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1 Acceptability and effectiveness of named
interventions to increase routine vaccine
uptake

1.1 Review question

What are the barriers to, and facilitators for, increasing the uptake of routine vaccines?

Sub-question: What is the acceptability and effectiveness of specific interventions to increase
routine vaccine uptake?’

1.1.1 Introduction

The UK has a routine vaccination schedule covering key vaccinations for different stages in
life including childhood, adolescence, pregnancy, and old age (65 years and older). Current
practice is for healthcare practitioners to advise people to accept these vaccinations at the
relevant times unless contraindicated. However, the incorrect linking of the MMR vaccine to
autism resulted in a reduction in MMR vaccination which is now being reflected in an
increase in the number of cases of measles. There were 991 confirmed cases of measles in
England in 2018 compared with 284 in 2017 and the World Health Organization no longer
considers measles 'eliminated' in the UK. Although vaccination levels in general in the UK
are relatively high, levels of uptake vary between vaccines and the age groups they are
targeted at. For example, 5-in-1 coverage of children measured at 5 years was 95.2% in
2019/2020, while 83.9% of Year 9 females completed the 2-dose HPV vaccination course in
2018/19. By contrast, from April 2018 to March 2019, shingles vaccine uptake for the 70-
year-old routine cohort was only 31.9%, pneumococcal vaccine uptake for all people aged 65
years and over was 69.2%, and pertussis vaccine coverage in pregnant women was 68.8%.
However, vaccination rates need to be actively maintained and ideally increased in the face
of increasing vaccine scepticism and misinformation. The COVID-19 pandemic has also
reduced routine vaccination rates and is likely to continue to disrupt routine vaccinations in
the foreseeable future. In addition, certain population groups (such as some Gypsy, Roma
and Travellers and migrants) have lower levels of vaccination than the general public and
additional or different actions may be required to increase their vaccination rates.

Reasons for low uptake may include poor access to healthcare services; inaccurate claims
about safety and effectiveness, which can lead to increased concerns and a reduction in the
perceived necessity of vaccines; and insufficient capacity within the healthcare system for
providing vaccinations. In addition, problems with the recording of vaccination status and
poor identification of people who are eligible to be vaccinated may have contributed to this
problem. While some barriers to vaccine uptake are obvious, others remain unclear and
there are likely to be additional barriers that affect specific population groups, such as Gypsy,
Roma and Travellers and migrants. In addition, less is known about the facilitators for
vaccine uptake. Information about facilitators and the acceptability of interventions are
needed to support the successful implementation of these interventions to increase uptake.
This review is part of a larger review of barriers to and facilitators for vaccine uptake. It aims
to examine the acceptability, implementation and effectiveness of specific named
interventions as part of a mixed-methods analysis. The protocol for this review, together with
the barriers and facilitators review, is detailed in Appendix A and summarised in Table 1.
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1.1.2 Summary of the protocol

Table 1 SPIDER table

Inclusions:

e All people who are eligible for vaccines on the routine UK vaccination schedule and
their families and carers (if appropriate).

o Staff including, but not limited to, those providing advice about or administering
vaccines and those people with relevant administrative or managerial
responsibilities.

Exclusions:

e None

Interventions to increase the uptake of routine vaccines

Studies using qualitative methods:

o Systematic reviews of included study designs

e Qualitative studies that collect data from focus groups and interviews

¢ Qualitative studies that collect data from open-ended questions from
questionnaires/ surveys

Mixed method study designs (qualitative evidence that matches the above study
designs only)

Themes will be identified from the literature and not pre-specified.

Relevant themes may include the thoughts, views and perceptions of individuals, parents
or carers and staff about specific interventions to increase vaccine regarding:

e acceptability

e implementation

e accessibility

Qualitative and mixed methods studies

1.1.3 Methods and process

This evidence review was developed using the methods and process described in
Developing NICE guidelines: the manual. Declarations of interest were recorded according to
NICE'’s conflicts of interest policy.

Methods specific to this review question are described in the review protocol in Appendix A
and the methods document.

Please note that the review protocol also includes a quantitative question about interventions
to increase uptake. This part of the work is presented in evidence review C to ensure the size
of the evidence reviews remains manageable. This review is part of a larger qualitative
review looking at the barriers to and facilitators for vaccine uptake.

The following additional methods apply to both qualitative reviews:

—

This review refers to the UK routine vaccination schedule. The November 2019 schedule
was used for these reviews and is available with the current version of the complete
routine immunisation schedule.

In this guideline, the term pregnant woman is used to include women who are pregnant
as well as transgender or non-binary people who are pregnant. This terminology is used
to maintain consistency with NHS websites.

A
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3. A date limit of 1990 was used for all reviews because the vaccination schedule for babies
changed in 1990. This will include papers published after the MMR scandal of 1998 when
attitudes to vaccinations changed in the UK and the numbers of vaccine related studies
increased greatly.

4. The countries of interest were limited to those in the Organisation for Economic Co-
operation and Development (OECD) because less economically developed countries are
likely to have different reasons for low levels of vaccine uptake associated with less well-
developed healthcare systems. As a result, interventions to improve uptake and the view
about barriers and facilitators to vaccine uptake in these countries are less likely to be
relevant for the UK.

5. They agreed that UK studies could be prioritised if a large number of studies were
identified. Where there was insufficient evidence from the UK alone this prioritisation was
extended to include studies based in Australia, Canada, Ireland, the Netherlands and
Scandinavia (Denmark, Norway, and Sweden) because they also have universal
healthcare and similar populations to the UK.

6. To make analysis easier the review work was divided into categories based on
subgroups listed in the protocol. These were: pregnant women; people aged 65 years
and older; 0-5 year olds and 11-8 year olds.

7. The decision to only look at UK evidence or the extended OECD subset was made at the
subgroup level so, for example, where we found sufficient evidence for the views of
parents concerning HPV vaccinations we didn’t look for papers on this topic in the wider
literature. The decision that there is sufficient evidence was made based on the number
and richness of the included studies in consultation with the committee to ensure that
they are able to make recommendations.

8. The committee noted that it was the presence of a vaccination against a disease on the
routine schedule rather than the formulation of the vaccination that was important and
therefore studies would not be excluded for using different formulations to the UK.

9. Routine vaccination schedules of countries other than the UK were checked using the
WHO vaccine-preventable diseases: monitoring system unless a more up -to-date,
approved, national/regional immunisation schedule is identified online. The routine
vaccination schedule covers all routine vaccines from 8 weeks to 70 years old and
includes the pertussis vaccine for pregnant women. People who are also eligible for
selective immunisation programmes (e.g., high-risk groups) or additional vaccines will be
included for routine vaccines only.

10. The committee agreed that studies from the OECD would be judged as highly relevant
initially and then downgraded at the study level if there was a reason to believe that the
individual study was not completely relevant to the UK population. In addition, a finding
identified from an otherwise highly relevant or relevant study could be downgraded if it
was not relevant to the UK population. Committee input was used to determine where it
was appropriate to downgrade in this manner.

11. Where a study was conducted in a country which has some differences in routine vaccine
schedule compared to the UK but reports on barriers and facilitators to vaccine uptake in
general, rather than a specific vaccine, it was included in the review and not downgraded.

12. For studies looking at specific vaccines to be considered for inclusion, the vaccinations
included in the study must be in the routine vaccination schedule of the UK and the
country where the study was conducted.

13. Finding from open ended questions from questionnaires were only included in the
qualitative reviews when insufficient evidence is available from studies using focus
groups and interviews because these usually provide a much richer source of data than
open-ended questions in surveys.

14. The committee agreed not to include grey literature in the search for this topic because
they thought it would be time consuming to identify and that it would be hard to find
relevant literature. They agreed that if insufficient evidence is identified from the included
study types, they would consider a focused call for evidence instead or look at indirect
evidence.
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15. The committee agreed that the barriers may be perceived or actual barriers (e.g., the
individual may think that access is a problem because clinics aren’t’ available at
convenient times/locations but if this is not the case in their area the barrier is one of
perception rather than an actual physical barrier).

16. Catch up campaigns included in this guideline are as follows: opportunistic campaigns for
people who missed a vaccination, and catch-up campaigns in under-vaccinated groups.

17. The scope of this guideline does not include flu vaccination as that is covered by another
guideline (NICE flu guideline NG103).

The following additional methods apply to this qualitative review specifically:

1. Qualitative studies were included in this review if they examined a specific intervention
programme and had an accompanying quantitative study which reported on vaccine
uptake outcomes (see protocol deviation below).

2. Qualitative studies from the USA were excluded as the committee thought that that views
about vaccines and vaccinations may differ due to differences between the healthcare
systems in the USA and the UK. As such, the results from USA-based studies may not
be generalisable to the UK population.

3. Quantitative data from papers associated with the interventions identified in the
qualitative part of this review are included, and quality assessed using GRADE where
appropriate.

4. Data for the Celebrate and Protect reminders programme for children aged 0-5 years was
only available as part of a non-peer-reviewed report (Gibson 2014) and outcomes were
therefore considered at higher risk of bias. This report stated the % vaccine uptake, but
not the number of children in each arm. The percentages have therefore been reported to
give the committee an indication of the effectiveness of the intervention, and outcomes
were quality assessed using a modified version of GRADE. Quality was therefore based
on risk of bias, directness and heterogeneity but not imprecision as it was not possible to
calculate risk ratios.

5. A mixed methods approach was taken to assess the effectiveness of an intervention
alongside views of different aspects of that intervention. Diagrams were created which
outlined the main aspects of each intervention. These were linked to the main themes
extracted from the qualitative studies and examples were included to highlight people’s
views in relation to those themes. Examples were coded to demonstrate which groups of
people had reported those views (such as parents, healthcare staff and young people).
For the interventions for 11-18 year olds, forest plots were included in the diagram to
show whether the intervention was effective. For the 0-5 years group (Celebrate and
Protect programme), insufficient data was available to produce a forest plot and so the
differences in percentage vaccine uptake per arm was presented below the diagram.

6. Two studies (Chantler 2020 and Gibson 2014) were cluster non-randomised trials. For
these studies, a modified risk of bias assessment was used. This checklist was
composed of the ROBINS-I tool for non-randomised trials, with an additional section
related to clustering methods taken from the Cochrane Cluster Risk of Bias 2.0 tool.

7. Where cluster RCTs were included any data provided that was already adjusted for
clustering was presented. Otherwise we adjusted for clustering using an ICCs supplied in
the studies or 0.05 otherwise because this was the most common ICC in the education
review (evidence review E) and the MMR decision aid paper (Shourie 2013) was already
included in that review with this adjustment.

Protocol deviation

The quantitative paper reporting on the effectiveness of incentivised consent forms (Forster
2017) reported consent form return as an outcome but did not report vaccine uptake.
Although consent form return was not stated as an outcome in the quantitative protocol, this
was included in the current review to provide an indication of the effectiveness of the
intervention in the absence of specific information about vaccine uptake. The quality of this
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outcome was subsequently downgraded to relevant due to being partially indirectly
applicable to the review.

1.1.4 Qualitative and quantitative evidence

A literature search was conducted which identified 9226 articles. Of these, 505 potentially
relevant qualitative studies were identified after screening the titles and abstracts against the
review protocol. Once assessed in full 5 qualitative studies matched the protocol for this part
of the review because they accompanied a specific intervention to increase uptake. (See
evidence review B for included studies for the barriers and facilitators component of this
review question.)

One qualitative study examined the views of participants of a reminder programme for the
vaccination of babies and children aged 0-5 years, and another assessed the use of a
parental decision aid for the MMR vaccine. Three papers evaluated HPV vaccination
programmes for young people aged 11-18 years, 1 comparing the use of e-consent forms to
standard paper consent forms and 2 papers for the same intervention which offered a
financial incentive for young people who returned their consent forms.

The searches were re-run in April 2021 and 3 additional papers were identified as part of the
reruns, all of which evaluated the use of the same HPV vaccination programme with a new
method of gaining consent where all young people were invited to vaccination sessions,
irrespective of whether they had returned a signed consent form. No evidence was found for
pregnant women or people aged 65 years and older. All included evidence was based in the
UK.

Quantitative evidence was available for each of the interventions identified in the qualitative
evidence search. Further information about these quantitative studies is included in the
section below.

See Appendix C for a diagram of the qualitative evidence study selection.

1.1.4.1 Included studies

Please refer to the complete routine immunisation schedule for an explanation of the
abbreviations of vaccine names used below.

Babies and children aged 0-5 years old

Two qualitative studies were included, each with an associated quantitative paper. One study
evaluated the use of the Celebrate and Protect vaccine reminders programme for childhood
vaccines, and the other examined the use of a web-based decision aid aimed at parents
whose children were eligible for the MMR vaccine.

The Celebrate and Protect programme

The programme involved reminders being sent to the parents or carers of a child before their
scheduled vaccinations. The first reminder was sent in the form of a celebration card for
newborn babies with a reminder to contact their GP and book a 6-8 week check. Birthday
cards were sent to 1 year old children with a reminder to book vaccinations and to 4 year
olds who had not yet received their immunisations. Celebration/reminder cards also
contained information signposting parents and carers to the Personal Child Health Record
and immunisation websites.

The qualitative study used semi-structured interviews with policymakers and practitioners
and focus groups with parents and carers. The quantitative study reported on vaccine uptake
at 12 months, 24 months and 5 years of age. The quantitative study was a non-peer
reviewed article and so the quality of vaccine uptake outcomes were downgraded for risk of
bias.
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The web-based decision aid

Parents were sent a flyer that provided them with a website address and password so they
could access the decision aid. The decision aid provided parents with background
information on measles, mumps and rubella as well as the immunisation schedule and how
the MMR vaccine works. Information was also provided on common symptoms and
complications of each of the three diseases, as well as safety and side-effects of the vaccine.
Interactive content was also included to help with the decision- making process, prompting
parents to consider their reasons for or against vaccination and to record their intentions
towards the MMR vaccine.

The qualitative study used a combination of questionnaires and semi-structured telephone
interviews with parents to examine their views on the content of the intervention and its effect
on decision making. Outcomes were assessed 1 week after parents accessed the decision
aid.

See Table 2 and Table 3 for a summary of the characteristics of these studies.

Young people aged 11-18 years old

Three qualitative studies were included. One mixed-methods study evaluated an e-consent
school-based intervention for HPV vaccinations. Two qualitative studies examined the same
school-based HPV intervention, which promoted financial incentives for consent form return.

The e-consent intervention

The intervention provided parents and carers with a link to an online portal which included an
electronic consent form and information about the vaccination programme. Parents and
carers could use the portal to register their child and either agree to, or decline, the
vaccination. The portal also gave nurses the ability to screen consent form return and to
update records during immunisation sessions.

For the qualitative outcomes in the mixed methods study for the e-consent intervention,
semi-structured interviews were held with Trust staff, parents or carers and young people.
Focus groups were also conducted with some of the young people. The quantitative outcome
of the study was number of people vaccinated at school immunisation sessions.

The financial incentives intervention

Girls in year 8 of secondary school (aged 12-13 years) were given standard information
about the HPV vaccine and a consent form to be signed by their parents or carers. Girls were
told (verbally by their teachers and via a letter provided with the consent form) that if they
returned the signed consent form they would be entered into a prize draw to win one of
several £50 shopping vouchers. Girls were entered into the draw regardless of whether the
consent form said ‘yes’ or ‘no’ to the vaccination.

The first qualitative study, during the pilot phase of the project (Rockliffe 2018), gave
questionnaires to girls and their parents to explore their opinions on the intervention. Staff
members involved in running the intervention took part in telephone interviews. The second
study (Rockliffe 2020), completed when the intervention was repeated the following year,
used focus groups and questionnaires to explore girls’ perceptions of the incentives. One
quantitative paper reported on the effectiveness of this intervention. The outcome from this
paper was consent form return, rather than vaccine uptake, but was included to provide an
indication of effectiveness in the absence of any information on uptake.

The intervention with a new method of obtaining consent

All female students in year 8 of secondary school (aged 12-13 years) were given an
information leaflet about the HPV vaccination programme alongside a consent form for their
parents or carers to either consent or refuse to vaccination. Vaccination sessions were
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modified so that all young people were invited to the vaccination session, rather than just
those who had returned a consent form. During the vaccination session, young people with a
consent form signed by their parent received the vaccine. Those who wanted to receive the
vaccine but had not returned a parental consent form spent more time with an immunisation
nurse who attempted to contact a parent or carer by telephone to ask for verbal parental
consent. If verbal consent was obtained then the young person was given the vaccine. If a
parent or carer could not be contacted, then young people were assessed for competence by
the immunisation nurse. This involved a discussion of their understanding of the purpose of
the vaccine and possible side effects, and any health issues that needed to be taken into
consideration. If a young person was assessed as competent, reported that they had
discussed the vaccine with their parents or carers, and said that it would not cause
disagreement within the family, they could provide written consent and be given the vaccine.
Young people who were not deemed competent, or indicated that vaccination would cause
disagreement at home, were not vaccinated and instead were given information about
community-based clinics run by the immunisation nurses where the vaccine could be
administered.

The 3 qualitative studies used semi-structured interviews with immunisation team members,
school staff, parents and young people to examine people’s views of the intervention and
understanding of the self-consent procedure. The quantitative study reported vaccine uptake
in the 2 areas that took part in the intervention using an uncontrolled-before-after design
which did not include a comparator arm.

See Table 4, and Table 5 for a summary of the characteristics of these included studies.

The references for included studies are listed in Section 1.1.14

1.1.4.2 Excluded studies

The reasons for excluding studies at the full text stage are detailed in appendix J. Common
reasons for excluding studies were ineligible study designs and participants with age ranges
that did not overlap age ranges within the routine immunisation schedule.
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1.1.5 Summary of studies included in the qualitative and quantitative reviews

Babies and children aged 0-5 years

Semi-structured

Lwembe

2016 interviews and
focus groups
with thematic

analysis
Jackson Semi-structured UK
2010 interviews and

questionnaires

Table 2 Summary of characteristics of included qualitative studies for vaccination of babies and children aged 0-5 years old

9 London

primary care pollcymakers, 9

trusts primary care
staff, 31
parents/carers

2 childhood 27 parents (5

organisations  took part in

in Northern interviews)

England

To assess the Childhood Gibson 2014
effectiveness and vaccinations

acceptability of the

‘Celebrate and Protect’

programme

Feasibility study to assess  0-5 MMR (Measles, Shourie 2013

the acceptability of an
MMR decision aid

mumps, and
rubella)

Table 3 Summary of characteristics of included quantitative studies for vaccination of babies and children aged 0-5 years old

Gibson Total

2014 unknown.
Intervention
arm: 16
programme
managers, 9
providers, 31
parents/carers
Control arm:
numbers not
reported

Shourie UK 127

2013

Cluster non-
randomised

Cluster RCT

9 London Children up to 5 Celebrate & Usual practice Childhood Vaccine
primary care  years Protect reminders vaccinations uptake
controlled trial  trusts programme
GP practices  Children aged 3-12 Web-based Usual practice MMR Vaccine
months who are decision aid uptake

Vaccine uptake in the general population: evidence review for the acceptability and
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Young people aged 11-18 years

eligible for the
MMR vaccine

Table 4 Summary of characteristics of included qualitative studies for vaccination of young people aged 11-18 years old

Audrey Semi-structured
2020 and interviews with
2021 thematic analysis
Chantler Semi-structured

2020 interviews with
thematic analysis

Semi-structured
interviews with
thematic analysis

Fisher
2020a

UK

UK

Schools in
2 South
West
England
Local
Authorities

Secondary
schools

Schools in
2 South
West
England
Local
Authorities

4 mainstream secondary
schools, 5 alternative
education settings: 1
immunisation manager,
3 immunisation nurses,
8 staff, 22 parents, 19
female students

28 schools: 3219 female
students

4 mainstream secondary
schools, 5 alternative
education settings: 1
immunisation manager,
3 immunisation nurses,
8 staff, 22 parents, 19
female students

e To consider the practicalites  11-18
and implications of
implementing new parental
telephone consent and
adolescent self-consent
procedures for the HPV
vaccine
e To consider how acceptable
the procedures associated
with a new HPV intervention
were to young people,
parents and carers, school
staff and immunisation
nurses (follow-up from
Audrey 2020)
To evaluate the effects of an 11-18 HPV
electronic consent form on
uptake of the first dose of the
HPV vaccine
To consider the perspectives of 11-18 HPV
young women, parents and
professionals about HPV
vaccination, and how this was
influenced by the content and
form of the information provided

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)
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Rockliffe Semi-structured UK Schools in
2018 interviews for 3 London
staff. boroughs
Questionnaires
with open
responses for
students and
parents*
Rockliffe Focus groups and UK Schools in
2020 questionnaires 3 London
with open boroughs
responses®

6 schools: 6 staff, 31
parents, 181 female

students

Study 1 (focus groups):
36 female students

Study 2

(questionnaires):

in the intervention (follow-up from

Audrey 2020)

To assess the acceptability of 11-18 HPV
incentivised vaccine consent

form return (prize draw for

students to win a shopping

voucher)

Forster 2017

To assess the acceptability of 11-18 HPV Forster 2017
incentivised vaccine consent

form return (follow-up from

Rockliffe 2018) and explore how

incentives might change

behaviour

*Included because this study collected data from open-ended questions from questionnaires/surveys and there was a shortage of studies reporting on data from focus

groups and interviews.

Table 5 Summary of characteristics of included quantitative studies for vaccination of young people aged 11-18 years old

14 secondary Young people aged Electronic
11-18 years

Chantler 28 schools Cluster non-
2020 (3219 female  randomised
students) controlled trial
Fisher UK 6986 Controlled
2020b before-after
study
Forster UK 9 schools Cluster RCT
2017 (593 female
students)

schools in
South
London
Secondary
schools in 2
Local
authorities in
South West
England
Schools in 3
London
boroughs

Young people aged
11-18 years (girls in
year 8 — 12-13
years old)

Young people aged
11-18 years (girls in

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)

Paper consent HPV Vaccine
consent form form uptake
New process for No intervention HPV Vaccine
obtaining consent  — usual uptake

Incentivised
consent form

15

processes in a
similar area

Standard HPV
consent form

Consent form
return®
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year 8 — 12-13
years old)
* Used as a proxy for vaccine uptake. See protocol deviation above and committee discussion.

See Appendix D for more details about the included studies.

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)
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1.1.6 Summary of the qualitative evidence

Babies and children aged 0-5 years

Figure 1 Mixed methods summary of the effectiveness of the Celebrate and Protect reminders programme on childhood vaccine uptake,
and the views of people involved in trialling the intervention. See the findings in Table 6 for more details.

rQﬁ Parents

(Q\ Healthcare staff

k u Remindersto increase
in drug companies

Cards had a statement vaccine uptake in 0-5s

about the partnership
between the NHS and a
pharmaceuticals
company

Cards with pre-
stamped envelopes
sentto GPs. Practices
attached their
contact information
and the patient

Outcome: Vaccine uptake

Funding benefits
Improving reputation
of pharmaceuticals
companies

Some resistance to

Implementation

the partnership
“  Considered
pharmaceutical
companies unethical
& Accept partnership

Cards signposted to the
Personal Child Healthcare
Record and an NHS
immunisation website, and
included a card listing the

Cards included a message
that either the 6-8 week
check or vaccinations

were due and a reminder

address before
sending via post

“ Good alternative to
existing call-recall
system

& Extra service that

should not replace
phone calls or
discussions
Reduced workload
Increased time and
resources needed

to contact the GP to
arrange them

because approved by childhood vaccinationschedule

the NHS ing some

parent

Jo e

3lanc
information lacking

irth is probl;
contact with health visitors
decreases over time

safe [/ necessary?

to vaccinate

Parents not registered with
a GP would not receive the
birthday cards — expand
C&P to maternity units and
health visitors?

“  Enough information if already intending to get your
child vaccinated

Could be misinterpreted as a congratulations card
Needs more advice on benefits, what vaccines
protect against and contactinformation

" Cards less threatening than letter reminders
Positive form of reminder
& Already receive enough information from their GP

Jo Jo

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)
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12 months of age 24 months of age 5 years of age
Diphtheria, tetanus, Uptake 2.3 Hib and Meningitis C Uptake 1.1 percentage MMR 1st dose
pertussis, polio, Hib percentage points points higher for
higher for control Celebrate & Protect
Meningitis C Uptake 2.6 MMR 1st dose Uptake 1.8 percentage MMR 2nd dose
percentage points points higher for
higher for control Celebrate & Protect

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)
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Table 6 Summary of the themes for vaccination of children aged 0-5 years using the Celebrate and Protect (reminder) programme

Acceptability

1 (Lwembe
2016)

1 (Lwembe
2016)

Some providers thought the cards were a
useful way to communicate with parents
and that they enhanced existing call/recall
systems. Vaccination is difficult to discuss
with some parents, and the cards were
useful for the parents who see vaccination
letters as threatening.

Some parents felt that the cards were a
more positive reminder for vaccination
than the letters they received, while others
thought they already received enough
information from their GP and that the
cards weren't necessary

“...Celebrate and Protect supports
communication...it makes things easier...”
Moreover, in their experiences, “...mothers
are reluctant to go to practices (for
vaccination) unless invited as they feel
surgeries are busy” and “do not like letters
that sound threatening”

“...do you see what | mean? You need to get
your child to the clinic. You need to get them
immunised. This [celebration card] is like; it is
more of a positive reinforcement. The letter is
more; you have been told off. This is more
like... itis colourful...” “...good idea... a good
reminder...because you have a little baby,
sleepless nights, sometimes you might forget
to make an appointment”

“...Well I...I don’t really need because | have
...the Red Book...my doctor rang me and
sent a text, so | get reminded all the time”. “I
still think it's a really good idea... (but)... a
letter would be better | wouldn’t need a pretty

card”

Downgraded once for Very low
methodological

limitations and twice for

adequacy

Downgraded once for Very low

methodological
limitations and twice for
adequacy

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)
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Accessibility

1 (Lwembe Some providers thought the intervention

2016) should be expanded to maternity units and
health visitors as parents who were not
registered with a GP would not receive the
reminder cards

Content

1 (Lwembe Parents thought that the cards had

2016) enough information for people who
already intended to have their child
vaccinated. Some people thought that,
without more information, the card might
be misinterpreted as just a congratulations
card.

1 (Lwembe Parents suggested that the cards should

2016) either include more information about the

benefits of vaccination, and what each
vaccine protects against, or advice on who
to contact if a parent wants more
information

“...(Celebrate and Protect) doesn’t cover new
parents/carers ... they do not see us ... see
health visitor...health visitors remind them
but [the] call has not come from [the] surgery
so mothers forget...” “some parents take time
to register their new-born”

“...I'think it’s a very good idea and it’s
wonderful, however...I'd presume.... it’s just a
card, a congratulation card...” (Group 3-
parents/carers).

“...There’s nothing on here to say why you
should have your baby immunised...”
“...Quite dry information, it just gives you the
name of the inoculation. I’'m not a doctor...
Haemophilus influenzae Type B, what does
that protect my baby with...?”

“... although | always had the intention to
keep up with all the immunisation, | was
always a little bit sceptical and worried about
immunisation...l would like to be more
informed about the [unclear] side effects of
the immunisation...”

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)

Downgraded once for
methodological
limitations and twice for
adequacy

Very low

Downgraded once for
methodological
limitations and twice for
adequacy

Very low

Downgraded once for Low
methodological
limitations and once for

adequacy
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Implementation

1 (Lwembe
2016)

1 (Lwembe
2016)

Strategic leads thought that the
programme was low-cost, but reported a
variation in engagement from practices. Of
the practices that implemented Celebrate
and Protect, some used it as an
alternative to their existing call-recall
system, while some practitioners and
parents thought it should be used as an
extra service and should not replace face-
to-face discussions or phone calls.

