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PAPER BY THE SECRETARY OF STATE FOR HEALTH AND SOCIAL CARE

Key decisions

1. On prioritisation: agree the Government'’s objectives for vaccine deployment and an ‘in
principle’ decision on prioritised cohorts for England (ahead of final decision when trial
data is available) to inform the first phase of the vaccination delivery planning.

2. On the communication strategy: agree the cross-government communication strategy
for England, including DHSC Flu and Covid vaccine strategy document for publication.

3. Onrequests for doses: agree the proposed approach for responding to requests for
access to UK doses.

General Update (Vaccines Task Force, BEIS)

4. The UK government has secured contracts to up to 350 million vaccines (dependent on
R&D success) doses through agreements with six separate vaccine developers. This
includes agreements with: Courageous for 40 million doses, Talent for 100 million doses,
Valiant for 60 million doses, Audacious for 60 million doses, Astute for 30 million doses
and Victorious for 60 million doses.

5. The first two of these vaccines, Talent and Courageous, will potentially have some doses
available to deploy from December 2020 although this is dependent on the successful
completion of Phase 3 efficacy trials and regulatory approval for use. At risk,
manufacturing of these vaccines is taking place in parallel. Our overall public line is that
there is a realistic hope of a vaccine in the first quarter of next year, but we will have to
see the results of the vaccines currently in clinical trials.

6. Talent:

i.  Has initial quantities of bulk drug substance made and is expected to produce
first fill-finished’ drug product in vials in the coming weeks.
ii. Clinical trials efficacy and safety data readouts are expected before the end of
the year
iii.  Ultimately the UK would have access to very large quantities.

7. Courageous:

i. Have reported that they have already produced the first finished drug product
of their vaccine, pending quality release.

ii. Has reported interim analysis of trials data of 90% efficacy. Further analysis
and safety data readouts are expected in the next three weeks. Depending on
positive outcomes, regulation will ensue.
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iii. If successfully licenced, UK has access to more limited quantities
iv.  This vaccine has unique and significant transportation, reconstitution and
deployment challenges.

8. Neither of these vaccines have yet been approved

Prioritisation (DHSC lead, COVID-19 vaccines team)
Context

9. On 22 September the COVID Operations committee was informed of the process on
prioritisation and the provisional prioritisation list from the statutory advisory committee,
the Joint Committee Vaccinations and Immunisations (JCVI). This paper further explains
the role of the JCVI, the size of population cohorts and operational constraints (such as
type of vaccine and number of doses). The Government will wish to consider if the JCVI
recommendations match its strategic objectives. JCVI advice will be updated when data
from Phase 3 available.

10. The role which a vaccine can play in supporting the resumption of normal activities
depends on how the vaccine works, whether the vaccine primarily acts by preventing
symptomatic disease including severe disease, or by additionally preventing infections
altogether (including stopping asymptomatic infections), i.e. whether virus transmission is
also interrupted. When we first obtain a Covid-19 vaccine we will be confident that it
can reduce symptomatic infections as will have been demonstrated through
successful Phase 3 trials. Information on extra benefits such as preventing severe
disease and reducing transmission will only be known several months after a
vaccine has been deployed.

11. Once the vaccine is authorised for use by the Medicines and Healthcare products
Regulatory Agency (MHRA) its safety profile including common side effects (e.g.
temporary fever) will be known, but as with all new medicines it is vital to monitor vaccine
effectiveness and safety in perpetuity. Exceptionally rare side effects may not be
apparent until millions of people worldwide have received the vaccine, and the effect of
the R rate will not be known until a significant proportion of the population has been
vaccinated.

12. The Vaccine Task Force operates on a UK basis and has committed to procuring
vaccines on behalf of the Devolved Administrations (DAs), Crown Dependencies (CDs)
and Overseas Territories (OTs). The DHSC Secretary of State recently agreed to an
equitable allocation of vaccine doses based on relative size of population across the
DAs, CDs and OTs — further detail in Annex A.

