. 4 CTC No Type ¢ date 4 CTC Type ¢ Protocol Title Numb: Prepared by 4 Status date #ll Action
(dd.mm.yyyy) pmber (dd.mm.yyyy
New Pending
CTSCR261/2022 L 10.05.2022 Standard Protocol Title 1234 Doctor Two Application 10.05.2022
Application
Payment
User manusl | Terms and Conditions | Versifjn 1

10A. On-line payment
I Select Payment Method and
ii. Click “Pay” button

= ] Online Payment Service

Help Please select the payment method :
Type of Service DH Drug Office Drug Clinical Trials

General .

Custormer Merchant Name DH Drug Office

Service Hotline Transaction Date 09-08-2022

(852) 183 5500 Transaction Reference DHCTC-202206091810-95558
Number

Email Total Amount HK$§ 1,420.00

enquiry@

1835500.gov.hk

Um;g;y O

Cancel Payme Pay
N

Please take note of the transaction reference number or PRINT this page for making enquiry on the payment status when necessary.

After pressing the 'Pay’ button, please DO NOT leave this e-service until you receive the acknowledgement page, otherwise your transaction may not
be successful.

Merchant Name is applicable to credit card payment method only

PPS Shop&Buy (PP$) does not support payment via browsers of mobile devices (including mobile phones and tablets) at the moment. If
you wish to pay by PPS, please change to use desktop computer.

Under exceptional conditions, a refund may need to be arranged. If the payment 1s made by Credit Card, the refund can nermally be made to the
Gredit Card account that is used for the payment.

Some users may receive an error page or have fo wait for several minutes before they get a response from the credit card payment gateway. If you
experience such a problem, please wait a moment and retry, or change to use other available payment methods. We apologise for any inconvenience
caused.

Different credit card issuers may have implemented different mechanisms to authenticate the cardholder's identity during online payment. Please
contact your card issuer if you want to learn more about the J/Secure, Mastercard SecureCode and Verified by Visa service

HONG

: @ KONG



iii. Fill-in the details of the selected payment method

Iv. Click “Pay now” button

Secure payment gk

Card number ™

I3 @ wvisa
Expiry month * Expiry year *
MM w YY v

Cardholder name *

Security code *
3 digite en back of your card

TOTAL HKD:1420.00

The next screen you see may be payment card verificatio Thmugmﬁn'Mssuer.

Successful payment message will be shown

H Reminder System alert

W @rage[1]/[2]® ™

4+ Message

V.

-

Date %+ Type
AMD202250266 was submitted.

14.06.2022 Amendment

Payment is pending for

Mew
02.06.2022 ppplication  CTSCR261/2022.

New CTSCR284/2022 certificate fee

30.05.2022 p o icotion  was paid.




10 B.

Pay by Cash/Cheque

I Click “Pay by Cash/Cheque” button to download the payment
notification

ii. The payment details are listed in the notification (Note: The fee for
certificate amendment is HKD$155)

PHARMACY AND POISONS ORDINANCE

(CHAPTER 138)

EEEE 108 N R E RO
Ref.: Date:
. CTSCR 288/2022 09 J 2022
ks HI une
NOTIFICATION
TEHTE
This is to notify you to pay for the following application(s)/certificate(s):
HEBRIEE MG FAIhas At 2 A
Number Fee
By g = 0]
Clinical Trial Application F oo 1420
inical Trial Application Fee 10B ii 1
Clinical Trial Certificate Fee
Amendment Certificate Fee
(W.K. NG)
For Chief Pharmacist
RS

( PR EEMIAT LT )

iii. Bring along the notification to Drug office to complete the payment

10



I1l. Certificate Download / Printing

In order to print the Amended Certificate(s), user can select menu “CTC” - “CTC Search”
and search with following criteria:

Select Prepared by and/or

Input Protocol Title and/or

Input Protocol Number and/or

Input Ref No. (support partial match) and/or

Select Application Type and/or

Select CTC Type and

Select “Approved” as Status and/or

Select Application date range

B ii Drug Office

N o g~ 0w

Department of Health

The ment of the Hong Kong Special Administrative Region
Dash Board c1C Profile o | Logout
Logon as: TEST HONG KONG LTD (Dactor Twa)
&, cTC search Date: 24.06.2022 12:20:56

B Prepared by:

B Protocol Title:

[
D Protacol Number; I
B RefNo: 1@
B Application Type:

1-8

O al O praft O pHreplied O Follow up (DH replied) O Completed draft ) Pending Payment O DH Pending ® Approved
) Rejected ) Expired

B CTC Type:

B Status:

Application date:

| tnl ‘ ‘ Clear date field

(dd.mm.yyyy)
H) 1) Page E / \II QR
Application Protocol Status update
Ref No. % CTC No Type % date 4 CTCType # Protocol Title Nm ';CD Prepared by % Status date % Action
(dd.mm.yyyy) umber (dd.mm.yyyy)
PR/CTD0254/2022 0051 New_ o 30.05.2022 Standard Title Test123 Doctor Two Approved  30.05.2022
Application
PR/CT00253/2022 0050 :::\icsﬁun 30.05.2022 Standard Title Test123 Doctor Two Approved  30.05.2022
User manual | Terms and Conditions | Version 1.0.20220630_AT4 (C003001)

9. Click “Search” button, result will be displayed in the result table

TS O all O praft © DHreplied O Follow up (DH replied) O Completed draft ) Pending Payment © DH Pending @ Approfed
' O Rejected ) Expired
R o] | [Clear dete field 9
W @ page[1]/[1 ] &
Application Prot | Status update
Ref No. ¢ CTC No Type ¢ date 4 CTCType # Protocol Title NrD 'LCD Prepared by 4 Status date 4 Action
(dd.mm.yyyy) amber (dd.mm.yyyy)
New 5
R/ /! N .05. .05.
PR/CT00254/2022 0051 et o 30.05.2022 Standard Title Test123 Doctor Two Approved  30.05.2022
PR/CT00253/2022 0050 ::;icaﬁun 30.05.2022 Standard Title Test123 Doctor Two Approved  30.05.2022
User manual | Terms and Conditions | Varsion 1.0.20220630_AT4 (€003001)

11



10. Click link on related Ref No. to Download / Print the certificate

B Status: ~ N ) o
) Rejected ) Expired

Application date:

O all O praft © DHreplied O Follow up (DH replied) O Completed draft O Pending Payment O

DH Pending @ Approved

B (dd.mm.yyyy) |t0| | ‘ Clear date field
M) () Page : / : (G}
Application Prot | Status update
Ref No. ¢ JCTC No Type ¢ date 4 CTCType # Protocol Title NrD 'LCD Prepared by 4 Status date 4 Action
(dd.mm.yyyy) amber (dd.mm.yyyy)
New 5
PHCL‘QMZDZZ 0051 et o 30.05.2022 Standard Title Test123 Doctor Two Approved  30.05.2022
PR/CT00253/2022 f0050 ::;icaﬁun 30.05.2022 Standard Title Test123 Doctor Two Approved  30.05.2022
User manual | Terms and Conditions | Varsion 1.0.20220630_AT4 (€003001)

11. Click “Print CTC” button to Download / Print the certificate

11 | Print CTC || Back to CTC search |

Remarks: The “Print CTC” button would be disappeared after clicking once.

12