Practitioners had a range of opinions
about the programme, with some
indicating that it reduced their workload,
while others reported that it took extra time
or resources to implement the system,
such as generating address labels

Sources of information

1 (Lwembe
2016)

Some policymakers and practitioners were
not overly concerned with the project
working closely with a pharmaceuticals
company, because of the funding benefits

“...there are practice variances - with some
with total buy in and some that do not want to
know/do not want any extra workload”

“...Celebrate and Protect.... birthday cards
have lessened my workload...don’t have to
make phone calls.... surgery does not have to
pay for postage.... reduced workload as do
not have to speak to address concerns...”

“... I think you can’t take away from people,
like face to face or call...”...and if then they
(mothers) say no then they can actually talk
to them about the reason, so you'’re
addressing...any other issues that they might

have...”

“[we did] not needed any support from lead
PCT for Celebrate and Protect all very
straightforward...with

information pack...useful guide on how to do
labels....” “.... working fine...not much extra
work per month....”

“...Cards were (in a box) waiting for me when
| returned from Maternity leave™ .. .difficult in
our practice...” “...takes time...writing names
and address on envelope.... do not generate
labels...”

“...growing reality...cannot afford purely a PH
project as high costs.... three times costs for
distribution and procurement™...in the new
world ...you want to continue [working] with

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)

Downgraded once for Low
methodological
limitations and once for

adequacy

Downgraded once for Low
methodological
limitations and once for

adequacy

Downgraded once for Low

methodological
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for the project and the improving Sanofi.... they will make a corporate social limitations and once for
reputation of these companies. Others responsibility contribution....” adequacy
reported local resistance to the project.

“couple of years ago...probably would have
had more reservations...but now as long as
ethical issues are covered as required by DH
policy document...we need to get used to
working with private providers™ Personally
‘don’t have an issue”, because the
“reputation of pharmaceuticals is changing”...

1 (Lwembe Some parents were accepting of the “...If the NHS have approved, then | am okay = Downgraded once for Very low
2016) partnership because they could see ithad  with it...” methodological

been approved by the NHS. Others were limitations and twice for

more concerned because of information “_..I saw on the telly about price fixing with adequacy

they had seen about pharmaceuticals pharmaceutical companies, where they offer

companies that they considered unethical  Gpg jncentives to prescribe their product....”

See Appendix F for full GRADE-CERQual tables

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)
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Figure 2 Mixed methods summary of the effectiveness of an MMR web-based decision aid on MMR vaccine uptake, and the views of
people involved in trialling the intervention. See the findings in Table 7 for more details.

Web-based decision aid to increase
vaccine uptake in 0-5s

Outcome: Vaccine uptake

Risk Ratio
M-H, Fixed, 95% CI

@)
) Parents

085 0.9 1 11 12
Favours usual care Favours decision aid

Parents sent a flyer with the
website address and

password to access the
decision aid

“ Balanced “ Helped make an informed

information was decision
provided “ Reduced the need for further

guestions at GP appointments

Vaccine uptake in the general population: evidence review for the acceptability and

effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)
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Table 7 Summary of the themes for vaccination of children aged 0-5 years using an MMR web-based decision aid

Content

1 Some parents felt that the information |t went through, you know the statistics for something

(Jackson  inthe decision aid was presented ina  happening, you know, something good, and something bad,

2010) balanced way that reported both the and yeah, it didn’t sort of hold anything back. If there was
potential benefits and harms anything they had to put on and it was negative, they still gave

you it. It wasn't just ‘we want you to have MMR so we'll just

give you all the good side’. They gave you a balance.”

Decision making

1 Most of the parents interviewed felt that “To a point, it’s [the decision aid] been too useful because
(Jackson  the decision aid helped them make an  when | actually went to take [name of son] to have his MMR
2010) informed choice on MMR vaccination done, and they said, ‘have you any questions?’ | thought well

and reduced their need to ask further no actually because | mean I'm pretty happy with what we’re

questions to healthcare practitioners doing”

See Appendix F for full GRADE-CERQual tables

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)
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Young people aged 11-18 years

Figure 3 Mixed methods summary of the effectiveness of e-consent forms on HPV vaccine uptake, and the views of people involved in

trialling the intervention.

See the findings in Table 8 for more details.

Intervention was introduced
quickly with little training
Being unable to access online
records reduced their ability
to follow-up

Reduced staff workload
Needs to make sureit is
suitable for each school

E-consent forms to increase vaccine
uptake in 11-18s
Outcome: Vaccine uptake

Risk Ratio
M-H, Fixed, 95% CI

085 09 1 11 12
Favours paper consent Favours e-consent

Not enough time
for
implementation

Pilot of the

the portal (electro
access for nurses)
not yet functional

School e

Obtaining consent
and accessibility
consent

intervention. Parts of

/

Online portal includes
nic information about the

was

mails parents

with link to an online
portal to provide

Who makes the
decision?

Issues with parents accessing or using forms

vaccination programme

Cervical cancer &
HPV fear, knowledge
and perception

Sources of
information and
influences

Is the HPV vaccine
safe/necessary/
effective?

A

(Qx, Young people

Parents

& Preferred information
from the NHS

“ Wanted more
information on
adolescent
vaccinations

& Wanted more
information on HPV
and side-effects of
vaccinations

“  Some less concerned
about information,
and were confident
because it wasan NHS
vaccination

Some parents not on school email lists did

A Easier for parents to give consent without

not receive form
Language barriers
“  E-consent could increase responses

discussing it with their children
A Didn’t want to make the decision but
wanted to be involved in discussions
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Table 8 Summary of the themes for vaccinating young people aged 11-18 years using e-consent forms

Accessibility
1 (Chantler 2020)

Decision making
1 (Chantler 2020)

Implementation
1 (Chantler 2020)

Some parents felt positive about the
use of e-consent forms, but schools
reported issues with parents either
accessing or using the forms, as well
as language barriers. Some parents
who were not on school email lists
did not receive the consent form

Students thought that the use of an
e-consent form meant that it was
easier for their parents to give
consent without discussing it with
them. Students did not necessarily
want to make the decision
themselves but wanted to be
involved in discussions about the
vaccine so they were aware of what
was happening and why

Staff were concerned about the
speed at which the intervention was
introduced, with little training. They
also indicated that the decision to
implement e-consent forms should
involve discussions with each

“| thought it was very easy. | think you’re
probably going to get more responses that
way from parents in this day and age.
However, the downside is obviously you may
not get that chance to discuss it.”

“my dad said | should have the vaccine, but
he did not understand the whole google
business about it”

“...because like if it's emailed, like your mum
doesn't have to share it with you. And like if |
have something done like an injection, I'd like
to know what’s going on and when. But like
she filled out the form without like telling me,
so like if they’d been given out in school then
| could have read it and see what’s
happening.”

“I wouldn't like to be given the option to like
not to have the injection done...so I’'m kind of
glad that my mum just decided like on her
own. But | would have liked her to talk it
through with me...”

“...think as well, it was probably four days
before our first session, we didn’t know what
we were doing... so | do feel we are running
before we can walk”

“l would also say the idea of just changing to
econsent... schools need different things... it

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)

Downgraded once for
methodological limitations
and once for adequacy

Downgraded once for
methodological limitations
and twice for adequacy

Downgraded once for
methodological limitations
and once for adequacy
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1 (Chantler 2020)

individual school to make sure it is
appropriate

Staff felt that being unable to review
consent form return online restricted
their ability to follow-up on
unreturned forms. However, some
staff reported that the use of e-
consent forms had reduced their
workload

Sources of information

1 (Chantler 2020)

1 (Chantler 2020)

Parents preferred information that
was from the NHS and would have
liked more information on adolescent
vaccinations. However, none of
them accessed the information that
came with the reminder

Students would have liked more
information about HPV and the side
effects of vaccinations. Others were
less concerned with information as
they accepted that they should have
the vaccine, and had confidence in
the vaccine as it was from the NHS

See 110Appendix F for full GRADE-CERQual tables

is really important to work with the school and
a make sure that they are happy with
everything and it suits that school, because
some schools it might just not suit right now.
It might suit them in a couple of years, but
right now it just doesn’t work”

“...we had 80 consent forms outstanding at a
big school. But, normally, if you only have a
couple it’s fine. It meant us was making calls
all morning, it took a nurse out of immunising
to be able to do that, so that did have a big
impact”

None available

“I think because it’s like by the NHS—it kind
of gives it validation.”

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)

Downgraded once for
methodological limitations,
once for relevance and
once for adequacy

Downgraded once for
methodological limitations
and twice for adequacy

Downgraded once for
methodological limitations
and twice for adequacy
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Figure 4 Mixed methods summary of the effectiveness of incentivised consent forms on HPV vaccine uptake, and the views of people
involved in trialling the intervention.

See the findings in Table 9 for more details.

£ vaccination choice should Incentivised consent forms to increase vaccine uptake in 11-18s % Parents
be parent’s decision so Ouftcome: Consent form return
intervention should not a9 Y I
be targeted at students T % OLINg PEOhE

~  Felt moreinvolved in 3.1.1 Total consent form return i
decision-making
#  still the parents choice

/|\ 3.1.2 Positive consent form return i

085 1.2
Favours control  Favours incentivised consent

All students who returned the
consent form (whether consent was
given or not) were entered into a
prize draw for £50 shopping
vouchers

Year 8 girls were given an
information leaflet about the
vaccine and a consent form. Asked
to give the form to their parents
and return by a specified date

ormat
intervention

“& Some thought prize draw
entry was based on
receiving the vaccine

~ Some thoughtit wasa
competition (who was best?)

“&" Encourage consent form return
High prize value increased student’s positivity

“  Some felt negative about the draw, not winning, or winning
when so few prizes were available about vaccination

“  Some unimpressed by the type of voucher, or value of the
voucher

“  More fair with more prizes of lower value, or everyone given # Reduce negative feelings
a small amount of money about vaccination

A

Not winning might discourage consent form returnin future

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)
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Table 9 Summary of the themes for vaccinations of for young people aged 11-18 years using incentivised consent forms

Acceptability

2 (Rockliffe 2018,
Rockliffe 2020)

2 (Rockliffe 2018,
Rockliffe 2020)

2 (Rockliffe 2018,
Rockliffe 2020)

Decision making

2 (Rockliffe 2018,
Rockliffe 2020)

Many of the students and parents liked the
incentive idea and thought it encouraged
consent form return. However, some students
reported negative emotions when they heard
about the draw or when they didn't win. Some
also felt guilty about winning when there were so
few prizes available. Some said that not winning
might discourage consent form return in future

Some girls thought the prize was relevant to
their age group but others were not impressed
by the type of voucher, or the value of the
voucher. Some girls suggested that it would be
more fair if there were more prizes of lower
value, or everyone was given a small amount of
money for consent form return.

Some students and parents thought the
incentive was unnecessary and should focus on
health education instead.

Some parents thought that vaccination choice
should be the parents’ decision and so the
intervention should not be targeted at students

“I think it's a really cool idea and
definitely encourages people to bring
their forms back into school”

“I think it was a good prize [£50-1/10]. |
mean, you can’t expect much but it was
a good prize. . . | think it was kind of
motivating because, you know, you get
shopping in return”

“Because if it's like one out of100 people
winning it that one person’s winning it.
And, if the money is quite low then they
wouldn’t be that like jealous. But if it's
really high then there might be more
chance of people getting annoyed about
it”

“I think that it is unnecessary because
the consent form is very important and
the girls should know well enough that
it's essential to bring it back to school”

“I think it's a good idea to encourage the
girls, however seems like a "bribe".
Perhaps more health education is
required?”

“As the 12 year old child still needs
parental consent it is unclear why the
form is not sent to/returned by the adult -

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)
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methodological
limitations

Downgraded once for
methodological
limitations and once
for adequacy
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2 (Rockliffe 2018,
Rockliffe 2020)

Misconceptions

2 (Rockliffe 2018,
Rockliffe 2020)

Perceptions
1 (Rockliffe 2018)

However, some of the students liked the
incentive as it meant they felt more involved in
decision making, even though the final decision
was the parents’ choice

Some parents and students mistakenly thought
that entry into the prize draw was fake or based
on receiving the vaccine, rather than consent
form return. Others mistook the nature of the
draw, thinking that it was a competition, where
the people who did best or were most brave
during the vaccination won the prize

Staff members and students thought that the
intervention would encourage consent form
return and reduce negative feelings associated
with vaccination. Staff believed that girls
responded positively to the prize draw incentive,
and this positivity was increased by the relatively
high value of the prize

See Appendix F for full GRADE-CERQual tables.

no need to involve/bribe the child in this
transaction surely?"

“l guess it was motivation to give in your
HPV vaccines [consent forms] but | think
quite a lot of parents were just forcing us
to do it anyway so. . .”

“I would have had the jab anyway but |
know that a lot of people were more
likely to have it because of the voucher”

“Because it’s like, it's kind of offering a
lot of money to a lot of people. It kind of
just seems a bit odd. So, like, if it was
like, £10 to the same amount of people.
Or £50 to, like, a smaller amount of
people then it might be more believable”

“Um, they were, they were really keen
actually... yeah, that, that was, um, quite
a big... because it was quite a big prize
actually, so | think, yeah, they were, they
were so pleased”

“I think that the injections are a little bit
scary and being entered into the prize
draw makes it seem more fun and
better”

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)
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for adequacy

Downgraded once for
methodological
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Figure 5 Mixed methods summary of the effectiveness of using a new process to obtain consent on vaccination day.

See the findings in Table 9 for more details.
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Table 10 Summary of the themes for vaccinations for young people aged 11-18 using a new process to obtain consent on vaccination

day

Acceptability

3 (Audrey 2020,
Audrey 2021,
Fisher 2020a)

3 (Audrey 2020,
Audrey 2021,
Fisher 2020a)

The immunisation team, parents and students
were in favour of phone calls to parents or
carers when a consent form had not been
returned. This was seen as a good intermediate
step between non-consent form return and a
young person giving self-consent. However,
some parents questioned whether this could put
additional pressure on parents or carers who
were undecided about vaccination.

There were mixed views over self-consent.
Some saw it was a positive process to avoid a
young person missing out on immunisation if
their parent or carer has forgotten to sign the

“Initially when we talked about self-
consent there were lots of concerns.
Certainly, as a team, that’'s why we
suggested we do parental verbal
consents as a step before going to self-
consent, so | think we’re quite happy
with that”

"Even though there is a self-consenting
process, the school nurses are quite
good at phoning the - they’re very good
at phoning the parents here, and also
the girls would generally want to phone
the parents as well."

‘The school had to ring her [participant’s
mother] to make sure that she was
giving her consent...Because she read
the information and she signed it but
then she didn’t give it back to me so |
couldn’t get it back to school in time.

‘If the parents, let’s say, have a religious
problem and they haven’t formed an
opinion as yet and they feel emotional
about the topic and they don’t know
where the position is and all of a sudden
you have a professional calling say ‘Yes
or no please’. Now that creates quite a
bit of pressure”

We have had some people that we've
self-consented and the parents have
come back and said ‘Thank you very
much’, you know, ‘| haven’t been very
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Accessibility

1 (Fisher 2020a)

2 (Audrey 2020,
Audrey 2021)

form, and thought that it is a decision that the girl
should be able to make about her own life.
Others were concerned that this could leave a
young person under pressure to tell their family
that they had self-consented to vaccination

Staff and parents highlighted the additional
needs of some parents, such as language and
literacy barriers. They discussed the importance
of making sure that additional support is
provided to these parents to make sure the
information provided is appropriate for them to
understand

The consent process for young people living in
the care of the local authority or a foster family
was raised as a barrier to vaccination.

organised today, things have been a bit
mad, | really did want her to have it done
so that’s great, thank you very much”
“She was very aware of what the
vaccination was about... we felt she was
able to give her consent so we went
ahead and gave the vaccination on the
basis of selfconsent and then had a
huge complaint from parents because
actually they’d signed the form to say no
but the girl hadn’t handed that in... |
think she was a very bright girl and knew
how to get it without her parents’
consent ‘cos she knew her parents
would say no... that girl won’t get her
second dose next year ‘cos now we
know the parents have adamantly said
no, she’s not to receive it... | think that’s
very sad”

“If there are parents who have their own
learning needs, we would probably need
to be talking to them, not just sending
the note home.”

‘There’s still a few parents here who
can’t read so hopefully the students
would explain to them.”

“If they could just put the information out
in clearer form everybody would be able
to understand it.”

“Their foster carers are not allowed to
sign it, but actually the foster carer is
there with them, talking to them about it.
So actually, you know, it should be |
think a joint decision, particularly as |
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Alternative education settings

2 (Audrey 2020,
Audrey 2021)

Parents, staff and immunisation teams thought it
was important that nurses are familiar with the
additional needs of each young person and
using that information to help judge capacity to
self-consent. Some young people were
concerned they would be overlooked for self-
consent because of their additional needs.

Capacity to consent

1 (Audrey 2020)

There were mixed views on the age at which a
young person was able to make an informed
decision about vaccination. Some staff thought
that by year 8 (age 12-13), young people should
be able to make this choice, but others thought

say we've had so many problems
getting hold of social workers. But we
have got a policy in place for that for
September so hopefully that might
improve...Just that we let social workers
know at the beginning of the academic
year and get consent at the beginning of
the year.”

“I think with the type of students we’ve
got | don’t think, you know, a nurse
would want to make that decision. | don’t
know [laughs] but | think that would be
putting quite a lot of pressure on them
as well actually to judge capacity.”

“l think you'd have to take it on an
individual case because a lot of the
children are really bright and switched
on and know a lot about a lot of things
and it's not saying they wouldn’t
understand but | think because the
extra, the nature of their disability, | think
you would have to be a bit more careful
with consent.”

“My biggest fear is having my agency
taken away from me based on me being
disabled and thus perceived as not
being able to make a decision, but |
can.”

Downgraded once for
methodological
limitations and once
for adequacy

“I still think that it’s a little bit young, 13,
to be self-consenting”

“Once they get to Year 8 [aged 12-13
years] many of them, are in a good

Downgraded once for
methodological
limitations
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the decision should be made on an individual
basis because the capacity to consent varies
considerably at this age

Consent form return

2 (Audrey 2021,
Fisher 2020a)

Decision making

3 (Audrey 2020,
Audrey 2021,
Fisher 2020a)

Paper consent forms were highlighted
considered a potential barrier to vaccination
because there is the possibility that a young
person could lose it, not give it to their parents,

or not return it if they don't want the vaccination.

Consent forms mailed to the parents or verbal
consent were both considered ways to
overcome this

Some parents thought it was important the
school-based vaccinations were determined by
parental consent while others were less
concerned about the need for their consent.

position | would say to make an
informed choice”

“Year 8 is a hard one. Some of them are
still babies when they come and talk to
you, they can’t even say the word sex or
pregnant without getting all
embarrassed. And some of them are
really mature, really sensible, really
know their own mind and can give
consent, so it’s a really tricky age. |
would love to say yes they should all be
able to consent for their own health
matters and be able to consent for them
but truly some of them are not mature
enough so it's a real split at that age |
think”

“It's maybe that the kid doesn’t give their
parents the letter ‘cos maybe they’'ve
skimmed it through, they decide that
they don’t want it and then they just
don’t give it to the parents.”

“If she [her daughter] knows it’s for an
injection, she’ll probably throw it in the
bin or something ‘cos that’'s what she’s
like. | mean that’s what most girls are
like isn’t it? If they don’t want to have-
well who wants to have an injection?”

Downgraded once for
methodological
limitations

“As parents we make those decisions for
our children on what we feel is best”

“If they couldn’t get hold of me and she
was in there, and they told me
afterwards ‘We decided we didn’t have
your consent, and we talked, and we felt

Downgraded once for
methodological
limitations
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3 (Audrey 2020, The immunisation team discussed how the
Audrey 2021, processes for self-consent, such as young
Fisher 2020a) people saying whether they had discussed

vaccination with their family, helped them to
make decisions on capacity to consent.

However, there were some concerns that an
increase in the number of people self-consenting
could lead to young people not seeking parental

consent

Implementation

1 (Audrey 2021) Immunisation teams indicated that not all
schools were prepared for the organisation
associated with inviting all young people to

vaccination sessions

she was competent and we went
ahead’, | would not have a problem with
that”

“There would be a tiny bit of me that
would be worried if | wasn’t in the loop
that she just made some crazy decision
with her mates not to go ahead with it”

“I think being able to say ‘No, actually |
want a vaccine’, | think it’s really
important because it is their health and it
is their body and it is them that it's going
to affect”

‘Whether it would cause more problems
because they think “Oh it doesn’'t matter
if | haven’t got my consent form because
| can self-consent anyway” and then
obviously we have the problems of not
everyone is suitable to self-consent, or if
you’ve not discussed it with parents then
we are not going to take your self
consent. So, obviously I’'m not for
holding information back from them, but
| don’'t know what we would gain from
that information being pushed more to
them... it opens up more cans of worms
the more self-consent we do [laughs].’

“Some of them [schools] have not read
the information that we gave them, and
emailed to them, and gave them hard
copies of at every opportunity! They still
swear blind that they didn’t know what
was happening [laughs]... the consents
and what we’re doing, and the fact that
we need everybody down, we need to
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1 (Audrey 2021) The immunisation team thought that the benefits
of obtaining consent were thought to outweigh
the drawbacks of the additional time needed to
phone parents

1 (Audrey 2021) Very few girls had to self-consent for vaccination
but the immunisation team discussed how there
were a number of processes to help them
assess whether or not a girl could self-consent

School-family relationships

1 (Audrey 2021) Trust between the school and parents or carers
was considered very important, and school staff
did not want to break this relationship. Some

speak to everybody... | think it doesn’t
get read”

“It's a lot of work and for those schools
that you get 30, 40 plus consent forms
not coming back in, and you've got all
those young people with you and you're
trying to make all these phone calls.
Yes, it is frustrating but actually, the fact
that they get a good percentage of those
come back as positives, actually that’s
good because those young people
wouldn’t necessarily have got
vaccinated otherwise.”

“I would have a little chat with the girl
and find out whether her parents are
aware of the day and aware of the form
and whether they’ve seen it... they’'ve
had to have chatted to the child about
them wanting to have the immunisation
for me to be happy to self-consent
them.’

‘We talk through the leaflet with them,
talk about what HPV is and we ask them
a few questions afterwards, the form
that we go through, ask them a few
questions about what is the name of the
illness we're trying to protect, what can
happen if you do get HPV virus, how
many doses will you have. If they can’t
answer, even though you’ve just gone
through the information with them, we
wouldn’t take their self-consent.”

“break down the trust between the
school and the parent... | would be really
upset if | didn’t know about it and it took
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1 (Audrey 2021)

parents indicated that they would not be happy
about vaccination taking place without their
knowledge while some staff thought it was ok if
there was a clear process in place to judge
capacity to consent.

There were concerns about the effect of self-
consent on relationships between family
members. It was suggested that self-consent
could put young people under pressure to
choose between the school and their family.
Young people also had concerns about getting
into trouble with their parents if they self-
consented.

Sources of information

2 (Audrey 2020,
Fisher 2020a)

Staff thought that the quality of information
provided to young people about vaccination
would affect their capacity to make informed
choices. Young people and their parents both
thought that face-to-face education in schools
from healthcare practitioners would be more
effective than information leaflets.

place and | hadn’t been able to have a
conversation, I'd be angry”

“As long as it’s all upfront and clear from
the beginning then there’s absolutely no
reason why a student can’t, shouldn’t
self-consent... they [parents] would be
more likely to return the form if they
didn’t want to have it done with a note
saying ‘Look, | don’t consent, OK’ as
opposed to just not returning the form at
all’

“The child should not be left alone with
that decision and with being torn apart,
between the school says one thing and
the parent says another thing”

“It's not right the kid should be
prevented from being able to make that
choice because of the parent, but at the
same time, you do have to protect the
kid and make sure they won't get into
trouble for making that decision”

“It's really important that students have
been educated about what the
vaccination is, why they’re having the
vaccination, something to do with the
science behind it because otherwise
they’re not in a position I'd say to be
able to make that informed choice”

“When no one tells you, the girls just
start, well the girls at my school just
started making stuff up. Oh, the needles
are really long and you’re going to die
and stupid stuff like that and that got
some of girls really scared so it's good
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Understanding the legal framework
1 (Audrey 2020)

of being able to give their own consent

Vaccination beliefs

1 (Audrey 2020)
there was an understanding that obtaining
consent or self-consent where a family have
anti-vaccination beliefs may be difficult

School staff and parents were both unclear on
the legal framework surrounding self-consent for
vaccination. Some young people were in favour

Most parents were in favour of vaccination but

to give them at least some information
so they know the basics.”

“l would think more a healthcare
professional because people wouldn’t
want to listen to teachers to be
completely honest. When the teacher
starts talking at you, it's when people
generally switch off, but at least if it's
someone external they try to listen”

“I think if you have sessions within
schools then that’s a lot more structured,
you have to focus, you have to learn ...
so that's something that has to happen,
but if it's a leaflet that can get lost or
screwed up, that’s got so much potential
to not get anywhere”

“I think they have to be 16 to give
consent for sexual activity so | think for
injections and things like that, | still think
it should be 16”

‘We all think it's the parents but actually
they [young women] can give consent, is
that correct?”

“I think they should just stick to legally
what’s right.. . | think there’s a lot more
benefits that outweigh one angry parent
emailing the school”

Downgraded once for
methodological
limitations and once
for adequacy

‘The concern is where you’ve got
families that maybe are very anti and
wouldn’t consent and that’s going to
cause all kinds of logistical problems”

“I think there’'s more fear in special
needs schools because there is still the

Downgraded once for
methodological
limitations and twice
for adequacy
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anecdotal evidence that vaccines,
particularly the MMR, have caused the
harm”

See Appendix F for full GRADE-CERQual tables.
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1.1.7 Summary of the quantitative evidence
Babies and children aged 0-5 years

Table 11 Babies and children aged 0-5 years using reminders (Celebrate and Protect Programme)

Vaccine uptake'’

1 (Gibson 12 months of age (Diphtheria, tetanus, 85.7% 88.0% Very low? Uptake 2.3 percentage points higher for
2014) pertussis, polio, Hib) control

1 (Gibson 12 months of age (Meningitis C) 89.5% 92.1% Very low? Uptake 2.6 percentage points higher for
2014) control

1 (Gibson 24 months of age (Hib and Meningitis C)  84.4% 83.3% Very low? Uptake 1.1 percentage points higher for
2014) Celebrate & Protect

1 (Gibson 24 months of age (MMR 15t dose) 86.3% 84.5% Very low? Uptake 1.8 percentage points higher for
2014) Celebrate & Protect

1 (Gibson 5 years of age (MMR 1st dose) 91.3% 87.7% Very low? Uptake 3.6 percentage points higher for
2014) Celebrate & Protect

1 (Gibson 5 years of age (MMR 2" dose) 80.5% 78.7% Very low? Uptake 1.8 percentage points higher for
2014) Celebrate & Protect

1. Study did not report number of participants so risk ratios could not be calculated. Percentage vaccine uptake per arm is reported instead. No p- vales were
provided by the study for these comparisons.

2. Risk ratios could not be calculated so quality was assessed using a modified version of GRADE. Quality assessment based on risk of bias, directness and
heterogeneity.

