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Public engagement is an important mechanism for ensuring that the voices of the public are
integrated into study design and data use. The commissioning of a new UK-wide birth cohort study
by the UKRI Economic and Social Research Council (ESRC), the Early Life Cohort Feasibility Study
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(ELC-FS), necessitated renewed dialogue with the public about the acceptability of conducting a
large-scale study of this kind. The ELC-FS recruited several thousand children in their first year of
life, using an administrative data sampling frame, an ‘opt-out’ recruitment approach, and embedded
linkages to education, health and social care administrative data. The study faced many complexities
and challenges to achieve this: the sampling frame had not been used for this purpose before, required
negotiation with different data holders in the four UK nations, and the study needed to ensure
transparency around how participants’ administrative and survey data would be used. Conducting
public engagement projects with parents of young children prior to the study’s fieldwork was essential
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to understanding more about the public acceptability of data use in ELC-FS. Evidence from these
projects was used to support negotiations with data holders, as well as in guiding best practice for
informing participants about their data use and data linkage. This paper summarises the evidence
from these public engagement projects relating to data transparency and enacting participant choice
and control of the use of their data in the study. We describe how this evidence was implemented in
three key study design areas: sampling and recruitment, the collection and use of survey data, and
seeking participant consent to link administrative records to individual-level survey data. We also
present evidence from the study’s fieldwork about participants’ acceptability of the survey design
and transparency around data use, from recruitment to data collection and processing.
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Introduction

With the economic and social repercussions of Covid-19 and
Brexit still unfolding, the need to understand the challenges
facing a new generation of babies, their development and
future prospects is pressing. A new UK-wide birth cohort
is essential for this, exploring how inequalities in early child
development are changing over time and whether the factors
driving these trajectories are evolving. The Early Life Cohort
Feasibility Study (ELC-FS) was commissioned to test the
feasibility of conducting an ambitious new birth cohort which
could collect high quality data on these issues across all four
UK countries. The key feasibility aims were:

— To draw a sample and recruit into a UK-representative
study of babies around 9-10 months old, and create
an inclusive cohort, including families that are typically
under-represented.

— To engage extensively to ensure scientific and
policy value, public acceptability, and participant co-
production.

— To test the feasibility of innovative measures and
linkages.

The feasibility study was commissioned by the UK
Research and Innovation (UKRI) Economic and Social
Research Council (ESRC) and led by the Centre of
Longitudinal Studies (CLS) at University College London
(UCL). The feasibility study took place between April 2021
and December 2024. Fieldwork conducted by Ipsos ran
from September 2023-September 2024, with babies born in
November-December 2022 in England, Wales and Scotland,
and June-July 2023 in Northern Ireland. Data collection
involved interviews with mothers and fathers, and any co-
resident partners. Most interviews were conducted face-to-
face, but telephone, video calling and web options were also
available. The study recruited 1,933 families (1,015 England,
279 Wales, 319 Scotland, 320 Northern Ireland) and the study
response rate was 49%.

The study team had to meet requirements from ESRC to
use a novel and high-coverage sampling frame across all four
UK countries. Specifically, the ESRC required the use of birth
registration records linked to maternity care records as the
sample frame, with an opt-out approach to recruitment. Major
scientific benefits of the chosen sampling frame include the
possibility of recruiting fathers directly from birth registrations
and conducting individual-level ethnic boosts using health
records. The ELC-FS faced major challenges in securing this
novel and groundbreaking sampling frame within the context
of country-specific approvals, data flows and legal frameworks.
The study also faced challenges in its development from a
changing research climate, with evidence that response rates
were decreasing across all interviewer-administered surveys [1-
3] particularly among 'less-often heard’ groups who are often of
particular research and policy interest [4, 5]. This necessitated
the careful consideration of methods which would help
minimise sample bias and maximise population representation
including over-sampling, targeted recruitment and retention
strategies. Concerted efforts to promote data transparency
were needed to ensure the successful implementation of these

novel sampling approaches and methodologies, and to inform
best practice for communicating these components of the
study design to the public. This was particularly important
given some evidence of waning trust in public institutions and
research [6, 7]. This secular trend requires new studies like
ELC-FS to be more transparent and reassuring to participants
than may have been needed in previous decades.

This paper describes how data transparency was embedded
in ELC-FS from design through to the data collection and
processing. It begins by outlining the specific requirements
from the funder for the study regarding recruitment and
methods to create a representative UK-wide study. We
then outline two public engagement projects conducted
by the study team prior to the study's fieldwork to
better understand the acceptability of these approaches and
participants’ informational needs. Both public engagement
projects recruited a diverse range of 30-60 mothers and
fathers of young children, including quota samples to ensure
socio-demographic and regional diversity. The views of expert
stakeholders were also collected. Lastly, we highlight three
aspects of the study where data transparency was embedded:
sampling and recruitment, survey data use, and administrative
data linkages. For each, we discuss the findings related to
these areas from the public engagement projects. We then
outline how these were used for negotiations with data holders,
implemented into the final design choices, and evidence on
the public acceptability of the design choices from participant
feedback.

ELC-FS commissioning and data requirements

There were several requirements from the funder for the
study design that the study team needed to further research
and implement. Firstly, the ESRC required that the sampling
frame for the study consist of the linkage of birth registration
records to maternity records in all four UK countries. This
requirement was informed by prior scoping work around the
optimal sampling frame for a new birth cohort by the ESRC,
involving high-level engagement with the Office for National
Statistics (ONS) in England and Wales, National Records
of Scotland (NRS) and the Northern Ireland Statistics and
Research Agency (NISRA) [8]. In preparation for the study,
the ESRC also explored the public acceptability of using these
types of data for longitudinal research through public dialogue
research in England, Wales and Scotland [9]. Public dialogue is
a specialist qualitative research approach that involves citizens
in decision-making, enabling the public to shape processes that
affect their lives. It involves extended discussions regarding
complex policy processes.

The ESRC's scoping work identified several benefits for
this choice of sampling frame [8]. Firstly, birth registrations
provide near universal coverage of the population of babies
across the UK [10]. Secondly, they provide details of both the
baby's mother and father (when the birth is jointly registered)
allowing parents to be contacted for recruitment in their own
right rather than through the ‘mother as gatekeeper’ approach
which has been common in previous birth cohorts. This means
parents who live separately from their baby most or all of the
time (own household parents, OHPs) can be invited as well
as fully resident parents. In the UK, the majority of births are
jointly registered (95%), with around 10% of parents giving
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separate addresses [11]. By the time the child is 10 months
old (when the ELC-FS fieldwork would be conducted) around
20% of families will have an OHP who are nearly all fathers
[12]. The linkage of birth records to NHS maternity records
brings additional benefits. Firstly, the maternity records have
variables which can be used for sampling such as the ethnic
group of the baby (more information on the feasibility study's
sample boost can be found in the section on sample frame
acceptability through transparency). Secondly, these records
can be linked to National Health Service/Health and Social
Care records, centrally administered by separate bodies across
the UK's constituent countries, to allow the study team timely
access to important information about the selected sample,
including, for example, any post-birth household moves or
infant/parent deaths. Information from the records can also
be used to understand more about who didn't take part in the
study and the creation of non-response weights.

The second key requirement for the study was an ‘opt-out’
recruitment approach in all countries. An opt-out approach is
where a sample of eligible participants is drawn and contacted
by post about the opportunity to take part in the research.
If they do not opt-out of further contact/taking part, an
interviewer approaches them at their home address to seek
their consent to participate in the study. This differs from
an ‘opt-in’ recruitment approach, where participants have to
consent to taking part in the research before being approached
by an interviewer. This requirement for opt-out recruitment
was informed by the experience of the Life Study, which
suggested an unacceptably low response rate for an opt-in
approach of 15% or lower [13]. Evidence from other studies
which use an opt-in recruitment approach suggest that this
would also likely lead to very unrepresentative samples with
participants from groups more seldom-heard in family research
largely excluded or strongly under-represented [14, 15]. In the
ELC-FS, we consider three kinds of seldom-heard groups: those
who face accessibility barriers to participation (e.g. those with
low literacy, fluency or disabilities), those who are less likely
to take part due to concerns about privacy, data use or are
generally reluctant to give their time and information (e.g.
low-income parents may face many competing pressures that
make taking part in research considerably more burdensome),
and groups that are typically not prioritised in research because
of the study design (e.g. not recruiting fathers directly into
studies). Using an opt-in sampling approach would be highly
problematic for research that is designed to understand the
lives of, and improve outcomes for, these groups.

