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Abstract

A school-based social-marketing intervention to promote
sexual health in English secondary schools: the Positive
Choices pilot cluster RCT
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Background: The UK still has the highest rate of teenage births in western Europe. Teenagers are also
the age group most likely to experience unplanned pregnancy, with around half of conceptions in those
aged < 18 years ending in abortion. After controlling for prior disadvantage, teenage parenthood is
associated with adverse medical and social outcomes for mothers and children, and increases health
inequalities. This study evaluates Positive Choices (a new intervention for secondary schools in
England) and study methods to assess the value of a Phase Il trial.

Objectives: To optimise and feasibility-test Positive Choices and then conduct a pilot trial in the
south of England assessing whether or not progression to Phase Ill would be justified in terms of
prespecified criteria.

Design: Intervention optimisation and feasibility testing; pilot randomised controlled trial.

Setting: The south of England: optimisation and feasibility-testing in one secondary school; pilot cluster
trial in six other secondary schools (four intervention, two control) varying by local deprivation and
educational attainment.

Participants: School students in year 8 at baseline, and school staff.

Interventions: Schools were randomised (1 : 2) to control or intervention. The intervention comprised
staff training, needs survey, school health promotion council, year 9 curriculum, student-led social
marketing, parent information and review of school/local sexual health services.
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ABSTRACT

Main outcome measures: The prespecified criteria for progression to Phase Ill concerned intervention
fidelity of delivery and acceptability; successful randomisation and school retention; survey response
rates; and feasible linkage to routine administrative data on pregnancies. The primary health outcome
of births was assessed using routine data on births and abortions, and various self-reported secondary
sexual health outcomes.

Data sources: The data sources were routine data on births and abortions, baseline and follow-up
student surveys, interviews, audio-recordings, observations and logbooks.

Results: The intervention was optimised and feasible in the first secondary school, meeting the fidelity
targets other than those for curriculum delivery and criteria for progress to the pilot trial. In the pilot
trial, randomisation and school retention were successful. Student response rates in the intervention
group and control group were 868 (89.4%) and 298 (84.2%), respectively, at baseline, and 863 (89.0%)
and 296 (82.0%), respectively, at follow-up. The target of achieving > 70% fidelity of implementation of
essential elements in three schools was achieved. Coverage of relationships and sex education topics
was much higher in intervention schools than in control schools. The intervention was acceptable

to 80% of students. Interviews with staff indicated strong acceptability. Data linkage was feasible,

but there were no exact matches for births or abortions in our cohort. Measures performed well.

Poor test-retest reliability on some sexual behaviour measures reflected that this was a cohort of
developing adolescents. Qualitative research confirmed the appropriateness of the intervention and
theory of change, but suggested some refinements.

Limitations: The optimisation school underwent repeated changes in leadership, which undermined its
participation. Moderator analyses were not conducted as these would be very underpowered.

Conclusion: Our findings suggest that this intervention has met prespecified criteria for progression to
a Phase Il trial.

Future work: Declining prevalence of teenage pregnancy suggests that the primary outcome in a full
trial could be replaced by a more comprehensive measure of sexual health. Any future Phase Il trial
should have a longer lead-in from randomisation to intervention commencement.

Trial registration: Current Controlled Trials ISRCTN12524938.

Funding: This project was funded by the National Institute for Health Research (NIHR) Public Health
Research programme and will be published in full in Public Health Research; Vol. 9, No. 1. See the NIHR
Journals Library website for further project information.
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Plain English summary

We developed a new school-based programme to prevent unplanned teenage pregnancy and
promote sexual health. This consisted of teacher training, a student-staff committee to plan
activities, a report of student needs based on survey responses, sex education lessons for year 9
students, students planning campaigns on sexual health, and reviewing school sexual health services.
This intervention was finalised with staff and students from a secondary school and the Sex Education
Forum (a charity advocating for and providing relationships and sex education). We tested whether or
not the intervention was deliverable and acceptable in the secondary school with which we collaborated;
the intervention was deliverable and acceptable, with some refinements. We then conducted a pilot
evaluation with six schools across south-east England. This examined whether or not a larger study to
assess impacts on pregnancy and sexual health would be feasible in terms of the intervention and the
research methods, so that we could be sure that this larger study would be worthwhile. Of the six
schools participating in the pilot evaluation, four were randomly chosen to deliver the intervention and
two acted as comparisons. We surveyed students on their knowledge, attitudes and experiences just
before this random selection and then 1 year later after the intervention had been delivered in four
schools. Schools were happy to be randomly chosen and to have their students surveyed. Students and
staff were happy to participate in the research and the intervention. The intervention was delivered in
line with targets in three of the four schools, and was acceptable to the staff and students. The new
lessons covered key topics more thoroughly than lessons in comparison schools. Examination of official
records of births and abortions showed that there were none among the students who took part in the
pilot. Our questionnaire measures generally worked well. It would be useful to examine the impacts of
the intervention in a larger study. This should focus on a broader measure of sexual health than teenage
pregnancy alone.
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Scientific summary

Background and rationale

The UK has the highest rate of teenage births in western Europe, despite significant declines over the
last 20 years and the success of the England teenage pregnancy strategy. Teenagers are the age group
at highest risk of unplanned pregnancy, with around half of conceptions in those aged < 18 years ending
in abortion. After controlling for prior disadvantage, teenage parenthood is associated with adverse
medical and social outcomes for mothers and children. Teenage childbearing is subject to and contributes
to health inequalities. We developed a new intervention, Positive Choices, with the National Children’s
Bureau Sex Education Forum as intervention provider and other stakeholders. This intervention was
informed by selected elements from three effective interventions: Safer Choices, the Children’s AIDS
Society Carrera programme and the Gatehouse Project. The intervention consisted of a student needs
survey; staff training; a school health promotion council comprising staff and students to review data,
identify local priorities and co-ordinate intervention; a student curriculum; student-led social-marketing
campaigns; and a review of school and local sexual health services.

Aims

® |n collaboration with the Sex Education Forum, one secondary school and other stakeholders, to
optimise Positive Choices, a school-based social-marketing intervention to promote sexual health,
prevent unintended teenage pregnancies and address health inequalities in England.

® To conduct a formative feasibility assessment and refinement of the intervention in collaboration
with the secondary school involved in optimisation.

® To conduct a pilot randomised controlled trial involving four intervention and two control schools
to determine the feasibility and utility of conducting a Phase Ill randomised controlled trial of
effectiveness and cost-effectiveness.

® To answer the study’s research questions.

Research questions

® |s it possible to optimise Positive Choices in collaboration with the Sex Education Forum, one
secondary school and other stakeholders?

® |s it feasible and acceptable to implement each component of this intervention in the secondary
school involved in optimisation, and what refinements are suggested?

® |n the light of a pilot randomised controlled trial across six schools, is progression to a Phase IlI

randomised controlled trial justified in terms of prespecified criteria: the intervention is

implemented with fidelity of delivery compared with a priori standards in three or four out of four

intervention schools; process evaluation indicates that the intervention is acceptable to a majority

of students and staff involved in implementation; randomisation occurs, and five or six out of six

schools accept randomisation and continue in the study; student questionnaire follow-up rates are

> 80% in five or six of six schools; and linkage of self-report and routine administrative data on

pregnancies is feasible?

Are secondary outcome and covariate measures reliable and what refinements are suggested?

At what rates are schools recruited to and retained in the randomised controlled trial?

What level of student reach does the intervention achieve?

What do qualitative data suggest in terms of intervention mechanisms and refinements to

programme theory and theory of change?
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SCIENTIFIC SUMMARY

How do contextual factors appear to influence implementation, receipt and mechanisms of action?
Are any potential harms suggested and how might these be reduced?

What sexual health-related activities occur in and around control schools?

Are methods for economic evaluation in a Phase Il randomised controlled trial feasible?

The theory of change and components of Positive Choices were developed prior to the study. The
study comprised intervention optimisation and feasibility testing (April 2017-August 2018), and a pilot
randomised controlled trial (May 2018-December 2019).

During optimisation, the research team collaborated with the National Children’s Bureau Sex Education
Forum (the intervention provider) to elaborate the intervention, and draft and refine intervention
materials, informed by a review of the existing evidence, consultation with students and staff in one
secondary school, and consultation with the Advice Leading to Public Health Advancement (ALPHA)
young researchers’ group and practitioner/policy stakeholders.

This was followed by feasibility testing in the same secondary school, which occurred component

by component across one school year. Data for feasibility testing comprised audio-recording of Sex
Education Forum training for school staff; surveys of school staff trained by the Sex Education Forum;
logbooks completed by school staff implementing the school health promotion council, curriculum and
student-led social marketing; structured observations of at least two sessions of the school health
promotion council, curriculum lessons and social-marketing meetings; and individual or group
interviews with three Sex Education Forum staff, five school staff and eight year 9 students.

We then conducted a pilot randomised controlled trial (four intervention and two control schools),
with an integral process evaluation and economic evaluation feasibility study. State secondary schools
in south-east England, excluding pupil referral units and special schools, were sent recruitment e-mails.
We selected six mixed-sex schools, varying by local deprivation and school-level General Certificate of
Secondary Education (GCSE) attainment. The pilot randomised controlled trial focused on feasibility
and no power calculation was performed.

Baseline student surveys were conducted from May 2018 until July 2018 in classrooms using paper
surveys with students nearing the end of year 8 (aged 13-14 years). Schools were then randomly
allocated 2: 1 to intervention or control arms by a clinical trials unit, stratified by GCSE attainment.
We resurveyed students from June 2019 until July 2019 at the end of year 9.

The intervention is described in Background and rationale. It was informed by social-marketing
principles, models of school change, and social influence and social cognitive theory, aiming to reduce
teenage pregnancies by increasing knowledge, communication self-efficacy, sexual health skills and
competence, and improving communication with parents and school-wide social norms supportive of
sexual health. Schools randomly allocated to the control arm continued with usual provision.

We assessed the feasibility of measuring primary outcomes (births and abortions) via linkage to
administrative data. We assessed the completion, discrimination (distinguishing sizeable subgroups of
participants varying according to the measure) and reliability of self-reported secondary outcomes

of pregnancy (girls) and initiation of pregnancy (boys); diagnosed sexually transmitted infections;

age at sexual debut; number of sexual partners; use of contraception at first and last sex; and
non-volitional sex; plus an economic outcome of Child Health Utility-9D. We also assessed various
potential mediators and piloted trial analyses. Data collectors and analysts were masked to allocation.

Our process evaluation assessed intervention implementation and potential mechanisms, and control
provision, drawing on data from audio-recordings of training, staff logbooks, lesson observations,
surveys, and interviews with staff and students in intervention and control schools. Qualitative data
were analysed using thematic content analysis. Fidelity was assessed against prespecified metrics.
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The economic analyses aimed to estimate the costs of delivering the intervention; collect data on the
use of services and health-related quality of life, and examine response rates and data quality; and
make recommendations on the design of a future economic evaluation conducted alongside a Phase Il
randomised controlled trial.

The research was approved by the London School of Hygiene & Tropical Medicine ethics committee.
Students/adults gave informed assent/consent to participate. Parents/carers were informed of data
collection and that they could withdraw their child(ren) if they wished.

We also undertook additional public involvement meetings with the Advice Leading to Public Health
Advancement and practitioner/policy stakeholder groups.

Results

The intervention was optimised to the satisfaction of the intervention and research teams, the
participating school and the Study Steering Committee. The school involved in optimisation and
feasibility testing experienced a poor national schools inspectorate report just prior to its involvement,
which resulted in repeated changes in leadership and a refocusing on academic attainment, leading to a
reduced commitment from the senior leadership team to Positive Choices. However, in feasibility testing,
overall implementation met fidelity targets and acceptability of the intervention was 100%, assessed

via staff and student interviews. Only the curriculum element was delivered with suboptimal fidelity,
reflecting difficulties identifying staff and time for lessons. The Study Steering Committee and the
National Institute for Health Research approved progression to the pilot randomised controlled trial.