See Appendix F for full GRADE tables.
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Table 12 Babies and children aged 0-5 years using an MMR web-based decision aid

1 (Shourie Cluster RCT RR 1.01 100 per 100 The study could not differentiate change  Low
2013) 127 (0.97, 1.06) 99 per 100 (96, 100) in vaccine uptake between use of a web-
R ’ based decision aid and usual practice

See Appendix F for full GRADE tables
Young people aged 11-18 years
Table 13 Young people aged 11-18 years using electronic consent forms

1 (Chantler Cluster non- 3219 RR 0.99 81 per 100 80 per 100 The study could not differentiate change in  Very
2020) RCT (0.96, 1.02) (78, 83) vaccine uptake between e-consent forms low
and paper consent forms

See Appendix F for full GRADE tables

Table 14 Young people aged 11-18 years using incentivised consent forms

1 (Forster Cluster RCT 593 RR 1.30 67 per 100 87 per 100 Favours incentivised consent forms Low
2017) (1.18, 1.42) (79, 95)

Positive consent form return (RR >1 favours incentivised consent form)’

1 (Forster Cluster RCT 593 RR 1.25 76 per 100 96 per 100 Favours incentivised consent forms Low
2017) (1.12, 1.39) (86, 100)

1. Proportion of consent forms returned that agreed to vaccination

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)



FINAL
Acceptability and effectiveness of named interventions

See Appendix F for full GRADE tables

Table 15 Young people aged 11-18 years using a new process to obtain consent on vaccination day

1 (Fisher Controlled 4384 RR 1.03 80 per 100 82 per 100 The study could not differentiate change in  Very

2020b) before-after (1.00, 1.07) (80, 85) vaccine uptake between all young people low
study attending vaccination sessions and control

Local Authority 2

1 (Fisher Controlled 2602 RR 0.99 85 per 100 86 per 100 The study could not differentiate change in  Very

2020b) before-after (0.97, 1.01) (84, 88) vaccine uptake between all young people low
study attending vaccination sessions and control

Pooled Local Authority data

1 (Fisher Controlled 6986 85 per 100 The study could not differentiate change in  Very

2020b) before-after RR 1.01 86 per 100 vaccine uptake between all young people  low
study (0.99, 1.03) (84, 88) attending vaccination sessions and control

See Appendix F for full GRADE tables
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1.1.8 Economic evidence

A single systematic review was conducted to identify economic evaluations relevant to any of
the quantitative review questions in the guideline. The search returned 5,716 records which
were sifted against the review protocol. Of these publications 5,669 were excluded based on
title and abstract. On full paper inspection 43 studies did not meet the inclusion criteria for
any review question. Inclusion was restricted to cost-utility analyses from OECD countries
comparing interventions to increase vaccine uptake for vaccines in the UK immunisation
schedule as described in the green book. Four published economic analyses were included
in the evidence synthesis.

Due to a lack of cost-utility evidence in children, an additional inclusion set was used to
identify studies in children and adolescents (0-18 years), where outcomes were not restricted
to QALYs only (and therefore cost-effectiveness studies were also included). An additional
six studies from the search were included on this basis to provide evidence in the younger
population.

The search was rerun in April 2021 to identify any newly published papers and returned 544
publications, of which 541 were excluded based on title and abstract and two were excluded
at the full text inspection. One additional published cost-utility analysis from this search was
included in the evidence synthesis.

1.1.8.1 Included studies

None of the 11 studies identified in the systematic review were relevant to this review
question.

1.1.8.2 Excluded studies

A list of studies excluded at full text from the cost-effectiveness review can be found in
Appendix J.

1.1.9 Economic model

The committee discussed incentives for consent form return for school-based vaccinations
and, due to the anticipated resource impact, a costing analysis was undertaken to better
estimate the costs associated with this intervention.

The incremental cost per additional person vaccinated against was calculated for incentives
plus phone reminders compared with phone reminders only. Positive consent form return
was used as a proxy for vaccination. Effectiveness evidence for the incentive intervention
was taken from the Forster 2017 study where the incentive was a 1 in 10 chance of winning
a £50 voucher. Alternative incentive values were also considered in the costing analysis,
however there are limitations to these results as the effectiveness data is only available for
the base-case analysis.

The cost per additional person vaccinated for each incentive value scenario and under two
baseline uptake scenarios is presented in Table 16. Further details of the costing analysis
are provided in Appendix |.

Table 16: Incremental cost per additional person vaccinated

1in 10 1 per school Fixed
chance, £50 chance, £50 amount £3 Free school-
voucher voucher per student  based perk
ICER (average UK baseline £97.81 Dominant £51.68 Dominant
uptake) (cheaper and (cheaper and
44
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1in 10 1 per school Fixed
chance, £50 chance, £50 amount£3 Free school-
voucher voucher per student  based perk
higher higher
uptake) uptake)
ICER (low baseline uptake £34.07 Dominant £13.07 Dominant
scenario) (cheaper and (cheaper and
higher higher
uptake) uptake)

1.1.10 Economic evidence statements

One original costing analysis found that for school-aged children eligible for the HPV
vaccination, incentivising consent form return resulted in lower costs and higher vaccine
uptake if the incentive was either a free-to-provide incentive or a 1 per school chance at
winning a £50 voucher. For other incentive scenarios (a 1 in 10 chance of winning a £50
voucher, or a fixed amount of £3 per student) the cost per additional person vaccinated was
between £13.07 and £97.81.

1.1.11 The committee’s discussion and interpretation of the evidence

1.1.11.1 The outcomes that matter most

For the qualitative section of the review, views of young people, parents and carers and
healthcare practitioners were all considered. For the HPV vaccine, the views of both young
people and their parents and carers were considered particularly important because they are
the groups responsible for consenting to the vaccine and for ensuring that consent forms are
returned. For babies and children aged 0-5 years the views of the parents and carers were
considered most important. However, the views of staff involved in delivering the
interventions were also important, especially where they covered factors relating to
implementation. The committee agreed that the most important findings were those
concerning the acceptability of an intervention to its target; issues to do with implementing
the intervention; and whether there were unintended consequences.

For the quantitative studies, the primary outcome was vaccine uptake. The committee
agreed that this outcome was the most important for individuals, their parents and carers (as
appropriate), and healthcare practitioners because the aim of this guideline is to increase
vaccine uptake. None of the included studies reported the protocol’'s secondary outcomes,
which were the proportion of people offered vaccinations and the numbers of people who
develop the diseases the vaccines are aimed at preventing. Offers of vaccination was not
considered as important as uptake because an offer may not necessarily result in a
vaccination. Consent form return, and proportion of consent forms returned that agreed to
vaccination, were not included in the protocol, but in the absence of information on vaccine
uptake, were also considered important by the committee (see protocol deviation).

1.1.11.2 The quality of the evidence

Evidence was only identified for interventions targeted at young people aged 11-18 years
and for babies and children aged 0-5 years. No qualitative papers accompanying
interventions were identified for people aged 65 years and over or for pregnant women.

Babies and children aged 0-5 years

The qualitative evidence for the Celebrate and Protect reminders programme was low to very
low quality and was from a single study which provided limited information about recruitment
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methods. The quantitative evidence for vaccine uptake was very low quality, as it was from a
non-peer-reviewed report which did not report how many participants were in the control arm
or how they were recruited. The limited details on the methods used for recruitment meant
that it was not possible to calculate effect sizes and confidence intervals for vaccine uptake,
and so the only data that was available was percentage uptake per trial arm. Percentage
vaccine uptake was not one of the outcomes stated in the protocol, but the study was
included to provide the committee with an indication of the effectiveness of the intervention,
with the quality of the outcomes downgraded for risk of bias. This approach was taken with
the agreement of the committee.

Qualitative evidence for the use of an MMR web-based decision aid was very low quality and
the evidence for vaccine uptake was low quality. Very few parents were included in the semi-
structured interviews used in the study, and only two themes were identified with limited
evidence to support each theme. The qualitative evidence was from a pilot of the intervention
which did not provide information on vaccine uptake, and so the quantitative evidence was
instead provided from a study published 3 years after the feasibility study had been
completed. The effectiveness data is therefore from a different group to those who provided
their views on the intervention; however, the newer study does not report changing the
intervention from the format used in the pilot. Finally, this intervention was carried out on a
population with high vaccine uptake, with 100% of children being given the vaccine in the
intervention arm, and 98% in the control arm. It was therefore difficult to determine the
effectiveness of the decision aid, which could potentially show a greater effect in a population
with lower vaccine uptake.

Young people aged 11-18 years

For young people aged 11-18, the qualitative evidence for the use of e-consent forms was
low to very low quality and the quantitative evidence for vaccine uptake was very low quality.
The evidence was from a mixed-methods study of a pilot project designed to evaluate the
implementation of the intervention. The quality of qualitative outcomes was downgraded as
they were obtained from a single study with limited detail provided to support the themes.
While the views on effectiveness of the intervention were directly applicable to the review,
the views on implementation were only relevant (rather than highly relevant) as the part of
the intervention which allowed nurses to monitor consent form return and update vaccination
records was not fully functional during the pilot phase.

Qualitative evidence for the use of incentivised consent forms for the HPV vaccine ranged
from very low to moderate quality, and the quantitative outcome was low quality. The
effectiveness of this intervention was assessed by the number of consent forms returned,
rather than vaccine uptake. Although this is not the stated outcome for this review, the
committee discussed whether consent form return was an appropriate outcome that would
provide an accurate reflection of changes in vaccine uptake. It was decided that, although
vaccine consent forms could be returned with non-consent to the vaccine, it was likely that
many of those returned would consent to vaccination. This was supported by an additional
outcome in the incentivised consent form study, which reported the proportion of consent
forms returned with a positive outcome (consented to vaccination). In the incentivised
consent form arm, not only were more consent forms returned, but there was a higher
proportion of positive consent forms returned in the intervention arm than in the control arm.
In addition, in both arms over 85% of the returned forms gave consent for vaccination.
Consent form return was therefore included as a proxy outcome for vaccine uptake, with the
quality of the evidence downgraded once for indirectness. It was also highlighted that the
evidence for this intervention was from an area of relatively low vaccine uptake. Although
there was no evidence for the use of incentives in areas of higher uptake, the committee
decided that, given the effectiveness of the intervention, incentives should be recommended
to providers in all areas (see below for more details).
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As there was limited evidence on this subject, the committee also decided to include a
research recommendation to examine the effectiveness and acceptability of school-based
incentive schemes. They included both financial and non -financial incentives and specified
that the incentives did not have to be aimed at incentivising uptake directly but could be
aimed at promoting other behaviours (for example, consent form return) that ultimately result
in increased vaccine uptake. (See below for the committee’s discussion about the potential
issues raised by the use of financial incentives for vaccine uptake.) The committee discussed
whether lower levels of incentive would have been equally effective in Forster 2017; and
wondered at what level would the incentive cease to be effective. As a result, the economist
carried out a costing exercise to estimate the resource implications of recommending
incentives to increase consent form return (see the cost-effectiveness and resource use
section below). This involved a range of scenarios and the remaining uncertainty around the
level of incentive needed for cost-effectiveness resulted in the committee adding
consideration of the levels, as well as types, of incentive that could be effective to the
research recommendation. This research recommendation is explained in detail in Appendix
K

Qualitative evidence for the use of new methods of obtaining consent (Audrey 2020, Audrey
2021, Fisher 2020a) ranged from very low to moderate quality and the quantitative outcome
was very low quality. Both qualitative and quantitative evidence was directly applicable to the
review, and while the quantitative evidence did not show an increase in vaccine uptake with
the new methods of obtaining consent, the committee thought that the qualitative evidence
raised some important issues that are relevant to the current methods used for school-based
vaccinations. The new methods of obtaining consent described in the study are similar to
those used in current practice and so the committee decided that the qualitative findings
were directly relevant and could be applied to the current processes involved in obtaining
consent for school-based vaccinations.

People aged 65 years and over and pregnant women

As no evidence was identified for either people aged 65 years and over or pregnant women,
the committee could not make recommendations on specific interventions to increase
vaccination uptake in either of these groups based on this review. Limited qualitative and
quantitative evidence was identified for these groups in the intervention reviews and the main
qualitative review on barriers to and facilitators for vaccine uptake. The committee therefore
decided to make a research recommendation for each of these populations to identify
whether there are any interventions that are both acceptable and effective at increasing
vaccine uptake (for the research recommendation for people aged 65 years and over, see
Appendix K in the review B on the barriers to and facilitators for vaccine uptake for more
details; for pregnant women see Appendix K in the vaccinations for pregnant women review
F for more details).

1.1.11.3 Barriers and facilitators for routine vaccinations
Babies and children aged 0-5 years

For babies and children, the qualitative evidence associated with the Celebrate and Protect
intervention indicated that contact with parents soon after the birth of a child can be a
problem, and some parents highlighted that they would like more, balanced, information
about vaccinations. It was unclear from the quantitative evidence whether the intervention
was effective at increasing uptake as the data was reported as % with no indication of
variation. The committee agreed that there was insufficient evidence of benefit (increased
vaccine uptake) to support recommending this particular intervention. They also noted that
the funding for this intervention came from a pharmaceutical company and that this may
have affected parents’ responses to the intervention and, as a result, its effectiveness.
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When discussing birthday celebration and reminder cards as a method of increasing
childhood vaccination uptake, the committee highlighted concerns over a potential scenario
where a child has died, and the relevant information has yet to be updated in their GPs
system, resulting in a celebration card being sent to the family. Although this could also
happen for vaccine reminder letters, the committee thought that receiving a celebration card
for a child who has died would be a much worse scenario and would cause unnecessary
pain to the bereaved family. The committee noted that they had already recommended using
invitations/ reminders for vaccination with information based on the evidence in the
reminders and education reviews (evidence reviews C and E respectively) and that these
recommendations did not need amending based on the celebrate and protect intervention.

The quantitative evidence for the MMR decision aid had already been considered in the
education review (evidence review E) alongside other studies looking at decision aids. The
evidence from Shourie 2013 could not differentiate vaccine uptake between people using the
MMR decision aid and usual care, but this may be due at least in part to the very high
baseline vaccination rate in this study. The committee noted that the main themes identified
in the qualitative evidence from this review showed that parents thought the decision aid
helped them make informed decisions about vaccination and that that the presentation of
information about the benefits and harms of vaccination was useful. The desire to make an
informed decision based on information that is perceived to be balanced was also reflected in
the main barriers and facilitators review (evidence review B). Based on the evidence in
review E, the committee decided against making a specific separate recommendation in
favour of using decision aids, however they agreed when they are available on trusted sites,
they could potentially be a useful method of helping people make decisions about whether to
be vaccinated or have their children vaccinated. This was supported by the qualitative
findings with parents highlighting how the decision aid helped with decision making and
reduced the need for them to ask further questions before reaching a decision.

Young people aged 11-18 years

One of the main barriers to young people receiving the HPV vaccine in schools relates to
difficulties with gaining consent, as is the case when consent forms are not returned. This
leads to immunisation providers spending lots of time chasing up non-responders to try to
obtain consent. Evidence for the use of incentivised consent forms showed an increase in
the number of forms returned when entry into a prize draw was offered. The committee
therefore thought that this may be a useful method of increasing the number of forms
returned. The committee discussed whether there were potential ethical issues surrounding
the offer of financial incentives relating to vaccinations (see evidence review G for more
discussion about this issue). However, it was highlighted that the incentive used in the
evidence was based on consent form return rather than receiving the vaccination. The
committee decided that this was a more acceptable form of intervention as it was promoting
decision making about the vaccination, rather than the vaccination itself. However, it was
noted that financial incentives may not be appropriate in all settings, such as faith schools,
where a prize draw could be considered a form of gambling. The committee therefore
decided not to specify what the intervention should be and instead the decision on exactly
what incentive is offered can be made at a local level, by people who have an awareness of
the particular school, the local community and its beliefs. The committee discussed how
other potential incentives could include vouchers or lunch passes, which may be more
acceptable in some settings than financial rewards. In addition, they also did not specify the
target of the intervention. In the Forster studies (2018 and 2020) the intervention was aimed
at students, but other interventions may be better suited to targeting parents and so the
committee left this open for the providers to decide. Finally, the recommendation was not
limited to areas of low uptake because the committee noted that the use of incentives for
consent form uptake could also provide benefits in areas of high uptake by reducing the time
needed for the immunisation team to chase up non-responders.
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The committee considered whether e-consent forms could remove some of the barriers
associated with non-return of paper consent forms. However, the evidence highlighted that
while some parents preferred e-consent forms, others may not have access to the
technology needed to access and return them online. Given that the evidence could not
differentiate between vaccine uptake when e-consent or paper consent forms were used, the
committee decided that they could not make a recommendation in favour of a single option.
Instead, it thought that schools would be better placed to decide on the best option to suit
their local community and decided against making a recommendation based on methods of
consent form return, although they noted that e-consent forms are already in use in many
areas.

The evidence for both e-consent and incentivised consent form return highlighted the
importance of young people being made aware of vaccines and the vaccination process.
One of the main themes relating to the HPV vaccine was that young people want to be
involved in discussions surrounding the vaccine, such as the benefits and harms associated
with vaccination. As this was a common theme in both qualitative studies and had been
raised in the main barriers and facilitators review as well, the committee decided it was
important to highlight this in a recommendation to try to help parents, carers and young
people make an informed choice about vaccination. The committee decided that information
about Gillick competence should also be included so that parents and young people are all
fully aware of all the options surrounding vaccine consent. An additional recommendation
was made, specifically aimed at young people, which highlighted the importance of school-
based education. Although the qualitative evidence reported a range of views on the most
appropriate method of giving young people information about vaccination, school-based
education was commonly stated as one of these options. It was the committee’s experience
that this is standard practice in some schools, and they agreed that this was an important
way of providing information about vaccinations delivered in school settings to children of
appropriate ages and young people. They noted that the information provided could be
tailored to their needs and level of understanding as young people would be able to
understand more complex information than children.

The committee agreed that consent is a particularly important issue relating to school-based
vaccinations because the person giving consent may not be present at the time of the
vaccination. In addition, the evidence from studies looking at vaccinations for 11-18 year olds
in this review, alongside the evidence from the qualitative review (evidence review B),
highlighted that while immunisation teams are well trained to assess Gillick competence,
some people do not feel comfortable with the concept of young people being allowed to self-
consent for vaccination. This is therefore an issue which needs to be carefully considered.

Although the aim of the recommendation for incentivised consent form return is to increase
the number of young people who return their vaccination forms, there will still be times when
a young person does not have a signed consent form at the time of a school vaccination
session. If a nurse is unable to contact the parents or carers of the young person to ask for
their views, then they can instead make an assessment over whether the young person is
capable of making the choice about vaccination themselves. The studies on new methods of
obtaining consent suggested that this could take place at the time of a routine vaccination
session, and the committee agreed that, where possible this would be useful. However, they
thought that time constraints would often make this difficult to achieve in practice. Instead,
they agreed that Gillick competence assessments and vaccinations for those who are
considered competent should be offered at the earliest opportunity, which could either be
during a routine vaccination session or during catch-up sessions for young people who have
been identified as not up to date with their vaccinations.

An alternative scenario for assessing Gillick competence is when the parent or carer has
returned the consent form and has refused vaccination, but the young person has different
views to their parents and wishes to be vaccinated. The committee thought that if a young
person is assessed as competent then, where possible, they should still be offered
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vaccination and that this could be assessed as part of the catch-up process. To do otherwise
might be discriminatory as the young people who lacked parental consent (or refusal) could
be assessed for Gillick competence but the young people whose parents had refused
vaccination would be denied this opportunity. However, the committee were aware of the
potential issues associated with going against parental wishes. In addition, although the
committee thought that offering a Gillick competence assessment is important, their
experience was that there are not always clear systems in place to ensure that vaccination
teams feel supported when carrying out this assessment. The studies on new methods of
obtaining consent included processes that immunisation nurses had to follow to guide their
Gillick competence assessments, such as young people being asked if they had discussed
vaccination with their family and whether being vaccinated could cause conflict with their
parents or carers. The immunisation nurses reported that this helped them to make decisions
on a person’s capacity to consent. As a result, the committee agreed that it was important
that school aged immunisation providers have a policy on Gillick competence in place and
that this should include guidance about what action to take when a young person’s
vaccination preference is different from their parents to help to support the decisions of the
immunisation teams in the schools. They also included cross references to help ensure that
the assessment of Gillick competence is be carried out in line with national guidance, such
as that set out in the Green book and by the General Medical Council.

When discussing consent, the committee noted that parental refusal might be limited to
specific vaccinations (for example, HPV) and that that there are some settings, such as faith
schools, where it may be deemed unacceptable for young people to be vaccinated if this is
against the parents’ wishes. This was considered a key issue, as assessing for Gillick
competence in this scenario could potentially damage the ability of the immunisation team to
access the school for other vaccination campaigns. The committee highlighted a qualitative
study (Chantler 2019) which investigated methods of obtaining consent for school
vaccinations. The findings of this study reinforced the concerns of some schools about young
people being allowed to self-consent to vaccination, and highlighted that, in some cultures, a
young person may feel unable to go against the decisions of their parents. It is therefore
important that school aged immunisation providers and vaccination teams tailor their
approach to Gillick competence assessments based on local populations. This will maximise
the number of young people that are vaccinated but also ensure that the actions of
vaccination teams do not have any unintended consequences.

1.1.11.4 Cost effectiveness and resource use

In the absence of published economic evidence for this section, the committee used their
expertise to inform discussion around the expected resource and cost impact of these
recommendations.

The committee considered the evidence on incentives and recommended that incentives be
offered by providers as a method to increase the number of consent forms returned for
school-based vaccinations. A costing analysis was conducted to estimate the resource
implications of recommending incentives to increase consent form return. The costing
analysis compared vaccine uptake of incentives followed by phone reminders with phone
reminders alone, using positive consent form return as a proxy for vaccine uptake as agreed
by the committee. Incremental cost per additional person vaccinated was calculated for
different incentive values, with the base-case assumption of a 1 in 10 chance of winning a
£50 voucher being associated with an ICER of £97.81. Lower value incentive scenarios
selected by the committee (one £50 voucher per school or free school-based perks) were
also modelled and were cost saving when compared to phone reminders only, as the
increased form returns with incentives led to lower numbers of nurse phone calls required
than without incentives. However, the committee noted that the efficacy evidence for
incentives was based on the base-case incentive value of a 1 in 10 chance of winning a £50
voucher, and that lower value incentives may not be as effective. Nonetheless, the
committee felt that whilst these lower value incentives would be unlikely to change the mind
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of someone who had actively decided not to be vaccinated, they would likely be effective in
improving consent form returns from people with no objections to vaccination that had simply
neglected to complete the necessary paperwork. This would likely save money downstream
from providers having to contact less families to chase up unreturned consent forms.

A low uptake scenario was also conducted using data from a local authority with low vaccine
uptake. The ICER associated with this low uptake scenario was £34.07, suggesting that the
combination of incentives plus reminders is more cost-effective in populations with low
vaccine uptake. The committee felt that although the intervention was more cost-effective in
populations with low uptake areas, it was justified to recommend incentives for consent form
return in the general population. The committee considered that one of the reasons some
areas have higher uptake than others is that the school nursing teams may already be doing
a lot of outreach work and phone call reminders to return consent forms, which is very
resource intensive. In this situation the incentive intervention was considered to be useful as
it would likely reduce the number of phone calls required and displace some of the
associated costs.

The committee discussed the issue of consent for school-based vaccinations and
recommended that providers ensure sufficient information, including information on who can
consent for vaccination, is provided to both young people and their parents for decision
making, and that parents are encouraged to discuss vaccination with their children. This
recommendation is unlikely to have resource implications as this additional information can
be included with the information already provided and detailed in the recommendation on
what invitations should contain.

The committee recommended that providers have a policy in place to support school
immunisation teams in assessing Gillick competence. This recommendation is likely to
require some development from vaccination providers to communicate a consistent policy to
their immunisation teams, but this is anticipated to be associated with minimal additional
costs.

The committee recommended that, in the absence of parental consent to vaccination,
children and young people should be offered the opportunity to be assessed for Gillick
competence for the ability to self-consent. Due to time constraints in the routine vaccination
sessions, the committee suggested that these opportunities are provided at catch-up
vaccination sessions. School-based catch-up vaccination sessions are often offered in usual
practice already and provided school nursing teams are already present at the sessions, it is
not anticipated that adding this opportunity to be assessed for Gillick competence will have
additional resource implications.

The committee discussed consent for vaccinations for other groups, such as those who may
need additional support to consent or those who lack capacity to consent, and recommended
that the NICE guidance on these groups should be followed to ensure people receive the
appropriate vaccinations. Since this recommendation refers to existing NICE guidance it is
not expected to have additional resource use, as the support required in the vaccination
context would be the same support these people would receive for making other healthcare
decisions.

1.1.11.5 Other factors the committee took into account
Catch up sessions and tailoring immunisation programmes

Catch-up sessions are part of routine practice, and the committee discussed the importance
of these to ensure that children and young people are given additional opportunities to be up
to date with the routine adolescent vaccination schedule. In addition, they note that catch-up
sessions in schools would ensure that children and young people who are not up to date with
their vaccinations have other opportunities to be vaccinated. These sessions are currently
limited to children and young people who had missed school-aged vaccinations, but they
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could be expanded to provide opportunities to catch up on earlier preschool vaccinations. At
the moment, children and young people have to be directed to their GP to be offered these
vaccinations. The committee noted that some children or young people will be unable to
attend the school-aged catch-up sessions, for example due to sickness, exclusion or
extended leave, so alternative provisions are necessary to ensure that they can be offered
their overdue vaccinations. This could involve signposting to GPs or other places where the
vaccinations are available. To help with identifying these children and young people, CHIS
can provide vaccination histories to providers and the committee made a recommendation
for CHIS to do so.

Catchup sessions commonly occur in schools but can be carried out in other settings, such
as GP surgeries. The committee noted that very little evidence for catch-up sessions had
been identified as part of the evidence reviews for this guideline. One study (Altinoluk-Davis
2020) was identified as part of evidence review D (on improving access to vaccinations). It
was carried out in the UK and showed that a nurse led catch up at school resulted in more
MMR vaccinations than a reminder to have a catch-up vaccination at a general practice. The
committee used this study to provide support for their recommendation for school-based
catch-up sessions. However, this study only looked at MMR vaccinations and was a cohort
study rather than an RCT, so the results were judged to be of low quality. Some evidence in
the qualitative review evaluated the use of a catch-up campaign for young people, based in
GP surgeries (see evidence review B). Based on the importance of enabling children and
young people who have missed vaccinations to be identified and vaccinated later, the
committee agreed that despite the findings of the studies above more research was still
needed on this topic. They therefore made a research recommendation to compare the
effectiveness and acceptability of school-based and GP-based catch-up campaigns in the
UK (see Appendix K). This will help providers establish the most appropriate and acceptable
setting or settings for catch-up sessions as these may vary depending on the vaccination.

The committee also discussed the importance of tailoring interventions to increase vaccine
uptake to specific communities to increase their effectiveness. They were aware that the
WHO has a specific programme called ‘Tailoring Immunisation Programmes’ (TIP) but noted
that this approach had not been evaluated to determine whether it was effective as a method
of designing and testing interventions to increase routine vaccine. The committee therefore
wrote a research recommendation on this topic (see Appendix K for more details).

Consent for non-school-based vaccinations

The committee noted that vaccinations that are given in schools differ from other vaccines,
as this is the only scenario where the person giving consent is not the person receiving the
vaccine, and they are not with the person receiving the vaccine at the time of vaccination as
is the case with parents of young children. Given these differences in the vaccination
process, the committee did not think that the evidence for incentivised consent form return
could be applied to other vaccination groups, such as babies and children, pregnant women
or people who are aged 65 years and over. Instead, it was decided that additional evidence
is needed to identify whether incentives are also effective at increasing vaccination uptake in
these other groups. This supported the findings of the infrastructure review that more
research is needed to determine the most effective methods to increase vaccine uptake for
all ages and groups. The committee therefore made a research recommendation aimed at
examining whether incentives are also effective at increasing vaccine uptake in these groups
(see Appendix K, evidence review G).

Although most of the evidence relating to consent in this review was for young people aged
11-18 years, the committee discussed how issues relating to vaccine consent can also be a
barrier to uptake for some groups of adults. This is particularly important for individuals who
need support with decision making or who may lack the mental capacity to consent for
vaccination and are at risk of not being vaccinated as a result. Although there was no
evidence for these other populations, the committee thought it was important to promote
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equality by ensuring that all people are given the support necessary to make informed
decisions on vaccination. An additional recommendation was therefore included which links
to the NICE guideline on decision making and mental capacity. This will provide clinicians
with guidance on what to consider when discussing consent for non-school-based
vaccinations. The committee were also aware that there is a NICE guideline on Advocacy
services for adults with health and social care needs that is being developed and is likely to
be relevant to this topic when it publishes in 2022.

