
HKU Medical Research Team Starts 

Large-Scale Clinical Trial on 

COVID-19 Vaccine 

(Omicron Variant)



COVID-19 Pandemic: > 2 years since December 2019

Confirmed Cases: > 500 million globally

Deaths: > 6 million globally

Types of Vaccine with 

Emergency Use 

Authorization:

• Inactivated vaccines (available in Hong Kong)

• mRNA vaccines (available in Hong Kong)

• Viral vector vaccines

• Recombinant protein vaccines

Challenges on 

Infection Control:

• Emergence of variants (Alpha, Beta, Delta, Omicron)

• Decreased vaccine protection against Omicron

Omicron: The Global Challenge

Omicron vaccine 
is in 

urgent need !



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 & 

Operation:

The University of Hong Kong 

Clinical Trials Centre (HKU-CTC)

Sponsor: China National Biotech Group (Sinopharm)

Study Team



Study Site

G/F, Community Vaccination Centre 

at Sun Yat Sen Memorial Park Sports Centre



Study Planning & Preparation: On the Fast Lane

24 Feb:

1st Meeting 
between HKU & 

CNBG/Sinopharm

21 Mar:

Study protocol 
finalized

12 Apr:

IRB approval 
obtained

14 Apr:

HK DOH approval 
obtained

11 May:

Study site
fully set out

12 May:

Volunteer 
recruitment 

started

12 May:

Vaccine import 
licence obtained

22 May:

Vaccines imported 
& arrived at site

27 May:

Vaccination 
started

Only 3 months!



Volunteers completed 

2 or 3 doses of 

mRNA vaccine

Study Design
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Volunteers completed 

2 or 3 doses of 

inactivated vaccine

300: Omicron variant vaccine (BIBP)

300: Omicron variant vaccine (WIBP)

300: Original strain vaccine

300: Omicron variant vaccine (BIBP)

300: Omicron variant vaccine (WIBP)

300: Original strain vaccine

2 vaccinations 

in 28 days

Primary Measure:

28 days after 

2nd vaccination

Follow-up until 

12 months after 

2nd vaccination

Key Evaluation Parameters:

• Neutralizing Ab & IgG Ab 

against Omicron & other variants

• Cellular immunity

• Protection against COVID-19 

infection (severe cases & deaths)

• Safety



Targets

Jul 2022 Completion of volunteer recruitment

Aug 2022 Completion of vaccination

Sep 2022 Completion of primary measure

Oct 2022 Completion of data analysis on 

primary measure

Nov 2022 Application for marketing registration



Volunteer Registration

HKU-CTC Public Information Platform:

https://public.hkuctc.com/en/projects/detail/CTC2298

HKU-CTC Facebook Page:

www.facebook.com/hkuctc/ 



COVID-19 Provisional Vaccine Pass

This Provisional Vaccine Pass has a validity 

of 6 months and will be renewed to cover 

the entire period of study until a decision by 

the regulatory authorities on the vaccines 

used in this study is available. 