In the pilot randomised controlled trial, of the 334 schools invited, 11 expressed interest and eight
provided consent, of which six were recruited, with one dropping out and being replaced quickly.
Baseline surveys were conducted in these six schools. Four schools were then randomised to receive
the intervention and two to continue with usual activities. No schools withdrew from the study.
Student response rates in the intervention and control groups were 868 (89.4%) and 298 (84.2%),
respectively, at baseline, and 863 (89.0%) and 296 (82.0%), respectively, at follow-up.

In terms of intervention delivery, the target of achieving 70%+ implementation of essential elements in
three schools was achieved. Training on school health promotion councils and student-led social marketing
were implemented with fidelity in all four schools. The curriculum training, the school health promotion
council meetings, the curriculum lessons, student-led social-marketing meetings and the sexual health
services review were implemented with fidelity in three out of four schools. The second criterion was that
the intervention is acceptable to a majority of students and staff involved in implementation. Of students
reporting awareness of the programme, around 80% reported acceptability. Students in the intervention
arm reported much more comprehensive coverage of relationships and sex education topics than those in
control schools. Interviews with staff and students involved in implementation indicated predominantly
positive views.

Regarding secondary outcome and covariate measures, completion rates were high for all outcomes/
measures except for age at sexual debut and partner numbers (where lower completion probably
reflected the use of free-text responses) and contraception at last vaginal sex (possibly because of issues
with question routing). There was poor discrimination for secondary outcome measures in the sense of
some measures not identifying a sizeable subgroup of participants reporting an outcome. This probably
reflected the truncated period of follow-up and, therefore, the young age of participants in this pilot
randomised controlled trial in comparison with any future Phase Ill randomised controlled trial. For
mediators, response rates were high and missing data were low. Test-retest reliability was low for
potential mediators, probably reflecting rapid transitions in early adolescence. Inter-item reliability was,
however, generally high.
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Interviews with students suggested that the curriculum and social-marketing components had brought
students together, enabling them to learn together and have more open conversations about sexuality
and sexual health. Staff interviews similarly suggested that the intervention could enhance staff-student
relationships and increase engagement among less academic students. Staff also highlighted synergies
between the intervention components. Some students saw the intervention as providing ‘the basics’ of
knowledge, which could provide the foundation for broader transformations in attitudes and behaviours.
Several students indicated that the curriculum had raised awareness of their rights within relationships,
particularly their right to say ‘no’ to unwanted sexual activities. These insights support the existing
theory of change, with its emphasis on sexual health knowledge and self-efficacy, but also suggest that
the theory might be broadened to include improving relationships between and among students and staff.

Staff and student interviews suggested several factors that promoted good implementation: senior
leadership team commitment to personal, social, health and economic education, and the intervention;
relationships and sex education becoming statutory in English schools; personal commitment

among staff responsible for implementation; and trusting relationships between staff delivering the
intervention. No harms for students were apparent from student or staff accounts. The possibility

of increased stress for staff who were experiencing fertility problems or who were not comfortable
teaching relationships and sex education was raised in staff interviews.

In terms of the comparator, some aspects of the provision in control schools resembled that offered in
Positive Choices. Teachers delivered relationships and sex education, largely in tutor time; however,

in neither school did the total time devoted to relationships and sex education approach that offered

in Positive Choices. There was also less staff training in control schools than in the intervention. The
comprehensiveness, quality and acceptability to students of teaching appeared to differ between the two
control schools. In one school, actual provision appeared to fall short of what was aimed for in terms of
the topics covered and classroom approaches used, with many teachers taking a cursory approach,
which was largely rated badly by students. In the other school, lessons were much more comprehensive,
addressing a breadth of topics similar to those in Positive Choices, with more participative teaching
methods and greater acceptability to students. Neither school had a staff/student committee that
co-ordinated sexual health activities, but there was some evidence that relationships and sex education
was discussed at the student council in at least one of the schools. One school used a student survey
similar to that used in Positive Choices to inform relationships and sex education planning. Neither
school explicitly used student-led social marketing to promote sexual health across the school, but one
school did include some student-led posters and assemblies. Both control schools had little or no on-site
sexual health services. Both marketed local sexual health services to students, but with variable impact.
Both schools had revised sexual health provision at around the time they were recruited into the trial
and allocated to the control group.

Conclusions

The progression criteria for progression to a Phase Il randomised controlled trial were met. Positive
Choices was well delivered, highly acceptable to staff and students, and distinctive from the provision
in control schools. Students in the intervention arm reported much more comprehensive coverage of
relationships and sex education topics. Now is an auspicious time for a rigorous study of the effects of
such a programme, with the advent of statutory relationships and sex education in all English schools
for 2020.

Further work is needed to refine Positive Choices. This includes the development of curriculum
materials for year 10 students. Our pilot suggested that the intervention theory of change was
appropriate, but that this might be refined to encompass enhanced relationships among and between
staff and students, and increased school engagement among less academic students; these mechanisms
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resonate strongly with the theory of human functioning and school organisation, which might,
therefore, usefully inform the theory of change.

The pilot study found that trial methods were feasible, but suggests several ways in which they could
be refined for a Phase Ill randomised controlled trial. Routine data on births and abortions, although
feasible to collect, do not make for an appropriate primary outcome. There were no abortions among
the trial cohort based on exact matching on date of birth and postcode. Prevalence of teenage pregnancy
is now so low that powering a primary analysis based on births and abortions would require a very large
sample size. An alternative primary outcome might be the National Survey of Sexual Attitudes and
Lifestyles measure of non-competent first sex, which was recommended by our policy/practice stakeholder
group. To facilitate school planning and implementation, there should be a longer lead-in time between
schools finding out that they have been allocated to the intervention group and the schools being expected
to start implementing the intervention. It was determined that an economic evaluation in the form of a
cost-consequences analysis as described is likely to be feasible; however, further research is warranted,
especially in terms of identifying the costs associated with the potential consequences of the intervention.

Trial registration

This trial is registered as ISRCTN12524938.

Funding

This project was funded by the National Institute for Health Research (NIHR) Public Health Research
programme and will be published in full in Public Health Research; Vol. 9, No. 1. See the NIHR Journals
Library website for further project information.
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Chapter 1 Background

his chapter includes material reproduced or adapted from Ponsford et al.t This article is
distributed under the terms of the Creative Commons Attribution 4.0 International License
(https://creativecommons.org/licenses/by/4.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided you give appropriate credit to the original author(s) and
the source, provide a link to the Creative Commons license, and indicate if changes were made.
The Creative Commons Public Domain Dedication waiver (https://creativecommons.org/publicdomain/
zero/1.0/) applies to the data made available in this article, unless otherwise stated. The text includes
minor additions and formatting changes to the original text.

Description of the problem

The UK has the highest rate of teenage births in western Europe, despite significant declines over the last
20 years and the success of the England Teenage Pregnancy Strategy.23 Teenagers are the age group at
highest risk of unplanned pregnancy, with around half of conceptions to those aged < 18 years ending in
abortion.# Even after controlling for prior disadvantage, teenage parenthood is associated with adverse
medical, social, educational and economic outcomes for both mothers>-7 and children.8? Teenage
childbearing is subject to and contributes to health inequalities.’® In 2006, teenage pregnancy cost the NHS
£63M per year.!! In 2009-10, £26M was paid in benefits to teenage mothers on income support.’2 Other
adverse sexual health outcomes also cost the NHS large sums.1314 Reducing rates of unintended teenage
pregnancy in England, therefore, remains a priority. Existing systematic reviews suggest that traditional
classroom-based relationships and sex education (RSE) may not be sufficient on its own to produce
consistent, sizeable and sustained changes in the behaviours underlying teenage pregnancy and, therefore,
population-level reductions in this outcome.5-17

Description of the intervention

A recent systematic review of social-marketing interventions to reduce teenage pregnancy examined
studies of interventions embracing social-marketing elements,8 regardless of whether or not these were
explicitly termed ‘social marketing’.?? Heterogeneity precluded meta-analysis, but narrative synthesis
concluded that this was a promising approach.!? We developed an intervention, Positive Choices, with
the National Children’s Bureau’s (NCB’s) Sex Education Forum (SEF) and other stakeholders. This
intervention was informed by selected components from two effective interventions included in the above
review - ‘Safer Choices’ and the ‘Children’s Aid Society (CAS) Carrera’ programme - plus selected elements
from the ‘Gatehouse Project’, which, although not included in the review, also embraced social-marketing
principles and was effective in increasing the age at sexual debut.

Safer Choices is a school-based social-marketing intervention involving a school health promotion
council (SHPC) co-ordinating intervention activities, a classroom-based RSE curriculum, student-led
social-marketing campaigns and information for parents. A US randomised controlled trial (RCT) of
this intervention reported reduced unprotected last sex and reduced numbers of partners with

whom unprotected sex occurred, but did not measure effects on pregnancy.2°-22 Positive Choices

was informed by all of the above elements of Safer Choices. The ‘CAS Carrera’ programme is an after-
school intervention providing careers, academic, arts, sports and life-skills sessions, and sexual health
services. A RCT of this intervention in New York City reported fewer pregnancies and delayed sexual
debut among girls.22 An attempted replication study in other US locations reported no such reductions,
reportedly owing to poor fidelity.2* Positive Choices was informed by the emphasis on general life skills
as well as sexual health-specific skills within the CAS Carrera curriculum. The Gatehouse Project is a
school-based intervention that includes a student needs survey and classroom-based curriculum
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BACKGROUND

addressing social and emotional learning. Although primarily addressing mental health, a RCT in
Australian high schools reported participants’ increased age at sexual debut, but did not measure
impacts on teenage pregnancy.? Positive Choices was informed by all of the above elements of the
Gatehouse Project.

Rationale for the current study

Our optimisation, feasibility assessment and pilot RCT of Positive Choices was, to our knowledge, the first
UK study of a whole-school social-marketing intervention to prevent unintended teenage pregnancy. The
intervention involved multiple components. Those in years 9 and 10 (aged 13-15 years) would be targeted
because proximal risk factors are manifesting,2¢ prevention is not too late, and RSE is acceptable.212728
Consultation with schools, which informed the proposal, suggested that provision to year 11 students
would be unfeasible because of General Certificate of Secondary Education (GCSE) preparation. Although
not aiming to replicate existing interventions, the intervention was informed by approaches and certain
components used in the previous Safer Choices,2>-22 CAS Carreraz® and Gatehouse interventions.2
Optimisation refers to the elaboration of the intervention, developing it from a basic description of a new
intervention, its theory of change and components, to a fully specified intervention with full materials.

Our study involved three elements: (1) optimising the intervention to elaborate its components and
develop intervention materials in collaboration with SEF and one state secondary school; (2) assessing
the feasibility of each component of the intervention by implementing, assessing and refining it in the
secondary school involved in optimisation; and (3) undertaking a pilot RCT of the intervention across
six other schools to assess the feasibility and value of conducting a future Phase Il RCT of the
effectiveness of the intervention.

Study aims and objectives
Aims

® |n collaboration with SEF, one secondary school and other stakeholders, to optimise Positive
Choices, a school-based social-marketing intervention to promote sexual health, prevent unintended
teenage pregnancies and address health inequalities in England.

® To conduct a formative feasibility assessment and refinement of the intervention in collaboration
with the secondary school involved in optimisation.

® To conduct a pilot RCT (four intervention and two control schools) to determine the feasibility and
utility of conducting a Phase Il RCT of effectiveness and cost-effectiveness.

® To answer the study’s research questions.

Objectives

® To optimise Positive Choices in collaboration with SEF, the staff and students from one secondary
school, and other stakeholders.

® To assess the feasibility and acceptability of implementing each component of the intervention in
the school involved in optimisation, and to make any necessary refinements in the light of this
feasibility assessment.

® To recruit six schools for the pilot RCT, undertake baseline surveys of students at the end of
year 8 (age 12/13 years) and randomise schools.

® To implement the intervention to students in year 9.

® To conduct quantitative and qualitative elements of the process evaluation.