Future proofing the recommendations

In the evidence reviews we looked for evidence regarding routine vaccinations for people
aged 65 and over because this was the age limit for vaccinations for older people on the
NHS routine schedule at the time the work was carried out. Since there was limited evidence
for this age group, we also included data from relevant studies including people aged 50 and
over, where the majority of participants were in our target age group, or the mean age was
65 or over with committee agreement taken on a review-by-review basis. These studies were
downgraded for applicability where the committee deemed it appropriate.

According to the Joint Committee on Vaccination and Immunisation minutes from the
meeting on 22 June 2021 shingles vaccination eligibility is changing to include people aged
60 and over and this will be introduced in a phased manner down from the current age of 70
years. It is unclear when this change will be initiated or completed. In order to future proof the
guideline recommendations we have therefore changed those mentioning people aged 65
and over to refer to older people instead and defined them as follows: adults who are eligible
for routine vaccination on the UK schedule, excluding pregnancy-related vaccinations. We
also suggest that people consult the green book for information about current age limits and
vaccinations for older people. The content of the recommendations has not been changed
otherwise as this was not deemed necessary. The majority of recommendations that apply to
older people are also more generally applicable and have not been altered because they do
not mention groups of people by age. The committee discussions of the evidence have also
been retained in their original form, with the addition of the information about the use of the
term older people where the relevant recommendations that specifically mentioned people
aged 65 and over are discussed.

1.1.12 Recommendations supported by this evidence review

This evidence review supports recommendations 1.2.6, 1.3.6, 1.3.28, 1.3.27, 1.3.30, 1.3.34-
1.3.37 and the research recommendations on incentives for school-based vaccinations; GP
versus school-based catch-up campaigns and the use of the World Health Organisation
‘Tailoring Immunisation Programmes’ (TIP) approach in designing interventions to increase
vaccine uptake. Other evidence supporting these recommendations can be found in:
evidence review B: the barriers to and facilitators to vaccine uptake; evidence review,
evidence review D: increasing vaccine uptake by improving access; E: education
interventions to increase the uptake of routine vaccines.
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Appendices

Appendix A — Review protocol

Review protocol of the barriers to, and facilitators for,
vaccine uptake and interventions to increase vaccine
uptake.

Please note that the review protocol includes a quantitative question about
interventions to increase uptake. This part of the work is presented in

evidence review C to ensure the size of the evidence reviews remains
manageable.

ID | Field Content

1. | Review title o o ) ) i
Identifying effective interventions to improve uptake of routine

vaccines and the barriers to, and facilitators for, vaccine
uptake.

Review questions | What are the most effective interventions for increasing the
uptake of routine vaccines?

What are the barriers to, and facilitators for, increasing the
uptake of routine vaccines?

Objectives To identify the barriers to, and facilitators to vaccine uptake
and effective strategies to improve routine vaccine uptake.

Searches The following databases will be searched:

e Cochrane Central Register of Controlled Trials
(CENTRAL)

Cochrane Database of Systematic Reviews (CDSR)
Embase

MEDLINE

Medline in process

Medline epubs ahead of print

Emcare

Psycinfo

Sociological Abstracts

ASSIA

DARE

Econlit (economic searches)

NHS EED (economic searches)

HTA (economic searches)

Other subject specific databases as appropriate for the
quantitative review

Searches will be restricted by:

e Studies published since 1990
e English language

e Human studies
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e Qualitative, Systematic Review, RCT, OECD geographic
filters as appropriate

Other searches:

o Reference searching where appropriate
¢ Citation searching where appropriate

e Inclusion lists of systematic reviews

o Websites where appropriate

The searches will be re-run 6 weeks before final submission of
the review and further studies retrieved for inclusion.

The full search strategies for MEDLINE database will be
published in the final review.

> Condition being Uptake of vaccines on the routine NHS schedule
studied
6. _ )
Population Inclusion:
¢ All people who are eligible for vaccines on the routine UK
immunisation schedule and their families and carers (if
appropriate).
¢ Staff including, but not limited to, those providing advice
about or administering vaccines and those people with
relevant administrative or managerial responsibilities.
Exclusion: None
7.

Interventions and | RQ2.1 Quantitative review
factors of interest

Interventions including, but not confined to:

1. Information, education and methods of communicating
them

Interventions to provide information including:

e online campaigns including social media and apps
radio campaigns
letters by mail
printed materials (e.g. leaflets)
multi-media campaigns
TV and online advertising (including pop up adverts)
posters
online information exchange- fill in questionnaire and
get information

Educational interventions (delivery methods):

o face-to-face sessions

e telephone conversations

e social media with responses

¢ interactive multi-media interventions (e.g. case studies
on GP websites; e-learning)

e interactive community events (e.g. talks with question
and answer sessions)

57
Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)



FINAL
Acceptability and effectiveness of named interventions

e peer education (carried out by a community member
who shares similar life experiences to the community
they are working with)

¢ lay education (carried out by community members
working in a non- professional capacity)

e multicomponent interventions targeting education

e vaccine hotlines and special advisory clinics for health
professionals

Who provides the information and/or advice and how they do
S0, including:
e Vaccine champions:
o Practitioners
o Peers
o Community leaders
¢ Interventions to train staff and other people on how
best to communicate the information/ run educational
sessions.
¢ Recommendations to vaccinate from people/groups
including:
o Medical and other staff (for example, GPs,
nurse, health visitors, midwives,)
Social workers
Community leaders
Religious leaders
Peers
Teachers

O O O O O

Information and education can be provided during home visits,
during interactions with health and social care workers, at
support group meetings for people using other services etc.
This may involve providing a contact point for more
information.

Types of information include PHE bulletins and local bulletins
for providers.

2. Vaccination reminders aimed at providers or individuals
including:

Reminder and recall systems (aimed at provider)
e clinical alerts and prompts
e national alerts to local teams
e local recall initiatives

Personal invitation to be vaccinated from:
e GP
e community pharmacist
e health or social care worker
e from several professionals

Reminders to individuals/ eligible groups by:
o text messages
e electronic invitations (via apps)
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emails
letter
phone calls
posters
postcards

3. Interventions targeting acceptability:
¢ Alternative forms of vaccinations (e.g. injections,
formulations)
e Alternative settings
e Alternative vaccine providers (e.g. doctor administering
vaccine instead of nurse)

4. Interventions to improve access including:

Expanding access in healthcare, such as:
¢ Reducing distance/time to access vaccinations
e Out of hour or drop-in services
e Delivering vaccines in clinical settings in which they
were previously not provided

Vaccination clinics in community settings:
e community pharmacies
e antenatal clinics
e specialist clinics (e.g. drug and alcohol services, mental
health services)
e community venues (e.g. libraries, children’s centres)

Dedicated clinics for specific/ all routine vaccinations
e Mass vaccination clinics in community or other settings
(e.g. schools)
e Walk in or open access immunisation clinics

Extended hours clinics
o weekends evenings (after 6 pm)
e early mornings (before 8 am)
e 24-hour access

Outreach interventions or mobile services
e home or domiciliary or day centre visits
support group meeting visits
residential or care home visits
special school visits
inpatient visits
custodial visits
immigration settings
mobile clinics (e.g. in community)

Parallel clinics
e Offer vaccination in parallel with regular appointments
(e.g. with midwives, clinicians, inpatient and outpatient
clinics, long stay wards, etc.)
e coordinated timing of other programmes (such as child
developmental checks)
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Opportunistic vaccinations:
¢ visits to GP, practice nurse or consultant for other
medical conditions including STI clinics, drug and
alcohol programmes
¢ having vaccinations provided in hospitals or
accident and emergency departments
e may involve a dedicated person to administer the
vaccines.
5. Interventions to improve infrastructure (targeting
processes, staffing and settings):

Booking systems
e dedicated vaccination lines or online systems

Organisation of local provider-based systems:

e Local area approaches

o Systems and processes in place to work with the
community

e Practice level approaches

e Assigned lead for a specific vaccination programme

¢ Having staff who are competent to deliver
vaccinations available in multiple settings

e Having staff with responsibilities for training
practitioners, answering complex questions, co-
ordinating immunisations etc.

Systems involved in the recording and identification of
eligibility and status (covered in RQ1- see this review protocol
for a list of potential interventions)

Incentives based interventions:
¢ Incentive (and disincentives for not vaccinating)
schemes (for individuals)
o voucher schemes (not to cover cost of
vaccination or healthcare)
o payment to cover travel costs
o fines/ penalties for not vaccinating
o entry to childcare settings/ schools blocked in
the absence of proof of vaccination status
e Mandatory vaccination
¢ Incentive schemes (for providers)
o targets
o quality and outcomes framework
o voucher schemes

Audit and feedback on uptake rates for providers
o Weekly statistics
e Content and delivery of feedback
¢ Practical relevance (e.g. how many more people need
to be vaccinated to achieve a target number)
¢ Comparison data (e.g. between GP practices)

6. Multicomponent interventions:

60

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)




FINAL

Acceptability and effectiveness of named interventions

e Interventions which include more than one component
and target multiple issues (for example the intervention
could include an educational component and changes
in the timing of clinics) will be analysed separately, but
with other similar multicomponent interventions where
possible.

e Multicomponent interventions which include more than
one component that is targeting a single issue will be
included in the relevant category instead.

RQ2.2 Qualitative review

Barriers to, and facilitators for, routine vaccine uptake
including, but not limited to:

e Thoughts, views and perceptions of individuals, parents
or carers and staff
Issues relating to acceptability
Issues relating to accessibility
Issues relating to infrastructure
Issues relating to mis-information or a lack of
information and communication of information
Issues relating to informed refusal
collective bengefit / altruistic motives

8.
Comparators RQ2.1 Quantitative review.
e Usual approaches to increase vaccine uptake
¢ Other interventions to increase vaccine uptake
o Other interventions targeting same issue/ theme
(for example education)
o Other interventions targeting different issues/
theme (for example education versus infrastructure)
RQ2.2 Qualitative review.
Not applicable
9.
Types of study to | RQ1.1 Quantitative review.
be included

Systematic reviews of included study designs.
Then as needed:

Randomised controlled trials

Non-randomised controlled trials

Controlled before-and-after studies

Interrupted time series

Cohort studies

Before and after studies

Mixed method study designs (quantitative evidence that
matches the above study designs only)

RQ1.2 Qualitative review

e Systematic reviews of included study designs
e Qualitative studies that collect data from focus groups and
interviews
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e Qualitative studies that collect data from open-ended
questions from questionnaires/ surveys

¢ Mixed method study designs (qualitative evidence that
matches the above study designs only)

For the mixed methods synthesis, published mixed methods
studies will also be included if the study does not present
quantitative and qualitative evidence separately, but only if the
individual study designs meet the inclusion criteria for both the
qualitative and quantitative reviews as detailed above.

10. . Interventions to increase uptake of these vaccines/ conditions:
Other exclusion
criteria e Selective immunisation programmes, as defined in the
Green Book and additional vaccines for people with
underlying medical conditions because they do not form
part of the routine schedule.

e Seasonal vaccinations because they are not part of the
routine vaccination schedule, apart from Flu, which is
covered by a separate NICE guideline and excluded for
this reason (see section 14 for reasons underlying a
possible deviation from this exclusion).

e Travel vaccines- not on routine schedule
e Areas covered by NICE's guideline on tuberculosis.

e Catch-up campaigns alongside the introduction of a new
vaccine

Only papers published in the English language will be
included.

Questionnaires and surveys will not be included, (apart from
those reporting open-ended questions from
questionnaires/surveys).

Where studies from the USA (or other countries with similar
health insurance-based systems) are included in the
qualitative reviews any barriers/ facilitators relating to financial
incentives (such as payment for vaccines or affording health
insurance) will not be recorded as these are not relevant for
the UK. In addition, in countries where vaccines or health care
are paid for by the user studies looking at any financial
incentive-based interventions are excluded.

11.
Context The Department of Health and Social Care in England has

asked NICE to produce a guideline on vaccine uptake in the
general population.

In recent years, UK vaccination rates have declined, resulting
in increases in vaccine preventable diseases, particularly
measles. There were 991 confirmed cases in England in 2018
compared with 284 in 2017 and the World Health Organization
no longer considers measles 'eliminated’ in the UK.
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Reasons for low uptake include poor access to healthcare
services; inaccurate claims about safety and effectiveness,
which can lead to doubts about vaccines; and insufficient
capacity within the healthcare system for providing
vaccinations. In addition, problems with the recording of
vaccination status and poor identification of people who are
eligible to be vaccinated may have contributed to this problem.

12.
Primary RQ2.1 Quantitative outcomes:

outcomes (critical _
outcomes) Changes in:
e Vaccine uptake (overall for a specific vaccine or vaccines

and for each dose where a vaccine is administered in
multiple doses)

RQ2.2. Qualitative outcomes:

The outcomes will be generated using emergent coding, but
are expected to include the following:

e Thoughts, views and perceptions of individuals, parents or
carers and staff

Issues relating to acceptability

Issues relating to accessibility

Issues relating to infrastructure

Issues relating to mis-information or a lack of information
and communication of information

e Issues relating to informed refusal

13.
Secondary RQ2.1 Quantitative outcomes:

outcomes )

(important Changes in:

outcomes) e the proportion of people offered vaccinations

¢ the numbers of people who develop the disease the
vaccination was aimed at preventing

14. _ All references identified by the searches and from other

Data extraction sources will be uploaded into EPPI reviewer and de-
(selection and duplicated. 10% of the abstracts will be reviewed by two
coding) reviewers, with any disagreements resolved by discussion or,
if necessary, a third independent reviewer.

The qualitative review search results and quantitative
systematic review search results will be sifted using the EPPI
reviewer priority screening functionality, but the whole data
base will still be screened in each case. However, when sifting
for primary studies for specific sections of the quantitative
review priority screening may be used to terminate screening
before the end of the search is reached. In this case, at least
50% of the identified abstracts will be screened. After this
point, screening will only be terminated if a pre-specified
threshold of 500 references is met for a number of abstracts
being screened without a single new include being identified. A
random 10% sample of the studies remaining in the database
when the threshold is met will be additionally screened, to
check if a substantial number of relevant studies are not being
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correctly classified by the algorithm, with the full database
being screened if concerns are identified.

The full text of potentially eligible studies will be retrieved and
will be assessed in line with the criteria outlined above. Data
will be extracted from the included studies into a standardised
form (see Developing NICE guidelines: the manual section
6.4) for assessment of study quality and evidence synthesis.
Extracted information for the quantitative review will include:
study type; study setting; study population and participant
demographics and baseline characteristics; details of the
intervention and comparator used; study methodology;
inclusion and exclusion criteria; recruitment and study
completion rates; outcomes and times of measurement and
information for assessment of the risk of bias.

For the qualitative review, extracted information will include
study type; study setting; sample characteristics; study
methodology; inclusion and exclusion criteria; themes reported
and information for assessment of the risk of bias.

If insufficient evidence is identified to make recommendations,
we will consult the committee and consider a call for evidence
(as detailed in the NICE manual) or include more indirect
evidence from other relevant guidelines (for example, the
NICE flu guideline).

15.

Risk of bias

(quality)
assessment

Risk of bias will be assessed using appropriate checklists as
described in Developing NICE guidelines: the manual.

Systematic reviews will be assessed using the ROBIS
checklist.

For the quantitative review, randomised controlled trials will be
assessed using the Cochrane risk of bias v2.0 checklist. Non-
randomised controlled trials and cohort studies will be
assessed using the Cochrane ROBINS-I checklist. Controlled/
uncontrolled before and after studies, and interrupted time
series will be assessed using the EPOC tool.

Any mixed methods studies with quantitative data that can be
extracted separately will be assessed using ROBINS-I,
Cochrane risk of bias v2.0, or EPOC appropriate.

Qualitative studies will be assessed using the CASP qualitative
checklist. Any mixed methods studies with qualitative data that
can be extracted separately will be assessed using the CASP
qualitative checklist.

Mixed methods studies where separate quantitative and
qualitative data cannot be assessed separately will be
assessed using the mixed methods appraisal tool (2018
version).
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16.

Strategy for data
synthesis

A mixed methods approach will be used to address this topic
area.

The quantitative and qualitative reviews will be conducted
separately (segregated study design) but at the same time.
The evidence from the reviews will then be analysed in relation
to each other (convergent synthesis of results). (See below for
more details. The findings will not be integrated by
transforming one type of evidence into the other (e.g.
quantitative findings into qualitative findings).

RQ1.1 Quantitative review

Where possible, meta-analyses of outcome data will be
conducted for all comparators that are reported by more than
one study, with reference to the Cochrane Handbook for
Systematic Reviews of Interventions (Higgins et al. 2011).
Data will be separated into the groups identified in section 17.

Continuous outcomes will be analysed as mean differences,
unless multiple scales are used to measure the same factor. In
these cases, standardised mean differences will be used
instead. Pooled relative risks will be calculated for
dichotomous outcomes (using the Mantel-Haenszel method)
reporting numbers of people having an event. Absolute risks
will be presented where possible.

Fixed- and random-effects models (der Simonian and Laird)
will be fitted for all comparators, with the presented analysis
dependent on the degree of heterogeneity in the assembled
evidence. Fixed-effects models will be deemed to be
inappropriate if one or both of the following conditions is met:

¢ Significant between study heterogeneity in methodology,
population, intervention or comparator was identified by the
reviewer in advance of data analysis.

e The presence of significant statistical heterogeneity in the
meta-analysis, defined as 12250%.

In any meta-analyses where some (but not all) of the data
comes from studies at high risk of bias, a sensitivity analysis
will be conducted, excluding those studies from the analysis.
Results from both the full and restricted meta-analyses will be
reported. Similarly, in any meta-analyses where some (but not
all) of the data comes from indirect studies, a sensitivity
analysis will be conducted, excluding those studies from the
analysis.

GRADE will be used to assess the quality of the outcomes.
Outcomes using evidence from RCTs, non-randomised trials
and cohort studies will be rated as high quality initially and
downgraded from this point. Controlled before and after
studies and interrupted time series will be rated as low quality
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initially. Reasons for upgrading the certainty of the evidence
will also be considered.

Where 10 or more studies are included as part of a single
meta-analysis, a funnel plot will be produced to graphically
assess the potential for publication bias.

Meta-analyses will be carried out separately for each study
type per outcome, but the similarities and differences between
the results obtained from the different study types will be
noted.

RQ1.2 Qualitative review:

Where multiple qualitative studies are identified for a single
question, information from the studies will be combined using a
thematic synthesis. By examining the findings of each included
study, descriptive themes will be independently identified and
coded in NVivo v.11. If there are less than 5 studies, Nvivo
v.11 will not be used.

Once all of the included studies have been examined and
coded, the resulting themes and sub-themes will be evaluated
to examine their relevance to the review question, the
importance given to each theme, and the extent to which each
theme recurs across the different studies. The qualitative
synthesis will use these ‘descriptive themes’ to develop
‘analytical themes’, which will be interpreted by the reviewer in
light of the overarching review questions.

Code saturation may be used as a reason to stop extracting
data from new qualitative studies.

CERQual will be used to assess the confidence we have in the
summary findings of each of the identified themes. Evidence
from all qualitative study designs (interviews, focus groups
etc.) is initially rated as high confidence and the confidence in
the evidence for each theme will be downgraded from this
initial point.

Synthesising the findings of mixed method reviews.

Where mixed methods studies are identified that present data
in a form that cannot be extracted and analysed separately as
quantitative and qualitative data, the results of the studies will
be reported separately for each study. Any correlations or
discrepancies between the findings of the mixed methods
studies and the syntheses of the quantitative and qualitative
findings of the above analyses will be noted.

Mixed method synthesis of findings from the quantitative and
qualitative reviews

Where appropriate, a synthesis matrix will be produced to
combine results from the different individual analysis methods.
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Findings from one analytical approach will be compared to
findings from the second approach, and outcomes paired up if
they provided relevant information on the same underlying
topic. The agreement between the findings of the two
approaches will be qualitatively assessed, with each paired set
of findings put into one of the three categories relating to the
strength of the identified correlation.

The results may be presented as a concept diagram with
quantitative findings mapped onto the qualitative ones if this is
thought to be informative.

17.
Analysis of sub- RQ2.1. Quantitative review

groups

Results will be separated into the following for analysis:

e Agel/time when vaccine is due:
o During pregnancy

0-5 years

11 to 18 years

65 years and older

o O O

e Population groups with potential equality issues:
o Children excluded from mainstream education
(including pupil referral units) and non-attenders.
o Care home residents or people in long-term care
Looked after children
o Religious groups or groups with special beliefs (e.g.
anthroposophical views)
o Travellers/ gypsies
o Migrants and asylum seekers

o

e Settings:
o care homes (covered above for residents)
hospitals
community versus healthcare
educational settings

O O O

e Mandatory versus partially mandatory, opt-outs allowed or
completely optional vaccine schedules

e Numbers of doses of vaccines

e Study type: RCT, non-randomised studies (NRTs, CBA,
ITS)

e Interventions that are part of a catch up campaign versus
interventions that are not part of a catch up campaign

o System levels:
o health system level (for example clinical
commissioning group [CCG], local authority,
regional and national level)
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o service provider level (for example GP practices,
practitioners)

o individual level (for example patients or service
users including carers)

o mixed levels

e For interventions that use information/ education to

increase uptake the results will also be presented for
generic versus tailored interventions.

RQ2.2 Qualitative review

e Views of individuals, their parents and carers (where
relevant) versus staff.

e Agel/time when vaccine is due:
o During pregnancy
o 0-5years
o 11to 18 years
o 65 years and older

¢ Views of population groups with potential equality issues:

o Children excluded from mainstream education
(including pupil referral units) and non-attenders.

o Care home residents or people in long-term care

o Looked after children

o Religious groups or groups with special beliefs (e.g.
anthroposophical views)

o Travellers, migrants and asylum seekers

e Settings:
o care homes (residents covered above)
o hospitals
o community versus healthcare
o educational settings

e Mandatory versus partially mandatory, opt-outs allowed or
completely optional vaccine schedules

e Views concerning catch up campaigns versus non catch
up campaigns

o System level issues:

o health system level (for example clinical
commissioning group [CCG], local authority,
regional and national level)

o service provider level (for example GP practices,
practitioners)

o individual level (for example patients or service
users)

o mixed levels
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eligibility criteria

18.
Type and method Intervention (multicomponent review)
of review
O Diagnostic
(Il Prognostic
O Qualitative
(Il Epidemiologic
O Service Delivery
Mixed method (all other quantitative
reviews)
19. | Language English
20. England
Country
21. .
Anticipated or January 2020
actual start date
22. .
Anticipated October 2021
completion date
23. . .
Stage of review at | Review stage Started Completed
time of this
submission
Preliminary searches
Piloting of the study
selection process
Formal screening of
search results against h

Data extraction

Risk of bias (quality)
assessment

Data analysis
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24.

Named contact

5a. Named contact
Guideline Updates Team

5b Named contact e-mail
VaccineUptake@nice.org.uk

5e Organisational affiliation of the review
National Institute for Health and Care Excellence (NICE)

25.

Review team
members

From the Guideline Updates Team:
e Marie Harris 2006ingh

Toby Mercer

Stephen Sharp

Joshua Pink

Stacey Chang-Douglass

o Elizabeth Barrett

206.

Funding
sources/sponsor

This systematic review is being completed by the Guideline
Updates Team which receives funding from NICE.

27.

Conflicts of
interest

All guideline committee members and anyone who has direct
input into NICE guidelines (including the evidence review team
and expert witnesses) must declare any potential conflicts of
interest in line with NICE's code of practice for declaring and
dealing with conflicts of interest. Any relevant interests, or
changes to interests, will also be declared publicly at the start
of each guideline committee meeting. Before each meeting,
any potential conflicts of interest will be considered by the
guideline committee Chair and a senior member of the
development team. Any decisions to exclude a person from all
or part of a meeting will be documented. Any changes to a
member's declaration of interests will be recorded in the
minutes of the meeting. Declarations of interests will be
published with the final guideline.

28.

Collaborators

Development of this systematic review will be overseen by an
advisory committee who will use the review to inform the
development of evidence-based recommendations in line with
section 3 of Developing NICE guidelines: the manual.
Members of the guideline committee are available on the NICE
website: https://www.nice.org.uk/guidance/indevelopment/gid-
ng10139

29.

Other registration
details

None

30.

Reference/URL
for published
protocol

None

31.

Dissemination
plans

NICE may use a range of different methods to raise
awareness of the guideline. These include standard
approaches such as:

e notifying registered stakeholders of publication
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e publicising the guideline through NICE's newsletter and
alerts

e issuing a press release or briefing as appropriate, posting
news articles on the NICE website, using social media
channels, and publicising the guideline within NICE.

Vaccine uptake, NHS routine vaccination schedule,
32. | Keywords interventions and barriers and facilitators.

33. | Details of existing | None
review of same
topic by same

authors
0 ,
34. | Current review Ongoing
status O Completed but not published
Completed and published
O Completed, published and being updated
O Discontinued
35.. | Additional None
information

www.nice.org.uk

36. | Details of final
publication
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Appendix B — Literature search strategies

A search for qualitative evidence to answer the review question what are the barriers to, and
facilitators for, increasing the uptake of routine vaccines? was run on 31t December 2019
and 10" January 2020 in the following databases Medline, Medline in Process, Medline Epub
ahead of print, Embase, Emcare and Psycinfo (all via the Ovid Platform), the Cochrane
Database of Systematic Reviews (via the Wiley 2015 Platform), Applied Social Sciences
Index and Abstracts, Sociological Abstracts and British Nursing Index (all via the Proquest
platform). The Medline strategy is shown below. NICE inhouse qualitative and OECD country
geographic filters were used where appropriate and the search limited to records published
since 1990 and in the English language. The strategy was translated for all databases and re
run on ddmmyy.

1 Diphtheria/

2 diphtheria*.tw.

3 Tetanus/

4 (tetanus or tetani).tw.

5 Whooping Cough/

6 (pertuss® or "whooping cough").tw.

7  Haemophilus influenzae type b/

8 ("Haemophilus influenza* type b" or "Hemophilus influenza* type b" or hib).tw.
9 Hepatitis B/

10  "hepatitis b".tw.

11 exp Poliomyelitis/

12  (Polio* or (infantile adj1 paralysis)).tw.

13 exp Pneumococcal Infections/

14 (Pneumococcal adj4 (disease* or infection™)).tw.
15 (streptococcus pneumoniae adj4 Infection™).tw.
16  exp Meningococcal Infections/

17  (Meningococcal adj4 (disease* or infection™)).tw.
18 Rotavirus Infections/ or Rotavirus/

19 rotavirus.tw.

20 Measles/

21  (measles or rubeola or mmr).tw.

22 Mumps/

23  (mumps or (epidemic adj2 (parotitides or parotitis))).tw.

24 Rubella/ or Rubella virus/
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25 (rubella or ((german or "three day") adj2 measle*)).tw.

26  human papillomavirus 16/ or human papillomavirus 18/ or exp papillomavirus
Infections/ or exp human papillomavirus 11/

27  (hpv or papillomavirus).tw.

28 Condylomata Acuminata/

29 (condyloma* adj1 acuminat®).tw.

30  ((genital or veneral) adj2 wart*).tw.

31  exp Herpes Zoster/

32 (shingles or herpes zoster or zona).tw.
33  or/1-32

34  exp Vaccination/

35 Vaccines/ or exp bacterial vaccines/ or cancer vaccines/ or exp toxoids/ or exp
vaccines combined/ or exp viral vaccines/

36 exp Immunization programs/

37 vaccin®.tw.

