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I. Welcome and Introduction
1. The Chair welcomed everyone to the meeting and thanked them for attending

the COVID-19 sub-committee.

2. The Chair reminded attendees of the confidential nature of the discussions,
presentations and papers for the meeting. None of the information could be
shared outside of the meeting.

3. The Chair asked Members to indicate any additional conflicts of interest over
and above those declared at the last meeting. None were declared.

4. The purpose of the meeting was to discuss heterologous prime-boost studies,
phase 2 plans, correspondence that had been received, and post-
implementation work.

Hl. Heterologous prime-boost studies
5. The sub-committee noted a presentation from NISEC about a planned non-

inferiority study to compare a heterologous prime-boost with the licensed
homologous schedule. The purpose of the study was to address the current
lack of evidence on the interchangeability of vaccines, as previously
suggested by the JCVI.

6. The study intended to recruit four cohorts: people primed and boosted with
the AstraZeneca (AZ) vaccine, people primed with the AZ vaccine and
boosted with the Pfizer-BioNTech vaccine, people primed and boosted with
the Pfizer-BioNTech vaccine, and people primed with the Pfizer-BioNTech
vaccine and boosted with the AZ vaccine. A total of 460 participants would be
randomised 1:1:1: 1 with blood tests at baseline, day 28, and day 56. A subset
would also have blood samples at day 7 and 14, after both prime and boost. If
further COVID-19 vaccines were approved, especially if they were a different
technology, they could be included.

7. Immunogenicity will be measured by anti-spike IgG ELISA. Safety, including
serious adverse events and events of special interest will be monitored, as
will reactogenicity. Other markers including cellular immunity and neutralising
antibodies were planned. A subset analysis of people that were seropositive
at baseline was also planned. Breakthrough infections would also be followed.

8. The study was expected to start in February 2021 with results in mid-2021.
However, the study start was dependent on regulatory approvals.

Discussion

9. Members discussed the proposed study schedule, including optimal vaccine
doses. It was noted that once the vaccines had received regulatory approval
there may be further discussion on both the schedule and dosage.
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10. Members raised the development of a correlate of protection. This was being
examined in some Oxford studies but was separate from the planned NISEC
study.

Planning for phase 2

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

The major priority in phase 1 of the vaccination programme was the
prevention of mortality and protection of health and social care staff and
systems.
Determining the priority for phase 2 was required before planning could start.
A steer from DHSC was needed for this.

It was suggested that priorities could be split into two categories: direct harms
such as health and critical infrastructure, and indirect harms where non-
pharmaceutical interventions (NPI) play a role for example in education, the
economy, and the arts. Not having a phase 2 programme was also an option.
It was noted that the cost of the programme did not need to be considered at
this time.

The determination of priority occupations would need to be undertaken by
DHSC as a policy issue. This could include work on which sectors are
essential, what the risk of infection is in terms of proximity and frequency, and
whether there is reserve capacity in the workforce.

SPI-M had recently modelled how vaccination might affect NPls. It was raised
that further modelling, particularly around cost effectiveness or impact on the
economy, may be required.

It was raised that not all hospitalisations may be captured in the current phase
1 programme as some modelling had indicated that hospitalisation could
occur in younger ages. It was suggested that phase 2 should still prioritise
reducing mortality, however, the strategy could be different, such as stopping
transmission (if the vaccines were shown to do so).
It was raised that modelling for phase 2 would be challenging and required a
clear policy steer on the programme aim.

Ethical points about the potential risks and benefits of vaccinating healthy
young people were noted.

It was recognised that the impact of vaccination on transmission was a key
unknown and it was important to determine what evidence was required to
satisfy the sub-committee that vaccines impact transmission.

The Chair stated that a small working group would be constituted to consider
the evidence gaps around transmission.

CorrespondenceIV

21. Following the publication of the JCVI statement on 2nd December 2020 a
large amount of correspondence had been received. There were three main
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areas that required discussion: learning disabilities, patients on dialysis, and
patients at the end of life.

22. Regarding learning disabilities, correspondence concerned whether all people
with learning disabilities should be prioritised for vaccination in the same way
as people with severe and profound learning disabilities were (currently
included in priority group 6).

o Members acknowledged that this is a socially disadvantaged and
vulnerable group.

co Aletter from Mencap indicated that "People with mild and moderate
learning disabilities in general do not get support from statutory social
care services, as only 170,000 out of the 1.3 million people with a
learning disability in England receive support".

o The estimate of the number of people with a learning disability in the
Mencap letter was much higher than what was included in the PHE
Report on the impact of COVID-19 on persons with Learning
Disabilities. The PHE report did not differentiate between persons with
and without Down's syndrome and was based on an identified
population of about 250,000 persons with learning disabilities'.

o It was noted that the QCOVID analysis did not use severity gradings for
learning disabilities because GP practice coding was not always
graded. There was concern that incorrect or incomplete primary care
records could mean that some individuals would be missed. This was
noted as an operational issue.

o For influenza vaccination, JCVI had decided that not all learning
disabilities should be eligible for a flu vaccine on the grounds that there
was not good biological evidence for an excess risk in people with
milder disabilities.

o PHE had asked the OpenSAFELY team to undertake further analysis
on the groups with learning disability.

o Members commented that they would like to see further data on the
groups with learning disability not covered by the existing priority
groups.

co The sub-committee agreed that the current Phase 1 focus on severe
and profound learning disabilities was appropriate.