® To undertake follow-up surveys at 12 months post baseline.
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® To link self-report data to routine administrative data on teenage pregnancies 18 months
post baseline.

® To conduct data analysis addressing all of the above research questions and draft a report of the
pilot evaluation.

® To disseminate findings and determine whether or not progression to a Phase Il RCT is justified.

Study research questions

® |s it possible to optimise Positive Choices in collaboration with SEF, a secondary school and
other stakeholders?

® |s it feasible and acceptable to implement each component of this intervention in the secondary
school involved in optimisation, and what refinements are suggested?

® |n the light of a pilot RCT across six schools, is progression to a Phase Il RCT justified in terms of
prespecified criteria?

O The intervention is implemented with fidelity in three or four out of four intervention schools.

O Process evaluation indicates that the intervention is acceptable to a majority of students and
staff involved in implementation.

O Randomisation occurs and five or six out of six schools accept randomisation and continue
within the study.

O Student questionnaire follow-up rates are > 80% in five or six out of six schools.

O Linkage of self-report and routine administrative data on pregnancies is feasible.

Are secondary outcome and covariate measures reliable and what refinements are suggested?

At what rates are schools recruited to and retained in the RCT?

What level of student reach does the intervention achieve?

What do qualitative data suggest in terms of intervention mechanisms and refinements to
programme theory and theory of change?

How do contextual factors appear to influence implementation, receipt and mechanisms of action?
Are any potential harms suggested and how might these be reduced?

What sexual health-related activities occur in and around control schools?

Are methods for economic evaluation in a Phase Ill RCT feasible?
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Chapter 2 Methods

his chapter includes material reproduced or adapted from Ponsford et al.t This article is
distributed under the terms of the Creative Commons Attribution 4.0 International License
(https://creativecommons.org/licenses/by/4.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided you give appropriate credit to the original author(s) and
the source, provide a link to the Creative Commons license, and indicate if changes were made.
The Creative Commons Public Domain Dedication waiver (https://creativecommons.org/publicdomain/
zero/1.0/) applies to the data made available in this article, unless otherwise stated. The text includes
minor additions and formatting changes to the original text.

This chapter also includes material reproduced or adapted from the ISRCTN registry.2? This material

is distributed under the terms of the Creative Commons Attribution 4.0 International License
(https://creativecommons.org/licenses/by/4.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided you give appropriate credit to the original author(s) and

the source, provide a link to the Creative Commons license, and indicate if changes were made.

The Creative Commons Public Domain Dedication waiver (https://creativecommons.org/publicdomain/
zero/1.0/) applies to the data made available in this registry, unless otherwise stated. The text includes
minor additions and formatting changes to the original text.

Design

The study involved three phases with different designs: (1) a facilitated, systematic optimisation of
the Positive Choices intervention using participative methods; (2) a formative feasibility assessment
of intervention components in one secondary school and refinement using a case study design; and
(3) an external pilot cluster RCT across six schools with integral process evaluation and economic
evaluation feasibility study.

Optimisation

Key elements of the theory of change of the intervention, as well as the basic outline of its core
components, had already been determined, informed by, but not directly replicating, selected elements
from the Safer Choices, CAS Carrera and Gatehouse interventions. Further work was required to
elaborate and optimise the intervention for the UK context, developing in detail the intervention
components and intervention materials. The optimisation of the intervention was led by the research
team and staff from SEF, and involved the staff and students from one secondary school plus other
youth and policy and practitioner stakeholders. Optimisation occurred in phases. Elaboration of the
intervention theory of change, logic model and overall approaches of the intervention occurred
between April 2017 and June 2017. Development of the student needs survey, the manual guiding the
SHPC and the staff training package occurred between June 2017 and August 2017. Development of
the student curriculum occurred between September 2017 and December 2017. Development of
guidance for the student-led social marketing and review of school sexual health services occurred
between January 2018 and March 2018.

In each case, optimisation of the above resources occurred through a systematic process as follows:

® review by researchers and SEF staff of existing systematic reviews and the evaluations of the
Safer Choices, CAS Carrera and Gatehouse interventions, and materials from Safer Choices
® drafting of resources by SEF staff and the research team
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® consultation with staff and students from one secondary school, as well as the Advice Leading
to Public Health Advancement (ALPHA) group [a group of young people based at the Centre for
Development and Evaluation of Complex Interventions (DECIPHer) Centre at Cardiff University
who are trained to advise on public health research] and other stakeholders

e refinement of these resources.

Review of existing literature and materials

The research team reviewed existing systematic reviews, Safer Choices, CAS Carrera and Gatehouse
Project evaluation reports, and literature on school-based interventions to identify best practices and
inform the intervention design and materials. SEF reviewed Safer Choices materials, as well as materials
from other interventions and resource packages, to inform drafting of intervention materials with
research team input. Staff from ETR Associates and CAS (originators of the Safer Choices and Carrera
interventions, respectively) also contributed to intervention optimisation, advising on learning from
their interventions.

Production of draft materials

The National Children’s Bureau led the drafting of intervention materials. These were reviewed by
the research team, including to ensure these aligned with the intervention’s theory of change,

and then redrafted.

Consultation

We consulted with students and staff from one London secondary school in June 2017. This school
was purposively selected based on its location in south-east England, and it having a higher than
median local Index of Multiple Deprivation and value-added GCSE attainment, suggesting a high level
of need for the intervention, but with high organisational capacity to participate in optimisation and
refinement.2¢ The school was recruited via our existing contacts to ensure that the school had the
capacity to participate.

The consultation session involved teachers and students from different year groups, focused on
acceptability of the proposed intervention aims, components and delivery models (particularly the tasks

of the SHPC); teacher preference for the format and content of the manual guiding the intervention and
presentation of the needs data; students views on the curriculum content; and implementation of the
SHPC. The data collection tools used for the session are in Report Supplementary Material 1. Further
planned consultation on intervention materials was not possible because of school capacity. The
consultation was facilitated by one researcher and one member of SEF staff. Following introductions,
teachers and students worked separately in small groups. The session was audio-recorded. Field notes
were also taken during and directly after the session. Because these optimisation activities were framed as
co-design and not in-depth qualitative research, a summary was then prepared based on audio-recordings
and field notes, but formal qualitative analysis was not carried out. Students and staff participating in focus
groups were treated as research participants and provided with written information about the research 1
week beforehand, as well as orally just prior to the research. All students completed written opt-in
consent/assent forms. Parents of participating students were also provided with information 1 week in
advance and could opt out their children.

As part of the optimisation phase, we also consulted with the ALPHA group in July 2017 and in April
2018, to explore these young people’s perspectives on parent engagement in the Positive Choices
intervention, and the acceptability and potential challenges of implementing student-led social-marketing
campaigns in schools. These sessions were audio-recorded and summaries drafted by the group’s
professional facilitator. ALPHA participants gave written, informed consent for their participation in

the group.

In March 2018, we also convened a meeting of practitioners and policy-makers from governmental
and non-governmental organisations working in education and health to inform optimisation.
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Following presentations by research staff on the intervention, participants provided feedback via
small-group discussion on questions set by researchers, focusing on intervention design and practical
challenges to implementation. Drawing on facilitator notes, researchers drafted an anonymised
summary of the event, again with no formal qualitative analysis. Consultation with practitioners and
policy-makers was treated as public engagement rather than research, so no ethics review was
undertaken and no consent was sought. Participants were made aware of how their contributions
would be used and received a summary of discussion to which they could suggest amendments.

Refinement of resources
The researchers and SEF staff discussed the summaries above, agreeing how these should inform
elaboration of the interventions, models of delivery and materials.

The outcome for the optimisation phase was meeting the criterion for progression to feasibility testing:
for the materials for the training, SHPC, social-marketing meetings, student curriculum and sexual
health services review to be optimised in line with the theory of change and to the satisfaction,
expressed in writing, of the research team, SEF, the participating secondary school and the Study
Steering Committee (SSC).

Feasibility testing

Intervention components were implemented and assessed for feasibility and acceptability in the same
secondary school that was involved in optimisation. This occurred over 1 school year, in phases,
overlapping with optimisation:

® term 1 (September-December 2017) - implementation of the student needs survey with year 9 students,
staff training and SHPC

® term 2 (January-March 2018) - implementation of the student curriculum

® term 3 (April-July 2018) - implementation of the student-led social marketing and review of school
sexual health services.

The feasibility-assessment involved a case study design with no comparator. Intervention components
were assessed by the research team as they were implemented to inform phased refinements led by
SEF staff as follows:

® January-March 2018 - refinements of the survey, materials for SHPC and staff training

® April-July 2018 - refinement of the student curriculum

® June-August 2018 - refinement of the student-led social marketing and review of school sexual
health services.

Data collection

In the feasibility-testing phase, our process evaluation aimed to collect data via audio-recording of SEF
training for school staff; surveys of school staff trained by SEF; logbooks completed by school staff
implementing the SHPC, curriculum and social-marketing meetings; structured observations of the
SHPC, curriculum lessons and social-marketing meetings; and interviews with four SEF and four schools’
staff (purposive by role/seniority), and group interviews with eight year 9 students [purposive by sex and
socioeconomic status (SES)].

Progression criteria and data analysis

Outcomes for the feasibility-testing phase were to meet the criteria for progression to the pilot RCT:
according to audio recordings, diaries and researcher observations, the training, SHPC, social-marketing
meetings, student curriculum and sexual health services review components were implemented with

> 70% fidelity in the participating school; and interviews with students and staff conducted as part of
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the process evaluation indicated that the intervention was acceptable to at least 70% of students and
staff involved in implementation.

Fidelity was assessed using data derived from audio-recordings, diaries and observations; the specific
sources are reported for each aspect of fidelity in our results. Quantitative tick-box quality metrics
were developed for each intervention component. Each training session was assessed against session-
specific quality metrics relating to the number of participants, the topics covered, the exercises used
and opportunities for discussion. Meetings of the SHPC were assessed against meeting-specific
quality metrics relating to the agenda items covered, actions agreed and opportunities for discussion.
The curriculum was assessed against lesson-specific metrics concerning the essential topics covered,
exercises used and opportunities for discussion. The student-led social marketing was assessed against
metrics concerning the items discussed, actions agreed and opportunities for discussion. The review of
sexual health services was assessed against quality metrics concerning the review of existing services
and actions taken to enhance these. The specific metrics used to assess each element are provided in
Report Supplementary Material 2.

Acceptability of the optimised Positive Choices intervention was quantitatively assessed via two
specific questions included in the interview and focus group schedule as a measure of intervention
acceptability. These were:

1. Do you think your school should deliver the Positive Choices Programme again?
2. Do you think other schools should?

Our data analyses determined whether the study should proceed to the pilot RCT phase against the
criteria described above. Findings were fed back to SEF staff, who were then responsible for refining
the intervention ready for implementation in the pilot RCT.

Pilot randomised controlled trial

We then conducted a pilot RCT (four intervention and two control schools; different from those
involved in the intervention optimisation), with an integral process evaluation and economic evaluation
feasibility study. In this phase, the research and intervention teams were managed separately to ensure
that the evaluation was independent and did not distort intervention delivery.

Pilot study population and inclusion/exclusion criteria

State secondary schools (including free schools and academies) in south-east England (maximum 1-hour
rail journey from London) were eligible to participate. Private schools, pupil referral units or special schools
for those with learning disabilities were excluded. Boys’ but not girls’ schools were also excluded from the
pilot RCT as our primary outcome focused on unintended pregnancies among girls. In a Phase 1l RCT, the
intervention would target students in years 9 and 10. In the pilot RCT, the intervention targeted year 9
students, reflecting the truncated timescales of the pilot compared with a Phase Il RCT; therefore, students
nearing the end of year 8 at the baseline survey (conducted in the term before the intervention was to
begin) were eligible to participate. No student deemed competent by their teacher to consent was excluded
from our study. Those with mild learning difficulties or poor English were supported to complete the
guestionnaire by fieldworkers.