Public engagement about data use and
transparency to develop and design the ELC-
FS

To our knowledge, prior to ELC-FS there was no successful
precedent for using the desired sampling frame with an opt-
out recruitment approach for a birth cohort in any of the
UK countries, so ELC-FS was breaking new ground to pursue
these. However, despite robust evidence from the ESRC that
supported these approaches [8], many unknowns remained
about the wider public acceptability of these approaches
(particularly in Northern Ireland given that residents were not
involved in the ESRC public dialogue research), and whether

this could be successfully negotiated with data holders in all
four UK countries. Existing literature on public acceptability
of using administrative data sources tends to focus on sharing
of administrative data for research (particularly health data
for health research), the public’s knowledge of this, and the
acceptability of it [16]. Much less is known about the sharing
of administrative data for population sampling. Further public
engagement work was therefore essential for collecting more
comprehensive evidence about acceptability to use as evidence
for funders and data controllers and was one of the aims
for the feasibility study by the ESRC (see introduction). It
was also needed for informing best practice for transparent
communication to participants about all aspects of data use
by the study.

ELC-FS therefore carried out several public engagement
projects prior to the start of the study's fieldwork. These
activities were carried out with potential data users and
parents of young children and young people, representing
potential participants of the study. While there was relevant
learning for promoting data transparency across all the public
engagement projects for the feasibility study, two of these
projects were particularly relevant to final decisions taken
about data transparency and are referred to throughout this

paper.

Project 1: Acceptability of using administrative data in
ELC-FS

The first project aimed to explore the acceptability of using
administrative data in the study as a sampling frame, for
operational purposes to aid recruitment and participant follow
up, and for research purposes through adding information from
administrative records. The project was done in partnership
with Verian (at the time called Kantar Public), a market
research agency, who CLS commissioned to conduct the
interviews for this project (including recruitment, facilitation,
report writing) on their behalf.

The project first conducted individual interviews with 15
potential data users and controllers from across the UK
(referred to in this paper as ‘the stakeholder engagement
workshop'). Each participant (9 data controllers and 6 data
users) took part in a one-hour remote (telephone or video)
depth interview. Interviews took place between September-
October 2021, with recruitment done via the study team's
networks of academic and policy and practice communities.
The sampling aimed to include a roughly equal mix of both
data controllers and data users, and participants from all
four UK countries (see Appendix Table 1). We explored with
the group how the use of birth records as a sampling frame
could be used to maximise representation and for targeted
recruitment. We also asked them about the possible benefits
and disadvantages of linking administrative data to survey
data.

We also asked these questions to parents of young children
in a public dialogue workshop, using specialist qualitative
approaches to understand more about parents understanding
of data use in the study and include them in the decision-
making about data use. Online workshops were held with 59
mothers and fathers of children under 3 years from all four UK
countries between September-October 2021. Verian recruited
the parents using free find methods, and each parent received
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a £140 thank you for their time. Verian used quota sampling
to ensure a diversity of parents took part from all four UK
countries, and to ensure that the perspectives of parent from
groups seldom-heard in family research were represented in the
findings. The demographic characteristics used for the public
dialogue workshops included parents’ gender, socio-economic
group, ethnicity, household configuration, number of children,
UK country and attitudes towards data sharing. The achieved
sample is detailed in Appendix Table 2. Each workshop was
conducted on a Saturday morning and lasted 3 hours. The
workshops were facilitated by a Verian moderator, a member
of the ELC-FS project team, and an expert stakeholder from
the stakeholder engagement workshop.

Parents were split across five groups, and each participated
in two workshop sessions. In the first workshop, parents were
asked for their views about the proposed uses of administrative
data for sampling and recruitment, and information was
collected about the reassurances parents might need to
support the use of their data for this purpose. In the second
workshop, parents were asked for their views about linking
administrative data to survey responses for research purposes,
and different approaches to collecting consent to do this.

Following the stakeholder engagement and public dialogue
workshops, a review workshop was held with the study team,
policy stakeholders, funders and fieldwork partners to discuss
the findings from the two sessions. The group reflected on
what the findings implied for key design decisions for the
study regarding recruitment, non-response analysis, sample
adjustment and data linkage consents.

The findings from this project have been published on the
ELC-FS study website [17-19]

Project 2: Testing of ELC-FS participant materials and
consent wordings

The second project conducted prior to study fieldwork involved
the testing of participant materials and consent wordings with
mothers and fathers of young children. We tested drafts of
ELC-FS participant materials (and questionnaire) for appeal
and comprehension with a group of potential participants.
We conducted online or face-to-face individual interviews
with each participating parent, lasting up to 1 hour. The
project was done in partnership with the fieldwork agency
commissioned to conduct the fieldwork of ELC-FS, Ipsos, who
also recruited for and conducted this research on behalf of
CLS. This ensured that findings from the project could directly
flow into changes needed to the feasibility study fieldwork
materials. The project was conducted in November-December
2022, giving the ELC-FS team half a year to reflect on findings
and integrate them into the final materials/questionnaire
used when interviews for the feasibility study started in
September 2023. This project interviewed 32 mothers and
fathers with a child under two years old from a range of
backgrounds. As in project 1, quota sampling was used to
ensure a diverse sample. The demographic characteristics
used for the quota sampling included gender, socio-economic
group, household configuration, ethnicity and UK country. UK
country, socio-economic group and ethnicity were included
(and operationalised) to reflect the groups the feasibility study
proposed to boost in its sample design (see section ‘sampling
frame acceptability through transparency’ for details of this).

The sample composition of participants in this project can be
found in Appendix Table 3.

The findings from this project are published on the ELC-FS
website [20]

We now present three areas of the study design where
key findings from the public engagement projects relating
to data transparency were integrated: use of administrative
data for sampling, recruitment, and non-response analysis; use
of survey data; and adding information from administrative
records with participant consent. For each, we outline the key
findings from the public engagement projects and how they
were used in final study design choices.

Transparency in use of administrative
data for sampling, recruitment and
non-response analysis

Sampling frame  acceptability  through

transparency

The proposed sampling frame for the feasibility study was birth
registrations linked to maternity records in all UK countries.
While this was groundbreaking for a UK-wide study, securing
the approvals for the study separately for each UK country
was extremely challenging. Access to the sampling frame
required bespoke elements in all countries — although birth
notifications and birth registrations are routinely linked in
England and Wales, these are not standard data products
and use of these data are not generally supported by NHS
England. Bespoke work was required in Scotland by National
Records Scotland and Public Health Scotland to enable birth
registrations and maternity records to be linked in time to
recruit families with 9-month-old babies. In Northern Ireland,
maternity records and birth registrations are not linked and
the study team engaged with Northern Statistics and Research
Agency (NISRA), Department of Health (DoH), Public Health
Agency R&D, the Health and Social Care (HSC) Trusts and
the Privacy Advisory Committee in an attempt to secure access
to both sets of data, as per the ESRC's specification for the
sampling frame. Data controllers and access committees had
concerns around data minimisation (particularly in Northern
Ireland), requiring the study team to strongly justify the
need for all the requested sampling frame fields, including
for non-response analysis. The study team needed better
evidence about the public acceptability of using records of
births as a sampling frame, for recruitment and non-response
analysis to evidence their case to the data holders. This
strongly influenced the development of project 1 to understand
more about the practicalities and acceptability of the sample
acquisition (see summary of project 1 above).

