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Title: Inclusion of at-risk older people in Phase III COVID-19 vaccine studies
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Background: The UK’s Vaccine Task Force prioritised the oldest citizens and care home residents for vaccination with newly approved COVID-19 vaccines, since they theoretically may have the most to gain. However, immunosenescence and/or frailty may affect vaccine effectiveness and safety so a review of evidence in older people and those with frailty is needed. 

Methods: A comprehensive list of all published Phase III COVID-19 vaccine studies or protocols was drawn up. Inclusion and exclusion criteria were collected from published protocols. Recruitment data were collated from various sources.

Results: There are 39 Phase III and 4 Phase IV studies on 21 different experimental vaccines. 12.2% excluded people over the age of 65.  36.7% excluded people in care homes. The mean age of participants was 48, with 25% overall listed as having comorbidities. Data from 5 vaccine trials was available, showing relatively small numbers of total positive cases compared with the rest of the participant pool: 5 cases in over 55 year olds (Covishield), 10 cases in over 60 year olds (Sputnik V ), 25 cases in over 65 year olds (Comirnaty), 33 total cases in over 65 year olds (mRNA-1273), and 164 cases in over 60 year olds (Janssen COVID-19 vaccine).

Conclusions: Low recruitment numbers in elderly results in insufficient data to express efficacy with similar confidence to younger age groups. It would be beneficial to focus on these populations in future trials to be able to get a better determination in efficacy and assess any potential difference in adverse events.
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