Sample size

The pilot RCT focused on various aspects of feasibility and no power calculation was performed.
Having four schools implementing the intervention in the pilot RCT combined with two schools acting
as controls balanced the need to assess implementation in a diverse range of schools with ensuring
that the pilot was small enough to be appropriate as a preliminary to a larger Phase Ill RCT. The
planned analytic sample for outcome assessment in the pilot RCT was 1159 students at the end of
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year 8 (aged 12/13 years) at baseline, with follow-up at 12 and 18 months. Our pilot aimed to provide
estimates for recruitment and retention rates that would allow us to estimate more accurately the
sample size required for a Phase Il RCT.

Recruitment

Six schools across south-east England were recruited (purposively varying by local deprivation and school-
level GCSE attainment). Schools were recruited to the pilot RCT via e-mail mailouts. For the pilot RCT
phase, we aimed to recruit only six schools spread across different parts of south-east England and did not
want to focus recruitment on schools already known to us; therefore, our strategy aimed to be broad in
geographical scope (to recruit a diverse range of schools) but not intense in how we communicated with
schools (because we only needed to recruit six). We sent a single e-mail to schools’ general administrative
e-mail addresses with no follow-on emails, no telephone calls and no targeting of head teachers or other
named members of staff. Response rates were recorded, as were any stated reasons for non-participation.

Randomisation

After baseline surveys with students at the end of year 8, schools were randomly allocated to
intervention/control remotely by London School of Hygiene & Tropical Medicine (LSHTM) clinical trials
unit (CTU) on 9 July 2018, stratified by GCSE attainment, a key predictor of pregnancy.26 Allocation
was 2:1 favouring the intervention (compared with 1:1 in any future Phase Il RCT).

Planned interventions
Below, we describe the Positive Choices intervention using the Template for Intervention Description
and Replication (TIDieR) framework.3°

Theory of change

Positive Choice’s programme theory is informed by social-marketing principles and has been developed
with experts in this field, addressing the ‘4Ps’: product, place, price and promotion.3132 The intervention
aims to ‘sell’ consumers a product they want (education on emotions, relationships and sexual health)

in an accessible place (school) at a low price (free to students), with promotion to peers and parents
(campaigns, parent information),1?31 and to address competing influences from their peers, the media,
etc.3® The needs survey component enables SHPCs (with student involvement) to tailor provision in each
school to local consumer priorities. The intervention’s theory of change has been informed by the Safer
Choices®-22 intervention theory and models of school change,3* social influence3> and social cognitive
theory3¢ to address the following determinants of unintended teenage pregnancy: sexual health and
contraceptive knowledge; self-efficacy to communicate about sex; sexual health skills and competence;
communication with parents; and school-wide social norms supporting positive relationships/sexual health.
The curriculum was informed by the CAS Carrera intervention theory,2® in terms of the social development
model,?” and by addressing additional protective factors: positive aspirations and school engagement.38
Refined school sexual health services aim to provide advice and contraception in line with National
Institute for Health and Care Excellence guidance.?? The intervention is a universal intervention that has
the potential for greater population-level impacts than targeted interventions while minimising the risk of
‘positive deviancy training’, which can be a problem in targeted interventions,102¢ as they bring together
at-risk individuals to increase harm.® The logic model for the intervention is shown in Figure 1.

Materials

School staff are offered training in instituting and running a SHPC, delivering the classroom curriculum
and facilitating student-led social marketing. Training materials consist of slides and handouts. Schools
are provided with a manual to guide each component of the intervention. Schools are sent a report

on student needs detailing the findings from a survey of year 8 students, aged 12-13 years, (drawing on
baseline trial survey) about their sexual health needs, and attitudes to and experiences of school. Schools
are provided with lesson plans and slides to guide delivery of the classroom curriculum. Schools send out
parent information comprising three newsletters and two homework assignments per year addressing
parent-child communication.
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Procedures

Positive Choices is a manualised social-marketing intervention, delivered for one academic year to
students in year 9 in this pilot trial, and for two academic years to years 9 and 10 in any future Phase
Il trial. Training comprises in-depth training for selected staff as in Materials. Guided by the manual,
schools institute SHPCs comprising staff and students to review local needs data, and use this to tailor
each intervention component, and then to co-ordinate delivery of the intervention. Schools deliver the
curriculum in various lessons and/or tutor time to students in year 9 (13-14 years). The curriculum was
designed as a set of 10 hours of learning modules to cover social and emotional skills, and relationships
and sexual health. The social and emotional skills to cover were establishing respectful relationships in
the classroom and the wider school; managing emotions; understanding and building trusting relationships;
exploring others’ needs and avoiding conflict; and maintaining and repairing relationships. Sexual health
topics to cover were healthy relationships, negotiation and communication skills, positive sexual health,
sexual risk reduction, contraception and local services. The SHPCs select whether to deliver the curriculum
in PSHE lessons, tutor groups or to integrate it into other lessons, and whether to use Positive Choices
materials or existing materials (if these conform to the curriculum). Student-led social marketing is facilitated
by trained teachers and led by teams of 12-18 students per school. Teachers actively promote recruitment
among at-risk students based on the strongest evidenced risk factors for teenage pregnancy on which
schools have data (i.e. free meals eligibility, persistent absenteeism and slower than expected academic
progress2¢). This is not to target provision at those most at risk, but rather to ensure campaigns appeal to a
diversity of students including those most at risk, of teenage pregnancy. When recruiting such students,
teachers are open with them about this rationale. Campaigns can use social and other media, posters and
events, and focus on healthy relationships, sexual and human rights, delayed sex and access to local services.
Student social marketers were to use data from the student needs survey to segment the student population
based on year group. The student social marketers use such information to design social-marketing
campaigns that address the most important topics among the groups who needed the interventions the
most. The review of school sexual health services was to involve SEF providing guidance to schools on how
sexual health services in or around schools might be developed or promoted among students.

Training
Training is provided by trainers from SEF.

Delivery

All intervention components were to be delivered face to face on school premises. SEF trains school
staff to implement SHPCs, implement the classroom curriculum and facilitate student-led marketing.
SEF also provides guidance to schools to support refinement and promotion of existing sexual health
services. In each school, a ‘product champion’ [senior leadership team (SLT) member] oversees the
SHPC. SHPC members comprise at least six staff and at least six students from each school. Staff
sitting on this council include those teaching the curriculum, those co-ordinating student-led social
marketing and, where applicable, the school nurse. These staff attend the SHPC training and some also
attend the curriculum and social-marketing training. The curriculum is delivered by trained teachers
guided by lesson plans. Students sit on the SHPC and also lead social marketing to their peers guided
by a teacher and a manual with clear milestones, including plans for ‘quick wins’ to build momentum
and enthusiasm.2!

Dose

The SHPC and student-led social-marketing training comprises a half-day session. The curriculum
training comprises a whole-day session. SHPCs meet six times per year. Students receive 10 hours’
teaching per year.

Planned adaptations

The optimisation phase led to some planned adaptations, reported in full in Chapter 3. The needs
assessment was not used to determine in which lessons the Positive Choices curriculum would be taught,
or whether or not to use existing or Positive Choices materials. It was used to inform the selection of
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add-on lessons to be taught in each school; build support for implementation of the intervention in schools;
and inform the content of parent newsletters, and the focus of student-led social-marketing activities and
the sexual health services review. The remit of the SHPC was refined to comprise launching the intervention
in schools and promoting the intervention to parents; selecting the ‘add-on’ curriculum topics informed by
the needs-assessment data; overseeing delivery of the curriculum; recruiting the social-marketing team;
monitoring and voting on campaign activities; preparing and distributing parent newsletters; and carrying
out the school sexual health services review. The curriculum was adapted to align with SEF-recommended
comprehensive RSE, but with all of the topics included in the original protocol being addressed. Student-led
social marketing was refined in line with Andreasen’s six characteristics of social marketing.18 The student-
led social marketing was also adapted so that this did not segment the student population based on cultural
styles but rather only by year group, with the team comprising students from years 8 to 11. The review of
school sexual health services was adapted to comprise SEF detailed guidance for the school to review and
improve its own and local sexual health services, rather than SEF reviewing these services directly.

Unplanned modifications
There were no unplanned modifications.

Intervention funding

Intervention delivery in the feasibility assessment and pilot RCT phases was funded by the NCB, and
by schools, which provided staffing for project oversight, the running of SHPCs, curriculum delivery
and social-marketing teams.

Comparator

In the pilot RCT phase, two schools were randomised to the control group and did not receive the
intervention, but continued with any existing sexual health-related provision, which was examined
in our process evaluation. Retention of control schools was maximised with a £500 payment and
feedback of survey data after RCT analyses.

Outcome and other measures

Outcome measures

The pilot RCT did not aim to assess intervention effects. The pilot primary outcomes were to meet the
criteria for progression to Phase Ill, which were that the intervention was implemented with fidelity in
three or four out of four intervention schools; process evaluation indicated that the intervention was
acceptable to a majority of students and staff involved in implementation; randomisation occurred and
five or six out of six schools accepted randomisation and continued in the study; student questionnaire
follow-up rates were > 80% in five or six out of six schools; and linkage of self-report and routine
administrative data on pregnancies was feasible. Secondary outcomes addressed other research
questions, including the feasibility of economic evaluation.

We did, however, pilot the primary outcome and other measures that we anticipated would be used

in a future Phase Il RCT. The primary outcome in such a RCT was anticipated to be routine data

on births and abortions at 48 months (age 16/17 years) with secondary outcomes measured via
self-reports at 24 months (age 14/15 years). Routine data on abortions minimise information bias and
clearly indicate unintentional pregnancy; however, some unintended pregnancies will not result in abortion,
and changes in abortion rates may also reflect variations in access;*! therefore, our indicative primary
outcome measure piloted in this study also encompassed routine data on live births. Although it is recognised
that around half of teenage pregnancies will, to some extent, be intended,*? this outcome measure was
anticipated, nonetheless, to provide a better indication of the overall impact of the intervention.
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We aimed to pilot indicative secondary outcome measures to examine broader intervention effects via
survey self-reports:

® pregnancy and unintended pregnancy for girls and initiation of pregnancy for boys using adapted
versions of the Ripple measures*!

® diagnosed sexually transmitted infections (STIs), which focused on diagnosis with common
infections, using an adapted version of the Ripple measure*!

® age at sexual debut, which focused on age at vaginal sexual debut with someone of the opposite sex
using an adapted version of the Ripple measure#!

® number of sexual partners, which focused on vaginal sex partners using an adapted Ripple measure*!

® use of contraception at first and last sex, which focused on which common contraceptives, if any,
were used in first and last vaginal sex, using an adapted Ripple measure#!

® non-volitional sex, which examined experience within the last 12 months of forced sex using an
adapted version of the Conflicts in Adolescent Dating Relationships Inventory (CADRI) measure*

® educational attainment, which is a plausible intervention effect and, for scale-up, a critical outcome
of our intervention,* but which was not possible to pilot in this study because the pilot RCT
involved a shorter period of follow-up than would be the case in a Phase Il RCT and so did not
include the time when students took public examinations.

Mediators and covariates
Informed by our theory of change, we also piloted the following mediators using existing self-report measures:

® school-level social norms supportive of positive relationships and sexual health, using an adapted
measure from the Safer Choices study?2

® perceived behavioural norms about early sexual experience and use of condoms and contraception,

using an adapted measure from the Safer Choices study??

sexual health knowledge, which used an adapted version of a measure from the Share trial?”

sexual health and contraceptive skills and access, using a measure adapted from the Share study?’

sexual health service access, using a measure adapted from the Share study?”

sexual communication self-efficacy, using selected items appropriate for young people from the

Sexual Communication Self-Efficacy scale*

sexual competence, using the Natsal measure4s

communication with parents using a measure from the Ripple study*!

school engagement using the Beyond Blue School Climate Questionnaire (BBSCQ) measure?’

career/educational aspirations, using an adapted version of the measure from the Ripple study.*!

We did not pilot a measure of intentional self-regulation as originally planned because we determined that,
given the intervention theory of change, it was sufficient to measure self-efficacy of sexual communication.