The key finding from project 1 was that stakeholders and
parents were supportive of using administrative data sources
for sampling if certain conditions were in place [18, 19]. These
included transparency about the use of the administrative
data, minimisation of participant risk, that parents had control
over their data use, and that all required approvals were
in place. Our findings broadly align with existing literature
that there is wide support for use of administrative data
sharing and linkage in the UK, but that this is conditional
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on ensuring confidentiality, individual control, performed by
trusted institutions not in the commercial sector, and that
public benefits were maximised [16, 21-25]. The parents were
also largely supportive of using administrative data for targeted
recruitment and boosted samples (i.e. including a higher
proportion of children in England from some ethnic groups
in the sample relative to the population). Parents noted that
this was acceptable to them as long as it was done sensitively
to avoid stigmatisation, for instance:

“I ' know that if | received a letter in the post
that said 'we're contacting you because you're on
benefits, your wife is disabled and you're her carer’
I wouldn't be comfortable with that and | wouldn't
want to be part of it. If they said something
like 'we want to take people of all backgrounds
in to account and we value everyone's opinion.
Something more blanket rather than 'you there
as a single mum’.” Project 1 participant, public
dialogue workshop with parents — [18 (p31)]

Participants recognised that a boosted sample design was
important for improving the social value of the study and
ensuring diverse experiences were represented in the research
findings:

“The booster was something | was thinking about
myself. If you increased the number of ethnic
minorities than you needed, if there were previous
studies to show that was the group that dropped
off more quickly, then it would make sense to add
more than required because you would rather have
to take people out than have to find people.”
Project 1 participant, public dialogue workshop
with parents — [18 (p31)]

Findings from project 1 were essential for securing the data
frame in all four UK countries. It was necessary for reassuring
the data holders and access committees that the use of
data for sampling would be acceptable to the public so
long as this was communicated transparently. The study
team therefore developed pieces of text for the participant
recruitment materials that communicated how participants
had been selected to take part, who had approved the use
of their data for this purpose, and how de-identified data
would be used for non-response analysis, including for those
who do not take part. These materials including a notification
letter that informed participants that they had been selected
to take part and how to opt-out of further contact by the
study (see next section for details), an invitation letter and
study guide sent to those that did not opt-out, and the
online privacy materials including the privacy notice and FAQs
on the participant website. Appendix Figure 1 shows the
wording in the notification letter about how participants were
selected, which information had been passed to the study by
the data holder, and how the data would be used. Bolding
was used to highlight key bits of information, and advice from
participants on wording key features of the study design like
the sample boosts were integrated: ‘By including families from
all backgrounds and cultures, and all kinds of children, we can
build a full picture of the lives of this generation and give
everyone a chance to be heard’ (Appendix Figure 2). When
the recruitment materials were tested in project 2, participants

were satisfied there was clear information in the notification
(opt-out) letter about where their contact details had been
gathered from:

“I don’t really know what information is held about
me, to be honest with you, unless you tell me. So |
would like to know where the information is going
to come from and then | can decide right there
and then.” Participant in project 2 - [20 (p27)]

To be fully transparent, the notification letter also included
links to the privacy notice on the study website with
comprehensive information about which data had been passed
to the study and by whom.

The evidence about public acceptability from project 1
was particularly essential for gaining the high-level support
to help secure the sampling frame specified by the funder, as
well as UK-wide ethical approval (HRA NHS REC) and data
controller approvals for England and Wales (NHS England),
Scotland (HSC Scotland Public Benefit and Privacy Panel)
and Northern Ireland. In Northern Ireland, the study received
support from the Department of Health (DoH) and the
Health and Social Care Trusts and received advice from
the HSC Privacy Advisory Committee, the NI Information
Commissioner's Office and the DoH Departmental Solicitors'
Office. The approval of the study also relied heavily on building
and maintaining local networks with stakeholders on the
ground. Evidence about public acceptability from project 1 was
particularly important in Northern Ireland where there were
additional country-specific challenges and complexities around
identification of an appropriate legal basis in the absence of
secondary use regulations. It was also necessary for the study
team to provide a Public Interest Test for Northern Ireland,
documenting the public interest in progressing the study and
evidence of how this would be balanced against the interests
of potential participants, as well as mitigations to minimise
any potential negative and privacy impacts.

In the end, following extensive and intensive negotiations
with the relevant data controllers in all four nations, a sampling
frame linking birth registrations to maternity records was
achieved in England, Wales and Scotland; in Northern Ireland,
access was secured to maternity records only as a sampling
frame (at this time, routine linkage of health and non-
health records is not legally possible in Northern Ireland). The
complexity of the negotiations in Northern Ireland also resulted
in a longer than anticipated study duration and different
birth window for the Northern lreland sample (June/July
2023 rather than November/December 2022 as in the other
countries). Nonetheless, securing the sampling frame in all
four countries marked a major achievement for the study. The
sampling frame allowed the feasibility study to over-sample
certain groups of interest to researchers and policymakers.
The sample design for the feasibility study included over-
sampling at the national level in Wales, Scotland and Northern
Ireland, as otherwise the sample sizes may have been too small
to detect meaningful statistical differences when using data
within those countries (i.e. the sample would be underpowered
to do country-specific analysis). Furthermore, in England, an
ethnic boost of Black Caribbean, Black African, Pakistani and
Bangladeshi babies was included based on baby's ethnicity
reported on the sample frame, and a boost of families living in
low-income areas. This was done by Ipsos by linking the baby's
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address to the corresponding ‘Income Deprivation Affecting
Children Index’ (IDACI) score for that area, and identifying
families living in the 20% most deprived lower super output
areas in England [26]. These boosts were only done in England
for the feasibility study as the prevalence of ethnic minority
families was too low in the other devolved nations, and
the highest prevalence of low-income areas is in England.
The large boost samples were designed to allow the study
team and the ESRC to assess response rates across a range
of subgroups in the population. Additionally, securing this
sampling frame allowed the study to receive address updates
and death notifications from NHS records held centrally by
NHS England (for England and Wales), NHS Central Register
and Public Health Scotland (for Scotland) and the National
Health Application and Infrastructure Service (for Northern
Ireland, held by the BSO). Address updates were used by
Ipsos to invite families to take part in the study at their
GP-registered addresses, and death notifications were used by
Ipsos to avoid inviting bereaved families to take part.

Evidence collected after the completion of feasibility study
fieldwork suggested that the use of birth records as a sampling
frame was acceptable among the invited families who did
and didn't take part. Around 4000 children and their families
were invited to take part, and from these the study team
received three complaints about the use of administrative data
as a sampling frame. Furthermore, of the 66 interviewers that
completed an interviewer debrief form, very few mentioned
that participants had concerns about the sampling frame: Six
interviewers mentioned that some sample members queried
how their information was obtained but were happy with the
explanation, and several specifically noted that no queries or
issues were raised with how their information was obtained.
Two interviewers mentioned that some sample members were
concerned or were surprised about how they were selected or
how their name and their baby’s name had been obtained, but
no complaints were noted about this.

A participant telephone feedback survey was also
conducted by lIpsos with a subset of 447 feasibility study
participants. The telephone feedback survey aimed to collect
feedback from parents about their experience of taking part
in the feasibility study’s fieldwork, including how parents
found the novel aspects of the study (e.g. the recruitment
approach). Collecting feedback was important so that future
data collection can incorporate the views and preferences
of participants. The feedback survey asked about parents’
motivations for taking part, whether they would be likely
to take part again, their thoughts on the data collection
mode, experience of the interview, thoughts on how they were
contacted to take part, whether it was clear the study was
voluntary, their view on the interview length, their experiences
with the study’s data linkage approach, and any other feedback
they had. More information on who was invited to take part
in the telephone feedback survey can be found in Appendix
Table 4. Most questions in the feedback survey presented
response options to the participants where they could select
one or multiple options, but some questions allowed verbatim
feedback. This included one question asking participants about
how they felt about the study contacting them to take part
with letters addressed to them in the post. No one mentioned
any concerns about their details being passed from the data
holder to the study to facilitate this contact procedure, though

this was not prompted in the question wording to see if this
arose organically as a point of concern. Full information on the
telephone feedback survey and key findings can be found in
the ELC-FS Technical Report which will be published on the
ELC-FS website.

Opt-out recruitment approach

The study team obtained UK-wide ethical approval for the
opt-out recruitment approach, as necessitated by the funder
because of evidence that the recruitment rate from an opt-
in approach would be unacceptably low. However, concerns
were raised about this approach by the approval panels in all
four countries, in particular due to concerns about a doorstep
recruitment approach by an interviewer without prior explicit
opt-in. Although opt-out is a standard recruitment method
for social science studies, and support for opt-out recruitment
to generate more representative samples in health studies
is growing [27-29], there is reservation about the approach
among health research ethics committees [27, 30].

The study team made a strong scientific case for the
necessity of the approach, presented precedents for the
approach in social science studies, and used findings from
the public dialogue workshops in project 1 to demonstrate its
public acceptability and how the model could be implemented.
For example, parents in the public dialogue workshops of
project 1 were asked whether, under an opt-out model, they
would prefer to receive one mailing before being approached
by an interviewer, or two mailings as detailed above. Based
on the preference from these parents for two mailings!, the
study decided to issue two sequential letters, one to inform
participants of the opt-out process and one as an advance
letter (a two-stage opt-out). This means that a layered
approach to providing information about the study was used,
with two opportunities for people to decide to opt-out of the
study prior to the interviewer visit (in addition to being able
to opt-out at any time) and a reduction of the likelihood that
participants would miss two letters and be surprised by the
interviewer visit.

