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Background
Unprecedented Global Crisis
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Background
Unprecedented Global Response

Over 119 

million people 

vaccinated 

globally to date. 
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Scientific Progress
Vaccine Technologies

Traditional Virus 

Vaccines

Protein and Protein 

Nanoparticles

Viral Vector

Vaccines

Nucleic Acid Based 

Vaccines
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Regulatory Agility
Standard v Accelerated Process

Standard Process COVID-19 Vaccines
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Safety Monitoring
Vaccine Lifecycle Overview

Quality Toxicity EudraVigilance – European database of suspected adverse reaction to medicines

Extended Clinical Trials (phase IV)

Global Reporting NCA

Medical Literature

Safety Studies

Reports from HCP and Patients

Post-Marketing Safety Monitoring

Vaccine Development Stage

Vaccine Safety Monitoring

Pre-Authorisation Safety Monitoring
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Safety Monitoring
Post-Authorisation

Quality Toxicity EudraVigilance – European database of suspected adverse reaction to medicines

Extended Clinical Trials (phase IV)

Global Reporting NCA

Medical Literature

Safety Studies

Reports from HCP and Patients

Post-Marketing Safety Monitoring

Vaccine Development Stage

Vaccine Safety Monitoring

Post-Authorisation Safety Monitoring

Vaccine authorisation and use in 

real-world setting
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Safety Monitoring
Specific Role of HPRA

HPRA Safety Monitoring Actives:

• Overseeing enhanced passive reporting from health-care professionals and 

members of the public, as well as the HSE, of suspected adverse reactions, with 

onward reporting of anonymised individual case safety reports to the EMAs 

Eudravigilance database, for inclusion in further analysis to detect and evaluate 

any potential signals.

• Aligning with EMA plans to communicate regular and periodic public updates 

on safety experience. 

• Involvement in EU-wide safety reviews, including of periodic data provided by 

the marketing authorisation holders, as well as any emerging data from other 

sources, such as independent studies.

• Escalation of emerging safety issues, if any, as appropriate. 



1012/02/2021

Safety Monitoring
Specific Role of HPRA

HPRA Safety Monitoring Actives:

• The HPRA is proactively calling for reports of suspected 

side effects following vaccination from members of the 

public and healthcare professionals to:

- Further inform what we already know about the 

safety profile;

- Act as an early warning system for the identification 

of previously unrecognised or rare side effects (signal 

detection).

• Safety monitoring at an Irish, European and global level.

• The largest and broadest safety monitoring 

programme of any medicine ever with regulators across 

the globe sharing new and emerging data. 

As with all vaccines, you can 

report suspected side effects to 

the HPRA. To report side effects 

to a COVID-19 vaccine, please 

visit www.hpra.ie/report

http://www.hpra.ie/report
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Future Considerations
Variants and Vaccine Efficacy

Map of B.1.1.7 (“UK”) sequence counts

Reported 73 Countries to date

Map of B.1.351 (“South African”) sequence counts

Reported 25 Countries to date

Data from Centre for 

Genomic Pathogen 

Surveillance
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Future Considerations
Variants and Vaccine Efficacy – Evidence for Escape Mutants

Reduced 

neutralisation 

capacity
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Future Considerations
Variants and Vaccine Efficacy – Evidence for Escape Mutants

“In the South Africa Phase 2b clinical trial, 

60% efficacy (95% CI: 19.9 – 80.1) for the 

prevention of mild, moderate and severe 

COVID-19 disease was observed in the 94% of 

the study population that was HIV-negative 

[…] the primary efficacy endpoint in the 

overall trial population, including HIV-

positive and HIV-negative subjects (efficacy 

of 49.4%; 95% CI: 6.1 – 72.8)”

“Janssen’s COVID-19 vaccine candidate was 

66% effective overall in preventing 

moderate to severe COVID-19, 28 days 

after vaccination […] The level of protection 

against moderate to severe COVID-19 

infection was 72% in the United States, 66% 

in Latin America and 57% in South Africa…”
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Future Considerations
Transmission

• Protection from disease versus protection 

from infection

• Evidence of asymptomatic infections in the 

vaccinated cohorts

• Impact of vaccines on shedding of virus by 

asymptomatic individuals 

• Further data required

• Continue to adhere to public health 

guidelines 

Impact of PH Measures 

and Vaccines on Transmission
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Future Considerations
Vaccines
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Conclusion
Hopeful but Cautious