38 exp Immunization/

39  (immunis® or immuniz*).tw.

40 (immunologic* adj4 (sensitiz* or sensitis* or stimulation®)).tw.
41 (immunostimul® or variolation*).tw.

42 or/34-41

43 33 and 42

44  exp Diphtheria toxoid/ or exp tetanus toxoid/ or Haemophilus Vaccines/ or
meningococcal Vaccines/ or exp Pertussis Vaccine/ or exp Streptococcal vaccines/ or exp
Vaccines Combined/ or exp Measles vaccine/ or exp Mumps Vaccine/ or exp papillomavirus
vaccines/ or exp Poliovirus Vaccines/ or Rotavirus Vaccines/ or exp Rubella Vaccine/ or
Hepatitis B vaccines/ or Herpes Zoster Vaccine/

45 43 or 44

46  (barrier* or facilitat* or hinder* or block* or obstacle* or restrict* or restrain* or obstruct*
or inhibit* or impede* or delay* or constrain* or hindrance or enhance* or encourag* or
support* or promot* or optimiz* or optimis* or adher* or motivat* or incentive* or persuad* or
persuasion or intend* or intention or counsel* or hesitan*).tw.

47  (uptake or ((increas® or improv* or rais* or higher) adj4 (rate* or immuni* or vaccin* or
complian®))).tw.

48  Attitude/

49  Attitude to health/

50 Health Knowledge, Attitudes, Practice/

51 exp "Treatment Adherence and Compliance"/
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52  (accept® or compli* or particip* or adher* or nonadher* or non-adher* or cooperat® or
co-operat* or dropout* or drop-out* or empower* or engage* or involve*).tw.

53 exp patients/px

54  (experience* or belief* or stress* or emotion* or anx* or fear* or concern* or uncertain®
or unsure or thought* or feeling* or felt* or view* or opinion* or perception* or perspective* or
attitud” or satisfact* or know* or understand* or aware* or sad*).tw.

55 stress, psychological/

56 adaptation, psychological/

57 emotions/

58 anxiety/

59 fear/

60 sadness/

61 exp Health Services Accessibility/

62 (access” or availab* or usab* or convenien®).tw.
63 Healthcare disparities/

64 (equit* or inequit* or equal* or inequali* or fair* or disparit* or variab* or variation or
varied).tw.

65 exp Socioeconomic factors/
66 (socioeconomic adj1 (factor* or status)).tw.

67 (poverty or poor* or rich* or low income or low-income or middle income or middle-
income or high income or high-income).tw.

68 ((social or middle or low* or working or upper) adj1 class*).tw.
69 Health Plan Implementation/ or Implementation Science/
70 (implement* or feasibil* or practical* or practicabil* or suitab* or viab* or achievab®).tw.
71 Culture/ or Cultural Characteristics/ or Cultural Diversity/ or Superstitions/ or Taboo/
72  ((cultur* or custom*) adj4 (belief* or believe*)).tw.
73  Religion/ or Buddhism/ or Christianity/ or Hinduism/ or Islam/ or Judaism/
74  (religio* or buddhis® or christian* or hindu* or islam* or muslim* or judaism or jew*).tw.
75 or/48-74
76 46 o0r47or75
77 45and 76
78 animals/ not humans/
79 T77not78
80 limit 79 to ed=19900101-20191231
81 limit 80 to english language/
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82 afghanistan/ or exp africa/ or albania/ or andorra/ or antarctic regions/ or argentina/ or
exp asia, central/ or exp asia, northern/ or exp asia, southeastern/ or exp atlantic islands/ or
bahrain/ or bangladesh/ or Bhutan/ or bolivia/ or borneo/ or "bosnia and Herzegovina"/ or
brazil/ or bulgaria/ or exp central america/ or exp china/ or colombia/ or "Commonwealth of
Independent States"/ or croatia/ or "Democratic People's Republic of Korea"/ or ecuador/ or
gibraltar/ or guyana/ or exp india/ or indonesia/ or iran/ or iraq/ or jordan/ or kosovo/ or
kuwait/ or lebanon/ or liechtenstein/ or macau/ or "macedonia (republic)"/ or exp melanesia/
or moldova/ or monaco/ or mongolia/ or montenegro/ or nepal/ or Netherlands Antilles/ or
New Guinea/ or oman/ or pakistan/ or paraguay/ or peru/ or philippines/ or gatar/ or "republic
of Belarus"/ or romania/ or exp russia/ or saudi arabia/ or serbia/ or sri lanka/ or suriname/ or
syria/ or taiwan/ or exp transcaucasia/ or ukraine/ or uruguay/ or united arab emirates/ or exp
ussr/ or venezuela/ or yemen/

83 australasia/ or exp australia/ or austria/ or exp Baltic States/ or belgium/ or exp canada/
or chile/ or czech republic/ or europe/ or European Union/ or exp france/ or exp germany/ or
greece/ or hungary/ or ireland/ or Israel/ or exp italy/ or exp japan/ or korea/ or luxembourg/
or mexico/ or netherlands/ or new zealand/ or north america/ or poland/ or portugal/ or exp
"republic of korea"/ or exp "Scandinavian and Nordic Countries"/ or slovakia/ or slovenia/ or
spain/ or switzerland/ or turkey/ or exp united kingdom/ or exp united states/ or "Organisation
for Economic Co-Operation and Development"/ or Developed Countries/

84 82 not (82 and 83)

85 81 not 84

86 Qualitative Research/

87 Nursing Methodology Research/
88 Interview.pt.

89 exp Interviews as Topic/

90 Questionnaires/

91  Narration/

92 Health Care Surveys/

93 (qualitative$ or interview$ or focus group$ or questionnaire$ or narrative$ or narration$
or survey$).tw.

94  (ethno$ or emic or etic or phenomenolog$ or grounded theory or constant compar$ or
(thematic$ adj4 analys$) or theoretical sampl$ or purposive sampl$).tw.

95 (hermeneutic$ or heidegger$ or husser$ or colaizzi$ or van kaam$ or van manen$ or
giorgi$ or glaser$ or strauss$ or ricoeur$ or spiegelberg$ or merleau$).tw.

96 (metasynthes$ or meta-synthes$ or metasummar$ or meta-summar$ or metastud$ or
meta-stud$ or metathem$ or meta-them$).tw.

97  “critical interpretive synthes*".tw.

98 (realist adj (review* or synthes®)).tw.

99 (noblit and hare).tw.

100 (meta adj (method or triangulation)).tw.
101 (CERQUAL or CONQUAL).tw.

102 ((thematic or framework) adj synthes®).tw.
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103  or/86-102
104 85and 103
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Appendix C — Qualitative evidence study selection

Original search and sift

Rerun search and sift

Records from databases
after duplicates removed
(n=9226)

A 4

Records from search
update after duplicates
removed (n =1752)

y

Records excluded
(n=28720)

Records screened at title
and abstract (n = 9226)

Records screened at title
and abstract (n = 1752)

—>

Records excluded
(n=1685)

A 4

A

Articles excluded*
(n=352)

Full-text articles assessed
for eligibility
(n =505)

Full-text articles assessed
for eligibility*
(n=67)

Articles excluded
(n=66)

Articles included**:
Mixed methods (qualitative n = 4, mixed methods n = 1)

(4 associated quantitative articles - 2 qualitative articles
evaluated the same intervention)

Articles included**:
Mixed methods (qualitative) (n = 3)

(1 associated quantitative article - all 3 qualitative
articles evaluated the same intervention)

I

I

Total included study numbers

Articles included: Mixed methods (qualitative n = 8, mixed methods n = 1)

Vaccine uptake in the general population: evidence review for the acceptability and
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* Articles excluded as part of the combined
quantitative search for all reviews
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the mixed methods review. The rest of the 215
articles were included in other reviews.



FINAL
Acceptability and effectiveness of named interventions

Appendix D — Evidence tables

Mixed methods evidence

Chantler, 2020

Bibliographic  Chantler T; Pringle E; Bell S; Cooper R; Edmundson E; Nielsen H; Roberts S;

Reference Edelstein M; Mounier-Jack S; Does electronic consent improve the logistics and
uptake of HPV vaccination in adolescent girls? A mixed-methods theory informed
evaluation of a pilot intervention.; BMJ open; 2020; vol. 10 (no. 11)

Study Characteristics

Mixed methods
Quantitative: Cluster non-randomised controlled trial (Schools were divided into low, medium or high based on the
. proportion of pupils receiving free school meals and with English as an additional language. Each e-consent
Study deS|gn school was matched, as closely as possible, to a paper consent school in the same terciles for both
characteristics)

Qualitative: Semi-structured interviews

To assess whether an electronic consent form increased consent form return and the
uptake of the first dose of HPV vaccine in adolescent girls. Qualitative analysis

Aim of study captured how year experience of the intervention in year 1 informed adaptations to
the intervention prior to reuse in year 2.

Behavioural Theory of change
model used

Study UK
location

Study setting 14 secondary schools in South London boroughs

June 2018 - July 2018 (year 1) and June 2019 - July 2019 (year 2)

Study dates
National Institute for Health Research Health Protection Research Unit in

sources of | nisation in partnership with Public Health England

funding mmunisation in partnership wi ublic Hea nglan

. Schools in 7 South London boroughs

Inclusion Purposive sampling with the aim of including schools that differed in terms of denomination (private, state,

Criteria grammar), type (mixed, single sex), sociodemographic, size, vaccination uptake and level of support to the
programme. All girls eligible for vaccination were given consent forms

E)Sclu_smn None reported

criteria
Electronic consent form developed by Hounslow and Richmond Community
Healthcare NHS Trust. Consisted of an online portal with an e-consent form and with
information about the vaccination programme where parents could register their child
and agree or decline the HPV vaccination. The intervention aimed to: 1. give parents
to an online portal with information about the vaccination programme, where they

n could register their child and agree or decline the vaccination. 2. give nurses
Intervention ; - :
details electronic access to the portal to facilitate screening and enable them to update

records during immunisation sessions. 3. enable automatic updating of central
vaccination record databases.

Parts of the online portal and data platform (those related to nurse access and
automatic updating of databases) were not fully functioning before the intervention
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Comparator
details

Quantitative
outcome
measures

Number of
participants

Duration of
follow-up

Study
methods

Qualitative
population
and
perspective

Relevant
themes

was first used in June 2018 and so the way that nurses screened students’
information and consent forms before and during immunisation sessions was
modified.

Limited information. A standard paper consent form was issued for parental consent
for the vaccine

Vaccine uptake
Number of children who received the vaccination at the scheduled school vaccination session

28 schools (14 e-consent and 14 paper). 1733 girls in paper consent (control) group,
1486 in e-consent group

Until next scheduled school vaccination session

Mixed-methods theory-informed evaluation study which used a ‘Theory of Change’ as
an evaluation framework. Participants were recruited using purposive sampling with
the aim of including schools that differed in terms of denomination (private, state,
grammar), type (mixed, single sex), sociodemographic, size, vaccination uptake and
level of support to the programme. Schools were divided into low, medium or high
based on the proportion of pupils receiving free school meals and with English as an
additional language. Each e-consent school was matched, as closely as possible, to a
paper consent school.

Quantitative methods: Nurses completed a ‘tally sheet’, with details of the consents
received prior to or during the session, any absences and the number of vaccinations
given. For both paper and e-consent schools, the proportion of the pupils who did not
return a consent form, the proportion vaccinated at the planned session, and the
proportion who received consent for the vaccination was calculated.

Qualitative methods: Year 1 data collection followed the first year of the e-consent
intervention. Year 2 data collection examined the use of e-consent in a different
subset of schools. Members of the evaluation team observed the immunisation
sessions to evaluate implementation and school staff involved in implementation were
asked to complete a feedback form with questions about the organisation of
immunisation sessions and the usability and acceptability of e-consent and paper
consent. Semi-structured interviews (individual for the programme manager and in
groups of 2-4 for immunisation teams) were conducted for Trust staff. In year 1,
interviews were also conducted with parents and children either in family homes, by
phone, or via Skype. Data was analysed using a thematic approach based on the
Theory of Change, and inductive coding was used to capture themes.

28 schools (14 paper and 14 e-consent schools) were included with 3219 girls (1733
in paper consent and 1486 in e-consent schools) taking part. In year 1, 15 members
of Trust staff who delivered the intervention were interviewed, 12 parents and 5
children were interviewed (9 vaccine acceptors and 3 decliners). In year 2, 14
members of Trust staff were interviewed and 8 children took part in a focus group (all
from a single school).

1. Accessibility - Accessing and using the consent form "l thought it was very easy. |
think you’re probably going to get more responses that way from parents in this day
and age", "my dad said | should have the vaccine, but he did not understand the
whole google business about it"

2. Decision making - Student awareness and involvement in decision making
‘...because like if it's emailed, like your mum doesn't have to share it with you. And
like if | have something done like an injection, I'd like to know what’s going on and
when"
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3. Implementation - Speed of implementation, effects on workload "it was probably
four days before our first session, we didn’t know what we were doing... so | do feel
we are running before we can walk."

4. Sources of information - Amount of information, recommended-recommended
vaccines "l think because it’s like by the NHS—it kind of gives it validation."

Additional
information

Quantitative results only available for year 1 of the pilot intervention. Qualitative
results are available for both years (results not separated by year)

Risk of bias (quantitative — modified checklist: combined ROBINS-I and Cochrane cluster 2.0)

Section

1a. Bias arising from the
randomisation process

1b. Bias arising from the
timing of identification and
recruitment of individual
participants in relation to
timing of randomisation

2. Bias due to confounding

3. Bias in selection of
participants into the study

4. Bias in classification of
interventions

5. Bias due to deviations from

intended interventions

6. Bias due to missing data

7. Bias in measurement of
outcomes

8. Bias in selection of the
reported result

Overall bias

Question

Risk of bias judgement for the

randomisation process

Risk of bias judgement for the

timing of identification and
recruitment of individual
participants in relation to
timing of randomisation

Risk of bias judgement for
confounding

Risk of bias judgement for
selection of participants into
the study

Risk of bias judgement for

classification of interventions

Risk of bias judgement for
deviations from intended
interventions

Risk of bias judgement for
missing data

Risk of bias judgement for
measurement of outcomes

Risk of bias judgement for

selection of the reported result

Risk of bias judgement

80

Answer

High

(No randomisation: e-consent schools
were matched to a paper consent
school based on proportion receiving
free school meals and number with
English as an additional language)

Low

Serious
(Limited information about
confounding and analysis methods)

Moderate
(No information about correcting for
selection bias)

Low

Low

Serious

(Participants were excluded where
outcome data was unavailable. No
information about the proportion of
missing data for each group)

Low

Low

Critical

(Study was non-randomised, provided
limited information on analysis
methods and confounding variables.
No information about the proportions
of missing data in each group)

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)



FINAL

Acceptability and effectiveness of named interventions

Section

Question

Directness

Answer

Directly applicable

Risk of bias (qualitative - CASP qualitative checklist)

Section

Aims of the research

Appropriateness of
methodology

Research Design

Recruitment Strategy

Data collection

Researcher and
participant
relationship

Ethical Issues

Data analysis

Findings

Research value

Overall risk of bias
and relevance

Question

Was there a clear statement of
the aims of the research?

Is a qualitative methodology
appropriate?

Was the research design
appropriate to address the
aims of the research?

Was the recruitment strategy
appropriate to the aims of the
research?

Was the data collected in a
way that addressed the
research issue?

Has the relationship between
researcher and participants
been adequately considered?

Have ethical issues been taken
into consideration?

Was the data analysis
sufficiently rigorous?

Is there a clear statement of
findings?

How valuable is the research?

Overall risk of bias

Relevance

Answer

Yes

Yes

Yes

Yes

Yes

Can't tell

Can't tell

(Study received ethics approval but no
information about how the research was
explained to participants)

Yes

Yes

The research is valuable

Moderate

(No information about how the study was
explained to participants and no clear
consideration of the relationship between
researchers and participants)

Highly relevant
Views on e-consent forms

Relevant

Views from nursing staff on the online portal

for screening and updating records (not fully

functioning for the pilot but was implemented
later)
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Qualitative evidence

Audrey, 2020

Bibliographic Audrey, S.; Farr, M.; Roderick, M.; Evans, K.; Fisher, H.; How acceptable is
Reference adolescent self-consent for the HPV vaccination: Findings from a qualitative study
in south-west England; Vaccine; 2020; vol. 38 (no. 47); 7472-7478

Study Characteristics
Semi structured interviews

Study

design

Aim of To consider how acceptable the procedures associated with a new HPV intervention

study were to young women, parents and carers, school staff and immunisation nurses
UK

Study

location

Study School based vaccinations

setting

Study dates 2017/18 - 2018/19 school years

Sources of National Institute for Health Research under its Research for Patient Benefit
funding Programme

Inclusion Mainstream schools in the South West of England where at least 12 female Year 8
Criteria students were not vaccinated during the 2016/17 programme year

All alternative education providers in the area

Exclusion Lack of parental consent to take part in the study
criteria

Intervention The study evaluated new consent procedures instead of the traditional procedure

details where only young women with written parental consent were invited to attend HPV
vaccination session. The new procedures allowed all eligible young women to attend,
irrespective of whether they had returned a parental consent form. The immunisation
team sought verbal parental consent by telephone and, if parents could not be
contacted, adolescent self-consent was considered

The intervention took place in two local authorities in south-west England where
Qualitative uptake rates of the HPV vaccination programme were ranked 112th and 106th of 119
study English LAs (excluding London). School recruitment took place during the 2017/18
methods and 2018/19 programme years. 15 schools met the inclusion criteria and four (26.7%)
consented to take part. All alternative education provider settings (n = 17) were
invited to participate in the study, of which five (29.4%) consented. During the
2018/19 programme year all Year 8 young women who had not returned a completed
parental consent form for vaccination were invited to take part.

Topic guides were developed to cover the same key issues (beliefs about the HPV
vaccine, views and experiences of the HPV vaccination programme, and opinions
about the new consent procedures) with some adaptations relevant to the differing
roles of immunisation nurses, mainstream school staff, alternative education
providers, parents and young women. Interviews took place in schools, community
organisations, private homes or by telephone, depending on the preferences of
interviewees.

Interviews were one-to-one, or in pairs or small groups, to suit the participants. All
recordings were transcribed verbatim and thematic analysis used with both an
inductive and deductive approach to analyse the content, focusing on our main
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Qualitative
population
and
perspective

Relevant
themes

Additional
information
or if only
extracted

research questions while identifying key issues emerging from the data. Coding of all
transcripts was undertaken by one researcher and a second researcher double-coded
a sub-set of 12 transcripts to check for meaning, relevance and reliability. Consensus
meetings were undertaken to review, refine and confirm the main themes and codes
relevant to the acceptability of the new consent procedures.

53 participants: 1 health service manager and three immunisation nurses who
comprised the core immunisation team (all female); five school staff (four female, one
male) at alternative education provision for young people with a range of physical and
sensory disabilities, or with differing educational and behavioural needs; three staff at
mainstream schools (two female, one male); 19 young women (eight Year 8 female
students recruited through participating schools, and 11 young women aged 12-17
years attending community organisations), and; 22 parents (21 mothers and one
father recruited through community organisations providing support for parents and
families). Of the 19 young women interviewed: eight were from BAME communities;
all of them received the HPV vaccine; 12 returned a signed parental consent form
(one of whom had signed the form herself), six received the vaccine following parental
verbal consent at the vaccination session, and 1 self-consented.

Six relevant themes were identified:

1. Understanding the legal framework: Parents and school staff were unsure of
the legal framework regarding self-consent: "We all think it's the parents but
actually they [young women] can give consent, is that correct?”

2. Primacy of parental consent: There were mixed opinions on whether consent
should be the parent's choice, or whether young people should be able to
consent for themselves ‘I don’t think it’s fair if a child wants to have a vaccine
for their future, so they don’t get ill, and their parents say no”; “It’s her body
so if she wants that, | think her parents should understand that if she wants to
take the consequences, if they believe there are any, like it's her decision”

3. Vaccination beliefs: Most participants supported vaccination but discussed
how letting young people consent for themselves is more difficult when a
parent is against vaccination ‘| would want my kids to be vaccinated, | would
think it would be a positive thing. But then it’'s not going to be so positive if it's
somebody that didn’t want them to be vaccinated”

4. Capacity to consent: Participants had mixed views about the age at which
young people could self-consent. It may vary between individual students
"Year 8 is a hard one. Some of them are still babies when they come and talk
to you, they can’t even say the word sex or pregnant without getting all
embarrassed. And some of them are really mature, really sensible, really
know their own mind and can give consent, so it's a really tricky age. | would
love to say yes they should all be able to consent for their own health matters
and be able to consent for them but truly some of them are not mature
enough so it's a real split at that age | think”

5. Prioritising relationships: There were concerns over whether allowing young
people to self-consent could damage trust between the parents and the
school, or between family members “| suppose ultimately parental
relationships are really important to us. . . | would hate to drive a wedge in
between us and the family"

6. Self-consent in practice: Participants had mixed experiences of situations
where young people have been vaccinated based on self-consent "We have
had some people that we’ve self-consented and the parents have come back
and said ‘Thank you very much’, you know, ‘I haven’t been very organised
today, things have been a bit mad, | really did want her to have it done so
that’s great, thank you very much’; “We have had a couple | know that have
called in most upset that we’d taken self-consent”

During the 2017/18 programme year, only four young people self-consented. All were
given information about the study and invited to participate in an interview but did not
get parental consent to take part. Because of the relatively low number of people who
self-consent, the inclusion criteria was changed in the 2018/19 programme year to
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some of the include all Year 8's where a completed parental consent form for vaccination had not

data and
why etc.

been received by the school.

The number of young people recruited in school settings was lower than anticipated
so community groups for parents and young people in Bristol and South
Gloucestershire were also approached, with 6 agreeing to help with recruitment

Risk of bias (CASP qualitative checklist)

Section

Aims of the research

Appropriateness of
methodology

Research Design

Recruitment Strategy

Data collection

Researcher and
participant relationship

Ethical Issues

Data analysis

Findings
Research value
Overall risk of bias and

relevance

Overall risk of bias and
relevance

Question

Was there a clear statement of the aims of
the research?

Is a qualitative methodology appropriate?

Was the research design appropriate to
address the aims of the research?

Was the recruitment strategy appropriate
to the aims of the research?

Was the data collected in a way that
addressed the research issue?

Has the relationship between researcher
and participants been adequately
considered?

Have ethical issues been taken into
consideration?

Was the data analysis sufficiently
rigorous?

Is there a clear statement of findings?
How valuable is the research?

Overall risk of bias

Relevance

Answer
Yes

Yes

Yes

Yes

Yes

Can't tell

Yes

Yes

Yes
The research is valuable

Moderate

(Only the views of girls who
had the vaccine were
considered)

Highly relevant

Audrey, 2021

Bibliographic
Reference

Audrey S, Evans K, Farr M, Ferrie J, Yates J, Roderick M FH; Implementing new
consent procedures for schools-based human papillomavirus vaccination: a

qualitative study; British Journal of Child Health; 2021; vol. 2 (no. 2)

Study Characteristics
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Study
design

Aim of
study

Study
location

Study
setting

Study dates

Sources of
funding

Inclusion
Criteria

Exclusion
criteria

Intervention
details

Qualitative
study
methods

Qualitative
population
and
perspective

Relevant
themes

Semi structured interviews

To consider the practicalities and implications of implementing new consent
procedures, including parental telephone consent and adolescent self-consent, in two
local authority areas in the southwest of England

UK

School based vaccination

2017 - 2019

National Institute for Health Research under its Research for Patient Benefit
Programme

Year 8 female students who could speak English

None reported

Same intervention as Audrey 2020 - intervention with new methods of obtaining
consent for HPV vaccination

Mainstream schools with at least 12 female Year 8 students who had not been
vaccinated during the 2016/17 programme year were sent information packs about
the study and invited to participate. Depending on preference, young women and
parents were interviewed separately, with their parent/daughter or with a peer/peers.
The interviews were conducted by one researcher and took place within schools,
community organisations, homes or workplaces.

Interviews were halted after data saturation was reached. Digitally recorded, semi-
structured interviews were used with topic guides focusing on understanding of HPV
and the vaccination programme, adolescent consent for healthcare, views of the new
consent procedures, experiences of the new procedures in practice, implications for
other schools-based adolescent vaccination programmes.

Thematic analysis was done using the framework approach. Both inductive and
deductive approaches were used, focusing on the main research questions regarding
participants views and experiences of the vaccination programme and adolescent
consent while capturing additional issues as they emerged from the data.

Participants from 4 mainstream schools and 5 alternative educational settings. 53
participants were interviewed:

e The immunisation programme manager and three immunisation nurses (who
comprised the permanent team delivering the HPV vaccination programme)

e Three members of staff in mainstream schools

o A staff member from each of the five alternative educational settings

e A total of 22 parents (21 mothers and one father), of whom five had
daughters participating in the study

e 19 young women. Eight (aged 12-13 years) were recruited at school and
experienced the new consent procedures, and 11 (aged 13—-17 years) were
recruited from community organisations

Themes were presented in relation to different stages of the vaccination process:

1. School preparedness: Some schools were not prepared for inviting all girls to
the vaccination session, irrespective of whether they had a consent form "...
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the consents and what we’re doing, and the fact that we need everybody
down, we need to speak to everybody... | think it doesn’t get read."

Written parental consent: Although most consent forms were returned, it was
acknowledged that some would not be for a variety of reasons, such as not
being given to parents, being signed but not returned, or that written consent
is not suitable for some households "The vast majority of them [parental
consent forms] will come back on or before the deadline and then, no matter
how much chasing you do with a particular, with a very small group of
students thankfully, you will still never get them all returned.”

Telephone consent: Staff, parents and students were satisfied with phone
calls as a method of obtaining consent. The benefits were thought to
outweigh the drawbacks associated with the time needed for the
immunisation team to make the calls " ‘It's a lot of work and for those schools
that you get 30, 40 plus consent forms not coming back in, and you've got all
those young people with you and you're trying to make all these phone calls.
Yes, it is frustrating but actually, the fact that they get a good percentage of
those come back as positives, actually that’'s good because those young
people wouldn’t necessarily have got vaccinated otherwise.’

Self-consent: Very few students were assessed for self-consent, and the
immunisation team identified situations where this process had been
effective, but also times where a student had been vaccinated against her
parents wishes

Catch-up clinics: Immunisation teams thought there were positives of clinic
sessions, if a girl needed more time to think about the vaccination, or if she
didn't want to have it in school. However, it was highlighted that the school-
based system was more convenient than having to phone for an appointment
"That’s why it is better if we can go through the young people in schools
[be]cause parents, if they’re not going to engage, won’t take them anywhere.’
Alternative educational settings and additional needs: School staff and
parents highlighted the importance of the immunisation team understanding
the additional needs of the students and basing the process on an individual
students' needs "l think you’d have to take it on an individual case because a
lot of the children are really bright and switched on and know a lot about a lot
of things and it’s not saying they wouldn’t understand but | think because the
extra, the nature of their disability, | think you would have to be a bit more
careful with consent."

Risk of bias (CASP qualitative checklist)

Section

Aims of the research

Appropriateness of
methodology

Research Design

Recruitment Strategy

Data collection

Question Answer

Yes
Was there a clear statement of the aims of

the research?

Yes
Is a qualitative methodology appropriate?

Yes
Was the research design appropriate to
address the aims of the research?

) . Yes

Was the recruitment strategy appropriate
to the aims of the research?

Yes

Was the data collected in a way that
addressed the research issue?
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Section

Researcher and
participant relationship

Ethical Issues

Data analysis

Findings
Research value
Overall risk of bias and

relevance

Overall risk of bias and
relevance

Question

Has the relationship between researcher
and participants been adequately
considered?

Have ethical issues been taken into
consideration?

Was the data analysis sufficiently
rigorous?