Following negotiations using this evidence, all four UK
countries approved the opt-out approach for the feasibility
study. This came with caveats that this approval does not
set a precedent for any future study but that the results of the
feasibility study should inform any future applications seeking
to use this approach. In England, Wales and Scotland the
initial opt-out letter was sent from the study (using a study
branded letter) by Ipsos. Participants were able to opt-out of
being contacted by the study by calling, emailing or writing
to Ipsos using contact details provided on the letter. Slightly
different approaches were taken in Northern Ireland compared
to the other UK nations. In Northern Ireland the initial opt-out
letter was sent from the Health Trusts (on Trust headed paper)
by the data owners’ data processor (the Business Services
Organisation). This means that the details of any families who
have opted out are never passed on directly to Ipsos or the
UCL team. This was a requirement of the study approvals in
Northern Ireland. Participants therefore opted-out by calling,

LFor example "I prefer the Two Step. The process gives me more
information as an individual, and it’s up to me to then decide to stay in
or opt-out for any further things to do with the study. It gives me the
choice.” Project 1 public dialogue participant - [18 (p28)].
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emailing or writing to the BSO. They could write to the BSO
using a slip included in the letter that could be returned in a
pre-paid envelope: a return slip was not included in the mailing
in the other countries.

The communication of the two-stage opt-out recruitment
process to participants was refined using evidence from project
2 conducted by Ipsos prior to the study's fieldwork. This
was essential given that recruiting both parents independently
(a major advantage of the chosen sampling frame) had not
been enacted before in a UK birth cohort. In practice, this
meant issuing a notification (opt-out) letter to each named
parent on the birth records to inform them that they had
been selected to be part of the study, even if the parents
were living together (i.e. each parent had to make their
own choice about taking part). The study team carefully
developed text about both parents being invited to the study
in the recruitment materials (see Appendix Figures 1 and 3).
When the text about this process was tested in project 2,
participants who lived with their child’s other parent noted
that the benefits of this approach were that it clearly gave
both parents the opportunity to take part in the study, and
that it could help make it clear that there was a separate opt-
out required for each parent [20]. However, not all felt that
separate letters were necessary, particularly where participants
noted that they read their partner's post [20 (p23)]. Concerns
regarding the environmental impact of sending multiple letters
to a single household, as well as queries around whether
this would be a cost-efficient approach for the study were
voiced [20 (p23)]. Nonetheless, the study pursued this model
as it increased the likelihood participants would know about
the study before the interviewer visit, as discussed above.
Participants in project 2 who lived apart from their baby's
other parent noted that the information within the opt-out
letter detailing ‘What if | live apart from my baby’s other
parent’ was important (see Appendix Figures 1 and 3). They
found this information reassuring, noting that there were likely
to be different relationships and sensitivities amongst parents
who did not live together about how to manage the individual-
level opt-out. They were also reassured that there was a way
to request that the child's other parent not be contacted if
needed [20 (p23)]. In testing, participants were satisfied there
was clear information in the notification letter about how to
opt-out (see Appendix Figure 4 for the exact wording).

We found evidence that the two-stage opt-out recruitment
was effective and acceptable to participants following the study
fieldwork. There were very few opt-outs overall, with opt-out
rates of just 1-2% in England, Wales and Scotland and 8%
in Northern Ireland. The fact the data holder in Northern
Ireland sent out the opt-out letter using their own headed
paper and signatures may be a major factor explaining the
higher level of opt-out there (e.g. perhaps the use of the local
Health and Social Care Trust branding on the envelope was
more salient to participants than the university logos used in
other countries, more information on this later in the section
‘developing clear messaging about data confidentiality and
security'), though the exact reason cannot be known to the
study team, and the opt-out rate of this recruitment approach
in the other countries can also never be known. Provision
of an opt-out slip and pre-paid envelope in the Northern
Ireland letter may also have contributed to the higher level
of opt-out. The content of the mailing sent by Ipsos was

broadly similar to that sent by the BSO in Northern Ireland,
covering the aims of the study, who led and funded the
study, how to opt out, what taking part involves, how parents
were chosen, and privacy information. The main differences
between the content of the two versions were firstly that
information on recruiting both parents directly was included
in the Ipsos letter, but was not included in Northern Ireland
where fathers were only recruited via the baby's mother, and
secondly that only a letter was sent to parents in England,
Wales and Scotland, whereas content was split over a letter
and a booklet in the Northern Ireland mailing. Copies of
these materials can be found on the participant website
(gnestudy.info/letters/english).

In addition to receiving few opt-outs, the study also
received very few complaints about the opt-out approach by
those invited to take part. The three complaints received
related to the household being contacted by the interviewer
after the parent opted-out. The study team offered apologies
to the parent and explained that this contact was made in
error due to administrative delay regarding the recording of
the opt-out outcome. Regarding potential sensitive cases (e.g.
because of an adoption or death), the opt-out methodology
generally appeared to work effectively. Some low likelihood
but potentially high impact risks around potentially sensitive
cases were identified. In Scotland, there was an adverse event
at the opt-out stage affecting one family where this risk
was realised. Fieldwork for the feasibility study was paused
for several months while this was investigated by the Public
Benefit and Privacy Panel for Health and Social Care and
strong mitigations for this were put in place prior to study
fieldwork resuming. Notably, there were no complaints received
about parents living separately (i.e. own household parents)
being contacted to be part of the study.

Use of administrative data for non-response
analysis and adjustment

In the public dialogue workshops for project 1, parents had
mixed views about the acceptability of using the data of those
who do not respond to the study team's invite letter or later
recruitment attempts [18 (p50-53)]. However, those that took
part in the stakeholder workshop recognised the necessity of
analysing opt-out data for non-response bias and, given the
low risk of potential harm to individuals of using de-identified
data, viewed it as a suitable use and acceptable trade-off
[19].

This finding was used as evidence to negotiate the provision
of de-identified sampling frame data to the study for the
purpose of non-response analysis and post-survey analytical
adjustments (e.g. weight calculations) in all four UK countries.
The study agreed to only use the administrative data for
this purpose and to only access it for as long as needed
(the sample frame data for England, Wales and Scotland
that is physically held by the study will be deleted when
the agreements with the data holders expire). In Northern
Ireland, a separate application was needed to access the
deidentified sampling frame data through the Honest Broker
Service, a safe setting hosted by the HSC Business Services
Organisation.
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Stakeholders who took part in the review workshop for
project 1 agreed that using the privacy notice to highlight
the use of de-identified administrative data for non-response
analysis was appropriate [17 (p7)]. The study team added
clear, easy to understand and transparent information to the
privacy notice, and accompanying Q&A, including details
about the specific information that the study will receive
from administrative data, why the study team will receive
this, how the information will be used and how participants
can opt-out of their information being used for this purpose
(gnestudy.info/privacy). However, stakeholders in project 1's
review workshop raised concerns that information in the
privacy notice could be missed [17 (p7)]; therefore, the guide to
the study/advance booklet explains that if participants choose
not to take part, the study team will use the information
from their records to understand who doesn't take part (see
Appendix Figure 5). This message was also included in all
email confirmations of study opt-outs and on the participant
website in several locations.

Transparency in general survey
approach

Transparent information about personal data handling and
use was embedded into all participant materials for the
study. Complementing the two-stage opt-out approach (with
a notification mailing followed by a second invitation mailing
prior to interviewer visits), we staggered information about
data use through a variety of different materials given out
during the study’s fieldwork, to support the digestion and
comprehension of information about the study. We also tested
materials in public engagement project 2 to understand what
information participants wanted regarding their data use, and
to explore participant understanding of the written content.