All of the above measures were assessed for reliability in our pilot, by reporting intracluster correlation
coefficients (ICCs) for repeat measures over time and Cronbach’s alpha statistics at baseline and
follow-up for scaled outcomes.

Potential confounders/moderators were SES, as measured using the Family Affluence Scale (FAS),44?
sex and ethnicity, using standard Office for National Statistics (ONS) categories.>® The FAS score was
calculated by scoring item responses numerically, with the least affluent options being scored 0, and
the item scores being summed to give a total scale score. We originally planned to pilot moderator
analyses, but this was not done as these analyses would have been severely underpowered.

A detailed table describing key measures is provided in Report Supplementary Material 3.

Economic evaluation outcomes
Given the lack of previous economic evaluations in this area, the aim of the economic analysis was to
examine whether or not it would be feasible to assess the cost-effectiveness of the Positive Choice
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intervention using a cost-consequences analysis within a Phase Il trial. The objectives of the economic
analysis were to estimate the costs of delivering this new intervention; collect data on health-related
quality of life among students and examine response rates and data quality, and to undertake a pilot
analysis of intervention impact; and make recommendations about the feasibility of undertaking a
cost-consequences analysis alongside a Phase |1l RCT.

Within the pilot, study methods to measure the incremental cost of the intervention in a Phase 11l RCT
study were developed and piloted. With use of a broad public and third-sector perspective, resources
to be measured included those used by SEF, schools and the NHS. Within this, key interventional
resources included SEF and school staff time, training events/workshops and consumables. Measures
included standardised sessional checklists to monitor and document attendance, preparation and
delivery time for key training events and SHPCs; logbooks e-mailed to school staff charged with
intervention delivery, assessing time spent on tasks relating to intervention; and all intervention staff
travel and other expenses relating to the intervention charged to a specific project grant code.

The Child Health Utility-9D (CHU9D) measure was used to assess students’ health-related quality of life.>!
The CHU9D is a validated, age-appropriate measure that was explicitly developed using children’s input
and has been suggested to be more appropriate and function better than other health utility measures for
children and adolescents. Student utility values were converted into utility scores using a UK valuation
set.52 CHU9D utility values are measured on a scale from O to 1, anchored at 1 for full health and O for
dead. We calculated the completion rates for the CHU9D based on the number of students for whom

it was possible to compute CHU9D utility scores at baseline and follow-up. We then observed the
distribution of CHU9D scores at both time points, calculating summary statistics and drawing histograms
showing the percentage of values at each CHU9D value. We assessed the inter-item reliability of the nine
dimensions of the CHU9D using Cronbach’s alpha and the ordinal alpha.

Finally, we undertook a pilot analysis of intervention impact on CHU9D scores using unadjusted and
adjusted regression analyses. We regressed (using ordinary least squares) student-level CHU9D utility
scores at follow-up against whether the student was in an intervention school or not (1 = yes, O otherwise).
We ran unadjusted and adjusted analyses. For the latter, we ran two models: the first controlled for
baseline age, sex, ethnicity and SES as measured by the FAS, and the second controlled for these variables
plus baseline CHU9D utility scores. Results were presented as marginal effects [mean difference (MD) in
utility scores between students in intervention and those in control schools] and corresponding 95%
confidence intervals (Cls).

Assessment of harms

It was considered unlikely that any harms would arise because of the intervention or the research.

The pilot study was not powered to examine intervention effects (beneficial or harmful), but qualitative
data were collected as part of the process evaluation to explore any potentially harmful mechanisms.

Data collection

Student surveys

Baseline surveys were conducted before randomisation as students neared the end of year 8

(age 12/13 years) in June 2018, collecting data on outcome measures and potential confounders and
moderators. Around 1 week before completing the surveys, students were given an information sheet
about the study and the survey. Immediately prior to completing the surveys, students were given an oral
description of the study and had the chance to ask questions. Students were then invited to assent to
participate in data collection. As is conventional with UK RCTs in secondary schools (including RCTs of
sexual health interventions),415354 parents/carers were sent a letter and a detailed information sheet around
1 week before data collection and asked to contact the school or research team should they wish for their
child not to participate in the RCT. Paper questionnaires were completed confidentially in classrooms,
supervised by fieldworkers, with teachers remaining at the front of the class to maintain quiet and order,
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but unable to see student responses. Absent students were surveyed by leaving questionnaires and
stamped, addressed envelopes with schools for the students to complete.

Students were resurveyed 12 months later in June 2019 as they neared the end of year 9 (age 13/14 years),
collecting data on outcomes and mediators using the same consent and fieldwork procedures.
Fieldworkers were blind to allocation. Based on past experience, we expected 95% baseline survey
participation and 90% at follow-up.2853

Data linkage

In the pilot, we sought to link our self-report data with administrative data on abortions and births up
to 18 months after baseline surveys, in collaboration, respectively, with the Department of Health and
Social Care (DHSC) and the ONS. This was to occur by linking data on female RCT participants to
routine data on statutory abortion notifications and registration of births, by staff blind to allocation.
Linkage of such data had been previously conducted for observational studies?é and initial discussion
with ONS had established that data linkage was feasible despite the limited identifiers attached to
abortion records, and was consistent with DHSC and ONS guidance and data protection law.

In the case of obtaining birth data from ONS, the research team aimed to implement the following
procedures to ensure the anonymity and confidentiality of data. The fieldwork team would securely
transfer a password-protected data set of female participants’ names, postcodes and dates of birth (DOBs),
to which the CTU did not have access, linked to a unique identifier code for each participant (with the
data set not including any self-report survey data). ONS would then prepare a data set containing unique
identifier codes (but not other identifiers) linked to any births among trial participants. Having been
accredited by the ONS, Elizabeth Allen would then attend the ONS secure data centre to access and carry
out analysis of birth data with these having been imported into the main anonymised trial data set. A
similar process was to occur to access abortion data, but, in this case, using only DOB and postcode
information and not participant names (because routine records of abortion data do not contain patient
names), and would involve the secure sending of each data set, rather than in-person visits. Although ONS
initially committed to providing data on births up to 18 months after baseline surveys, in the course of the
project it reported that it could provide such data up to only 11 months after baseline surveys (from July
2018 to June 2019) because of the time needed to undertake internal quality checks before releasing data.

Process evaluation

Approach to process evaluation

Integral process evaluation informed by existing frameworks>4-5¢ had three purposes: first, to examine
intervention feasibility, fidelity, reach and acceptability; second, to assess provision in control schools
and potential contamination; and, third, to explore context and potential mechanisms of action,
including potential harmful and other unintended effects, in order to refine the intervention theory
of change and design.

Intervention feasibility, fidelity, reach and acceptability
Fidelity metrics were finalised once the intervention was fully optimised (August 2018) and approved
by the SSC prior to their use (see Appendix 1, Tables 41-44 and Boxes 1-3). Fidelity was defined as:

® > 70% delivery of defined essential elements for the SEF-delivered training

® > 100% attendance of the target number of participants at all training and SHPCs

® > 70% fidelity of defined essential items covered in at least one SHPC and student-led social-
marketing meeting, and 70%+ fidelity of other defined essential items covered in every SHPC and
every student-led social-marketing meeting

® > 70% delivery of essential elements of eight core and two add-on lessons, including for two
homework topics

e > 70% fidelity of defined essential elements of sexual health services review processes.
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Data were collected via observation and audio-recording of SEF training for school staff; logbooks
of school staff implementing SHPCs, curriculum and social-marketing meetings; and structured
observations of a randomly selected session per school of SHPCs, curriculum lessons and social-
marketing meetings.

In addition to assessing feasibility and fidelity, we also examined reach and acceptability via qualitative
research, as well as student questionnaire survey items at follow-up and surveys of trained staff.
Qualitative research explored participants’ experiences to assess their engagement and satisfaction
with the intervention and what factors influenced this. Our protocol indicated that we would examine
how reach varied by sociodemographic, educational and neighbourhood characteristics; however,
because we lacked information on students’ baseline educational attainment or postcode, we confined
these analyses to an assessment by SES, ethnicity and sex.

Provision in control schools and potential contamination

We examined sexual health provision in and around control schools in order to describe our
comparator. We examined the potential for contamination across arms to ensure that this would not
be a threat to internal validity in a Phase |1l RCT. Data were collected via interviews with at least two
members of staff per control school (purposive by seniority) and at least four year 9 students
(purposive by sex and SES) per control school.

Context and mechanisms of action

In addition to piloting intermediate outcome variables required for mediator analyses in a subsequent
Phase Il RCT, we collected qualitative data and analysed these to explore potential mechanisms of
action and how these might vary with context to refine and optimise the intervention’s theory

of change. We also analysed qualitative data to explore any mechanisms that might give rise to
unintended, potentially harmful consequences. Data were collected via individual or group interviews
with SEF trainers, at least four staff per intervention school (purposive by seniority/activity involved in),
and at least six year 9 students per intervention school (purposive by intervention involvement,

risk status and gender).

Sources of data

Observations and audio-recordings We aimed to observe one randomly selected session per school
of SHPCs, curriculum lessons and social-marketing meetings and to audio-record the SEF-delivered
trainings in each intervention school.

Surveys of staff trained by SEF After training, staff participants completed anonymous satisfaction
surveys, which were an intrinsic part of the intervention.

Diaries Each school received a logbook for each school staff member leading the SHPC, or
implementing the curriculum or social-marketing meetings. Logbooks contained lists of activities and
staff were asked to mark those that were covered.

Interviews Interviews with school staff and students were conducted at schools by trained
researchers using semistructured interview guides (see Report Supplementary Material 4). No staff were
present at student interviews. Interviews were audio-recorded and transcribed in full. We note the
student’s gender where it is identifiable in interview transcripts. We also conducted two interviews
with SEF staff which explored their experiences and views of the different phases of the research.

Data analysis

Our main analyses aimed to determine whether or not the criteria for progression to a Phase Il RCT
were met. Descriptive statistics on fidelity drew on audio-recordings of training, diaries of providers
and structured observations of intervention activities. Statistics on acceptability drew on surveys of
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students and trained staff, and interviews with staff and students. School randomisation and
retention, and student response rates at baseline and follow-up were described using a CONSORT
flow diagram.>” We aimed to assess the precision of data linkage in association with DHSC and
ONS researchers.

Other analyses addressed our additional research questions. Descriptive summaries of baseline and
follow-up data by arm were tabulated. [tem completion rates were calculated with the denominator
being all students or, where appropriate, students who were routed to these items on the basis

of earlier responses. We assessed the reliability of secondary outcome measures by reporting ICCs
for repeat measures over time and Cronbach'’s alpha statistics at baseline and follow-up for

scaled outcomes.

We piloted intention-to-treat analyses of outcomes®? to ensure that these were feasible but, because
such analyses were highly underpowered, did not aim to determine intervention effectiveness. In a
deviation from protocol, we did not attempt to pilot moderator analyses (how effects vary by SES, sex,
ethnicity and baseline risk) because our experience in an earlier study indicated that such analyses
would be so severely underpowered as to be completely meaningless.5® The analysis of the indicative
primary outcome included data on pregnancies and abortions at follow-up only. All other outcomes
included student-level covariates. For the secondary outcomes, no contraception at first and last sex,
students were categorised as reporting this outcome if they reported vaginal sex and a lack of a
reliable method of contraception at the sexual event in question. Students who reported no vaginal sex
or use of a reliable method of contraception were categorised as not reporting this outcome. For the
secondary outcome, non-volitional sex, students were categorised as reporting this outcome if they
reported sex with a same- or opposite-sex partner and had experience of forced sex. Students who
reported no sex or no forced sex were categorised as not reporting this outcome. Students not
providing data to be able to categorise in this way were treated as missing.