23. Regarding phase 1 prioritisation of patients on dialysis, a letter was received
which asked that all patients with end stage kidney disease requiring in-centre
haemodialysis (ICHD) be moved to priority group 1. The letter highlighted UK
Renal Registry and PHE data which suggested the risk of death from COVID-
19 for a patient on ICHD aged 40-59 years during the first wave of the
pandemic was approximately 2.5 times as high as an 80-year-old.

1 https://www.gov.uk/government/publications/covid-19-deaths-of-people-with-learning-disabilities
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24.

transfer to other epidemiological circumstances

co Members were sympathetic to the issues raised and recognised the
risks to patients on ICHD.

o The nine priority groups had been set out on the basis that the risk of
death was highest in group 1. Of all the factors associated with COVID-
19 mortality, age was the most strongly associated factor and applied
across all other risk factors, including underlying health conditions,
occupation, and gender.

co Members commented on the heterogeneity within priority groups.
Although the letter had highlighted 40-59-year-olds, it was likely that
there were sub-groups within other high-risk groups that may also have
a higher estimated risk compared to the average risk in the group.
Stratifying the cohorts further would be complex and difficult to deliver.

o It was expected that other vaccines, such as AZ, could be approved
soon. It was anticipated that the speed of vaccine deployment would
increase substantially once more vaccines were authorised.

© It was queried whether vaccination of this group could take place in the
ICHD facilities to allow easy identification of patients and quick
delivery. It was suggested that implementation teams should take
advantage of the setting of ICHD facilities to vaccinate eligible
individuals.

Regarding patients at the end-of-life, letters had been received which asked
that patients receiving palliative care for pancreatic and other less survivable
cancers be prioritised to receive vaccination as part of priority group 4. This
would reduce their wait for vaccination and mean that their remaining time
could be spent with their loved ones, rather than shielding from COVID-19.

© Priority group 4 included those 'undergoing active chemotherapy,
immunotherapy, or other continuing antibody treatments for cancer /
having other targeted cancer treatments that can affect the immune
system'. Patients receiving palliative care would fall under priority
group 6: 'all individuals aged 16 years to 64 years with underlying
health conditions which put them at higher risk of serious disease and
mortality'.

o Members had great sympathy for patients who have a short time left to
live and are having to face restrictions which limit their access to family
and friends.

It was noted that the priority order for Phase 1 reflected the estimated
number of persons needed to vaccinate to save one life, with every life
considered precious and of equal value. There was no additional value
placed on anticipated life expectancy, whether long or short.

o It was raised that individuals who received a COVID-19 vaccine were
advised to continue to adhere to NPIs in accordance with the latest
government guidance. Immunisation did not mean that people should
stop adhering to the guidance.
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25. Responses would be prepared for the correspondence that had been
received.

Post implementation research
26.

27.

28.

29.

30.

31.

32.

PHE had presented on post-implementation surveillance and research
questions at the meeting on 8 December 2020. Three areas had been
highlighted as having outstanding questions not answered by the phase 3
trials: vaccine effectiveness in a real-world setting, the impact of vaccination
at a population level, and potential vaccine failure/escape.

Members discussed what outstanding questions should have highest priority.

The lack of data on the effectiveness of vaccination against infection and
transmission was raised as a key priority. Viral shedding could be quantified
but it would be difficult to measure the impact of vaccination on transmission.
Cluster randomised or family household studies were suggested as ways to
do this.

A number of studies, including SIREN and VIVALDI, had plans to investigate
infection. However, it was not clear what uptake would be like and it would
take time for data to accumulate. One limitation with the SIREN study was
that it was in healthcare workers so would not provide data from older adults.
It was speculated that some planned studies may be confounded by changes
in behaviour and adherence to NPIs following vaccination.

Duration of protection was also considered important. This may indicate
whether boosters would be required in future.

Members suggested it would be important to understand vaccine
effectiveness in defined population groups, including the elderly and pregnant
women.

Members agreed that understanding how vaccines work against infection and
transmission was critical as it has long-term implications for the vaccination
programme. As stated in section Ill, it was agreed that a small group would
meet to discuss the gaps in the data and how they might be addressed.

Other
33. Members commented that it would be helpful to see data on attitudes towards

COVID-19 vaccination. It would also be useful to see vaccine uptake figures
as soon as they were available.
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