Developing clear messaging about
confidentiality and data security

All materials underscored data privacy and confidentiality of
participant data handled by the study. This was informed
by findings from the review workshop in project 1, where
those spoken to highlighted the importance of transparency
and of providing certain information in participant materials
to address parents’ concerns in the public dialogue work,
including the legal basis of data sharing, the scrutiny applied
and approvals received, data privacy, a compelling narrative
regarding how and why the study team had access to people's
data and explaining what the interviewer visit would involve.
The study team incorporated all this information, including
about approvals from relevant ethics and privacy committees,
into participant materials in a transparent and accessible
way (see gnestudy.info/letters/english for all materials used
in the study). Messaging on these important, but technical,
points was refined following testing with parents from a
range of backgrounds in public engagement project 2. While
participants involved in project 2 found the information on
these topics to be relevant and important, they also found it
to be long and wordy, highlighting concerns that many would
not read all of it [20 (p33)]. In response to this feedback,

our team removed repetition within materials and reducing
the length, made use of sub-headings and colour themes
to highlight different sections of information, highlighted
information within shapes that was particularly important,
and put important pieces of text in bold (a full copy of
the study guide can be accessed here). These changes were
designed to improve ease of navigation through the content
and allowed hurried readers to identify important information
about data use. We also developed specific sets of Q&As for
the study website (and for interviewers) for easy searching and
identification of answers to questions participants had about
data use. For example, in project 2's materials testing we found
that some participants raised concerns about data being sold
to private companies like insurers, or information being shared
with authorities or social services [20 (p18)]. These more
specific concerns from testing were developed into Q&As for
the website, which were clearly signposted in the recruitment
materials along with the other privacy pages. Some of these
Q&A bullet points were added to the back of the opt-out letter
so that key pieces of information about data sharing could be
pulled out by the reader separate to the main body of the letter
(see Appendix Figure 1 for how this looked in the notification
letter). Where understanding of the materials was crucial for
giving informed consent, we also developed interviewer script
prompts to check that the participant had read and understood
the material.

We also tested specific phrasing and data transparency
‘jargon’ with participants in public engagement project 2. This
was to understand if we could make changes to improve lay
understanding of some terms. For example, participants were
asked to comment on their understanding of ‘administrative
records’. We found this phrase was not always clear to
participants [20 (p39)]. Those most familiar with it, or most
able to interpret its meaning, were those who used similar
terms in their work. Those who were less clear on what the
term meant were confused about the types of information
these records included, and from which data sources. As a
result, we tried to specify which exact records were being used
in the study’'s advance materials (e.g. health records or birth
registrations held by health services) to provide clear examples.
We also opted to use language about ‘adding information’
when referring to any data that was not generated by the
survey itself.

During materials testing in project 2, participants felt
that the information about confidentiality and data security
(titled ‘looking after your information’) was clear, important
and reassuring. Participants in project 2 felt that information
regarding how data will and will not be used, who will use the
data and who will be responsible for the data were important.
There were suggestions that this content be provided earlier in
the booklet. Short statements about the purpose of the study
data and who runs/has approved the study were added to the
initial pages of the booklet as a result (see Appendix Figure 6
for the opening spread of the booklet).

Given the importance of this information, a participant in
project 2 suggested that this content could be made clearer
by including a table summarising each organisation involved
and what data they would have access to [20 (p41)]. Another
suggestion was that the team could more clearly lay out the
steps taken to look after and protect personal data. Tables
were added to the study's privacy notice as a result, and a
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fair processing notice that summarised key information about
how information was looked after was also developed for the
website.

Other small changes to the study protocol were also made
to encourage trust in the purpose, value and security of the
study. For example, interviewers were encouraged to add their
name and telephone number to the advance mailing before
posting it, as participants indicated this helped to build trust
by making the interviewer visit to the household feel less like
‘cold calling’. A study Instagram account was also developed,
as were press releases about the study on the partner university
websites. This was done to illustrate the study's legitimacy
should people search online. Branding of the materials was
also an important tool for instilling trust and credibility, in
particular including health agency and university logos. In the
review workshop of project 1, some stakeholders felt that
the first letter should be branded as and/or signed by the
data controller, provided this did not give the impression that
the letter was being sent by the data controller. Materials
testing work in project 2 also showed that participants were
reassured by the use of the data controller logo to help signal
that the study has been approved by appropriate trusted
bodies. Participants in project 2 reported that the inclusion
of NHS or Public Health logos signalled the importance of the
communication:

“...it'd be about having the NHS logo and | think
that'd make it more official. And get like 'Oh,
better read that'.” - Participant in project 2 [20

(p43)]

This aligns with previous work in the UK that the NHS is
mostly perceived by the public as a trustworthy group to use
the data they hold for research [31-33]. Whilst there was
low recognition of NHS Digital (now NHS England), overall
inclusion of a logo associated with the NHS or Public Health
bodies was felt to increase the likelihood of recipients reading
the materials [20 (p42-43)]. This approach was supported in
Scotland, where the first letter included the Public Health
Scotland logo. However, in England and Wales the data
controller preferred not to take this approach. In Northern
Ireland, the first letter sent by the BSO was signed by, and
included the logo of, the relevant Health and Social Care
Health Trust.

University logos for UCL and the country-lead university
partner were added to the external envelopes to encourage
parents to open the mailing. This included Swansea University
in Wales, Edinburgh University in Scotland and Ulster
University in Northern lIreland. The country leads also co-
signed the letters.

Transparency in approach to
administrative data linkage consent
models

Data linkage consent approach

Testing the feasibility of administrative data linkages was
a core aim of the ELC-FS (see introduction). Adding
information from administrative data sources can enrich

the survey data [34], minimise the effects of attrition and
item non-response [35], and embed study data within whole
population administrative data sources [36]. The protocols for
informing participants about data linkages and the approach
to consent were developed after the public dialogue workshop
in project 1 and extensive testing during project 2. This
testing and dialogue closely informed the design and content
of materials used to inform participants about linkage, as well
as the decision to experimentally test two different consent
approaches in the feasibility study: an ‘add-on’ model where
consent is given to each type of linkage and an ‘embedded’
model where participants are informed the study would like to
link their administrative records, and how to make their choice
about this after the interview.

The public dialogue workshops in project 1 found that
parents had mixed views towards add-on and embedded
data linkage consent models, but that they understood
the benefits and constraints of these approaches [18].
Regardless of approach, there was consensus around principles
of transparency, minimising participant burden, choice and
control and providing reassurances to build trust. Views were
also mixed about which model to use among attendees of
the stakeholder engagement workshop of project 1. There
were key concerns about data controller requirements and
ethical considerations for an embedded approach. However,
stakeholders appreciated the need to balance these concerns
against the scientific needs of the study and considerations
around response rates and participant burden [19 (p21-22)].

Given these mixed views, the feasibility study went on to
experimentally test both the add-on and embedded approaches
to assess how participants would react to each approach, how
interviewers found administering each approach, and which
approach produced higher consent rates. We refer to this in
the paper as the ‘consent experiment’'. Ethical approval was
obtained for both approaches and the study will also seek
approval from data controllers to enact the linkages for both
approaches.

Families in the feasibility study were randomly assigned
to either the add-on or embedded approach. For the add-
on group, they were asked during the interview to give their
permission (yes/no) for data linkages for each type of record
(health, education, social care) to their own survey data. A
parent with legal responsibility for the child participant was
asked to give their permission (yes/no) for data linkages for
each type of record (health, education, social care) to be
connected to their child's survey data. For the embedded
group, parents were informed during the interview of how
they could make their choice by using an online form after
the interview. They could do this for themselves and/or their
child, and the form included structured yes/no responses (see
gnestudy.info/update-your-permissions).

In terms of which linkages, the study chose to seek consent
for, this was informed by participants in the public dialogue
workshop of project 1 who were asked their views on which
types of linkages were most acceptable to them from a list
including health, education, social care, criminal record data
and income/benefits. As criminal record and benefits data
were deemed highly sensitive?, and are also not currently

2E.g. “They may have turned a corner and want to move on...so may
be less forthcoming in handing over police records.” — Participant in public
dialogue workshop for project 1 [18 (p38)].
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routinely linked to studies, this influenced the decision to only
include health, education and social care records in the first
wave of ELC-FS.

Development of content and wording of data linkage
information

Extensive efforts were made to optimise the design of the data
linkage consent approach, website content and materials in
the ELC-FS. Embedding transparency, choice and participant
control were key defining principles. For both consent models,
parents in the feasibility study were given the same information
about the proposed data linkages in the study guide, during
the interview and the participant website. This meant that
the online form for changing consents needed to be designed
for use by a participant from either group. The study
team developed this form to minimise participant burden to
alter data linkage consents under either approach, while still
allowing other typical methods for updating consents (e.g.
via email or telephone). We also created an easily digestible
video with a company called ‘the Like Minded' to explain
the processes of data linkage in both approaches, again
emphasising that privacy and confidentiality were assured (this
video can be watched here).