As per our protocol, analyses of outcomes adjusted for baseline age, sex, ethnicity and SES as
measured by the FAS, with these being imputed from follow-up data when missing at baseline. The
protocol originally described the intended analysis as repeat cross-sectional; however, because of low
rates of attrition in this pilot and to be able to adjust for baseline student-level covariates, we instead
used a longitudinal approach to analysis. For binary outcomes, the fitted model was a mixed-effect
logistic regression with random effect for school, reporting odds ratios (ORs). For continuous outcomes
(i.e. age at sexual debut and number of partners), a linear mixed model was used, reporting MDs.
Standard, rather than bootstrap, Cls were estimated because with these very small numbers more
robust inference would represent misleading precision.

Qualitative data were subject to thematic content analysis using techniques drawn from grounded
theory such as in vivo and axial codes, and constant comparison.5? Although deriving themes
inductively from the data, analyses were sensitised by realist approaches to evaluation¢ and
May'’s implementation theory>s to examine potential mechanisms of action and of harm, and how
contextual factors influence implementation and mechanisms; describe relevant activities in and
around intervention and control schools; and refine our programme theory and theory of change.

Our economic feasibility study piloted collection of quality of life data and assessed the feasibility of
methods to be used within a Phase Ill RCT, which, in line with National Institute for Health and Care
Excellence guidance,*? would involve a wider cost-consequences analysis, comparing intervention costs
with the full range of study outcomes.

Protecting against bias

Although the aim of this study was to optimise the intervention, assess feasibility and then pilot
outcome measures and analyses, rather than estimate intervention effects, we piloted methods aimed
at minimising bias. The investigator team and the intervention delivery team were separately managed.
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In the pilot RCT, outcome data were collected and analysed blind to allocation, and we examined
effects adjusting for potential baseline confounders. We aimed to maximise response rates at each
pilot RCT site at baseline and at follow-up to minimise non-response and attrition bias, for example
following up those individuals not present during survey sessions. Response rates and qualitative data
were analysed to refine data collection methods prior to a Phase Ill RCT examining effectiveness.
Blinding of participants to allocation was not possible.

Consultation with public, policy and practice stakeholders

Positive Choices was optimised by the research team, SEF staff, and staff and students from one
secondary school. Young people from the ALPHA group were consulted three times during the project:
in July 2017, April 2018 and January 2019. Policy and practice stakeholders were consulted twice: in
March 2018 and June 2019. The first two consultations with the ALPHA group and the first policy and
practitioner stakeholder group focused on intervention optimisation and their methods are described
in Optimisation, with the results presented in Chapter 3. The third meeting of the ALPHA group focused
on refining sexual behaviour questions and consent materials for the pilot follow-up. Findings from this
meeting, as well as findings from earlier consultations that focused on the research rather than the
intervention, are reported in Chapter 4. The second meeting of the policy and practitioner stakeholder
group provided a progress update to participants and shared some early findings from the ongoing
process evaluation. A further meeting scheduled with the ALPHA group and one with the policy and
practice stakeholder group will focus on interpreting the results and implications of the study,
mechanisms for knowledge exchange and future research.

Registration
The study protocol was published online (https://pilotfeasibilitystudies.biomedcentral.com/track/pdf/
10.1186/s40814-018-0279-3) and registered Current Controlled Trials ISRCTN12524938.

Revisions to the protocol
The protocol was revised a number of times between 23 May 2017 to 22 February 2018 (see
Appendix 2, Table 45).

Deviations from the protocol
There were also a number of deviations from the protocol, which are listed in Chapter 6 and
summarised in Table 40.

Socioeconomic position and inequalities

In the pilot RCT, six schools in south-east England were recruited (varying by local deprivation and
school-level GCSE attainment) to ensure diversity and balance on key predictors of teenage pregnancy.2¢
Our process evaluation aimed to assess how implementation and intervention mechanisms appeared to
vary by student SES and gender.

Research governance

The principal investigator (PI), Chris Bonell, had overall responsibility for the conduct of the study.

The day-to-day management of the study was co-ordinated by the trial manager, Ruth Ponsford, based in
LSHTM. The PI (CB) chaired weekly Trial Executive Group meetings with the trial manager, statistician
(EA) and, where appropriate, SEF, CTU and fieldwork staff. Chris Bonell also chaired a Trial Investigators’
Group, which included all co-investigators and members of the Trial Executive Group; the Trial Investigators
Group met monthly during the early stages of the research (months 1-6), and every 3 months thereafter.

An independent SSC was established and met three times throughout the life of the project to advise on the
conduct and progress of the RCT, and on relevant practice and policy issues. Professor Angela Harden of
the University of East London chaired the SSC. Because this was a pilot and not a Phase |1l RCT, the SSC
undertook data monitoring and ethics duties and was informed of any serious adverse events (SAEs) as
described in Ethics arrangements. The project employed standardised research protocols and prespecified
progression criteria, which were agreed and monitored by the Trial Investigators’ Group and SSC.

)
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Ethics arrangements

Ethics review
Ethics approval for the study was obtained from the LSHTM Ethics Committee on 21 March 2017.

Policies and checks

Any member of the research/fieldwork team visiting a school was required to have a full Disclosure
and Barring Services check. All work was carried out in accordance with guidelines laid down by the
Economic and Social Research Council, the Data Protection Act 1998, the latest Directive on Good
Clinical Practice (2005/28/EC) and the General Data Protection Regulation 2018.

Informed consent/assent

Informed, written consent was sought from head teachers for random allocation and intervention. Informed
written consent (for adults) and assent (for young people) was sought for participation in research
activities from all research participants judged competent to provide this. We sought advice from
Professor Richard Ashcroft, Professor of Medical Ethics at Queen Mary University of London, who is
an expert on informed consent. He advised that in the case of secondary-school students, unless
individuals were deemed not competent by teachers to provide it, assent for participation should be
sought from the young people themselves.

For surveys, interviews and focus groups, observations and audio-recordings, participants were given
an information sheet around 1 week before data collection. Just before data collection, participants
also received an oral description of the study and had the chance to ask questions. Participants were
advised that participation was voluntary and that they could withdraw at any point. All participants
were advised that they were free to withhold consent and this matter would not be communicated to
teachers or, in the case of staff participants, their managers. Students opting not to participate in
surveys were offered alternative activities in the classroom. Those opting out of other data collection
were free to continue with their normal activities.

The research also involved the piloting of the linkage of student survey data to administrative data on
births and abortions with, respectively, the ONS and DHSC. Female survey participants were informed
of this process as part of consent procedures for follow-up surveys, and their specific assent for this
was sought.

In addition, students’ parents were contacted by letter 1 week prior to research activities, informing
them about informed consent and providing them with the option of withdrawing their child by
contacting the school or the research team. Parental consent for intervention was not required
because this was a universal intervention delivered in schools as part of broader educational activities.

Confidentiality, safeguarding and serious adverse events

All participants, including students, were informed in the consent materials of the confidentiality with
which the information they provided would be treated, as well as the circumstances in which we would
need to breach confidentiality to ensure student safeguarding. In collaboration with a qualified social
worker specialising in child protection, we developed a priori categories of abuse that, if reported
through the research, would necessitate our breaching confidentiality to ensure that individuals were
offered care and protection: if they reported sex at age < 12 years or if they wrote anything on the
questionnaire that would lead us to believe that they were at risk of ongoing serious harm. These
criteria were established so that we could balance our ethical duty of promoting participant autonomy
by respecting confidentiality and our ethical duty of safeguarding participant well-being when we
determined that we needed to breach confidentiality to address abuse that appeared to be serious
and ongoing. It was planned that where such abuse was reported through a questionnaire, we would
contact the safeguarding lead at the school. Where such abuse was reported directly to research staff,
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we planned to first discuss the need for a response with the research participant prior to contacting
the school safeguarding lead (see Appendix 3).

Qualitative research (i.e. interviews, focus groups and observations) did not ask staff or students about
their experience of sex; however, if participants nonetheless described any sexual abuse, or otherwise
became upset in any way, our researchers were trained in how to respond. In the case of focus groups,
our researchers were trained to ensure that discussions did not move in the direction of personal
disclosures of sexual behaviour since this was not the purpose of the groups and it would have been
very difficult to ensure that all focus group participants did not talk about such disclosures outside the
group. Our staff were trained to identify the potential for such disclosures, working to avoid them but
then approaching participants immediately after the focus group to offer support and to assess
whether or not any other response was needed, using the same procedures as described above.

In addition, we requested information on SAEs from participating schools and assessed the plausibility
that any of the SAEs were related to intervention or research activities in collaboration with school
safeguarding leads.

It was planned that the SSC and LSHTM Ethics Committee would be provided with anonymised reports
of all disclosures of serious abuse and SAEs, categorised by type, circumstances and the extent of any
possible connection with intervention or research activities.

In each school and within NCB, a senior member of staff was identified who was not directly involved
with the intervention and whom staff or students could go to if they had complaints about any
elements of the research study. This was communicated to students outside the research process to
increase trust that this was truly independent.

Data anonymity and security

Quantitative and qualitative data were managed by project staff using secure data management
systems and stored anonymously using participant identification numbers. Quantitative data were
managed by LSHTM’s accredited CTU. Files containing participant identification numbers and
corresponding participant names were held in password-protected files separate to files containing
self-report survey data, which were attached only to student identification numbers. No single
researcher had access to both sets of data. The names used in qualitative data were replaced with
pseudonyms in interview/focus group transcripts. In reporting the results of the process evaluation,
care was taken to use quotations that did not reveal the identity of respondents. The methods by
which anonymity was maintained in relation to the linkage of survey data and routine data on births
and abortions are described in Data linkage.

In line with Medical Research Council guidance on personal information in medical research, we will
retain all research data for 20 years after the end of the study. This is to allow secondary analyses and
further research to take place, and to allow any queries or concerns about the conduct of the study to
be addressed. In order to maintain the accessibility of the data, the files will be refreshed annually and
upgraded, if required.

NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/phr09010 Public Health Research 2021 Vol. 9 No. 1

Chapter 3 Results: optimisation and
feasibility testing

his chapter includes material reproduced or adapted from Ponsford et al.t This article is

distributed under the terms of the Creative Commons Attribution 4.0 International License
(https://creativecommons.org/licenses/by/4.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided you give appropriate credit to the original author(s) and the
source, provide a link to the Creative Commons license, and indicate if changes were made. The
Creative Commons Public Domain Dedication waiver (https://creativecommons.org/publicdomain/
zero/1.0/) applies to the data made available in this article, unless otherwise stated. The text includes
minor additions and formatting changes to the original text.

Overview

The first phase of the Positive Choices study involved intervention optimisation in collaboration with SEF,
one London secondary school and other youth, practitioner and policy stakeholders. As explained earlier,
optimisation refers to the elaboration of the intervention, developing it from a basic description to a fully
specified intervention with materials. Optimisation overlapped with feasibility assessment in the participating
London secondary school, with the student needs survey, the manual guiding the SHPC and the staff training
package being optimised June-August 2017 and tested September-December 2017; the student curriculum
being optimised September-December 2017 and tested January-March 2018; and the student-led social
marketing and sexual health services review being optimised January-March 2018 and tested April-July
2018. Feasibility testing was followed by further intervention refinement in preparation for the pilot. This
part of the report presents the results from the optimisation and feasibility-testing phases.

Optimisation

Initial elaboration of Positive Choices

Initial elaboration of Positive Choices was carried out following a review by researchers of existing
systematic reviews, Safer Choices, CAS Carrera and Gatehouse Project evaluations, and a review by
SEF of materials from Safer Choices and other interventions and resource packages, as well as a
telephone conversation with Karin Coyle of ETR Associates who led the Safer Choices RCT. Initial
points of elaboration agreed between researchers and SEF prior to consultation with schools, other
youth and practitioner and policy stakeholders are outlined below. Where these deviated from the
specification in the original protocol, this is highlighted.