Is there a clear statement of findings?
How valuable is the research?

Overall risk of bias

Relevance

Answer
Can't tell

Yes

Yes

Yes
The research is valuable

Moderate

(Only the views of girls who
had the vaccine were
considered)

Highly relevant

Fisher, 2020a

Bibliographic
Reference

Fisher, H.; Evans, K_; Ferrie, J.; Yates, J.; Roderick, M.; Audrey, S.; Young
women's autonomy and information needs in the schools-based HPV vaccination

programme: a qualitative study; BMC public health; 2020; vol. 20 (no. 1); 1680

Study Characteristics

Semi structured interviews

Study
design

Aim of
study

provided in the intervention

Study UK
location

Study
setting

School based vaccination

Study dates 2017/18 —2018/19 school year

Sources of
funding

Inclusion
Criteria

All alternative education providers in the area

Exclusion
criteria

None reported
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Intervention Parental or young person consent - follow up study from Audrey 2020

details

Qualitative
study
methods

Qualitative
population
and
perspective

Relevant
themes

Observations of vaccination sessions took place in three of the mainstream schools
during and field notes recorded the context and any specific incidents relevant to
uptake. Topic guides were developed to cover these issues (beliefs about the HPV
vaccine, views and experiences of the HPV vaccination programme, and opinions
about the new consent procedures) with some adaptations relevant to the differing
roles of immunisation nurses, mainstream school staff, alternative education
providers, parents and young women.

Semi-structured interviews were used. Interviews with girls and their parents either
took place separately, with their parent/daughter or with a peer/peers. Thematic
analysis was used with both inductive and deductive approach to analyse the content,
focusing on the main research questions while identifying key issues emerging from
the data. One researcher coded the transcript and another double-coded them and
checked for meaning, relevance and reliability

The immunisation programme manager, 3 immunisation nurses, 3 members of staff
from mainstream schools, 1 member of staff from the alternative education providers,
22 parents and 19 girls who had the vaccine

2 themes were identified, with 5 sub-themes in total:

1. Young people’s autonomy — school-based vaccination sessions: Much of the
vaccination sessions are dictated by staff and based on parental consent “If
my mum picks up [the phone], I'm having the jab”

2. Young people’s autonomy — autonomy during consent procedures:
Participants felt that young people had some responsibility in the role of
retuning their signed consent forms “Even though it's prioritising parental
consent, you're putting that responsibility on the child to get that important
literature home and get it processed and get it back into school but they’re not
actually responsible for it. It's kind of quite strange

3. Communication about the vaccine programme - information for young
women: Some suggested that the information was targeted at parents, or that
information leaflets alone weren’t enough to engage young people.
Information led to discussion between some families but not others “You need
to guide them through it a bit more rather than just sending information and
expecting them to read it and act on it. | think they probably wouldn’t at a
young age.’

4. Communication about the vaccine programme — young women’s
communication preferences: School-based and face-to-face education about
the vaccine and the vaccination session was preferred “I think if you have
sessions within schools then that's a lot more structured, you have to focus,
you have to learn ... so that's something that has to happen, but if it's a leaflet
that can get lost or screwed up, that’'s got so much potential to not get
anywhere”

5. Communication about the vaccine programme — information for parents:
Leaflets alone were not considered enough by participants. There were
concerns about people who look up more information from other sources and
may be presented with misinformation “When you search something on the
internet obviously there needs to be some way that the parent can distinguish
between the two because there’s always going to be one for and one against
and they’re both going to be telling it from their point of view”
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Risk of bias (CASP qualitative checklist)

Section

Aims of the research

Appropriateness of
methodology

Research Design

Recruitment Strategy

Data collection

Researcher and
participant relationship

Ethical Issues

Data analysis

Findings
Research value
Overall risk of bias and

relevance

Overall risk of bias and
relevance

Question

Was there a clear statement of the aims of
the research?

Is a qualitative methodology appropriate?

Was the research design appropriate to
address the aims of the research?

Was the recruitment strategy appropriate
to the aims of the research?

Was the data collected in a way that
addressed the research issue?

Has the relationship between researcher
and participants been adequately
considered?

Have ethical issues been taken into
consideration?

Was the data analysis sufficiently
rigorous?

Is there a clear statement of findings?
How valuable is the research?

Overall risk of bias

Relevance

Answer
Yes

Yes

Yes

Yes

Yes

Can't tell

Yes

Yes

Yes
The research is valuable

Moderate

(Only the views of girls who
had the vaccine were
considered)

Highly relevant

Jackson, 2010

Jackson, C.; Cheater, F.M.; Peacock, R.; Leask, J.; Trevena, L.; Evaluating a web-
based MMR decision aid to support informed decision-making by UK parents: A

before-and-after feasibility study; Health Education Journal; 2010; vol. 69 (no. 1);

Bibliographic
Reference

74-83
Study Characteristics

Study design Semi structured interviews and questionnaire which included open-ended questions

Feasibility study designed to assess the acceptability of the Australian MMR decision
Aim of study aid adapted for use by UK parents

Behavioural
model used

Not reported
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Study
location

Study setting

Study dates

Sources of
funding

Inclusion
Criteria

Exclusion
criteria

Intervention
details

Number of
participants

Duration of
follow-up

Qualitative
study
methods

Qualitative
population
and
perspective

Relevant
themes

England

Two childcare organisations located in a moderately deprived community in one city
in the north of England

May 2006 - July 2006

Department of Health Public Health Initiative Award

Parents of children eligible (approaching eligibility) for first- or second-dose MMR
vaccination (aged six months to five years)

English-language literate and had internet access.

None reported

Parents were sent a flyer with the website address and password to access the
decision aid. The aid was based on a decision aid developed in Australia in 2004, with
some content adapted to be relevant to the UK. Content included background
information on what MMR is, the immunisation schedule and how the MMR vaccine
works. Information was also provided on common symptoms and complications of
each of the three diseases as well as safety and side-effects of the vaccine.
Interactive content was included to help the decision making process, prompting
parents to consider their reasons for or against vaccination and to record their
intentions towards the MMR vaccine

27 parents (5 took part in interviews)

3 months

Questionnaire was sent out to all parents (30 parents) at 1 week and 3 months after
the intervention. Acceptability was assessed based on the 1 week questionnaire and
semi-structured phone interviews. The questionnaire included multiple choice items
(which did not meet the inclusion criteria for this review) and open-ended questions to
examine parents' views on the decision aid and it's impact on their decision making
process. 5 parents were randomly selected for the interviews. Interviews were
recorded and transcribed fully. No further information was provided.

Parents of children who are aged 6 months - 5 years and are eligible for MMR
vaccination

"

1. Content - The information was presented in a balanced way "“It went through, you
know the statistics for something happening, you know, something good, and
something bad, and yeabh, it didn’t sort of hold anything back. If there was anything
they had to put on and it was negative, they still gave you it. It wasn'’t just ‘we want
you to have MMR so we’ll just give you all the good side’. They gave you a balance.”

2. Decision making - The decision aid helped parents make informed decisions and
reduced their need to ask further questions “To a point, it's [the decision aid] been too
useful because when | actually went to take [name of son] to have his MMR done,
and they said, ‘have you any questions?’ | thought well no actually because | mean
I’'m pretty happy with what we’re doing”
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Additional
information
or if only
extracted
some of the
data and why
etc.

Risk of bias (CASP qualitative checklist)

Section

Aims of the
research

Appropriateness of
methodology

Research Design

Recruitment
Strategy

Data collection

Researcher and
participant
relationship

Ethical Issues

Data analysis

Findings

Research value

Overall risk of bias
and relevance

Question

Was there a clear
statement of the aims of
the research?

Is a qualitative
methodology
appropriate?

Was the research design
appropriate to address
the aims of the research?

Was the recruitment
strategy appropriate to
the aims of the research?

Was the data collected in
a way that addressed the
research issue?

Has the relationship
between researcher and
participants been
adequately considered?

Have ethical issues been
taken into consideration?

Was the data analysis
sufficiently rigorous?

Is there a clear statement
of findings?

How valuable is the
research?

Overall risk of bias

Education intervention. Only data from the open-ended questions in the questionnaire
were extracted as the multiple choice outcomes did not meet the inclusion criteria for
this review.

Answer

Yes

Yes

Yes

Can't tell

(Limited information about recruitment methods and
no explanation of reasons for low recruitment (36%
of those invited))

Can't tell

(Limited information about the interviews and very
small number of people (5) were asked to take part
in the interviews)

Can't tell

Can't tell
(No information about how the study was explained
to participants and limited information about gaining
consent)

Can't tell
(Limited information about analysis methods)

Yes

The research has some value

(Feasibility study to justify more detailed research on
the decision aid)

High

(Limited information about recruitment methods. No
explanation of low study participation and very few
parents were invited to take part in interviews. No
information about how the study was explained to
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Section

Question Answer
participants and very limited description of the
analysis methods.)

Relevance Highly relevant

Lwembe et al., 2016

Bibliographic Lwembe S; Green SA; Tanna N; Connor J; Valler C; Barnes R; A qualitative

Reference evaluation to explore the suitability, feasibility and acceptability of using a
'celebration card' intervention in primary care to improve the uptake of childhood
vaccinations.; BMC family practice; 2016; vol. 17

Study Characteristics

Study design

Aim of study

Behavioural
model used

Study
location

Study setting

Study dates

Sources of
funding

Inclusion
Criteria

Intervention
details

Focus Groups
With parents and carers of children under 5

Semi structured interviews
Phone interviews with policy makers and practitioners

To provide a qualitative evaluation to assess the feasibility, suitability and
acceptability of the delivery of the 'Celebrate and Protect' programme by identifying
specific barriers and facilitators to delivering the programme and to provide some
suggestions for learning in future programmes.

Not reported

UK

9 London PCTs (Barking & Dagenham, Bexley, Greenwich, Kensington & Chelsea,
Hammersmith & Fulham, Newham, Tower Hamlets, Waltham Forest and
Westminster)

July 2012 - February 2013 (programme began in July 2012, focus groups held
between October 2012 - February 2013)

NHS, Local Government and Sanofi Pasteur MSD

Policymakers, primary care staff and parents/carers of children under 5

the sample was not specifically designed to be representative the participants were of diverse ethnic and socio-
economic backgrounds

The Celebrate and Protect Programme: aimed to increase uptake of childhood
vaccination by supplementing current GP practices’ current call/recall activities. A
celebration card and immunisation schedule was sent out by the GP practice staff to
families of children before their vaccination was scheduled. The celebration card was
sent to parents/carers of children under five to attend an initial 6—8 week check (new-
borns) and vaccination appointments (1 year olds and 4 year olds) with their GP
practice. Cards continued to be sent out until the first or fourth birthday. The card
intended to celebrate the birth or birthday of a child and act as a ‘call to action’ for the
parent/carers to contact the practice and book a health check or vaccination. The card
for new-borns included a message inviting parents/carers to make an appointment
with the practice to discuss any questions they had about the baby’s health and for
the baby to be examined, when it is usual for babies to receive their first set of
vaccinations. Cards distributed within PCTs that had a universal tuberculosis (TB)
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vaccination programme included an additional message for parents/carers to make an
appointment for TB vaccination. Birthday cards for 1 year olds included a message
that the child’s vaccinations were due and an invitation to contact the GP practice to
make an appointment. Birthday cards were only sent to 4 year olds who had not yet
received their immunisations. The cards also contained information signposting
parents/carers to the ‘Red Book’ (the Personal Child Health Record), and
www.immunisation.nhs.uk, along with an insert with information about the
recommended schedule of vaccinations.

Three sample groups were identified (15 policymakers identified by purposive
sampling, 9 primary care staff recruited by canvassing 23% of GP practices involved
in the first phase of the trial, and 31 parents/carers of children under 5, recruited via
PCT immunisation coordinators with the aim of identifying 2-3 participants from each
PCT (6 of the 9 PCTs were eventually represented). Semi-structured telephone
interviews were undertaken with all policymakers and practitioners by a member of

Qualitative  the evaluation team. Focus groups were selected as the most appropriate data

study collection methods for parents and carers to include as many views as possible but

methods with limited available resources (3 focus groups in East, South-East and North West
London). These were facilitated by a member of the evaluation team using a topic
guide. Focus groups and interviews were audio-recorded, transcribed by a project
administrator and validated by two evaluation team members. Data was analysed
thematically using the Johnson and Sholes (2005) suitability, feasibility and
acceptability framework

Qualitative

population  Policymakers, primary care staff and parents/carers of children under 5
and

perspective

1. Acceptability - Communication with parents, methods of communication "You need
to get your child to the clinic. You need to get them immunised. This [celebration card]
is like; it is more of a positive reinforcement. The letter is more; you have been told
off."

2. Accessibility - Ensuring all parents receive the intervention “...(Celebrate and
Protect) doesn’t cover new parents/carers ... they do not see us ... see health
visitor...health visitors remind them but [the] call has not come from [the] surgery so
mothers forget...”

3. Content - Need for vaccine information and knowing who to contact “...There’s
nothing on here to say why you should have your baby immunised...” “...Quite dry

Relevant
information, it just gives you the name of the inoculation. I’'m not a doctor...

themes

4. Implementation - Using the intervention as a replacement or an addition to existing
services "birthday cards have lessened my workload...don’t have to make phone
calls.... surgery does not have to pay for postage.... reduced workload as do not have
to speak to address concerns...”

5. Sources of information - Views on the pharmaceuticals company's role in the
intervention "as long as ethical issues are covered as required by DH policy
document...we need to get used to working with private providers”, “...| saw on the
telly about price fixing with pharmaceutical companies, where they offer GPs

incentives to prescribe their product....”

Additional Reminder intervention
information

Risk of bias (CASP qualitative checklist)
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Section Question

Was there a clear statement

Aims of the research of the aims of the research?

Appropriateness of
methodology

Is a qualitative methodology
appropriate?

Was the research design
appropriate to address the
aims of the research?

Research Design

Recruitment

Strategy appropriate to the aims of

the research?

Was the data collected in a
way that addressed the
research issue?

Data collection

Has the relationship

Researcher and
between researcher and

participant

ElEemsli considered?

Have ethical issues been

Ethical Issues taken into consideration?

Was the data analysis

Delz el sufficiently rigorous?

Findinas Is there a clear statement of
9 findings?
How valuable is the

Research value
research?

Overall risk of bias

Overall risk of bias
and relevance

Relevance

Was the recruitment strategy

participants been adequately

Answer

Yes

Yes

Yes

Yes

(Partly - parents/carers recruited were not
necessarily registered to one of the GP practices
participating in the first wave of the programme.
Fewer primary care staff participated than
expected)

Yes

Can't tell

(Limited information about recruitment methods
and whether the choice of location or data
collection method may have affected the results)

Can't tell
(States that informed consent was obtained but
limited other information)

Yes

Yes

The research has some value

Moderate

(Limited information about recruitment methods
and whether the choice of location or data
collection method may have affected the results.
Limited information about informed consent)

Highly relevant

Rockliffe, 2020

Bibliographic
Reference

Rockliffe L; Stearns S; Forster AS; A qualitative exploration of using financial
incentives to improve vaccination uptake via consent form return in female

adolescents in London.; PloS one; 2020; vol. 15 (no. 8)

Study Characteristics
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Study design

Aim of study

Behavioural
model used

Study
location

Study setting

Study dates

Sources of
funding

Inclusion
Criteria

Exclusion
criteria

Intervention
details

Qualitative
study
methods

Qualitative
population
and
perspective

Relevant
themes

Focus Groups
Focus groups in study 1 and free text questionnaire responses in study 2

1. To assess the acceptability of financial incentives to promote vaccine consent form
return among adolescents. 2. To explore the potential mechanisms by which financial
incentives might change behaviour amongst this group

Not reported

UK

Secondary schools in London

Study 1: March 2018 - April 2018. Study 2: July 2016 - January 2017

Cancer Research UK

Female students aged 13-14 from 2 secondary schools in London who had previously

taken part in the feasibility trial when aged 12-13
Study 1

Female students aged 12-13 from 3 secondary schools who had been offered the

incentive during the previous 4 weeks
Study 2

None reported

Incentivised HPV vaccine consent form return (see Rockliffe 2018)

The study was made up of 2 studies. Study 1 used focus groups with adolescent girls
to explore the acceptability of incentivising HPV vaccination consent form return. Six
focus groups were conducted in schools with an average of 6 students per group.
Discussions were directed using a topic guide that explored participants’ experience
of being offered the incentive in the previous trial, attitudes towards the use of
incentives in the context of vaccination in general, and preferences for the nature of
the incentive. Participants were also asked about two alternatives :1. every person is
offered £3 if they returned the consent form and 2. individuals are offered entry into a
prize draw to win a £300 shopping voucher with one winner if they return the consent
form. Study 2 used free text responses from a questionnaire where girls were asked
to respond to the question “What did you think about being entered into a prize draw
to win a £50 voucher if you returned the HPV vaccine consent form?”. Participants
could provide multiple opinions and data was used for triangulation of Study 1
findings. Participants were recruited from the group of students that took part in the
feasibility trial (Forster 2017). Data was analysed using Braun and Clarke’s phases of
thematic analysis for Study 1, using Sekhon's framework of acceptability as a guide.
Two researchers applied the coding framework to the free-text data generated in
Study 2. Disagreements were resolved by discussion.

36 girls took part in Study 1, of which 26 returned the form and had the vaccine, 2 had
not returned the form and 8 had received no doses of the vaccine. In Study 2, 80% of
those invited to complete a questionnaire returned it. 93% of those had returned their
consent form and 89% had received the dose of the vaccine.

1. Acceptability - Positive and negative emotions associated with the prize draw,
relevance and appropriateness of the incentive “| think it was a good prize. | mean,
you can’t expect much but it was a good prize. . . | think it was kind of motivating
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because, you know, you get shopping in return”, "if the money is quite low then they
wouldn’t be that like jealous. But if it's really high then there might be more chance of
people getting annoyed about it”

2. Decision making - Child involvement in decision making “I guess it was motivation
to give in your HPV vaccines [consent forms] but | think quite a lot of parents were
just forcing us to do it anyway so...”

3. Misconceptions - Confusion over the validity of the prize "if it was like, £10 to the
same amount of people. Or £50 to, like, a smaller amount of people then it might be
more believable”

Additional
information

Risk of bias (CASP qualitative checklist)

Section

Aims of the research

Appropriateness of
methodology

Research Design

Recruitment Strategy

Data collection

Researcher and
participant relationship

Ethical Issues

Data analysis

Findings
Research value

Overall risk of bias and
relevance

Question

Was there a clear statement of the
aims of the research?

Is a qualitative methodology
appropriate?

Was the research design appropriate
to address the aims of the research?

Was the recruitment strategy
appropriate to the aims of the
research?

Was the data collected in a way that
addressed the research issue?

Has the relationship between
researcher and participants been
adequately considered?

Have ethical issues been taken into
consideration?

Was the data analysis sufficiently
rigorous?

Is there a clear statement of findings?

How valuable is the research?

Overall risk of bias

Relevance
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Some participants may have participated in both studies, but data were collected
anonymously so it is not possible to determine how often this occurred

Answer

Yes

Yes

Yes

Yes

Yes

Can't tell

(Limited information about the
relationship between researchers
and patrticipants)

Yes

Yes

Yes

The research is valuable

Low

Highly relevant
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Rockliffe, 2018

Bibliographic Rockliffe, Lauren; Chorley, Amanda J; McBride, Emily; Waller, Jo; Forster, Alice S;
Reference Assessing the acceptability of incentivising HPV vaccination consent form return

as a means of increasing uptake.; BMC public health; 2018; vol. 18 (no. 1); 382
Study Characteristics

Study design

Aim of study

Behavioural
model used

Study
location

Study setting
Study dates

Sources of
funding

Inclusion
Criteria

Exclusion
criteria

Intervention
details

Qualitative
study
methods

Semi structured interviews
and questionnaire

To assess the acceptability of the incentive (chance to win a shopping voucher for
vaccine consent form return) for adolescent girls, their parents, and participating
school staff

Not reported

UK

Schools in 3 London boroughs (Enfield, Southwark and Lambeth)

July 2016 - January 2017

Cancer Research UK and Public Health England

Secondary schools in Enfield, Southwark and Lambeth with female year 8 students

None reported

Year 8 girls were given standard information about the HPV vaccination and a
consent form to be signed by their parent, and returned to school. Girls were offered
the opportunity to be entered into a prize draw to win one of several £50 Love2shop
vouchers if they returned their consent form, signed by their parent. This was
communicated to girls verbally by their form tutors and via a letter. Girls returning a
signed consent form were entered into the prize draw regardless of whether the form
said ‘yes’ or ‘no’ to vaccination. The prize draws were at the school level and eligible
girls had a 1-in-10 chance of winning.

All schools in the 3 London boroughs were invited to take part. 6 schools participated
and year 8 girls from these schools, their parents and staff members took part. Girls
and their parents were asked to complete a questionnaire 1 week after vaccination
day, assessing unintended consequences of the intervention, possible mechanisms of
action and attitudes towards the incentive. Attitudes were assessed using two free-
text response acceptability questions (the focus of this study) which asked the
question “What did you think about being entered into a prize draw to win a £50
voucher if you returned the HPV vaccine consent form?” Parents were provided with
information about the aim of the trial and use of the incentive, and asked via
questionnaire whether they thought it was a good idea. Staff members involved in
running the trial were interviewed via telephone using a semi-structured interview
guide which covered topics relating to the acceptability of the incentive. Topics
assessing incentive acceptability included ‘attitudes towards the incentive’, ‘initial
thoughts about taking part’, and ‘overall experience of participating in the trial’. Data
was analysed thematically, with questionnaire responses and interview data analysed
separately. Two reviewers coded the data and a coding frame was developed. Inter-
rating reliability was assessed and discrepancies were resolved.
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Qualitative
population
and
perspective

80% of girls who were offered the incentive returned the questionnaire and 17% of
parents. Six staff from 4 of the 6 participating schools were interviewed (1 school in
the control arm and 3 in the intervention arm)

1. Acceptability - Positive and negative emotions associated with the prize draw,
relevance and appropriateness of the incentive “I think it's a really cool idea and
definitely encourages people to bring their forms back into school”, “I think that it is
unnecessary because the consent form is very important and the girls should know
well enough that it's essential to bring it back to school”

2. Decision making - Student-focused intervention for parent/carer decisions “As the
12 year old child still needs parental consent it is unclear why the form is not sent

Relevant
themes

to/returned by the adult - no need to involve/bribe the child in this transaction surely?"

3. Misconceptions - Confusion over the conditions for entering the prize draw “It would
help them to get the vaccination because of the prize they might win”

4. Perceptions - Encouraging consent form return and response to the incentive “Um,
they were, they were really keen actually... yeah, that, that was, um, quite a big...
because it was quite a big prize actually, so | think, yeah, they were, they were so
pleased”

Risk of bias (CASP qualitative checklist)

Section

Aims of the
research

Appropriateness of
methodology

Research Design

Recruitment
Strategy

Data collection

Researcher and
participant
relationship

Ethical Issues

Question

Was there a clear
statement of the aims of
the research?

Is a qualitative
methodology
appropriate?

Was the research design
appropriate to address
the aims of the research?

Was the recruitment
strategy appropriate to
the aims of the research?

Was the data collected in
a way that addressed the
research issue?

Has the relationship
between researcher and
participants been
adequately considered?

Have ethical issues been
taken into consideration?

Answer

Yes

Yes

Can't tell
(Stated the methods used for data collection but not
explained why they were chosen)

Can't tell

(Described who was invited to take part but 85% of
schools invited did not respond or declined the
invitation. No discussion about the reasons for low
recruitment)

Can't tell
(The authors discussed what methods were used
but did not explain why.)

Can't tell
(Limited consideration of the relationship between
researchers and participants)

Can't tell

(Study was granted ethical approval but limited
explanation of how the study was explained to
participants before obtaining their consent)
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Section Question

Data analysis

Is there a clear statement
of findings?

Findings

How valuable is the

Research value
research?

Overall risk of bias
and relevance

Overall risk of bias

Relevance

Was the data analysis
sufficiently rigorous?

Answer

Yes

Yes

The research is valuable

High

(A low percentage of schools accepted the invitation
to take part in the study, but no discussion of the
reasons behind this. Limited information about why
data collection methods were chosen. Limited
information about how the study was explained to
participants)

Highly relevant

Quantitative evidence

Bibliographic
Reference

Fisher H; Hickman M; Ferrie J; Evans K; Bell M; Yates J; Roderick M; Reynolds R;
MacLeod J; Audrey S; Impact of new consent procedures on uptake of the

schools-based human papillomavirus (HPV) vaccination programme.; Journal of
public health (Oxford, England); 2020

Study details

Secondary publication of
another included study-
see primary study for
details

Other publications
associated with this study
included in review

Trial registration number
and/or trial name

Study type
Study location
Study setting
Study dates

Sources of funding

Audrey 2020

Audrey 2021, Fisher 2020

South West Template Pathway on Self Consent for School Aged
Immunisations

Uncontrolled before-and-after studies

UK

Schools in 2 Local Authorities in South West England
Pre-intervention: 2015-16 and 2016-2017

Post-intervention: 2017-2018 and 2018-2019

Joint funding (MR/KO232331/1) from the British Heart Foundation,
Cancer Research UK, Economic and Social Research Council,
Medical Research Council, the Welsh Government and the
Wellcome Trust, under the auspices of the UK Clinical Research
Collaboration
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Inclusion criteria Two local authorities in South West England

Data provided covered the two local authorities that implemented
the new consent procedures and covered urban or rural/urban
areas

Exclusion criteria Individual records were excluded if the school identifying code was
absent or invalid, the date of birth was invalid, or partial postcode
was missing or invalid

Intervention(s) Under the new procedures, where written parental consent is not
received the immunization team make telephone calls to seek
parental verbal consent during the vaccination session.
Additionally, if parents cannot be contacted during the vaccination
session, young women considered ‘Gillick-competent’ by the
immunization team can self-consent if they confirm that they have
discussed the vaccine with their parents and it would not cause a
problem at home if they were vaccinated without written or verbal
parental consent. Young women who do not receive the vaccine on
the day are provided with written information about community
catch-up clinics.

Outcome measures Vaccine uptake

By Local Authority

Number of participants 2 Local Authorities
Duration of follow-up 2 years
Study arms

Local Authority 1 (N = 4384)

New HPV vaccination programme with all young people attending vaccination sessions,
irrespective of whether they have returned a consent form

Local Authority 2 (N = 2602)

New HPV vaccination programme with all young people attending vaccination sessions,
irrespective of whether they have returned a consent form

Risk of bias (GUT EPOC risk of bias)

Section  Question Answer
NA
Random sequence Was the allocation
generation sequence adequately
generated?
Allocation NA
concealment Was the allocation
adequately concealed?
. ) NA
Baseline Were baseline
characteristics characteristics similar?
Incomplete . Unclear
outcome data Were incomplete
outcome data
adequately addressed?
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Knowledge of the NA
allocated Was knowledge of the
interventions allocated interventions

adequately prevented
during the study?

Protection against NA
contamination Was the study
adequately protected

against contamination?

Selective outcome Yes
reporting Was the study free from

selective outcome
reporting?