During materials testing in project 2, we also found that
participants were positive towards the idea of receiving a
confirmation for consents given within the survey [20 (p30)],
and that it would be useful and transparent to include
information about what actions they could take should they
wish to change their mind in the future. We therefore
developed a leaflet called ‘what happens next’ to be given out
by the study's interviewers after each interview, so participants
had a reminder of the data they had given to the study and
how this would be used in the study (a copy of this can be read
here), and a thank you letter which confirmed exact consents
given. This leaflet and thank you letter were developed to
confirm consents and remind participants how to amend their
choices. A reminder about data held by the study and how to
update consents was also included in an engagement mailing to
families that took part around a year after their interview (the
leaflet can be read here). For potential future data collection
and communications, transparency around data linkage will be
embedded longitudinally.

Specific choices about language and presentation of
information about linkage were made following materials
testing in project 2. Firstly, participants were asked to
comment on key phrases and terms about data linkage, to help
the study team understand the salience and understandability
of these terms. Within the text about data linkage in the
study guide, participants found that the phrase ‘help build
a fuller picture of your lives’ resonated with them and was
considered a good summary of why the study sought this
information [20 (p40)]. This phrasing was used throughout
materials explaining data linkage, including the study guide,
website pages (including Q&A), the video developed to explain
the process of linkage, and the explanation accompanying
the consent wording (see Appendix Figure 7 for the study
guide page on data linkage). There were some queries in
project 2 testing around how data linkage would work in
practice including whether participants would be required
to actively provide the information themselves [20 (p40)].
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Additional information detailing the different records accessed
and information shared was recommended from the findings
of project 2, so this was explained more clearly in the study's
materials (e.g. through use of bullet points in the study guide
and in the explanation video) following testing.

In the materials testing for project 2, participants were also
asked what they felt would happen to their administrative
record consents if the study lost touch with them or they
stopped taking part. Overall, it was clear that participants in
project 2 had not considered or understood how long data
linkage would take place for. When prompted to consider
what would happen if the study lost touch with them or they
decided not to take part in future, participants expected that
their permissions for using administrative records would also
cease [20 (p28)]. Participants in project 2 suggested that if
this was not the case, this should be clarified in the study
materials by providing a timescale or making it clear that this
would be collected indefinitely. The study therefore developed
clear messaging about this in the study guide, in the consent
wordings, in the post-interview ‘what happens next' leaflet (see
Appendix Figure 8 for an example of this wording), in the data
linkage video, data linkage Q&As, the study’s privacy notice,
and in confirmations sent to participants about their consents.
In relation to consent given by parents on behalf of the baby,
the study materials were also transparent around the duration
of this — to age 14 for health and social care and age 16 for
education.

We also decided to inform participants about planned
linkages to geographical data to give full transparency (see
Appendix Figure 9). These linkages do not require consent as
they are at area or property level rather than individual level,
and data are often publicly available. Participants in project
2 materials testing appreciated why consent was not sought
[20 (p28)]. They also understood the relevance of adding
environmental data to their survey answers: an example about
air pollution exposure in the materials resonated with them
[20 (p28)]. They also did not view the linkage as sensitive as
it is at property or area level:

"This is nothing compared to my personal records
[..] the [other types of linkages are] more
sensitive. This is not." — participant in project 2
[20 (p28)]

No complaints or queries were received about this, or requests
not to do this linkage.

Interviewer training and study fieldwork protocols also
stressed transparency and fully informed consent regarding
data linkage, as not all participants may read the provided
materials. Interviewers were briefed on the data linkage process
and consent approaches to ensure that they understood
what they were asking participants. The training also
emphasised the importance of transparency in generating
trust, and the importance of providing reassurance about
confidentiality®. Paper versions of the online FAQs were
provided so that they could answer any questions about data
linkage, and interviewers were prompted to refer to the ‘Adding
Information’ section of the advance booklet, the website,
and the FAQs when introducing data linkage to respondents.

3The interviewer instructions stated ‘It is important to be transparent
about how data linkage will work and for you as the interviewer to have
a clear understanding of the process.’
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Interviewers were also instructed to take the time to explain
data linkage and allow respondents to ask any questions.

After the study's fieldwork, interviewers were asked in a
debrief session how respondents reacted to being asked about
‘Adding Information’ in the interview. The interviewers did
not express any significant concerns about either approach in
terms of administration or participant understanding. Several
interviewers specifically noted that they explained data linkage
in detail and stressed reading the materials to help reassure
respondents. A few also stated that when they were unsure
whether respondents understood what data linkage meant,
that they suggested the respondent refuse.

Outcomes of consent experiment and
implications for data transparency

Generally, consent rates for data linkage in the feasibility
study for both consent approaches were very high for parents
(77%-95%) and babies (80%-94%) across all countries,
though embedded consents were consistently high (91-95%
consenting) [37]. We found that embedded consent rates
were higher than add-on consent rates in England, Wales
and Scotland with a notably larger difference between add-on
and embedded consent rates exhibited in England (about 15
percentage point difference). The difference between add-on
and embedded consent rates was minimal in Northern Ireland
(1-3 percentage point difference).

We found evidence of variation in consents by socio-
demographic groups for the add-on approach (as has typically
been found in other UK-based studies asking for parent and
child linkage consents in this way [38, 39], but little evidence of
this for the embedded approach: among those allocated to the
add-on consent group, Pakistani/Bangladeshi parents had the
lowest rates of consent (54-59%), followed by Mixed/Other
(65-72%), and Black respondents (73-77%). White parents
consented at the highest rates (85-88%). Add-on consent
rates were also lower in lower income areas (74-79% among
IMD deciles 1-3, compared to 83-88% among IMD deciles
4-10).

When the analysis of consent was weighted for sample
design (i.e. the boost groups of ethnic minority and low-income
families in England), lower consent rates among lower IMD
and ethnic minority groups did not explain away the difference
between add-on consent rates in England compared to the
other countries; other country-level factors may be driving the
difference. One possibility is that differences in add-on consent
rates between countries reflect differing levels of trust in their
respective government departments and agencies, with greater
levels of trust exhibited in the smaller countries.

In feedback from the study's participant telephone follow-
up survey (n=447), those in the embedded group indicated
they were happy with their assigned approach to a greater
extent than those allocated to the add-on group (92.9%
compared to 84.2%). Among those who were not happy,
most said it was because they had concerns around data
protection, anonymity and privacy. Interviewers also preferred
the embedded approach because it was less burdensome to
administer.

On balance the ELC-FS study outcomes are reassuring
that participants understood the consent approach in both
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cases and were able to make an informed decision. On the one
hand, we have shown that the embedded consent rates were
higher than add-on rates particular for ethnic minority groups
and those living in lower IMD areas, which could suggest
there might have been poorer understanding of what was
being agreed to for those in the embedded condition, even
though the information presented to both groups was the
same. On the other hand, the depressed add-on rates might
also represent a lack of understanding, where a ‘no’ may have
been an easier response. Alternatively, this could have been
driven by the differing placement of the consents (participants
in the embedded group were informed at the beginning of the
interview, whereas add-on consents were asked at the end of
the interview) so fatigue around answering questions may have
set in for the add-on participants. Research has also identified
that record linkage consents are more likely to be given if it is
asked earlier in the questionnaire [40, 41].

Conclusion

The ELC-FS is a feasibility study for a new UK-wide birth
cohort, innovative in its approach to sampling, measurement,
recruitment, and commitment to inclusivity. One part of this
commitment was to emphasise transparency about data use
throughout all stages of the study design. The study has
aimed to be an exemplar of best practice in its approach,
underpinned by rigorous public engagement. The study has
carefully detailed to participants in an appropriate and
accessible way how administrative data sources have been
used for recruitment and non-response analysis, the legal basis
for data sharing, relevant approvals and privacy procedures,
and the purpose and need for different data uses. The
study effectively balanced the need for clear and simple
communication about data use, whilst also ensuring that
full and technical information were available in accordance
with agreements with data holders and ethics and access
committees. This was enabled by extensive engagement work
with stakeholders and parents of young children, exploring
the acceptability of administrative data use (project 1) and
testing of participant materials and consent wordings (project
2). Some of these findings that were implemented in the
study included developing a range of different materials
that reinforced information about data use and privacy,
adjusting/adding examples or explanation for technical terms
that were not well understood in testing, adjusting visual
presentation for clarity, and adapting the interview protocol
and training so that all key information would be reinforced
and checked with the participant before informed consent was
given. The same overall approach to transparency was also
applied to the content and materials relating to administrative
data linkage: participants were informed and reminded about
this in materials before, during and after their interview,
including a confirmation of all consents given during the
interview and how to amend these. The study was also
transparent about environmental geolinkages that would be
carried out without participant consent.

