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HKU Medical Research Team Starts
arge-Scale Clinical Trial on
COVID-19 Vaccine

(Omicron Variant)




Omicron: The Global Challenge

COVID-19 Pandemic: > 2 years since December 2019
Confirmed Cases: > 500 million globally
Deaths: > 6 million globally ISIn

urgent need !

Types of Vaccine with Inactivated vaccines (available in Hong Kong)
Emergency Use MRNA vaccines (available in Hong Kong)
Authorization:  Viral vector vaccines

» Recombinant protein vaccines

Challenges on « Emergence of variants (Alpha, Beta, Delta, Omicron)
Infection Control: Decreased vaccine protection against Omicron

%




Study Team

Study Institution: The University of Hong Kong

Principal Investigator:  Professor Ivan Fan-Ngai Hung,
Chief of Division of Infectious Diseases and
Clinical Professor of Department of Medicine, HKUMed

Study Management & The University of Hong Kong
Operation: Clinical Trials Centre (HKU-CTC)

Sponsor: China National Biotech Group (Sinopharm) gﬁ




Study Site

G/F, Community Vaccination Centre

at Sun Yat Sen Memorial Park Sports Centre 'S
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Study Planning & Preparation: On the Fast Lane = =
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27 May:

HK DOH approval Vaccination
obtained —_—— started

—— 12 Apr:

R — IRB approval
——— obtained




Study Design

a n 300: Omicron variant vaccine (BIBP)
e O,
IZ> 300: Omicron variant vaccine (WIBP) |
Primary Measure: Follow-up until

28 days after 12 months after

Volunteers completed @ n 2nd yaccination 2nd yaccination

2 or 3 doses of

300: Original strain vaccine
MRNA vaccine

2 vaccinations
in 28 days .-
- ¢

o .
: : : Key Evaluation Parameters:
ll 300: Omicron variant vaccine (BIBP) 4 o
& l * Neutralizing Ab & IgG Ab
< > against Omicron & other variants

@ III:> 1 Il 300: Omicron variant vaccine (WIBP) « Cellular immunity

” j l  Protection against COVID-19
Volunteers completed ™ - - _ _ infection (severe cases & deaths)

2 or 3 doses of l 300: Original strain vaccine

inactivated vaccine l « Safety




Targets

Jul 2022
Aug 2022
Sep 2022

Oct 2022

Nov 2022

Completion of volunteer recruitment
Completion of vaccination
Completion of primary measure

Completion of data analysis on
primary measure

Application for marketing registration
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HKU Clinical Trials Ce Volunteer Registration
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HKU-CTC Public Information Platform:
https://public.hkuctc.com/en/projects/detail/CTC2298

HKU-CTC Facebook Page:
www.facebook.com/hkuctc/

CWY@/\T ?rogeot

CTC2298 A Sincere Invitation to Volunteers to
. Participate in a COVID-19 Vaccine Study
& ‘ We sincerely invite volunteers to join a sequential vaccination study against
? COVID-19 caused by the SARS-CoV-2 Omicron variant. The purpose of this
% ‘ et e clinical study is to investigate the safety and immunogenicity profile of three
& TR ————— (3) types of investigational inactivated vaccines (BIBP, WIBP or Prototype

Vaccine) in populations who have received 2 or 3 doses of COVID-19 vaccines.

‘ > The study will be conducted in the Vaccination Centre located in Sun Yat Sen
Memorial Park Sports Centre in Sai Ying Pun (“Vaccination Centre”).

Study Information:

* The duration of the entire study is around thirteen (13) months,
including dosing, follow up visits, and telephone follow-up.
¢ Volunteers will be required to:
© provide two nasopharyngeal swab samples o receive either one
of investigational vaccines by random assignment (2 doses in 28
days interval);
o return to the Vaccination Centre around nine (9) to thirteen (13)
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Self-Declared COVID-19 Provisional Vaccine Pass

§ A4 Issue Date
12-05-2022 15:03

BRAX
S #F 8T8 Identity Document No.
A1234567

IEBIEM Arrival Record
TERER Date of Arrival

12-05-2022
B Date of Expiry
08-11-2022

gmin»&lmnxmﬁz LU T TR, 20
180 days from the date of arrival for the purpose of Vac

(o 8 nsuu'm swasE, .
ccine Pass.

SAMPLE
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COVID-19 Provisional Vaccine Pass

WRRANTRERRA

The Government of
)"/ The Hong Kong Special Administrative Region

BHEBIAN2019ERA SRS EEBETE
Self-Declared COVID-19 Provisional Vaccine Pass
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g B Issue Date
12-05-2022 15:03
BRAX
S {7338 RA 34 3%ES Identity Document No.
A1234567

JERLCHR Arrival Record
#&:# B4 Date of Arrival

12-05-2022
[& 3% E1 8 Date of Expiry

08-11-2022

MEE— : DT "B REEE BN 180XNAY - MUF "aEilTE, 28 -
Note 1: The following QR code is only valid for 180 days from the date of arrival for the purpose of Vaccine Pass.

M : & EMARIBAE - RAERE TARETIE, EROEANBLHSAMAERERLHE - TRAMER TaE
Note 2: After the expiry of the above validity period, you are required to receive the specified dosage under the
requirements and carry the relevant vaccination record to continue to use Vaccine Pass.

This Provisional Vaccine Pass has a validity
of 6 months and will be renewed to cover

= e ST T the entire period of study until a decision by
#:l:m.ﬂ SR B e L e heamanara the regulatory authorities on the vaccines

ROWT ROMBEXETHE S -
t nt:ilfﬂsﬁ!ﬁﬁ!)d!!ﬁ » !El ¢ llt:li*ilffhllta : . . . .
ST R e R Rl ) used in this study is available.
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J 258 - IROTAEMBLIR 64 A ACSRIE A LUt SE AR -

As you have arrived into Hong Kong from other areas, this Provi
Pass QR Code is generated based on the arrival information you
declared to the HKSARG to facilitate you to comply with the Vad
arrangement in Hong Kong. You may provide this QR code in
electronic format, so that your Provisional Vaccine Pass can be shown
conveniently. You may save the QR code using the “LeaveHomeSafe”
mobile app.

SAMPLE

i

. This QR code cannot be shared for use by others. Please note that this QR
s J L code should neither be used as medical records nor for travel purposes. The
_ giving of false inft ion will lead to respective legal Itis an
offence for any person to provide information that is false or misleading in a
material particular according to relevant regulations and directions under the
Prevention and Control of Disease Ordinance (Cap. 599) and other relevant
Hong Kong legislation. On conviction you are liable to a fine and
imprisonment. This QR code is not a proof of your arrival record. You may be
required to provide your original imm gration records for law enforcement
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purpose.
HARIAADS Related websites:-
A EWE{TI8 Vaccine Pass tps:, ROV. i pass.html|
Z2AHi1T LeaveHomeSafe https://www.leavehomeszfe.gov.hk
% FFE2 Frequently Asked Questions https://www.covidvaccine gov.hk/zh-HK/faq
AZBRREFAOBARS

Please keep your personal data properly