Other risks of bias No

Was the study free from (Study used routinely collected data on vaccinations

other risks of bias? delivered in school and community settings to all
young people registered with a GP and eligible for
routine HPV vaccination during the study period. This
did not provide information on baseline
characteristics, and some records had to be excluded
because of invalid data)

Overall judgements _ _ High risk of bias
of risk of bias and  Overall risk of bias (Uncontrolled design with no information about
directness baseline characteristics and some records had to be

excluded because of invalid data. The authors
reported that different data sources reported different
levels of uptake)

Overall judgements ) Directly applicable

of risk of bias and  Overall directness

directness

Forster, 2017

Bibliographic Forster, Alice S; Cornelius, Victoria; Rockliffe, Lauren; Marlow, Laura Av; Bedford,

Reference Helen; Waller, Jo; A cluster randomised feasibility study of an adolescent incentive
intervention to increase uptake of HPV vaccination.; British journal of cancer; 2017;
vol. 117 (no. 8); 1121-1127

Study details

Other
publications

associated
with tl:is Quantitative outcomes related to Rockliffe 2018

study
included in
review

Study type Cluster randomised controlled trial

Study location UK

Study setting Schools in 3 London boroughs (Enfield, Lambeth, Southwark)
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Study dates

Sources of
funding

Inclusion
criteria

Exclusion
criteria

Intervention(s)

Comparator

Outcome
measures

Number of
participants

Duration of
follow-up

Loss to
follow-up

Additional
comments

Study arms

July 2016 - January 2017

Cancer Research UK

All secondary schools in the 3 London boroughs
Parents of all girls eligible for the vaccine (year 8 girls) were given the option to opt out of the study

None reported

Girls were provided with an information leaflet about the HPV vaccine and a consent
form from the school, which they were asked to hand deliver to their parents and
return before a prescribed date. They were also told by their form tutor and in a
letter that they would be eligible to be entered into a prize draw to win a £50
Love2Shop voucher if they returned their consent form, signed by a legal guardian,
before a prescribed date. Eligibility for entry into the prize draw was dependent on
consent form return only, not vaccine receipt. All girls who returned their consent
form were entered into a prize draw for each school, with girls having a 1 in 10
chance of winning. The draw was made following the first dose of the HPV vaccine,

Girls were provided with an information leaflet about the HPV vaccine and a consent
form from the school, which they were asked to hand deliver to their parents and
return before a prescribed date. There was no prize draw or incentive offered for
consent form return

Consent form return

9 schools, 593 female students

Duration of vaccination programme
Intervention: 1 school, 12 girls

Control: 2 schools, 6 girls

Outcome was number of consent forms returned, not vaccine uptake (consent form
return outcome was used as a proxy for vaccine uptake but quality was downgraded
for directness)

Outcome was adjusted for clustering effects using the ‘vce’ command in STATA

Incentivised consent form return (N = 4)

4 schools, 267 female students

Standard consent form (N = 5)

5 schools, 326 female students
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Risk of bias (Cochrane Cluster risk of bias 2.0)

Section Question Answer

Some concerns
(Some differences in

1a. Bias arising from the Risk of bias judgement for the baseline characteristics for
randomisation process randomisation process ethnicity, religion and
deprivation)

Risk of bias judgement for the

timing of identification and Low
recruitment of individual participants )

in relation to timing of

randomisation

1b. Bias arising from the timing of
identification and recruitment of
individual participants in relation to
timing of randomisation

Risk of bias judgement for
deviations from intended
interventions

2. Bias due to deviations from
intended interventions

Low

3. Bias due to missing outcome Risk of bias judgement for missing Low

data outcome data
4. Bias in measurement of the Risk of bias judgement for Low
outcome measurement of the outcome
5. Bias in selection of the reported Risk of bias for selection of the Low
result reported result
Some concerns
Overall bias and Directness Risk of bias judgement (Differences in baseline

characteristics)

Partially indirect
(Reported outcome is
based on consent form
return rather than vaccine
uptake)

Gibson, 2014

Bibliographic Reference Gibson K; Celebrate and Protect: A mixed methods evaluation; 2014; 1-52

Overall Directness

Study details

Other
publications

associated
with tl:is Quantitative report associated with Lwembe 2016

study
included in
review

Study type Cluster non-randomised controlled trial

Study location UK
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Practices in 9 London PCTs (Barking & Dagenham, Bexley, Greenwich, Kensington
& Chelsea, Hammersmith & Fulham, Newham, Tower Hamlets, Waltham Forest,

Study setting - iminster)

October 2012 - February 2013

Study dates
Inclusion Strategic leads in the PCT, programme management team, healthcare
SR professionals, primary care staff and parents/carers
Unclear how these were identified
Exclusion
. None reported
criteria

The Celebrate and Protect programme. A personalised celebration card and an
information leaflet with a vaccination schedule, sent out by the GP practice to
parents/carers registered at the practice following the birth of a child, or prior to the
Intervention(s) first or fourth birthday of a child registered at the practice. The card intended to
celebrate the birth of a child or a child’s birthday and act as a call to action for the
parent /guardian to contact the practice and book a vaccination or health check.

Control - no reminder card programme. No further information provided

Comparator
Outcome Vaccine uptake
measures Estimated from charts presented in the report

Duration of 12 months

follow-up
Non-peer reviewed report
Additional . ) ) )
comments No information about whether the results were adjusted for clustering. We could not
adjust them ourselves as the study did not provide sample sizes for the control arm.
Study arms

Celebrate and Protect (N = 56)

16 strategic leads/programme management team, nine providers and 31 parents/carers
Control (N = ?)

Number of providers, practices and parents/carers in the control arm not reported

Risk of bias (modified checklist: combined ROBINS-I and Cochrane cluster 2.0)

Section Question Answer
High
. . Sl @ e | t  (Group allocation not randomised. No
1a. Bias arising from the fOIrSch g: 3 éum(?g:t'}gin information about baseline characteristics and

randomisation process process unclear how the practices not randomised to the
intervention were selected)

1b. Bias arising from the Risk of bias judgement

timing of identification for the timing of
Some concerns

and recruitment of identification and ) . . .
individual participants in  recruitment of individual (No information about baseline characteristics)
relation to timing of participants in relation to

randomisation timing of randomisation
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Section Question Answer

Moderate
2. Bias due to Risk of bias judgement  (No information about confounding variables
confounding for confounding and limited information about analysis)

3. Bias in selection of Risk of bias judgement

participants into the for selection of Low
study participants into the study

. e Risk of bias judgement
4. !3|as in clla55|f|cat|on T Moderate
of interventions . .

interventions
5. Bias due to deviations Risk of bias judgement Mod
from intended for deviations from oderate
interventions intended interventions
Serious

(Data only available for 3 of the 9 PCTs in the
6. Bias due to missing  Risk of bias judgement  ntervention because of incomplete data sets.
data for missing data No information about data excluded from the
control arm)

Risk of bias judgement

7. Bias in measurement for measurement of Low
of outcomes

outcomes

. . Risk of bias judgement

8. Bias in selection of the for selection of the Low
reported result

reported result

Critical

(Data is from a non-peer reviewed report. The
study was non-randomised, did not provide
information on baseline characteristics and
provided limited information on analysis

(0] Il bi Risk of bias jud t
veraf bias ISK ot bias Judgemen methods. Unclear how practices were selected
for the control arm and data from a high
proportion of the centres included in the
intervention were excluded from the analysis)
Directness Directly applicable

Shourie, 2013

Bibliographic  Shourie, S; Jackson, C; Cheater, F M; Bekker, H L; Edlin, R; Tubeuf, S; Harrison,

Reference W; McAleese, E; Schweiger, M; Bleasby, B; Hammond, L; A cluster randomised
controlled trial of a web based decision aid to support parents' decisions about their
child's Measles Mumps and Rubella (MMR) vaccination.; Vaccine; 2013; vol. 31
(no. 50); 6003-10

Study details
Study type Cluster randomised controlled trial

Study location UK
Study setting Community (participants were at home)
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Study dates
Sources of
funding

Inclusion
criteria

Exclusion
criteria

Intervention(s)

Comparator

Outcome
measures

Number of
participants

Duration of
follow-up

Additional
comments

Study arms
MMR decision

14 clusters

Loss to
follow-up

May 2009 - September 2010

National Institute for Health Research, Research for Patient Benefit Programme
First-time parents with a child aged 3—12 months being offered the first dose of the
MMR vaccine

An email address and sufficient English language skills

None

Intervention 1: Parents were posted a web link to the MMR decision aid and
received usual practice from their GP practice (same as in the usual practice arm).

Intervention 2 (not relevant to this review): Parents were sent a Health Scotland
leaflet titled ‘MMR your questions answered’ and received usual practice (same as
in the usual practice arm).

Parents received an invite from their GP practice to have their child vaccinated for
the first dose MMR at 12—13 months, usually including a leaflet with facts about the
vaccine (‘MMR the Facts') and an offer of a consultation if they had any concerns.

Vaccine uptake
50 GP practices, 230 parents (127 parents in the 2 arms relevant to this review)

When children reached 15 months of age

Intervention 2 (Health Scotland leaflet) was not relevant to this review as no
associated qualitative studies were found. Information on this intervention is
included in the education review

aid (N = 50)

5 GP practices, 6 parents

Usual practice (N = 77)

18 clusters

Loss to
follow-up

Characteristics

6 GP practices, 8 parents

Arm-level characteristics

Mean age of
parent (years)

Mean/SD

MMR decision aid (N=  MMR leaflet (N = Usual practice (N =
50) 93) 77)

32.2 (5.51) 33.29 (5.58) 31.43 (5.25)
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MMR decision aid (N =

50)

Mean age of
child (Months)

Mean/SD

9 (2.35)

93)

8.04 (2.63)

Risk of bias (Cochrane Cluster risk of bias 2.0)

Section

1a. Bias arising from the
randomisation process

1b. Bias arising from the timing of

identification and recruitment of

individual participants in relation to

timing of randomisation

2. Bias due to deviations from

intended interventions (If your aim

is to assess the effect of

assignment to intervention, answer

the following questions).

3. Bias due to missing outcome
data

4. Bias in measurement of the
outcome

5. Bias in selection of the reported

result

Overall bias and Directness

Question

Risk of bias judgement for the
randomisation process

Risk of bias judgement for the
timing of identification and
recruitment of individual
participants in relation to timing
of randomisation

Risk of bias judgement for
deviations from intended
interventions

Risk of bias judgement for
missing outcome data

Risk of bias judgement for
measurement of the outcome

Risk of bias for selection of the
reported result

Risk of bias judgement

Overall Directness

107

MMR leaflet (N =

Usual practice (N =
77)

8.33 (2.4)

Answer
Some concerns

(At baseline, participants in the
decision aid arm had a higher
number of people who had
decisional conflict than parents
in the control arm)

Low

Some concerns

(Usual practice already
involved sending an
information leaflet)

Low

Low

(Outcome assessors may have
been aware of the intervention
but outcomes were objective)

Low

Some concerns

(There were differences
regarding decisional conflict at
baseline between the arms.
Usual practice involved
sending out a leaflet)

Directly applicable
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Appendix E — Forest plots and table of results

Vaccination of babies and children aged 0-5 years (Celebrate and Protect
Programme)

Table 17 Results from the Celebrate and Protect Programme (cluster non-randomised
controlled trial

Vaccination Celebrate and Protect | Control
12 months of age (Diphtheria, tetanus, | 85.7% 88.0%
pertussis, polio, Hib)

12 months of age (Meningitis C) 89.5% 92.1%
é‘; months of age (Hib and Meningitis 84.4% 83.3%
24 months of age (MMR 15t dose) 86.3% 84.5%
5 years of age (MMR 13t dose) 91.3% 87.7%
5 years of age (MMR 2™ dose) 80.5% 78.7%

MMR vaccine uptake in babies and children aged 0-5 years using a decision aid
(cluster RCT- data adjusted for clustering)

Decision aid Usual care Risk Ratio Risk Ratio
Study or Subgroup Events Total Events Total Weight M-H, Fixed, 95% Cl M-H, Fixed, 95% CI
Shourie 2013 48 48 o] TO O 100.0% 1.01 [0.897,1.06]
Total (95% CI) 48 70 100.0%  1.01 [0.97,1.06]
Total events 48 ]
o v oo P4y =02 O I BB
estfar averall effect 2= 0.49 {F = 0.62) Favours usual care  Favours decision aid

HPV vaccine uptake in young people aged 11-18 years using electronic
consent forms (cluster non-randomised controlled trial)

E-consent Paper consent Risk Ratio Risk Ratio

Study or Subgroup  Events Total Events Total Weight M-H, Fixed, 95% CI M-H, Fixed, 95% CI
Chantler 2020 1396 1733 1208 1486 100.0% 0.99 [0.96, 1.02]
Total (95% Cl) 1733 1486 100.0%  0.99 [0.96, 1.02]
Tatal events 13496 1208

ity i } } 1 } |
et e 6050 1 I

estfor overall effect 2= 0.53 (F = 0.59) Favours paper consent Favours e-consent
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HPV vaccination consent form return in young people aged 11-18 years using
incentivised consent form return (cluster RCT- data adjusted for clustering)

Incentivised consent Control Risk Ratio Risk Ratio
Study or Subgroup Events Total Events Total Weight M-H, Fixed, 95% Cl W-H, Fixed, 95% CI
3.1.1 Total consent form return
Farster 2017 {13 222 285 215 320 100.0% 1.30[1.18,1.42] i
Subtotal (95% CI) 255 320 100.0%  1.30[1.18,1.42]
Total events 222 214

Heterogeneity: Mot applicable
Test for overall effect: Z= 5.64 (P = 0.00001)

3.1.2 Positive consent form return

Farster 2017 {2) 1495 255 196 320 100.0% 1.25[1.12,1.39]
Subtotal (95% CI) 255 320 100.0%  1.25[1.12,1.39]
Total events 184 196

Heterageneity Mot applicable
Test for averall effect 2= 3.93 (P = 0.0001)

Test for subgroup differences: Chi®=0.26, di=1 {F=0.61), F=0%

Footnotes

(1) Total number of consent forms returned, whether they agreed or disagreed to vaccination
(2) Proportion of consent forms returned that agreed to vaccination

e

R , |
0.850.9 1T 12
Favours control  Favours incentivised consent

HPV vaccine uptake in young people aged 11-18 years using a new process to
obtain consent on vaccination day (controlled before-after study)

All attend vaccine session Control Risk Ratio Risk Ratio
Study or Subgroup Events Total Events Total Weight M-H, Fixed, 95% Cl M-H, Fixed, 95% CI
Fisher 2020 {1} 1944 2362 1201 1404 47.3% 1.03[1.00,1.07] —
Fisher 2020 {2} 1205 1381 47T 2809 52T7% 0.99[0.97,1.01] ——
Total {95% CI) 3743 4313 100.0%  1.01[0.99, 1.03] -
Total events 3154 3678
Heterageneity, Chi*= 4,78, df =1 (P=0.03); F=74% D.'SS DTQ 111 1.2'

Testfor overall effect Z=1.02 (P =0.31)
Footnotes

(1) Local Authority 1
(2) Local Authority 2
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Appendix F — GRADE-CERQual and GRADE tables

GRADE-CerQual tables

Babies and children aged 0-5 years

Table 18 Themes for the vaccination of babies and children aged 0-5 years using the Celebrate and Protect (reminder) programme

Acceptability

1 (Lwembe Semi-

2016) structured
interviews
and focus
groups

1 (Lwembe Semi-

2016) structured
interviews
and focus
groups

Accessibility

1 (Lwembe  Semi-

2016) structured
interviews
and focus
groups

Content

Some providers thought the cards were a Serious’
useful way to communicate with parents and

that they enhanced existing call/recall systems.
Vaccination is difficult to discuss with some

parents, and the cards were useful for the

parents who see vaccination letters as

threatening.

Some parents felt that the cards were a more
positive reminder for vaccination than the
letters they received, while others thought they
already received enough information from their
GP and that the cards weren't necessary

Serious'

Some providers thought the intervention Serious'
should be expanded to maternity units and

health visitors as parents who were not

registered with a GP would not receive the

reminder cards

Vaccine uptake in the general population: evidence review for the acceptability and
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1 (Lwembe  Semi- Parents thought that the cards had enough Serious’ High High Low? Very low
2016) structured information for people who already intended to

interviews have their child vaccinated. Some people

and focus thought that, without more information, the

groups card might be misinterpreted as just a

congratulations card.

1 (Lwembe  Semi- Parents suggested that the cards should either ~ Serious’ High High Moderate*  Low
2016) structured include more information about the benefits of

interviews vaccination, and what each vaccine protects

and focus against, or advice on who to contact if a parent

groups wants more information

Implementation

1 (Lwembe Semi- Strategic leads thought that the programme Serious’ High High Moderate? Low
2016) structured was low-cost, but reported a variation in

interviews engagement from practices. Of the practices

and focus that implemented Celebrate and Protect, some

groups used it as an alternative to their existing call-

recall system, while some practitioners and
parents thought it should be used as an extra
service and should not replace face-to-face
discussions or phone calls.

1 (Lwembe Semi- Practitioners had a range of opinions about the Serious’ High High Moderate? Low
2016) structured programme, with some indicating that it

interviews reduced their workload, while others reported

and focus that it took extra time or resources to

groups implement the system, such as generating

address labels

Sources of information
1 (Lwembe Semi- Some policymakers and practitioners were not ~ Serious' High High Moderate? Low
2016) structured overly concerned with the project working

interviews closely with a pharmaceuticals company,

because of the funding benefits for the project

Vaccine uptake in the general population: evidence review for the acceptability and
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and focus
groups

1 (Lwembe  Semi-

2016) structured
interviews
and focus
groups

and the improving reputation of these
companies. Others reported local resistance to
the project.

Some parents were accepting of the Serious’ High High Low? Very low
partnership because they could see it had

been approved by the NHS. Others were more

concerned because of information they had

seen about pharmaceuticals companies that

they considered unethical

1. Finding was downgraded once because it was identified in a study at moderate risk of bias
Finding was downgraded twice for adequacy because it was supported by a single study that was not particularly detailed or rich in the results that

fed into this finding

3. Finding was only downgraded once for adequacy because it was supported by a single study that provided some detail or richness in the results
that fed into this finding

Table 19 Themes for the MMR vaccination of babies and children aged 0-5 years using a web-based decision aid

Content
1 (Jackson  Semi-
2010) structured

interviews and
questionnaires

Decision making

1 (Jackson  Semi-

2010) structured
interviews and
questionnaires

Some parents felt that the information in the ~ Very serious High High Low? Very low
decision aid was presented in a balanced

way that reported both the potential benefits

and harms

Most of the parents interviewed felt that the Very serious'’ High High Low? Very low
decision aid helped them make an informed

choice on MMR vaccination and reduced

their need to ask further questions to

healthcare practitioners

1. Finding was downgraded twice because it was identified in a study at high risk of bias

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)

112



FINAL
Acceptability and effectiveness of named interventions

2. Finding was downgraded twice for adequacy because it was supported by a single study that was not particularly detailed or rich in the results that
fed into this finding

F.1.2 Young people aged 11-18 years

Table 20 Themes for the vaccination of young people aged 11-18 years using electronic consent forms

Accessibility
1 (Chantler Semi- Some parents felt positive about the use of  Serious' High High Moderate* Low
2020) structured  e-consent forms, but schools reported
interviews  issues with parents either accessing or
using the forms, as well as language
barriers. Some parents who were not on
school email lists did not receive the
consent form
Decision making
1 (Chantler Semi- Students thought that the use of an e- Serious’ High High Low? Very low
2020) structured  consent form meant that it was easier for
interviews  their parents to give consent without
discussing it with them. Students did not
necessarily want to make the decision
themselves but wanted to be involved in
discussions about the vaccine so they were
aware of what was happening and why
Implementation
1 (Chantler Semi- Staff were concerned about the speed at Serious’ High High Moderate* Low

2020) structured
interviews

Vaccine uptake in the general population: evidence review for the acceptability and

which the intervention was introduced, with
little training. They also indicated that the
decision to implement e-consent forms
should involve discussions with each
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individual school to make sure it is

appropriate
1 (Chantler Semi- Staff felt that being unable to review Serious’ Moderate? High Moderate*  Very low
2020) structured  consent form return online restricted their

interviews  ability to follow-up on unreturned forms.
However, some staff reported that the use
of e-consent forms had reduced their

workload
Sources of information
1 (Chantler Semi- Parents preferred information that was from  Serious' High High Low? Very low
2020) structured the NHS and would have liked more

interviews information on adolescent vaccinations.
However, none of them accessed the
information that came with the reminder
1 (Chantler Semi- Students would have liked more information ~ Serious'’ High High Low? Very low
2020) structured about HPV and the side effects of
interviews  vaccinations. Others were less concerned
with information as they accepted that they
should have the vaccine, and had
confidence in the vaccine as it was from the
NHS
1. Finding was downgraded once because it was identified in a study at moderate risk of bias
2. Finding was downgraded twice for adequacy because it was reported in a single study that was not particularly detailed or rich in the results that fed into
this finding
3. Finding was downgraded once for relevance because it was based on part of the intervention (nurses being able to screen consent form return and
update records online) that was not fully functioning when they study took place
4. Finding was downgraded only once for adequacy because it was supported by a single study that provided some detail or richness in the results that fed
into this finding
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Table 21 Themes for the vaccination of young people aged 11-18 years using incentivised consent forms

Acceptability

2 (Rockliffe : Many of the students and parents liked the Serious’ High High Moderate? Moderate
2018, Rockliffe ~ Semi- incentive idea and thought it encouraged
2020) structured ;5 nsent form return. However, some students

INterviews,  ranorted negative emotions when they heard

focus about the draw or when they didn't win. Some

groups and_ also felt guilty about winning when there were so

questionnai fo\y brizes available. Some said that not winning

res might discourage consent form return in future
2 (Rockliffe Semi- Some girls thought the prize was relevant to Serious' High High Moderate®  Low
2018, Rockliffe structured their age group but others were not impressed
2020) interviews, by the type of voucher, or the value of the

focus voucher. Some girls suggested that it would be

groups and more fair if there were more prizes of lower

questionnai  value, or everyone was given a small amount of

res money for consent form return.
2 (Rockliffe Semi- Some students and parents thought the Serious’ High High Moderate?® Low
2018, Rockliffe structured incentive was unnecessary and should focus on
2020) interviews,  health education instead.

focus

groups and

questionnai

res
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Decision making

2 (Rockliffe Semi-
2018, Rockliffe structured
2020) interviews,
focus
groups and
questionnai
res
2 (Rockliffe Semi-
2018, Rockliffe structured
2020) interviews,
focus
groups and
questionnai
res
Misconceptions
2 (Rockliffe Semi-
2018, Rockliffe structured
2020) interviews,
focus
groups and
questionnai
res

Perceptions

1 (Rockliffe Semi-

2018) structured
interviews
and
questionnai
res

Some parents thought that vaccination choice
should be the parents’ decision and so the
intervention should not be targeted at students

However, some of the students liked the
incentive as it meant they felt more involved in
decision making, even though the final decision
was the parents’ choice

Some parents and students mistakenly thought
that entry into the prize draw was fake or based
on receiving the vaccine, rather than consent
form return. Others mistook the nature of the
draw, thinking that it was a competition, where
the people who did best or were most brave
during the vaccination won the prize

Staff members and students thought that the
intervention would encourage consent form
return and reduce negative feelings associated
with vaccination. Staff believed that girls
responded positively to the prize draw incentive,
and this positivity was increased by the relatively
high value of the prize

Serious'

Serious'

Serious'

Very serious*

High

High

High

High

1. Finding was downgraded once because some of the findings were from a study at moderate risk of bias
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Finding was downgraded twice for adequacy because it was supported by few studies that were not particularly detailed or rich in the results that fed into

this finding

3. Finding was only downgraded once for adequacy because it was supported by few studies that provided some detail or richness in the results that fed into

this finding

4. Finding was downgraded twice because it was from a single study at high risk of bias

Table 22 Themes for the vaccination of young people aged 11-18 years for all young people attending vaccination sessions

Acceptability

3 (Audrey 2020,

Audrey 2021,
Fisher 2020a)

3 (Audrey 2020,

Audrey 2021,
Fisher 2020a)

Accessibility

Semi-
structured
interviews

Semi-
structured
interviews

The immunisation team, parents and students Serious’ High
were in favour of phone calls to parents or

carers when a consent form had not been

returned. This was seen as a good intermediate

step between non-consent form return and a

young person giving self-consent. However,

some parents questioned whether this could put

additional pressure on parents or carers who

were undecided about vaccination.

There were mixed views over self-consent. Serious’ High
Some saw it was a positive process to avoid a

young person missing out on immunisation if

their parent or carer has forgotten to sign the

form, and thought that it is a decision that the girl

should be able to make about her own life.

Others were concerned that this could leave a

young person under pressure to tell their family

that they had self-consented to vaccination.

Vaccine uptake in the general population: evidence review for the acceptability and
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1 (Fisher 2020a) Semi- Staff and parents highlighted the additional Serious? High High Moderate?
structured needs of some parents, such as language and
interviews literacy barriers. They discussed the importance
of making sure that additional support is
provided to these parents to make sure the
information provided is appropriate for them to
understand
2 (Audrey 2020, Semi- The consent process for young people living in Serious’ High High Low* Very low
Audrey 2021) structured the care of the local authority or a foster family
interviews was raised as a barrier to vaccination.
Alternative education settings
2 (Audrey 2020, Semi- Parents, staff and immunisation teams thought it Serious’ High High Moderate® Low
Audrey 2021) structured was important that nurses are familiar with the
interviews additional needs of each young person and
using that information to help judge capacity to
self-consent. Some young people were
concerned they would be overlooked for self-
consent because of their additional needs.
Capacity to consent
1 (Audrey 2020) Semi- There were mixed views on the age at which a Serious? High High High Moderate
structured young person was able to make an informed
interviews decision about vaccination. Some staff thought
that by year 8 (age 12-13), young people should
be able to make this choice, but others thought
the decision should be made on an individual
basis because the capacity to consent varies
considerably at this age
Consent form return
2 (Audrey 2021, Semi- Paper consent forms were highlighted Serious’ High High High Moderate

Fisher 2020a) structured

interviews

considered a potential barrier to vaccination
because there is the possibility that a young
person could lose it, not give it to their parents,
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Decision making

3 (Audrey 2020, Semi-
Audrey 2021, structured
Fisher 2020a) interviews

3 (Audrey 2020, Semi-
Audrey 2021, structured
Fisher 2020a) interviews

Implementation

1 (Audrey 2021) Semi-
structured
interviews

1 (Audrey 2021) Semi-
structured
interviews

1 (Audrey 2021)  Semi-
structured
interviews

School-family relationships

or not return it if they don't want the vaccination.
Consent forms mailed to the parents or verbal
consent were both considered ways to
overcome this

Some parents thought it was important the Serious’
school-based vaccinations were determined by

parental consent while others were less

concerned about the need for their consent.

The immunisation team discussed how the Serious'
processes for self-consent, such as young

people saying whether they had discussed

vaccination with their family, helped them to

make decisions on capacity to consent.

However, there were some concerns that an

increase in the number of people self-consenting

could lead to young people not seeking parental

consent

Immunisation teams indicated that not all Serious?
schools were prepared for the organisation

associated with inviting all young people to

vaccination sessions

The immunisation team thought that the benefits  Serious?
of obtaining consent were thought to outweigh

the drawbacks of the additional time needed to

phone parents

Very few girls had to self-consent for vaccination  Serious?
but the immunisation team discussed how there

were a number of processes to help them

assess whether or not a girl could self-consent
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1 (Audrey 2021)  Semi-
structured
interviews

1 (Audrey 2021) Semi-
structured
interviews

Sources of information

2 (Audrey 2020, Semi-
Fisher 2020a) structured
interviews

Trust between the school and parents or carers  Serious?
was considered very important, and school staff

did not want to break this relationship. Some

parents indicated that they would not be happy

about vaccination taking place without their

knowledge while some staff thought it was ok if

there was a clear process in place to judge

capacity to consent.

There were concerns about the effect of self- Serious?
consent on relationships between family

members. It was suggested that self-consent

could put young people under pressure to

choose between the school and their family.

Young people also had concerns about getting

into trouble with their parents if they self-

consented.

Staff thought that the quality of information Serious!
provided to young people about vaccination

would affect their capacity to make informed

choices. Young people and their parents both

thought that face-to-face education in schools

from healthcare practitioners would be more

effective than information leaflets.