The principles of participant choice and control were
embedded throughout ELC-FS's design and survey protocol.
The two stage opt-out process allowed information to be
staggered and cascaded to participants in a way that would
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encourage them to digest important facts without being
overwhelmed, increase the probability of informed decision-
making over data use, and decrease the chance that they
would be unaware of how their data was being processed
and used. Supplementary detailed information about data use
was available at all stages (e.g. the privacy notice and online
Q&As) for those that desired them. The two-stage opt-out also
enabled choice by giving each parent their own decision about
whether they wanted to take part in the study, and messaging
about potential difficulties of managing this within families was
tested and successful (e.g. no complaints were received about
the individual opt-out process, or that own household parents
were invited to take part). Choice was also at the heart of the
data linkage consent strategy: the study innovated by testing
two different consent models while retaining equity between
the groups. This was achieved by giving both groups the same
information about the data linkage process and how choices
could be made or changed. Effort was also made to reduce
participant burden through the development of an online form
for changing consents which participants have been reminded
about several times after their interview.

The study's engagement work and outcomes have also
contributed to the wider literature on best practice for ensuring
data transparency, and public acceptability of different kinds
of data use. The study found public acceptability for the
use of records of births as a sampling frame, a two-stage
opt-out recruitment approach that contacted mothers and
fathers, and embedded data linkage consent approaches, as
long as these were communicated transparently which the
study evidenced through testing and participant feedback.
The study also produced evidence for the wider literature
on how to communicate technical data use aspects to public
audiences, such as emphasising the importance of hearing from
all participants, use of Q&As, using visual cues like bolding
and coloured-layout to highlight key information, providing
key information in printed, verbal and digital formats, the
importance of logos for instilling trust, providing confirmations
of approvals for participants’ records, and not using jargon
for terms that can be described more intuitively (e.g. ‘adding
information’ rather than ‘administrative record linkages').

The study team embedded study participant and
interviewer evaluation into its design, and feedback overall
pointed towards satisfaction with data use and communication
by the study. The feasibility study therefore concluded it
had met its core aim of engaging extensively to ensure
public acceptability. Following the successful completion of
the feasibility study, the ESRC have now commissioned a
main study (Generation New Era), aiming to recruit 30,000
babies born in 2026 and their families. The main study will
follow roughly the same design as the feasibility study, but
low-income area sample boosts will be extended to all UK
countries, and ethnic minority family boosts will be included
in Scotland as well as England. The study team are committed
to ongoing development of engaging with the public, ensuring
acceptability and refining the study protocols for this larger
study. In particular, a priority will be to better understand the
needs of those with lower literacy and language difficulties
which could make accessing and comprehending important
study materials more challenging.

In  conclusion, the ELC-FS, using rigorous public
engagement work, has made extensive efforts to communicate
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transparently and accessibly to study participants, embedding
participant choice around data use into a complex longitudinal
study, and to test and evaluate these communications. The
learnings from the feasibility study, including the study
fieldwork outcomes and the public engagement projects, will
now be carried forward into informing the design of the larger
main birth cohort commissioned by ESRC.
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Appendix

Appendix Table 1: Achieved sample for project 1 stakeholder engagement workshop, by type of stakeholder and country

Number of data Number of

Country controllers data users Total
England 4 2 6
Wales 1 1 2
Scotland 0 2 2
Northern Ireland 4 1 5
Total (UK-wide) 9 6 15
Appendix Table 2: Quotas and achieved sample for project 1 public dialogue workshops
England North & England Northern
Overall tie Midlands Scotland Southg& East Wales Ireland
TOTAL 59 13 12 11 12 11
PRIMARY QUOTAS
GENDER
Male 27 5 5 6 6 5
Female 32 8 7 5 6 6
SOCIAL GRADE
ABC1 30 7 8 5 6 4
C2DE 29 6 4 6 6 7
ETHNICITY
Black, Asian, Mixed 25 7 3 7 5 3
Ethnicity
HOUSEHOLD CONFIGURATION
Single Parent 8 2 1 3 1 1
Living with spouse 46 11 11 6 9
/ partner (who is
the other biological
parent of my child)
Living with 0 0 0 0 0 0
spouse/partner
(who is not the
biological parent of
my child) (i.e. step
parent)
Living with other 2 0 0 1 0 1
relatives (e.g.
grandparents,
parents, siblings,
aunts, uncles etc)
Non-residential 2 0 0 0 2 0
parent
Other — Co-parent 1 0 0 1 0 0
IF FIRST CHILD
Parents with one 27 6 8 2 7 4
child
Continued
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Appendix Table 2: Continued

England North & England Northern

Overall tie Midlands Scotland Southg& East Wales Ireland
SECONDARY QUOTAS
COMFORT LEVEL WITH SHARING DATA
High 24 8 7 2 4 3
Medium 20 3 2 6 5 4
Low 15 2 3 3 3 4
TRUST IN GOVERNMENT DATA CONTROLLERS
High 21 5 7 3 4 2
Medium 22 7 3 3 4 5
Low 16 1 2 5 4 4
TERTIARY QUOTAS
NO. OF CHILDREN IN HOUSEHOLD
1 24 5 6 3 7 3
2 19 7 2 4 2 4
3+ 16 1 4 4 3 4
COUNTRY/REGION
England North 6 6 0 0 0 0
England Midlands 7 7 0 0 0 0
England East 1 0 0 1 0 0
England London 6 0 0 6 0 0
England South 4 0 0 4 0 0
Scotland 12 0 12 0 0 0
Wales 12 0 0 0 12 0
Northern Ireland 11 0 0 0 0 11
EDUCATION
Higher than GCSE 42 10 9 9 7 7
GCSE or lower 17 3 3 2 5 4
WORK STATUS
Working 47 11 11 7 10 8
Not working 12 2 1 4 2 3
HEALTH CONDITION
Health or mental 14 3 3 3 3 2
health condition
(parent or child)
AGE
18-24 6 1 1 1 0 3
25-34 30 9 4 6 9 2
35-44 19 2 6 4 2 5
45-54 3 1 0 0 1 1
55+ 1 0 1 0 0 0
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Appendix Table 3: Quotas and achieved sample for project 2

Quotas Target Achieved
Overall 32 32
Mode At least 16 online 22 online
Up to 16 face-to-face 10 face-to-face
Gender 16 women 17 women
16 men 15 men
Social Grade® 15 BC1 15 BC1
17 C2DE 17 C2DE
Region 16 England 16 England
6 Wales 6 Wales
6 Scotland 6 Scotland

Household type

Ethnicity

4 Northern Ireland

4-8 Mother-only households

Up to 4 own household fathers (father's that
do not live all or most of the time with their
child)

Up to 24 two parent households

At least:

2 Black African

2 Black Caribbean
2 Pakistani

2 Bangladeshi

4 Northern Ireland

5 Mother-only households

5 Own household fathers (father's that do
not live all or most of the time with their
child)

22 two parent households

4 Black African

3 Black Caribbean
3 Pakistani

1 Bangladeshi

21 Other ethnicities

8Social grades are a system of demographic classification used in the United Kingdom. The grades are often grouped into ABC1
and C2DE; these are taken to equate to middle class and working class, respectively. Their definition is now maintained by the

Market Research Society.
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Appendix Table 4: Quotas and achieved sample for telephone follow-up survey

Quotas

Target minimum

Achieved

Overall

Type of parent

Mode of interview

Biosample

IMD Decile

Age

Ethnicity

Region

360

216 — parent living in child's main household who
did main ‘primary informant’ interview

30 — own household parents

114 — parents who completed second
interview ‘additional informants’

285 — CAPI

30 — CATI or Teams

45 — CAWI

60 — In Biosample study

43 — In Biosample study and consented to give own
sample

190 — Between 0 and 3
100 — Between 4 and 7
70 — Between 8 and 10

68 — 16-25 years old
155 — 26-35 years old
130 — 36+ years old

shorter

Excluding Northern Ireland where no ethnicity quota
set:

150 — White British

30 — White (Other)

30 — Black African/Caribbean

50 — Bangladeshi/Pakistani

20 — Other Asian (Indian/Chinese/other)

20 — Mixed or other ethnic groups

70 — North of England

30 — Midlands

80 — South of England (inc. London)
60 — Wales

60 — Scotland

No target set for Northern Ireland (334 respondents

invited to take part in a second wave of feedback
fieldwork)

447

269 — Primary informants
12 — Own household parents
166 — Additional informants

371 — CAPI
26 — CATI or Teams
50 - CAWI

71 — In Biosample study
47 — In Biosample study and consented to give own
sample

182 — Between 0 and 3
142 — Between 4 and 7
119 — Between 8 and 10

48 — 16-25 years old
238 — 26-35 years old
160 — 36+ years old

Excluding Northern Ireland where no ethnicity quota
set:

181 — White British

23 — White (Other)

57 — Black African/Caribbean

38 — Bangladeshi/Pakistani

19 — Other Asian (Indian/Chinese/other)

15 — Mixed or other ethnic groups

64 — North of England

43 — Midlands
120 — South of England (incl. London)
55 — Wales

51 — Scotland114 — Northern Ireland

The issued sample consisted of 2,026 respondents: 1,692 in Wave 1 of feedback follow-up fieldwork (England, Wales and Scotland),
and 334 in Wave 2 of feedback follow-up fieldwork (Northern Ireland).
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Appendix Figure 1: Back page of the notification letter with Q&As about how participants were selected to take part, including
links to the study's privacy notice

How was | chosen for this study?

