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Mitigating Potential Bias

• I have disclosed my professional training and 
background as a public health physician. As such, my 
perspective is strongly focused on primary prevention. 

• Perspectives of public health take into account health of 
populations. Because vaccines are administered at an 
individual level, both individual and population 
considerations are taken into account in planning and 
assessment of immunization programs. 



Evolution of immunization program and concern about 
vaccine safety



Sources of information about vaccine safety
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Limitations of passive or active AEFI surveillance

Value of background rates
Large linked data bases can be useful

Analytic studies are needed to verify association

Adverse event
Immunized Yes No

Yes a b

No c d



AEFI reporting process in BC
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Removing ‘noise’ from AEFI reporting

0

500

1000

1500

2000

2500

3000

2006 2007 2008 2009 2010

Year of Vaccination

# 
of

 R
ep

or
ts

0

10

20

30

40

50

60

70

80

90

R
at

e/
10

0,
00

0 
N

et
 D

os
es

 D
is

tr
ib

ut
ed

B01 or B03

Rate/100,000 Doses

In October 2009, we removed: Redness/Swelling/Pain lasting 4-9 days 
(B01) and redness/swelling 5cm (2”) or more in diameter (B03)



Two page reporting form during COVID campaign
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Typical out            Alerting on potential signals

Ed Napke’s ‘pigeon-hole’ 
system for AR reports
Blue/Red:  serious
Green:      unexpected



Adverse event reports following receipt of a COVID-19 vaccine by week 
of vaccination, BC, Dec. 13, 2020 - Jan. 28, 2023 (N=6,131) 
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http://www.bccdc.ca/health-info/diseases-conditions/covid-19/covid-19-vaccine/vaccine-safety

http://www.bccdc.ca/health-info/diseases-conditions/covid-19/covid-19-vaccine/vaccine-safety


WHO Causality Assessment Algorithm:
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Nevertheless, passive surveillance identified:

• Narcolepsy in association with the 2009 H1N1 pandemic 
vaccine

• Thrombosis and thrombocytopenia syndrome with 
adenovirus vector COVID-19 vaccine

• Myocarditis with mRNA COVID-19 vaccines
• ….and other events
• Best at identification of unusual / unexpected events as a 

‘potential signal’ for verification using additional types of 
investigations
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Vaccine safety is a shared responsibility internationally 

Global Advisory 
Committee on Vaccine 
Safety 
www.who.int/vaccine_safety/en/

USA:
IOM: Institute of Medicine 
VAERS
Vaccine Safety Datalink
Clinical Immunization Safety 

Assessment (CISA)

US/Europe:
Brighton Collaboration

‘Vigibase’
www.who-umc.org
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