Needs survey to tailor intervention components

The original protocol had specified that a student needs survey of year 8 students (drawing on the
baseline RCT survey) would be used to tailor Positive Choices to local priorities in each school. There
was, however, a need for some elaboration of the content of the needs survey and how it would be
used to inform the intervention. Regarding the curriculum, the protocol originally specified that,
informed by the needs assessment data, SHPCs would select the order in which to deliver modules;
whether to deliver them within personal, social, health and economic education (PSHE), tutor groups or
by integrating them into other lessons; and whether to use materials from Positive Choices or existing
materials, if these conformed to our curriculum. However, SEF advised that, in practice, not all of these
things would be likely to be open to influence by the needs data or the SHPC. In which lessons the
curriculum would be taught, for example, would probably already be determined by school leaders.
Whether to use existing or Positive Choices materials would be determined through an assessment by
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SEF of the resources to which the school already had access. SEF also felt that there should be a
logical order to lessons (e.g. understanding reproduction before contraception), which precluded SHPCs
determining this.

It was agreed that the most useful way to use the student needs assessment was to inform the
selection of curriculum lessons for each school. Students would be asked in the needs survey what
RSE topics they had covered previously in school, how well they had been covered and what they
wanted to cover in year 9. To ensure alignment with the intervention theory of change and that all
basic SEF-recommended material was covered in a logical order, the curriculum was initially designed
to include a set of five ‘essential’ lessons to be covered by all schools and a bank of 10 ‘add-on’ lessons,
five of which could be selected by the SHPC based on the student needs data. This was a deviation
from the protocol.

Questions on how well RSE topics had been covered in school, knowledge of conception, contraception
and STls, knowledge of services, parental communication, experiences of sending/receiving sexual
imagery and sexual harassment at school were included in the needs survey (see Report Supplementary
Material 5) to lend more general support for implementation of Positive Choices in schools and to
inform the content of parent newsletters, the focus of student-led social-marketing activities and the
review of sexual health services.

School health promotion council activities

Although the original protocol stated that the role of the SHPC would be to review local needs data
and to use these to tailor each intervention component, and co-ordinate intervention delivery, the
exact tasks of the SHPC (other than those set in relation to the student curriculum) were not specified.
Based on a review of the Safer Choices materials and discussion between researchers and SEF, it was
agreed that the main activities of the SHPC would involve reviewing the student needs data and
identifying how the data could inform decisions about the implementation of each intervention
component of Positive Choices; launching the intervention in schools and to parents; selecting the
‘add-on’ curriculum topics informed by the needs data; taking a role in recruiting the social-marketing
team and monitoring campaign activities; preparing and distributing parent newsletters; and carrying
out the school sexual health services review. These elaborations did not constitute a deviation from
the protocol.

Topics covered by curriculum

Although the curriculum areas identified in the protocol reflected those recommended by SEF for
inclusion in a comprehensive year 9 curriculum, they did not map exactly onto the SEF’s suggested
curriculum structure and there were some additional topics such as ‘pornography and the law’,
‘female genital mutilation’ (FGM) and ‘body image’ that SEF wanted to ensure were covered for
year 9. Inclusion of topics such as ‘the male/female body and reproduction’ were also considered to
be essential, as these provided the building blocks for later learning, which many students may not
have received in primary school or in years 7 or 8. It was agreed that the curriculum format and lesson
titles suggested by SEF would be adopted, but that all topics referred to in the protocol would be
embedded within the lessons to ensure alignment between the lessons and intervention theory of
change. This did not constitute a deviation from the protocol.

The curriculum was initially designed within the optimisation and feasibility-testing phase to

include the following five essential lessons: (1) the female/male body and reproductive organs;

(2) reproduction, pregnancy and contraception; (3) STIs and safer sexual practices; (4) sexual response
and pleasure; and (5) building blocks to good relationships to cover the core topics specified in the
protocol. Five of the following 10 ‘add-on’ lessons were also to be selected, informed by the student
needs data: (6) readiness for intimacy; (7) unsafe relationships; (8) love; (9) sexual identity, gender and
orientation; (10) understanding consent; (11) pregnancy options; (12) FGM; (13) pornography and the
law; (14) body image and the digital world; and (15) values in our community. However, the number of
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lessons and titles, and the balance between ‘essential’ and ‘add-on’ lessons were modified again when
moving from the feasibility-testing to the pilot RCT phase of the study.

Student-led social marketing

The initial protocol specified the number of students that should be involved in developing student-led social-
marketing campaigns (n = 12-18); that students from a range of backgrounds should be recruited to take
part; the topics that campaigns should cover; and the kind of activities that the social marketing might
involve. There was, however, a need to elaborate how student-led social marketing would be implemented
in schools. Drawing on Andreasen’s six characteristics of social marketing,'8 SEF developed the student-led
social-marketing component of Positive Choices to include the following steps: selecting a campaign focus;
carrying out new consumer research and/or reviewing student needs data to inform campaign messages;
deciding on targeting of subgroups; selecting the marketing mix; considering the ‘exchange/benefit

to students; assessing barriers to achieving the behaviour change goal (the ‘competition’); pitching ideas

to the SHPC and SLT; finalising a campaign plan; working on campaign development/implementation; and
debriefing by reviewing the campaigns implemented in the school. Guidance materials were designed for each
of these core steps. These elaborations did not constitute a deviation from the protocol.

The initial protocol had also stated that student social marketers would use data from the student
needs survey to segment consumers based, for example, on cultural styles; however, SEF staff were not
comfortable with targeting in this way as they judged that it might be offensive and stigmatising to
some students. This was confirmed through consultation with Karin Coyle and with the ALPHA group
(see Findings from consultation with the ALPHA group). Karin Coyle also advised that younger students
might be less able to contribute to campaign activities, especially where independent work outside
structured lessons was required.

Following discussions between SEF and researchers, it was agreed that segmentation and targeting
would be considered only on the basis of year group and that the student-led social-marketing team
should focus on including students from years 8 to 11. These decisions were reflected in the content
of social-marketing materials, and questions on student ‘cultural styles’ were ultimately not included in
the student needs survey. This was a deviation from the protocol.

Review of sexual health services

The protocol originally specified that SEF would review school sexual health services. However, SEF
advised that the most efficient and sustainable approach to reviewing and improving local sexual
health services was for SEF to develop an audit tool that schools could use to carry out their own
reviews and make recommendations to improve and promote services on an ongoing basis. This was a
deviation from the protocol.

Findings from consultation with one London secondary school

Participant characteristics

Five girls and four boys from year 8, and eight staff holding various roles (including one member of
the school SLT, and the school’s marketing and communications manager), participated in an initial
optimisation session held at the school in June 2017. Although we had intended to hold more
optimisation sessions at the school to gather feedback on draft intervention materials, this proved
impossible because of significant problems with the school’s capacity, which emerged in the course of
the year and are in Qualitative findings on implementation. In this section, we describe the feedback
received from the initial consultation, which focused on the overall acceptability of the proposed
intervention aims, components and delivery models (particularly the tasks of the SHPC); teacher
preference for the format and content of the manual guiding the intervention and presentation of the
needs data; students’ views on the curriculum content; and implementation of the SHPC.
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Views on intervention aims, components and delivery models

Staff and students generally confirmed the acceptability of intervention aims and components.
Unintended teenage pregnancy was identified as a salient issue for young people in the local area.
Students and staff recognised the need for improved RSE. The activities of the SHPC were perceived
as feasible and appropriate by students and staff. Student involvement and the use of student needs
data to tailor the intervention to local priorities were particularly welcomed. However, some teachers
raised concerns about student responses being used to shape curriculum content as they felt that
students might be unable to foresee what they needed to learn about relationships and sex. This
feedback resonated with our planned approach (outlined in Topics covered by the curriculum) to ensure a
core set of RSE topics were covered by all schools, while also providing some flexibility for schools to
draw on student data to identify ‘add-on’ lessons.

Although staff appreciated that delivery by trained teachers was a more sustainable option for schools,
they were unsure about whether students preferred teachers or external providers to deliver RSE.
Based on observations of externally facilitated RSE at the school, one teacher felt that students would
ask more personal or sensitive questions with external providers. Other staff, however, thought that
students might be more comfortable talking to teachers who were already familiar to them. Some
teachers proposed that outside specialists could usefully be involved to cover topics that teachers felt
ill-equipped to teach, such as sexual violence and FGM, but this was not an option within Positive
Choices. Some staff and students suggested that single-sex teaching was appropriate for more sensitive
topics, such as FGM. Although this was not built into Positive Choices because single-sex provision was
judged to hamper the sharing of perspectives and to introduce additional logistic complexities, it was
retained as an option that schools could use if judged as locally appropriate.

Views on content format of intervention materials

Staff felt that the items proposed for inclusion in the needs survey (see Report Supplementary Material 5)
were appropriate, and that analysis would provide valuable information to identify and address any gaps
in student knowledge. Staff were particularly keen to assess the prevalence of sharing of sexual images
and sexual harassment in schools as they felt these might be important issues to address, possibly
through student-led social-marketing campaigns.

Staff reported that, as their time was often so stretched, the needs report and manual guiding
intervention components should be comprehensive but concise. They suggested that key requirements,
processes and milestones should be highlighted, and that detail on the evidence base and theory of
change for the intervention should be relegated to appendices. Most staff also preferred to have
reports and intervention materials provided in electronic format.

Students were asked open questions about the topics that they had learnt about previously in RSE and
what they thought should be covered in year 9. Most reported that they had covered puberty and the
female/male anatomy in primary school or year 7. Students were keen to learn more about STls, sexual
consent, hormones and how bodies worked, sexual pleasure and the sharing of nude pictures. The
topics that students suggested broadly reflected those proposed by SEF and confirmed their relevance
for inclusion in either essential or add-on lessons.

Table 1 provides an overview of the findings from this consultation and how these informed
intervention design.

Findings from consultation with the ALPHA group
Participant characteristics
The first two consultations with the ALPHA group informed optimisation. Five boys and four girls

took part in the first session in July 2017. Three boys and four girls took part in the second session in
April 2018. Table 2 gives a breakdown of participants by age and gender.
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TABLE 1 Findings from consultation with school involved in optimisation

Component/resource

Proposed intervention aims,
components and delivery
models

Use of needs data

Teacher delivery

Single-sex teaching

Needs report

Manual format

Format of needs report

Curriculum topics

Finding on views

Staff and students felt that
intervention aims were appropriate
and relevant, and intervention
components were appropriate,
including the tasks of the SHPC

Teachers concerned that students
should not have too much decision-
making power over which lessons
were taught as they may not have a
clear sense of what is important for
them to learn about at this stage

Teachers felt that external educators
could bring expert knowledge to
lessons that teachers feel ill-equipped
to teach themselves

Some teachers and students felt that
some sensitive topics should be taught
in single-sex lessons

Staff interested in all items suggested
for inclusion in the needs report,
particularly those relating to
circulation of sexual imagery and
sexual harassment in school

Staff felt that manual materials should
be concise and easily accessible for
teachers with little time. Detail of
evidence base and theory of change
to be relegated to appendices

Preference is to have electronic
materials

Staff agreed that they would prefer
the format of the needs report to be
in tables rather than graphs; wanted
something short that contained the
headline facts and wanted electronic
version

Students indicated that topics selected
for inclusion in the curriculum are
appropriate and relevant

How informed intervention design

Confirmed planned approaches

Resonated with plan to demarcate
‘essential’ and ‘add-on’ lessons, with
only the latter being informed by
student needs data

Intervention trains staff to be
competent in teaching topics covered
by the intervention and is a more
sustainable option for schools.
Budget also did not allow for the
inclusion of external experts to
deliver lessons for each school

Not actively recommended for
Positive Choices. Guidance for
schools that, in general, lessons
should be taught in mixed-sex groups
to enable the sharing of ideas and
discussion across genders. In addition,
potential alienation of trans, non-
binary or questioning students.
Preferences to deliver in single-sex
classes because of cultural or religious
sensitivities to be discussed with
individual schools on a case-by-case
basis. But allow schools flexibility
where locally appropriate

All items included for needs
assessment report in optimisation
and pilot phase

Materials designed with concise text,
clear titles and subheadings, lots of
bullet points, and clear timelines and
milestones highlighted

Manual designed as an interactive
portable document format (PDF) with
all additional materials accessible
online

Incorporated into the design of the
needs assessment for optimisation
and pilot

Confirmed list of topics to be covered
by the curriculum and to be used to
select ‘add-on’ lessons
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TABLE 2 The ALPHA participants

Session Age (years) Male, n Female, n Total, n
First session (July 2017) 14 2 0 2
15 1 1 2
16 0 1 1
17 1 0 1
18 1 2 3
Total N/A 5 4 9
Second session (April 2018) 14 0 1 1
15 2 1 3
16 1 0 1
17 0 0 0
18 0 1 1
19 0 1 1
Total N/A 3 4 7

N/A, not applicable.