Firstly, the study only includes babies born in November and December 2022, Secondly, only 250 areas
within the UK were chosen for the study. Babies born in these areas are chosen to be representative of all
those born in the UK in 2022

Your family was chosen at random from records of births held by NHS England for England and Wales, and
the National Records of Seotland and Public Health Scotland. These organisations provided your name,
address and additional information about you and your baby.

The families selected for the study reflect the diversity of families across the UK as a whole. Each family
chosen for the study is unique and we can't replace you with anyone else.

What if | live apart from my baby’s other parent?

To help us build a full picture of each child's life, we want to include maothers or fathers who live apart from
their child’s other parent.

Where we have both parents’ names and addresses from birth records, we will contact each parent
separately to invite them to take part. If this applies to you, your child's other parent will have received this
letter. Where parents are living in different households, they will each need to contact us separately if they
do not wish to take part.

If you prefer that we do not make any further contact with your child's other parent or if you have any
concemns about this, please contact us at 0800 151 0610 or gnestudy@ipsos.com.

Your confidentiality

The information you give the study will be kept completely confidential and used for research purposes
only. UCL has a legal basis for processing your personal data because it is for ‘a task in the public interest’
under the General Data Protection Regulation. We also have special approval to receive information from
birth records in erder to contact you from the NHS Health Research Authority's Confidentiality Advisory
Group, NHS England's Independent Group Advising on the Release of Data, and the NHS Scotland Public
Benefit and Privacy Panel for Health and Social Care. This has been granted following a careful review of
the information the study will collect, and how we will ensure that your data and privacy are protected. Full
details about how we will lock after your information, including what happens to your information if you

decide not to take part, are in the Privacy Notice on the study website gnestudy.info/privacy.

Appendix Figure 2: Text in the study guide about the importance of hearing from all families

Why do we want to
hear from you?

There is no one quite like your child
and your family. For the study findings
to benefit all kinds of families, we need
to hear from many different families,

in all nations and regions of the UK,
including yours.

By including families from all
backgrounds and cultures, and all kinds
of children, we can build a full picture
of the lives of this generation and give
everyone a chance to be heard.
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Appendix Figure 3: Text in the study guide relating to the opt-out recruitment approach and inviting parents to take part
independently. Text on both parents opt-out is also included in the recruitment letters (see figure 1)

Which family members are invited to take part?

We want to hear from mothers and fathers te help us build a full picture
of each child's life. Fathers and mothers are important in children’s lives.
Parents may have different views about, and experiences with, their cl

Partners living with parents may also be invited to take part.

What if you live apart from your bahy’s other parent?

We want to include mothers or fathers who live apart from their child's
other parent, whatever the relationship between the parents, and whatever
involvement they have with their baby.

Each parent will be interviewed separately. Your baby does not need to
be present.

We will use information from birth records, if available, to invite each parent
to take part. We will also ask each parent for the other parent's contact details,
which they may give if they wish. These details will only be used to contact

the other parent about this study.

Your participation and survey responses will be kept completely

confidential. This means we will not tell your baby's other parent about
any of the information you provide or about your circumstances, including
your address.

If you prefer that we do not make further contact with your child's other
parent or if you have any concerns about this, please contact us on
0800 151 0610 or gnestudy@ipsos.com.

Everyone who
takes part will get
regular updates
about important
study findings.

Appendix Figure 4: statement in notification letter about how to opt-out, including about the other parent’s opt-out

If you prefer not to receive further information about the study or prefer not to take part, please let us
know and we won't contact you any further. You can let us know by Freephone 0800 151 0610 or email
gnestudy@ipsos.com. Please include your reference number at the top of this letter. If you live with your
baby’s other parent, and if they have also received this letter, they will also need to contact us separately if

they do not wish to receive further information or prefer not to take part.

Appendix Figure 5: Statement in study guide about using sampling frame data to understand more about who does and doesn't
take part

What if you choose not to
take part, or withdraw from
the study?

f

to use your study information for
research unless you tell us not to.
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Appendix Figure 6: Opening two-page spread of the study guide

ABOUT What sort of study is It's interesting to
Generation New Era? he part of... it feels
THE STU DY Generation New Era s a birth kind of special to
cohort study. These studies follo i
children :n:\ birth thrnu‘ghout t)"\'\;ir be chosen.
What is Generation New Era?  How will it make a ;‘::; T:;v m :::‘:.'::" Birth cabort study
Gomeration New Eraten difference? chldhood experiencesafct participant
er lives.

groundbreakdng scientific study Generation New Era will provide
of several thousand children born vital new insights into the health
in 2022, and their families. Every and development of children
baby is special, but thase born today growlng up in our changing world,
i ¥ dencration jovernments
pandemic and the cost-of-living P T A
crisis hs\’= brought unique challeng s of children and families in the UK.
for mothers and fathers like you, your
children and your futures.

Scan this QR code to
watch our video about
the study.

The UK is a world leader in this kind of research, with national studies
of peaple born in 1946, 1958, 1970 and 2000 stil running today.

Who runs the study?
By being part of The Centre for Longitudinal Studies (CLS), at University College London
G = (UCL), is in charge of the study. CLS is the UK's leading cohort studies
eneration New Era, research centre. UCL is one of the world'sleading universities.
You can help sllape The study team also includes Swansea University in Wales, the University of
the fut“re fnr Edinburgh in Scotland and Ulster University in Northern Ireland.
UI( faml es. Ipsos is carrying out the (ipsos.com). Ipsos is an ind J
. research organisation that follows the rules of the Market Research
Society Code of Conduct.

Generation New Era is funded by the Economic and Social Research
Coungil, the UK’s leading academic funder of social research and part
of UK Research and Innovation.

Appendix Figure 7: Study guide information about adding information from administrative records

ADDING INFORMATION

Information from administrative records

ch he
rds about

information will
We would like to add information from 1
administrative records about you and your llelll Gel_ﬂm'un “e"
child to your study responses. This ma th Era Il“lll a more
e iluiyeirbte galhiars el complete picture
of your lives.

The information relates to yuur and cl s past, present, and future
' We would li 3tio t ecords on

The interviewer will tell yDu more about thrs jnd you can jnqc- your mind
at any time.

You may wish to discuss adding information from your child's records with the
ather parent. We will only ask the parent who does the longer interview about this.

If you don‘t wish to do this, you can still take part in the study.

How will information from administrative records be used?

ding inform

Scan this OR code to watch our video about
g information from administrative records.
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Appendix Figure 8: Text from the ‘what happens next’ leaflet detailing what will happen to administrative record linkage should
the study lose touch with the participant

The infermation we would like to add
relates to your and your child's past,
present and future circumstances. If
you have chosen for us to do this, we
will continue to add information from
these records on an ongoing basis
for the duration of the study. This
includes if you decide not to take
part in future interviews or if we
lose contact with you. If you change
your mind about this at any time you
can let us know by completing our
online form: gnestudy.info/update-
your-permissions.

Appendix Figure 9: Text from the study guide informing participants about planned geolinkages

Information about where you live

We will also add information about the local area or property where you

live. This could be information such as air pollution levels, green spaces, local
amenities or the energy efficiency of your home. Where we live has a huge impact
on many aspects of life, so understanding more about where you live and your
local area is very useful for research. Frequently, these geographical data are
publicly available. We plan to do this for everyone who takes part in the study,
but if you prefer that we don't do this, please let us know using the details on

the back of this booklet.
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