13. The DAs, CDs and OTs remain accountable for vaccine deployment in their territories.
UK and DA officials have proposed a set of high-level principles to guide COVID-19
vaccine deployment across the UK. JCVI has no statutory basis in Northern Ireland,
Scotland or in the Crown Dependencies and Overseas Territories. However, all parts of
the UK are largely expected to follow JCVI advice, with any small deviations being due to
logistical challenges of delivery models e.g. to remote communities.

Main discussion
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14. Should either Talent or Courageous be approved either i) by the European Medicines
Authority (EMA) before the transition period, ii) the UK’s licensing authority after the
transition period or iii) if temporary authorisation is judged to be required to meet public
health need, doses will be available for deployment in the coming weeks. Initially, there
will be limited supply of the two leading COVID-19 vaccines (Talent and Courageous),
which will require prioritisation of population cohorts who are invited for immunisation as
part of the roll-out. Furthermore, when considering scenarios, although both early
vaccines may become physically available, they may only be suitable for certain cohorts.
This will depend on the readout of the clinical trial data. For example, the Talent
adenoviral vaccines may be suitable for elderly, however Courageous may not.

15. The JCVI is the independent statutory body constituted for the purpose of advising the
Health Secretary on the provision of vaccination and immunisation services for the
prevention of illness. The JCVI have met frequently on COVID-19 and consider a range
of evidence.

16. JCVI has considered a number of different vaccination scenarios, including those
targeting transmission and targeted at providing direct protection to those most at risk.
The best use of available vaccine is in part dependent on what point in the pandemic the
UK is at, as well as vaccine characteristics. Given where we are in the UK, all evidence
indicates that the best option for preventing morbidity and mortality is to directly protect
those most at risk from the infection. It is important to note that it is predicted that we
would need to vaccinate a large proportion of the population with a highly effective
vaccine, in order to interrupt transmission. At the start of any programme, we will not
know whether the vaccines available will have any impact on transmission.

17. Hence, the first phase of the deployment strategy prioritises those most at risk. It is
expected that as more information about the future pipeline of vaccines becomes
available, we will set out the prioritisation criteria for phase two of the vaccination
programme. Whilst the first phase necessarily focuses on immunising those most at risk,
we would expect to return to wider questions about how the vaccination programme
interacts with wider economic impacts and any changes to existing NPIs and wider
public health measures in place to protect public health. Surveillance data from the
rollout of Courageous and Talent, plus inputs from epidemiological modelling and wider
economic evidence will be essential for future decisions.

18. Current evidence strongly indicates that the risk of serious disease and death increases
exponentially with age and is also increased in those with a number of underlying health
conditions. Simple age-based programmes are usually easier to deliver and therefore
achieve higher vaccine uptake. An age-based programme is also likely to increase
uptake in those with clinical risk factors as the prevalence of these increases with age.
Given all this, the JCVI’'s updated interim advice largely prioritises based on age.

19. JCVI's advice will continue to be refined, taking into account potential effects of
vaccination in reducing COVID-19-related hospital admission, susceptibility by ethnicity
and occupation, and the extent to which evidence emerges that specific vaccines work
best in specific patient groups. However, the effect of age and comorbidities on poor
outcome is so strong that the primary advice given below is likely to endure. DCMO
(Jenny Harries) has suggested prioritising programme implementation and delivery using
the current JCVI protocol, but in geographical areas with high ethnic populations. This
would allow a reasonable response from government for protecting BAME populations
whilst still keeping the broad clinical categories that have already been agreed. This is
not yet agreed policy.

20. Frontline health and social care workers are at increased personal risk of exposure to
infection with COVID-19 and of transmitting that infection to susceptible and vulnerable
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patients in health and social care settings. It is also recognised that vaccination of
frontline health and social care workers will help to maintain resilience in the NHS and for

health and social care providers.

21. There is clear evidence that older adults living in residential care homes have been
disproportionately affected by COVID-19 as they have a high risk of exposure to infection
and are at higher clinical risk of severe disease. Given the increased risk of outbreaks,
morbidity and mortality in these closed settings, these adults are considered to be at very
high risk. The committee’s interim advice is that this group should be one of the highest
priorities for vaccination.

