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Summary of impact

• Science:

• Linked up population-based records to identify potential adverse events after 

COVID-19 vaccination  

• Among the first teams in the world to analyze Bell’s palsy and carditis following 

vaccination

• Impact on patients and practice:

⚬ DH accepted our findings- Bell’s palsy as an adverse effects of CoronaVac 

⚬ Pay out compensation to vaccine recipient.

⚬ Amendment of the product insert. 

⚬ Based on our finding of BNT162b2 and carditis: 

⚬ Suspension of the 2nd dose of BNT162b2 for minors

⚬ Then extended the duration of second dose from 4 weeks to 8 weeks. 

⚬ Issue warnings of carditis to alert patients and healthcare professional



• Policy impact-Fulfillment of CAP 599K:

Our team monitors adverse events of COVID-

19 vaccines on behalf of Drug Office of the 

DH so that DH can comply with CAP599K 

Part 3:7(3)

• Research impact-Established model for 

pharmacovigilance:

Territory-wide public healthcare database 

(Hospital Authority) linked with population-

based vaccination records and COVID 

infection records. (Department of Health)  No 

precedent case, history was made. 

Impacts to Hong Kong



• Nested case-control study 

• 298 cases of Bell's palsy were matched to 
1,181 controls, and the adjusted odd ratio 
(OR) was 2.4 (95% CI:1.4-4.0) for 
CoronaVac

• The Lancet Infectious Diseases (Impact 
Factor = 71) https://doi.org/10.1016/S1473-
3099(21)00451-5

Underpinning Research (1)
Bell’s palsy following CoronaVac

https://doi.org/10.1016/S1473-3099(21)00451-5
https://doi.org/10.1016/S1473-3099(21)00451-5


World-wide press-release by Lancet Press Centre
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From: 
https://www.COVIDvaccine.gov.hk/pdf/CO
VID19VaccinationFactSheet_CoronaVac_E
NG.pdf
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• Territory-wide case–control study

• BNT162b2 recipients had higher odds of 

carditis (adjusted OR, 3.57 [CI, 1.93 to 

6.60])

⚬ Male: OR 4.68 (CI, 2.25 to 9.71) 

⚬ Female: OR 2.22 (CI, 0.57 to 8.69) 

⚬ Adults OR 2.41 (CI, 1.18 to 4.90) 

⚬ Adolescents OR 13.79 (CI, 2.86 to 

110.38)

• Risk mainly seen after the 2nd dose 

• Annals of Internal Medicine (Impact 

Factor = 51)

https://doi.org/10.7326/M21-3700

Underpinning Research (2)
Elevated risk of carditis following BNT162b2

https://doi.org/10.7326/M21-3700


Underpinning Research (2)
Overall safety of and risk of myocarditis 
following BNT162b2 in adolescents  
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Effective engagement: 
Regulatory Authority and general public 

• Direct Reports to DH for action
• relevant public health policies and clinical 

recommendations

• Press Conferences
• Sending reassurance to the public 

• Provide the best possible information to 

inform vaccine uptake

• Training course for DH staff
• Offer training for public health policy makers 



Long lasting impact on 
pharmacovigilance in Hong Kong

• Based on the success of CARE programme, our HKUMed
team have  demonstrated the untapped power of HA and DH 
databases.

• It broke down the previous invisible barrier of data linkage. 

• Drug office of DH is currently developing a new system in 
pharmacovigilance based on CARE programme and will 
continue to work with our team to create the next generation 
pharmacovigilance system.



Knowledge to be Exchanged

• Identifying rare adverse events following COVID-19 vaccines which 

would otherwise be infeasible to detect

• Establishing a comprehensive safety profile of COVID-19 vaccines

• Developing data-linkage mechanisms for future pharmacovigilance 

purposes

• Innovating and refining pharmacoepidemiologic methods in vaccine 

safety monitoring



Thank you
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