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Clinical trial gaps: 
COVID vaccines
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Not studied
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Vaccine Safety

Infants/toddlers:
Multiple vaccines
Repeated doses
Systemic reactogenicity
- Fever, irritablity
Childhood conditions
- Febrile convulsions
- apnoea

Older adults:
Less obvious reactogenicity
Non-specific reactogenicity
- Feel crap, Stop drinking….
Comorbidities….
- Eg Renal 
AESI- rising background rates
Immunosenescence
- Higher doses, adjuvants
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Adverse event reports
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Adverse event reports
Immunisation Errors
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- Incorrect product

- Abrysvo given to infants

- Arexvy given in pregnancy

- Incorrect number of doses

- Multiple Abrysvo doses given in pregnancy

- Multiple Beyfortus doses given

- Incorrect timing

- Abrysvo administered too early in pregnancy

- Administration error

- Shoulder Injury Related to Vaccine Administration 
(SIRVA)

- Insufficient dosing



Vaccine Safety

Known knowns

- reactogenicity often lower

- Non-specific eg falls, dehydration

Known unknowns – AESI

- Background rates change with age

- Age can influence susceptibility and severity

Unknown unknowns

- VITT, myocarditis and COVID vaccines
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Linked administrative datasets
Population-level impact of RSV immunisation
First year of life
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Linked administrative datasets
Population-level impact of RSV immunisation
Older Victorians



Vaccine Effectiveness

Immunosenescence

- Lower responses and effectiveness

- Reduced duration

Changed exposure risk

- Some good some bad

Less organ reserve

- More severe sequelae if vaccine failure



Conclusions
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Real world often first time we understand safety 
and effectiveness in elderly

Immunosenescence real but vaccine strategies to 
overcome it

Safety: reactogenicity often milder but beware 
non-specific consequences

Effectiveness of a vaccine program not just direct 
protection to recipients
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