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Dear Colleague 
 
COVID-19 VACCINES: WEEKLY PUBLICATION OF YELLOW CARD SAFETY DATA  
 

 
Summary 
 
Routine safety monitoring and analysis of the approved COVID-19 vaccines by the UK’s 
medicines regulator, the Medicines and Healthcare products Regulatory Agency (MHRA), 
shows that the safety of these vaccines remains as high as expected from the clinical trial 
data that supported the approvals.  The safety profile of the vaccines remains positive and 
the benefits continue to far outweigh any known side-effects. 
 
Further information 
 
Both the Pfizer/BioNTech and AstraZeneca COVID-19 vaccines currently in use in the UK 
have been authorised for supply by the MHRA following a thorough review of safety, 

ACTION REQUIRED 
 
Chief Executives must ensure this information is drawn to the attention of all 
staff involved in the COVID-19 vaccination programme. 
 
The PHA must ensure this information is cascaded to their staff working on 
COVID-19 vaccine deployment and the health protection team. 
 
The HSCB must ensure this information is cascaded to all General Practitioners 
and practice managers for onward distribution to all staff involved in the COVID-
19 vaccination programme including general practice pharmacists. 
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quality and efficacy information from clinical trials. In clinical trials, both vaccines showed 
very high levels of protection against symptomatic infections with COVID-19.  We expect 
data to be available soon on the impact of the vaccination campaign in reducing infections 
and illness in the UK. 
 
The Pfizer/BioNTech vaccine was evaluated in clinical trials involving more than 44,000 
participants.  The most frequent adverse reactions in trials were pain at the injection site, 
fatigue, headache, myalgia (muscle pains), chills, arthralgia (joint pains), and fever; these 
were each reported in more than 1 in 10 people.  These reactions were usually mild or 
moderate in intensity and resolved within a few days after vaccination.  Adverse reactions 
were reported less frequently in older adults (over 55 years) than in younger people. 
 
The Oxford University/AstraZeneca vaccine was evaluated in clinical trials involving more 
than 23,000 participants.  The most frequently reported adverse reactions in these trials 
were injection-site tenderness, injection-site pain, headache, fatigue, myalgia, malaise, 
pyrexia (fever), chills, arthralgia, and nausea; these were each reported in more than 1 in 
10 people.  The majority of adverse reactions were mild to moderate in severity and 
usually resolved within a few days of vaccination.  Adverse reactions reported after the 
second dose were milder and reported less frequently than after the first dose.  Adverse 
reactions were generally milder and reported less frequently in older adults (65 years and 
older) than in younger people. 
 
Weekly summary of Yellow Card reporting 
 
As the UK’s medicines regulator, MHRA’s role is also to continually monitor safety during 
widespread use of a vaccine, and a proactive strategy to do this is in place.  MHRA also 
continually work to reviewing the effectiveness and impact of the vaccines to ensure the 
benefits continue to outweigh any possible side effects. 
 
Part of this role includes reviewing reports of suspected side effects.  Any member of the 
public or health professional should submit suspected side effects through the Yellow 
Card scheme.  The nature of Yellow Card reporting means that reported events are not 
always proven side effects.  Some events may have happened anyway, regardless of 
vaccination.  This is particularly the case when millions of people are vaccinated, and 
especially when most vaccines are being given to the most elderly people and people who 
have underlying illness. 
 
Over 15 million doses of the Pfizer/BioNTech and the Oxford University/AstraZeneca 
vaccines have now been given across the UK and the MHRA has gathered a large 
amount of safety data.  As part of its safety surveillance strategy for monitoring the safety 
of all UK-approved COVID-19 vaccines, MHRA is now publishing a weekly vaccine safety 
report which provides details on the suspected side-effects to the vaccines reported 
through the Yellow Card scheme.  This data has been thoroughly analysed by the MHRA’s 
scientists and safety experts together with all other sources of evidence. 
 