Understanding the legal framework

1 (Audrey 2020) Semi-
structured
interviews

Vaccination beliefs

1 (Audrey 2020) Semi-
structured
interviews

School staff and parents were both unclear on Serious?
the legal framework surrounding self-consent for
vaccination. Some young people were in favour

of being able to give their own consent

Most parents were in favour of vaccination but Serious?
there was an understanding that obtaining

consent or self-consent where a family have
anti-vaccination beliefs may be difficult

1. Finding was downgraded once because the findings were from studies at moderate risk of bias
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Finding was downgraded once because the findings were from a single study at moderate risk of bias
Finding was downgraded once for adequacy because it was supported by a single study that provided some detail or richness in the results that fed into this

finding

4. Finding was downgraded twice for adequacy because it was supported by a single study that was not particularly detailed or rich in the results that fed into
this finding

5. Finding was downgraded once for adequacy because it was supported by studies that provided some detail or richness in the results that fed into this
finding

F.2 GRADE tables

F.2.1 Babies and children aged 0-5 years

Table 23 Babies and children aged 0-5 years using the Celebrate and Protect (reminders) programme’

12 months of age (Diphtheria, tetanus, pertussis, polio, Hib)

1 (Gibson Non-

2014) randomised o 85.7% 88.0% Criticalz ~ N/A° Not serious  N/A* Very low
cluster P

12 months of age (Meningitis C)

1 (Gibson Non- ,

2014) randomised % 89.5% 92.1% Critca?  N/A® Not serious  N/A* Very low
cluster
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24 months of age (Hib and Meningitis C)

1 (Gibson Non- Not

2014) randomised 84.4% 83.3% Criticar ~ N/A® Not serious  N/A* Very low
cluster TEEEiEe

24 months of age (MMR 15t dose)

1 (Gibson Non- Not

2014) randomised 86.3% 84.5% Critical? ~ N/A® et seiiens | B Ve o
cluster reported

5 years of age (MMR 15t dose)

1 (Gibson Non- Not

2014) randomised 91.3% 87.7% Critica? ~ N/A® et seiiens | B ey lio
cluster reported

5 years of age (MMR 2" dose)

1 (Gibson Non- Not

2014) randomised 80.5% 78.7% Critical2 ~ N/A’ Not serious  N/A* Very low
cluster EEEniEe

1. Modified GRADE table. Study did not report number of participants so not possible to calculate risk ratios or absolute risk. Quality
assessment based on risk of bias and indirectness.

Single study at critical risk of bias. Quality of the outcome downgraded three times.

Single study. Inconsistency not applicable.

Not possible to calculate risk ratios so imprecision could not be assessed.

PN
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Table 24 Babies and children aged 0-5 years using an MMR web-based decision aid

Vaccine uptake (RR >1 favours web-based decision aid)

RR
- Cluster 1.01 99 per 100 per 100 . .
(Shourie RCT 127 (0.97, 100p (96, 200) Moderate” N/A® Not serious  Serious? Low
2013) 1.06)

1. Single study with some concerns about risk of bias. Quality of the outcome downgraded once
2. Confidence intervals crossed the line of no effect. Quality of the outcome downgraded once

3. Single study. Inconsistency not applicable

F.2.2 Young people aged 11-18 years

Table 25 Young people aged 11-18 years using electronic consent forms

Vaccine uptake (RR >1 favours e-consent form)
RR

Very
1 Non- 0.99 80 per 100 . : :
(Chantler randomised 3219 (0.96, 81 per 100 (78, 83) serious N/A3 Not serious  Serious? I\ésvry
2020) cluster 1.02)

1. Single study at critical risk of bias. Quality of the outcome downgraded twice
2. Confidence intervals crossed the line of no effect. Quality of the outcome downgraded once
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3. Single study. Inconsistency not applicable

Table 26 Young people aged 11-18 years using incentivised consent forms

Vaccine consent form return (RR >1 favours incentivised consent form)

1 RR 1.30

(Forster Cluster (1.18, 67 per 87 per 100

2017) RCT* 593 1.42) 100 (79, 95) Serious”  N/A® Serious? Not serious  Low
Positive consent form return (RR >1 favours incentivised consent form)®

1 RR 1.25

(Forster Cluster (1.12, 76 per 96 per 100

2017) RCT* 593 1.39) 100 (86, 100) Serious’  N/A® Serious? Not serious  Low

1. Single study with some concerns over risk of bias. Quality of the outcome downgraded once

2. Single study which is partially indirectly applicable to the review (consent form return used as a proxy outcome for vaccine uptake). Quality
of the outcome downgraded once

3. Single study. Inconsistency not applicable

4. Outcomes adjusted for clustering

5. Proportion of consent forms returned that agreed to vaccination
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Table 27 Young people aged 11-18 years using a new process to obtain consent on vaccination day

Local Authority 1 (RR >1 favours all young people attending vaccination session)

RR 1.03 80 per 82 per 100

100 Very 1 , L5
Ferer | Beiane st (11607(;, (80, 85) serious® VA Not serious Serious Very low

2020b) study

1 Uncontrolled 4384

Local Authority 2 (RR >1 favours all young people attending vaccination session)
RR0.99 85 per 86 per 100

1 Uncontrolled 2602 100
(Fisher  before-after (100917) (84, 88) Very
2020b)  study : serious®  N/A' Not serious Serious? Very low

Pooled Local Authority data (RR >1 favours all young people attending vaccination session)

85 per
1 Uncontrolled 6986 RR1.01 400
(Fisher  before-after (0.99, 86 per 100 Very
2020b)  study 1.03) (84, 88) serious®  N/A' Not serious Serious? Very low

1. Single study. Inconsistency not applicable.
2. Confidence intervals crossed the line of no effect. Quality of the outcome downgraded once
3. Single study at high risk of bias. Quality of the outcome downgraded twice.
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Appendix G- Economic evidence study selection

None of the economic evidence identified was relevant for this review question.

Records from databases
(n=8514)

Records removed as
duplicates (n = 2798)

\ 4

Records screened at title
and abstract (n = 5716)

A 4

Records excluded
(n=6210)

Rerun records screened
at title and abstract
(n = 544)

A

A 4

Full-text articles assessed
for eligibility (n = 47)

\ 4

Records excluded
(n=39)

Full-text articles assessed
for eligibility (n = 3)

A

Studies included (n=11)
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Appendix H—- Economic evidence tables

No economic evidence was identified for this review question.
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Appendix | — Health economic model

The committee discussed incentives for consent form return for school-based vaccinations
and, due to the anticipated resource impact, a costing analysis was undertaken to better
estimate the costs associated with this intervention.

The costing exercise was based on the Forster 2017 study. In this study the incentive for
consent form return was a 1 in 10 chance of winning a £50 voucher. For the costing analysis
this incentive scenario was used as the base-case, and alternative values for incentives were
selected by the committee based on things they felt could be implementable in practice, and
used as additional scenarios . These alternative values were; one person per school chance
of winning a £50 voucher, a fixed amount of £3 per student, and a free in-school perk such
as a lunch queue pass. In each case, the effectiveness data from the Forster study were
used, as it is not known how differences in the incentive used would affect changes in
consent form return. The Forster study reported numbers of positive consent forms returned,
which was taken as a proxy for vaccination, as the committee considered it unlikely many
children with positive consent forms would fail to be vaccinated.

The incentive scheme for consent form return would be implemented before vaccinations are
scheduled to be given, and before any other uptake interventions can be applied, compared
to the same scenario but without this initial incentive scheme. It is expected that using an
incentive scheme would increase the numbers of consent forms returned, and therefore
reduce the resource use in follow-up of people who did not return forms. The analysis
therefore compares two strategies; one where an incentive is offered and then reminders
given to those still not returning consent forms, and a second option where no incentive is
offered, and then reminders are given to those not returning consent forms

The cost per person receiving the incentive was calculated for each scenario in Table 28.
Data on the number of pupils and number of schools in England was taken from government
education statistics (GOV.UK; Schools, pupils and their characteristics 2020/2021), with
615,634 pupils in school year 8 and 3,456 secondary schools in England.

Table 28: Costs of incentive scenarios

Scenario Cost per individual
Scenario 1 — 1x £50 voucher per school £0.32
Scenario 2 — 1 in 10 chance of winning £50 voucher £5.00
Scenario 3 — fixed amount of £3 per student £3.00
Scenario 4 — free item e.g. lunch queue pass or in-school perk £0.00

The committee discussion indicated that in usual practice if consent forms have not been
returned, a nurse will phone the individual/parent/carer to obtain consent. The cost of this
follow-up phone call was assumed to be £7.80 per call based on the PSSRU estimate for a
telephone appointment lasting 6.56 minutes with a practice nurse. For costing purposes, a
practice nurse was assumed to be a reasonable proxy for school nurses who would likely be
those making the phone calls.

The uptake data was taken from Forster 2017 for the incentives intervention and from Ferson
1995 and Vivier 2000 for the phone reminder, and are presented in Table 29.

Table 29: Uptake data

Parameter Value Source

Proportion of forms returned and “positive” — control arm 61.25% Forster 2017

Proportion of forms returned and “positive” — incentive arm 76.47% Forster 2017

Odds ratio — positive form return with incentives 2.06 Forster 2017
128

Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)



FINAL
Acceptability and effectiveness of named interventions

Parameter Value Source

Baseline uptake of HPV vaccine 88.01% Published national
uptake data

Control arm uptake (reminders data) 24.79% Ferson 1995 and Vivier
2000

Odds ratio (uptake with reminders) 2.34 Ferson 1995 and Vivier
2000

Vaccine uptake with phone reminders only:

To calculate the change in uptake using phone reminders only (Table 30), the baseline
uptake probability of 88.01% is first adjusted using the control arm uptake data from the
phone reminders studies to account for those who would be vaccinated without the phone
call, giving a probability of vaccine uptake before phone call reminder of 84.06%. This
adjustment is necessary because phone call reminders are used in current practice in some
areas, so it is likely that the real-world baseline uptake data includes people who have had a
phone call reminder. This adjustment is designed to estimate the proportion of people who
would be vaccinated before the impact of any reminder or incentive intervention is included.
The baseline odds of uptake before phone reminders in the relevant RCTs was 0.33
(calculated from the probability of 24.79%) and applying the OR of 2.34 gives an odds of
uptake with phone reminders of 0.77 or a probability of 43.54%. Applying this additional
43.54% to those not already vaccinated gives a total probability of vaccination with phone
call reminders of 91%.

Table 30: Calculation of uptake with phone reminders only
Calculated parameter Value Source

Probability of vaccine uptake before reminder 84.06%  Adj uptake = (baseline uptake — trial
uptake) / (1 - trial uptake)

Control arm uptake (odds) 0.33 Odds = probability/(1-probability)
Uptake with reminders (odds) 0.77 Baseline odds*odds ratio

Additional uptake with reminder (probability) 43.54%  Probability = odds/(1+odds)

Total vaccinated with reminder 91% Total uptake = Adj uptake + (1 — adj

uptake)*additional uptake

Vaccine uptake with incentives plus phone reminder:

The baseline uptake rate for the HPV vaccine is 88.01% (GOV.UK; HPV vaccination
coverage in adolescent females in England 2018-2019), giving a baseline odds of being
vaccinated of 7.34. Applying the OR of 2.06, the odds of positive consent form return with the
incentive intervention is calculated to be 15.09, or a probability of 93.79%. To add in the
phone call reminders component this 93.79% is adjusted using the control arm data for the
reminder intervention, where the control arm uptake rate was 24.79%, giving a post-incentive
pre-reminder uptake of 91.74%. Applying the 43.54% for additional uptake with phone
reminders, the probability of vaccine uptake after the incentive and phone reminder is
95.33%.
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Table 31: Calculation of uptake with incentives and phone reminders

Probability of vaccine uptake after incentives  91.74%  Adj uptake = (baseline uptake — trial
and before reminder uptake) / (1 - trial uptake)

Additional uptake with reminder (probability) 43.54%  Table 30

Total vaccinated with incentive and reminder  95.33%  Total uptake = Adj uptake + (1 — adj
uptake)*additional uptake

The cost of the incentive plus phone reminder combination is calculated as the incentive cost
per person plus the cost of the phone reminder only applied to those who did not return
positive consent forms following the incentive, i.e. 100% - 93.79% = 6.21%. The incremental
cost per additional person vaccinated (using positive consent form return as a proxy for
vaccination) for the incentive plus phone reminder combination compared with phone
reminders only was calculated by taking the difference in costs over the difference in uptake
and is presented alongside the cost per person for the incentive combination in Table 32. In
Table 32 and Table 33 two of the incentive scenarios are dominant and have a negative
ICER compared with reminder only, which means these interventions are less costly than
reminders only and result in higher overall uptake.

Table 32: Cost-effectiveness of incentives in the average baseline uptake scenario

Cost per person £5.48 £0.81 £3.48 £0.48
(incentive+reminder vs nothing)

Incentive+reminder vs reminder £97.81 Dominant (-  £51.68 Dominant (-
only (ICER) £10.06) £17.50)

A low uptake scenario was also considered, using a baseline uptake of 70.2%, from the local
authority with the lowest HPV uptake reported in 2018/19. The results of the low uptake
scenario are presented in Table 33, and the incentive plus reminder combination is more
cost-effective in this scenario, with an ICER of £34.07 in the base-case. This is primarily
because in areas with lower uptake, the successful use of incentives to increase consent
form return rates reduces the amount of follow-up nurses have to do with families who have
not returned forms.

Table 33: Cost-effectiveness of incentives in the low baseline uptake scenario

Cost per person £6.33 £1.66 £4.33 £1.33

(incentive+reminder vs nothing)

Incentive+reminder vs reminder £34.07 Dominant (-  £13.07 Dominant (-

only (ICER) £15.05) £18.43)
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Appendix J — Excluded studies

Clinical studies

Excluded from the original search

Abdullahi, L.H., Kagina, B.M., Ndze, V.N. et al. (2020) Improving - Systematic review used
vaccination uptake among adolescents. Cochrane Database of as source of primary
Systematic Reviews 2020(1): cd011895 studies

Abuelenen, T., Khalil, S., Simoneit, E. et al. (2020) Prevent and - The intervention is a
Protect: A Vaccination Initiative for Uninsured Patients at a Student-  free vaccine- not in

Run Free Clinic. Journal of community health scope

Also, the comparator is
the US national vaccine

uptake.
Achat, H; Mclintyre, P; Burgess, M (1999) Health care incentives in - Systematic review used
immunisation. Australian and New Zealand journal of public health as source of primary
23(3): 285-8 studies
Acosta, J., Benages, C., Diaz, M.A. et al. (2016) Preventing - Does not contain an
pertussis in the early infant: Development and results of a prenatal outcome of relevance to
vaccination program. Acta Medica International 3(2): 78-81 this review

This study looks at

infants who have had
whooping cough and
compares the outcomes
of vaccinated vs

unvaccinated
participants.
Adams, Jean, Bateman, Belinda, Becker, Frauke et al. (2015) - Systematic review used
Effectiveness and acceptability of parental financial incentives and as source of primary
quasi-mandatory schemes for increasing uptake of vaccinations in studies
preschool children: systematic review, qualitative study and discrete
choice experiment. Health technology assessment (Winchester,
England) 19(94): 1-176
Adams, Jean, McNaughton, Rebekah J, Wigham, Sarah et al. - Not a relevant study
(2016) Acceptability of Parental Financial Incentives and Quasi- design

Mandatory Interventions for Preschool Vaccinations: Triangulation of
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Appendix K- Research recommendations — full details

Research recommendation 1

What levels and types of incentives are effective and acceptable for increasing vaccination
uptake in a school-based population in the UK?

Why this is important

One of the barriers to vaccine uptake for school-based populations is the non-return of
consent forms. There is evidence from a UK study (Forster 2017) to indicate that offering
financial incentives to young people for the return of consent forms can increase the number
of consent forms that are returned, and that the majority of these returned forms contained
consent for the vaccination, although there was no direct data on uptake. It is unclear
whether other types of incentives (either financial or non-financial) would be effective in a
school-based population; what levels of incentives are required to be effective and whether
incentivising uptake directly is an effective approach.

Rationale for research recommendation

Importance to ‘patients’ or It is unclear whether financial and non-financial incentives are

the population effective at increasing the uptake of routine school-based
vaccinations in the UK in and whether they are acceptable to the
population.

Increasing vaccination uptake will provide benefits to young people
by reducing vaccine preventable diseases as well as helping to
develop herd immunity in the wider population.

Relevance to NICE Medium: the research is relevant to the recommendations in the
guidance guidance, but the research recommendations are not essential to
future updates.

Additional evidence about the effectiveness of incentives to increase
uptake could help improve the existing recommendations or lead to
new recommendations aimed at school-based populations.

Relevance to the NHS A reduced incidence of vaccine preventable diseases would be
expected if vaccination rates increase and would lead to reduced
numbers of hospitalisations and other medical interventions to treat
the diseases thereby freeing up resources that could be deployed to
address other priorities.

National priorities There is a new DHSC vaccination strategy due in late 2021 and it is
expected that this work would fall under the goal of increasing the
uptake of routine vaccinations

Current evidence base One UK quantitative study with low quality evidence that did not look
directly at uptake. Two qualitative studies with very low to moderate
qualitative evidence that accompanied the quantitative study. No
evidence comparing different types of incentives was identified as
part of this review or the infrastructure review.

Equality considerations Some young people attend alternative educational settings. The
applicability of any incentives to these young people should be
considered.
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Modified PICO table

Population

Intervention

Comparator

Outcome

Study design

Timeframe

Additional information

e Children and young people eligible for school-based vaccinations or
their parents or carers (as appropriate)

e Healthcare staff organising the vaccination programmes or
administering vaccinations (for the qualitative research only)

Different types and levels of incentives to increase uptake of routine UK
school-based vaccinations.

Incentives can be:
e financial (e.g. raffles, payment for accepting vaccinations)
e non-financial (such as school lunch passes)

e aimed at increasing vaccination directly or indirectly (see additional
information below)

The interventions should not be aimed at younger children, but rather
their parents or carers (as appropriate). However, the interventions could
be aimed at young people and/ or their families or carers (as appropriate).
e Other levels of the same incentive:

- the intervention should be compared with similar incentives of a
different value (e.g. one financial reward per school or different odds
of winning, such as a 1-in-10 or 1-in-50 chance)

e Other types of incentive
Quantitative outcomes including:

e uptake of relevant routine vaccinations for the school-aged
children and young people

o offers of vaccination

e responses to invitations or consent form return (if this behaviour
is being incentivised)

Qualitative outcomes including:
e acceptability of the incentives
e views about implementation

e other views about the intervention or general barriers or
facilitators to uptake that relate to incentives.

The qualitative work should look at the views of young people, their
parents and careers (as appropriate) and relevant healthcare staff.

e Quantitative study: RCT or cluster RCT

e Qualitative study: Interviews, focus groups only (not surveys or open -
ended questions on surveys)

There is no specified time frame in which the study needs to be
completed.

e Vaccinations to be incentivised must be on the UK routine schedule
and exclude flu vaccination (out of scope for this guideline). The
incentive must be aimed at increasing uptake in the relevant
population for this schedule.

¢ Incentives do not necessarily need to be directly related to receipt of a
vaccine. Could also be for other behaviours (for example, consent
form return) that ultimately result in increased vaccine uptake.
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Research recommendation 2

Is the use of the World Health Organisation ‘Tailoring Immunisation Programmes’ (TIP)
approach an effective way of designing interventions to increase vaccine uptake in a UK
context?

Why this is important

The WHO TIP approach aims to understand the barriers to vaccination among population
groups with suboptimal coverage and then facilitate the design of interventions to overcome
these barriers thereby increasing vaccine uptake. In the reviews for this guideline limited
evidence was identified that used this approach and it is unclear whether this is an effective
method of developing tailored vaccination programmes aimed at increasing vaccination
uptake. However, this approach has been used in the UK (for example, PHE has a
document on Tailoring Immunisation Programmes in the Charedi community in North London
and this is published as Letley 2018). It may therefore be the case that this evidence exists
but was not identified as part of the current work because:

¢ of the format used to report it (if it is not a peer-reviewed publication)

¢ the published qualitative work does not match the format of the included studies for
the qualitative review (i.e., focus groups, interviews or open-ended questionnaire
questions) and present the barriers and enablers in a more summarised format than
could be incorporated in our synthesis of the qualitative findings.

¢ the studies do not report the effect on vaccine uptake (the key outcome for the
quantitative reviews).

¢ we did not record whether studies that used the TIP approach to design their
interventions because this was not part of the review protocol.

If the TIP approach is effective at increasing uptake of routine vaccinations in the UK then it
could be a used by providers of routine vaccination programmes to develop strategies
tailored their local communities. Research is therefore needed to identify whether literature
already exists to facilitate examination of the effectiveness of this approach at increasing
vaccine uptake. If no such literature exists, then research aimed at using the TIP approach to
design an intervention (or a multi-component intervention) and determine the effects on
routine vaccine uptake would be needed to address this research recommendation.

Rationale for research recommendation

Importance to ‘patients’ or It is unclear whether use of the TIP approach would be an effective

the population way of increasing uptake of routine vaccinations in the UK. If it is
effective this could help reduce the chances of disease and increase
herd immunity.

Relevance to NICE Medium: the research is relevant to the recommendations in the
guidance guidance, but the research recommendations are not essential to
future updates.

Increased understanding of effective ways to develop local vaccination
programmes could help improve the existing recommendations or lead
to new recommendations aimed at specific populations.

Relevance to the NHS Identifying ways to develop effective vaccination programmes will help
providers to develop vaccination services tailored to their local
communities. A reduced incidence of vaccine preventable diseases
would be expected if vaccination rates increase and would lead to
reduced numbers of hospitalisations thereby free up resources that
could be deployed to address other priorities.

219
Vaccine uptake in the general population: evidence review for the acceptability and
effectiveness of named interventions to increase routine vaccine uptake FINAL (May 2022)


https://www.euro.who.int/en/health-topics/disease-prevention/vaccines-and-immunization/publications/2019/tip-tailoring-immunization-programmes-2019
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/705096/Tailoring_Immunisatio_report_including_Protocols_and_research_appendix.pdf
https://pubmed.ncbi.nlm.nih.gov/29945834/

FINAL

Acceptability and effectiveness of named interventions

National priorities

Current evidence base

Equality considerations

K.1.8 Modified PICO table

Population

There is a new DHSC vaccination strategy due in late 2021 and it is
expected that this work would fall under the goal of increasing the
uptake of routine vaccinations

One qualitative study (which used the TIP programme to explore
vaccination decisions in undocumented migrants in Sweden) was
included as part of the current review work. No UK-based qualitative or
quantitative studies were identified (see caveats above).

The most effective and acceptable intervention may differ between
populations and communities.

Individuals eligible for routine schedule vaccination(s) or their parents
or carers (as appropriate)

Healthcare staff organising relevant vaccination programmes or
administering vaccinations.

Intervention The World Health Organisation Tailoring Immunisation Programmes
approach used to design and test an intervention to increase vaccine
uptake.

This may be a multicomponent intervention and may target individuals
eligible for routine schedule vaccination(s), their parents or carers (as
appropriate) and/or healthcare staff

Comparator Usual processes
Outcome Quantitative outcomes including:

Study design

uptake of routine vaccinations by eligible people

offers of relevant vaccinations

Systematic review to identify and available evidence
Quantitative study: RCT or cluster RCT, cohort studies

Timeframe There is no specified time frame in which the study needs to be completed.

Additional information e

The vaccinations must be available as detailed on the UK routine
schedule.

Flu vaccination is excluded as this is out of scope of this guideline.
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Research recommendation 3

What is the effectiveness and acceptability of school-based catch-up vaccination sessions
compared with GP-based catch-up campaigns in the UK?

Why this is important

The reviews for this guideline identified limited evidence about the effectiveness of different
types of catch-up campaigns for routine vaccinations, and only one study (Altinoluk-Davis
2020) considered the effectiveness of catch-up campaigns delivered in schools compared to
GP surgeries for MMR vaccination. An effective catch-up campaign can help to increase the
number of people who are up to date with their routine vaccinations by giving people who
have missed vaccinations another opportunity to be vaccinated. (Catch-up campaigns in
response to disease outbreaks were out of scope and not included in the evidence reviews.)
For children and young people in the UK these catch-up sessions routinely occur within
schools, but vaccinations may also be offered at GPs. It is unclear whether school-based or
GP-based catch-up campaigns are more effective for these age groups for vaccinations
other than MMR and information about what makes an effective and acceptable campaign
could be used to improve their design and implementation.

Rationale for research recommendation

Importance to ‘patients’ or the Catch-up campaigns or sessions are needed to ensure that people

population who miss routine vaccinations have another opportunity to be
vaccinated. It is unclear whether a school based of GP based
campaign is the most effective and acceptable. Information about
what makes an effective and acceptable catch-up campaign can be
used to design these campaigns and ultimately should help
increase vaccine uptake.

Relevance to NICE guidance = Medium: the research is relevant to the recommendations in the
guidance, but the research recommendations are not essential to
future updates.

The guideline currently recommends school-based catch-up
campaigns, but these recommendations could be improved by
information about what makes an effective campaign and
recommendations on the use of other settings for catch-up
vaccinations could be added if supported by the evidence.

Relevance to the NHS Identifying the most effective setting and designs for a catch-up
campaign will help providers to plan effective services for
vaccination catch-up campaigns and thereby reduce the number of
unvaccinated or under-vaccinated children and young people. This
should in turn reduce the number of people with vaccine
preventable diseases and resources that would be used to treat
these people could be redeployed to the benefit of other patients.

National priorities There is a new DHSC vaccination strategy due in late 2021 and it is
expected that this work would fall under the goal of increasing the
uptake of routine vaccinations

Current evidence base One qualitative study (Seok 2018) was identified which specifically
examined nurses’ views of a GP-based catch-up campaign in the
UK. A single quantitative study was found which compared school-
based with GP-based catch-up campaigns but that was a cohort
study and only looked at MMR vaccination. No evidence was
identified that that examined different types of school-based or GP-
based catch-up campaigns compared other school or GP based
campaigns respectively.
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Equality considerations Some young people attend alternative educational settings or are

home schooled. The accessibility of catch-up campaigns for these
groups of young people should be considered.

K.1.12 Modified PICO table

Population

Intervention

Comparator

Outcome

Study design

Timeframe

Additional
information

e Children and young people who have missed the routine schedule
vaccinations that they are eligible for or their parents or carers (as
appropriate)

e Healthcare staff organising the catch-up campaigns or administering
vaccinations as part of these campaigns.

e School based catch-up
or

e GP-based catch-up

The different components of these interventions could be aimed at the child or
young person, their parents or carers (as appropriate) or healthcare staff or
combination of these groups.

o The other type of catch-up campaign (from above) or
o Different designs of the same type of catch-up campaign (i.e., school-based
versus another design of school-based catch-up)

Quantitative outcomes including:

e uptake of vaccines that are routinely available as part of catch—up
campaigns for school-aged children and young people (see below)

e offers of vaccination

Qualitative outcomes including:
e acceptability of the intervention
e views about implementation

e other views about the intervention or general barriers or facilitators to uptake
during catch-up campaigns.

The qualitative work should look at the views of young people, their parents and

careers (as appropriate) and relevant healthcare staff.

e Quantitative study: RCT or cluster RCT, cohort studies

e Qualitative study: interviews, focus groups only (not surveys or open -ended
questions on surveys)

There is no specified time frame in which the study needs to be completed.

e The vaccinations must be available on the UK routine schedule and the
timing of the catch-up campaign should be relevant for the UK.

e The catch-up campaign of interest is limited to providing vaccinations to
children and young people who have missed vaccinations at the time they
would normally have received them on the routine schedule. It does not
include catch-up campaigns in response to disease outbreaks or those
targeting groups/ communities with low vaccine uptake.

e Flu vaccination is excluded as this is out of scope of this guideline.
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