22. The JCVI set out their interim prioritisation advice on 25 September 2020. This interim
ranking of priorities is a combination of clinical risk stratification and an age-based
approach, which should optimise both targeting and deliverability.

23. The table below outlines the definition of these cohort groups, their relative size, and
overall proportion of the population in each group.

Table 1. JCVI prioritised cohort descriptions, sizes and population % (for England)

JCVI Cohort Cohort Total % Total
Priority Description/Definition Cohort Size | Population*®
Older adults Adults over the age of 65 in
1 residents in care nursing or residential care 343,396 | 0.80%
homes homes
1 Gare homestaff | 111 S &t work in sare 682,691 | 1.50%
home settings
2 Over 80s 2,626,329 | 5.90%
All individuals working in
settings where healthcare is
T a— delivered regardless of their
2 direct employer (this includes 1,674,024 | 3.80%
workers L
students, non-clinical staff,
trainees and volunteers in
these settings)
All individuals working in
5 Social care setfcings where care is _ 934,577 | 2.10%
workers delivered regardless of their
direct employer
3 75-79 1,897,766 4.30%
4 70-74 2,749,086 6.20%
5 65-69 2,654,521 6.00%
All those between 18 and 64
years of age and have a
6 High risk under 65 | condition which makes them 234,135 0.50%
clinically extremely
vulnerable.
All those between 18 and 64
Moderate risk years of age and have a o
¥ under 65 condition which makes them 4,808,301 8.:70%
clinically vulnerable
8 60-64 2,030,260 4.60%
9 55-59 2,455,797 5.50%
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10 50-54 2,801,942 6.30%
11 18-49s 18,872,567 | 42.60%
TOTAL 44,263,393 100.0%

1. Note that these estimates have adjusted for duplications, so individuals are only counted in the highest priority
group to which they belong.

2. Priority 11 will be further prioritised once more characteristics of the vaccine are known

3. We are exploring whether or not someone is on the Shielded Patient List, rather than being Clinically

Extremely Vulnerable should be the key factor

24. A series of delivery models have been developed by NHS England, tailored to cohorts, in
order to maximise access to and uptake of the vaccine. Table 2 outlines the delivery
models. The primary providers are pharmacy, primary care, and secondary care. Other
providers are also being approved. For example, dentists.

Table 2: Delivery models

Namicof Direct provision (lead
delivery Description Capacity Indicative cohort prg\gr(r‘:'r?isiri)ct:r?:rs )
il contracts directly
; ; Two care homes Care homes and )
Va(:(/:?nh;%?: \\//\?Stlr;m or 11 Housebound Primary Care Network
T ————— cgre Housebound (per | Secure MH estate, | NHS Trust lead provider
Roving homes, detained estate day) MHLDA estate operated
and individual Detained. Secure TBC Community Pharmacy
addresses for MH and MLDH -
housebound yErEbie Detained estate TBC
JCVI1SJ100horts Primary Care Network
TerapotAy (a.at Minimum of 75 | JCVI Cohorts
Community prltmi’:lry care a.(t:' 'fy‘ it (per week) 1-10
Vaccination | "°@h comtr;wunl Y laciilty (except care home | Community Pharmacy
Centre or partaeabin, sef up to 260 or 520 (per | residents and staff,
deliver capacity for day) [unless mop up])
temporary period
i NHS Trust lead provider
(except care home apemied
residents and staff) p
High volumes, high
throughput in a fixed
\I;zrcieini:iaolz location for an extended 1,040 to 2,600 (eA)ilcigtV (l;g:%rtr:e NHS Trust lead provider
P period e.g. sports (per day) residents and staff) operated
venues, conference
venues
NHS Provider DeIl\(ered fm”.‘ NHS Variable NHS provider staff NHS proylder operated
provider premises on own sites

*Minimum volumes are driven by the minimum shipment pack size of the initial Courageous vaccine. To ensure
waste is minimised, sites must confirm their ability to deploy vaccine in multiples of 975 over a 4 day period
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