The latest safety update report, published today, is based on detailed analysis of data up 
to 7 February 2021.  At this date, an estimated 7.5 million first doses of the 
Pfizer/BioNTech vaccine and 5 million doses of the Oxford University/AstraZeneca 
vaccine had been administered, and around 0.5 million second doses, mostly the 
Pfizer/BioNTech vaccine, had been administered.  

https://yellowcard.mhra.gov.uk/
https://yellowcard.mhra.gov.uk/
https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions/coronavirus-vaccine-summary-of-yellow-card-reporting


 

    

 
As of 7 February 2021, for the UK 
 

 24,207 Yellow Cards have been reported for the Pfizer/BioNTech vaccine 
 20,428 have been reported for the Oxford University/AstraZeneca vaccine 
 113 have been reported where the brand of the vaccine was not specified. 

 
For both vaccines the overall reporting rate is around 3 to 4 Yellow Cards per 1,000 doses 
administered. 
 
For both vaccines, the overwhelming majority of reports relate to injection-site reactions 
(sore arm for example) and generalised symptoms such as ‘flu-like’ illness, headache, 
chills, fatigue (tiredness), nausea (feeling sick), fever, dizziness, weakness, aching 
muscles, and rapid heartbeat.  Generally, these happen shortly after the vaccination and 
are not associated with more serious or lasting illness.  These types of reactions reflect 
the normal immune response triggered by the body to the vaccines.  They are typically 
seen with most types of vaccine and tend to resolve within a day or two.  The nature of 
reported suspected side effects is broadly similar across age groups, although, as was 
seen in clinical trials and as is usually seen with other vaccines, they may be reported 
more frequently in younger adults. 
 
Overall, the increase in number of Yellow Card reports over recent weeks reflects the 
increase in vaccine deployment as new vaccination centres have opened across the UK.  
The number and nature of suspected adverse reactions reported so far are not unusual in 
comparison to other types of routinely used vaccines.  The overall safety experience with 
both vaccines is so far as expected from the clinical trials, and based on current 
experience, the expected benefits of both COVID-19 vaccines in preventing COVID-19 
and its serious complications far outweigh any known side effects. 
 
As with all vaccines and medicines, the safety of COVID-19 vaccines is being continuously 
monitored, and we would encourage you to familiarise yourself with the most up to date 
safety reporting data from the MHRA, on a regular basis.  This is available at: 
https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-
reactions/coronavirus-vaccine-summary-of-yellow-card-reporting 
 
Yours sincerely 
 

  

DR MICHAEL McBRIDE    MRS CATHY HARRISON 
Chief Medical Officer    Chief Pharmaceutical Officer 
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Director of Public Health/Medical Director, Public Health Agency (for onward 
distribution to all relevant health protection staff) 
Assistant Director Public Health (Health Protection), Public Health Agency 
Director of Nursing, Public Health Agency 
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Assistant Director of Pharmacy and Medicines Management, Health and Social Care 
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Director of Social Care and Children, HSCB 
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Occupational Health Physicians and School Medical Leads) 
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Regional Pharmaceutical Procurement Service, Northern HSC Trust 
Professor Donna Fitzsimons, Head of School of Nursing and Midwifery QUB 
Professor Sonja McIlfatrick, Head of School of Nursing, University of Ulster 
Caroline Lee, CEC 
Donna Gallagher, Open University 
Professor Paul McCarron, Head of School of Pharmacy and Pharmaceutical 
Sciences, UU 
Professor Colin McCoy, Head of School, School of Pharmacy, QUB 
Professor Colin Adair, Director of the NI Centre for Pharmacy Learning and 
Development, QUB 
Joe Brogan, Assistant Director of Integrated Care, HSCB 
Donncha O'Carolan, HSCB (for distribution to all General Dental Practitioners) 
Raymond Curran, Head of Ophthalmic Services, HSCB (for distribution to 
Community Optometrists) 
Trade Union Side 

Clinical Advisory Team 
 

 
 
 
 

This letter is available on the Department of Health website at    

https://www.health-ni.gov.uk/topics/professional-medical-and-environmental-health-

advice/hssmd-letters-and-urgent-communications 
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