Views on intervention content

In the first ALPHA session in July 2017, participants proposed possible activities for the launch of
Positive Choices in schools that could be incorporated as suggestions into guidance materials.
These included events for parents, presentations in assemblies or in tutor time, use of social
media, communications to parents, updating the school website, running RSE-themed interactive
performances, using promotional screens in schools and creating a graffiti wall for questions about
sexual health.

In the second session in April 2018, participants reported that they were supportive of the parent
component of the Positive Choices intervention, recognising the value of informing parents about
the RSE being taught in school and involving them in supporting their children’s learning at home.
Consultation with ALPHA on the most appropriate models of engaging parents revealed that schools
had a variety of ways of communicating with parents. These included sending letters home with
children; communicating via e-mail, text messages and, in fewer cases, via social media; posting
information on school websites; and holding parent events.

Some participants were sceptical about whether or not homework assignments could prompt
conversations at home, suggesting that many students would avoid such homework activities because
of the risk of embarrassment or breaching existing child/parent boundaries. In line with SEF’s intended
plan, homework activities were selected with these considerations in mind and aimed to ease into
parent/child discussion at home, focusing initially on the less sensitive topic of ‘rites of passage’ before
progressing to ‘abusive and healthy relationships’ in a later assignment. Participants also suggested
that there was a need for the content of parent materials to be sensitive to different home cultures.
Templates for parent newsletters were therefore included in intervention materials, but the precise
content and mode of delivery was left to schools.

The ALPHA members were also generally supportive of the student-led social-marketing element of
Positive Choices, on the grounds that student-led campaigns could ensure messaging was relevant

to young people, complementing teacher-led lessons. Resonating with SEF concerns outlined above,
ALPHA participants suggested that younger students might be less competent to participate fully in

NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/phr09010 Public Health Research 2021 Vol. 9 No. 1

student-led social-marketing campaigns. They also agreed that targeting students on the basis of
knowledge, cultural style or peer group affiliation could be stigmatising. Participants further raised the
importance of ensuring flexibility in the programme so that campaigns could fit the context and resources
available in each school. Campaigns being genuinely student led and messaging being consistent with
programme aims were also highlighted as important issues. The latter informed our decision to ensure
student-led social-marketing groups were accountable to SHPCs.

Table 3 outlines how feedback from the ALPHA meetings were incorporated during optimisation. A full
summary of each of the ALPHA sessions is provided as Report Supplementary Material 6.

TABLE 3 Findings from consultation with ALPHA for optimisation

Component/resource Issue identified Action taken to incorporate

Launch of Positive Choices ALPHA identified a number of ways that Many of these were incorporated into the

(SHPC manual section) Positive Choices could be launched in SHPC manual section as ideas for the
schools including a separate parent event; launch of Positive Choices

different events approaches for different
year groups; involving external people in
presentations; assemblies or dedicated
lesson time to run launch activities; using
social media; sending communications
home to parents including by e-mail and
website; running RSE-themed role plays;
and using promotional screens in schools

Parent materials Ways of communicating with parents Templates for parent newsletters were
differ by school, so mode should be included in intervention materials, but the
flexible. Participants also suggested that precise content and mode of delivery was
there was a need for the content of left to schools

parent materials to be sensitive to
different home cultures

Homework with parents may be Confirmed planned approach ‘ease in’ to
uncomfortable and breach usual parent/ homework assignments, using universal,
child boundaries less sensitive topics initially
Student-led social Campaigns should be delivered by older This suggestion has been incorporated
marketing students as younger students may be less into the manual guidance

familiar with content

Student involvement and control must be Need for genuine student involvement is

genuine to guarantee the authenticity highlighted in all materials and activities
of campaigns to be overseen by SHPC to ensure this
To ensure fit of campaign messages, A presentation to a panel activity has
social-marketing group should present been incorporated into the design so that
ideas to the SHPC, including members members of the SHPC can assess and

of SLT select campaign ideas and ensure their

appropriateness. The trained facilitator
will also help to ensure that messaging
is appropriate

Campaign messages should not be It was agreed that segmenting particular
targeted as this may cause offence and be  groups of students was not appropriate
stigmatising for those groups other than by year group

Flexibility of campaign approach needs to This was incorporated so that schools
be allowed as school context and what choose activities appropriate for

will work in each setting may differ their school

significantly
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Findings from practice and policy stakeholder feedback

Twenty-three practitioners and policy-makers from governmental and non-governmental organisations
in the field of education and health attended the first consultation event in March 2018, which focused
on intervention optimisation. The timing of the event, however, meant that this consultation informed
refinements for the pilot, rather than for the initial feasibility assessment.

Discussions focused on potential challenges to implementation in the pilot and how to overcome these.
Participants highlighted that one of the major challenges to implementation would be ensuring that
schools prioritised the intervention, given other pressures. Stakeholders made suggestions to address
this, which included increasing engagement with head teachers and/or SLTs; disseminating programme
information to all school staff to raise awareness of Positive Choices in schools; seeking ‘buy-in’ from
school governors and parents; involving local partners with long-standing relationships with schools,
such as those in public health departments or school networks; and maintaining regular contact with a
named strategic lead with enough seniority to drive implementation.

Participants recommended that researchers should highlight what schools stood to gain from
participating in Positive Choices including free staff training to support continued professional
development; specialist-designed curriculum materials; improved safeguarding procedures; meeting
statutory obligations to support students’ social and emotional well-being; contributing to meeting
national school inspectorate criteria; and potential for improved pupil attendance and attainment.
Stakeholders recommended signing service-level agreements with schools, highlighting expectations
for intervention providers, schools and researchers.

Some stakeholders also expressed concern about how Positive Choices materials might fit with

existing provision in schools, and were keen that they should not replace this where provision was
already good. Stakeholders also cautioned that some schools might see Positive Choices as ‘the answer’
to RSE in their school, which could reduce the incentive to implement a comprehensive curriculum
across the year groups. These findings informed our decision for SEF to carry out an assessment of
how Positive Choices would be integrated with existing provision in each intervention school and
whether existing or Positive Choices materials would be used for year 9 students. It was also
emphasised to schools that they were to continue with any usual provision for other year groups.

Stakeholders also pointed to the importance of building flexibility into the curriculum to accommodate
variability in the timetabling of lessons and existing provision, and suggested that a gradual approach
to implementation might be necessary in schools where capacity was more limited.

Table 4 outlines how suggestions from the practice and policy stakeholder meeting were incorporated
into the refined intervention for the pilot.

Findings from interviews with Sex Education Forum staff on optimisation processes

We interviewed three SEF staff about the optimisation phase. They were positive about the
optimisation process and felt that bringing together various stakeholders, a school and research
evidence contributed to the production of high-quality intervention materials.

The SEF lead described how having a clear protocol was useful for focusing and pushing forward the
development work and ensuring alignment with the theory of change:

It was like ... a persistent extra voice that then forced me to think, ‘Right, I've got to look for different
material and we've got to work within it. And it probably did result in better quality curriculum materials
... And | think, you know, [LSHTM] and | all agreed once we'd kind of pushed ourselves [both laugh], that
it came out better and differently because of that aspect of the protocol.

Lead on intervention development, SEF

NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/phr09010 Public Health Research 2021 Vol. 9 No. 1

TABLE 4 Incorporation of findings from the practice and policy stakeholder meeting

Component/resource Issue identified/stakeholder suggestion How incorporated/addressed

Programme overview Participants raised the challenges of
manual section (school ensuring school commitment, increasing
engagement specifically) engagement with SLT and disseminating

Staff held face-to-face meetings with SLT
members at all pilot schools to ensure
commitment to the trial and capacity to

Curriculum materials

information about the programmes to staff
throughout the organisation. Gaining
support from school governors and parents,
and involving local partners with long-
standing relationships, credibility and
leverage with schools, such as those in
public health departments or school
improvement, as well as school networks or
academy chains, was also perceived to be
important. Participants suggested that it
was important to maintain contact with a
named strategic lead with authority to
drive the intervention forward

Participants emphasised the importance
of recognising and stressing to schools
the value of what they are receiving in
exchange for participation. This includes
free, quality-assured staff training and
materials and many potential benefits

to the school, including in relation to
safeguarding, meeting Ofsted judgements,
and the potential for improved pupil
attendance and attainment

Participants highlighted the need to have
service level agreements and to be firmer
with schools that are not meeting the
obligations that they have signed up to

Some stakeholders expressed concern
about how Positive Choices materials might
fit with existing provision in schools,
especially where provision was good

deliver. Programme overview manual
section was adapted to include clear
instructions for nominating a dedicated
member of SLT with overall responsibility
and oversight for the programme as well

as a day-to-day lead. A suggestion was
included to brief all staff on the programme.
A note to involve governors, parents and
other local partners in the SHPC was
included in the manual

The benefits to the school of being involved
in the programme were highlighted more
clearly in the programme overview section
of the manual guiding the intervention and
in initial communication with pilot schools

Service level agreements were devised and
signed by both intervention and control
schools for the pilot RCT. See Appendix 4

In the pilot, SEF to carry out an assessment
of how Positive Choices would be
integrated with existing provision and
whether existing or Positive Choices

materials would be used. Also emphasised
to schools that they were to continue with
any usual provision for other year groups

General Stakeholders pointed to the importance of Scope for flexibility in timetabling and
building flexibility into the curriculum to gradual implementation was built into
accommodate variability in the timetabling planned approaches
of lessons and existing provision, and that a
gradual approach to implementation might
be necessary in schools where capacity was
more limited

The student-led social-marketing element was described as being the most challenging to elaborate
because there were no existing materials on which to build, and because it used a different vocabulary
from that familiar to SEF staff. However, once understood in terms of student participation and voice,
it was said to be more comprehensible and acceptable.

The multicomponent approach was highlighted as being the most exciting and innovative aspect of
Positive Choices for SEF:

A multicomponent programme is a really interesting and worthwhile thing to look at . .. | think that is a
really important contribution that it makes, to say we're going to have all these bits working together . ..
That could be quite a fundamental shift in the mindset of lots of people.

Lead on intervention development, SEF
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The SEF staff were also pleased that, based on stakeholder feedback and their own experience in
schools, the intervention could accommodate variation in school structures and processes:

The school health promotion council ... you don’t know what the structure’s going to be in the school and
you can't just be creating lots of new structures. You don’t know what their time is going to be, or their
resource constraints. So, you've got to have some flexibility built in and | think we're all fairly agreed about
the way we're going about that now. The same with the parental stuff. We've given examples of how you
can communicate with parents, but with an acceptance that every school is going to communicate with
parents a different way and they've got to find a way that fits them. And that’s what the research needs to
be looking out for, whether it’s successful.

Lead on intervention development, SEF

However, staff reported that a dilemma emerged concerning the level of flexibility that could be
incorporated into the curriculum materials. The protocol called for, and consultation with schools supported,
the need to provide teachers with detailed and prescriptive curriculum materials. Yet this did not resonate
with SEF’s perception of a ‘gold-standard’ approach, whereby trained teachers develop their own curriculum:

We knew the kind of evidence that LSHTM were drawing on, but | think where the tension came up was
the amount of flexibility in the design of the curriculum materials ... What was needed ... was quite a
formulaic set of lessons with activities that are described. It’s just more manualised ... But it wouldn’t be
quite at that level of really competent teachers crafting an RSE lesson based on some guidance and some
really good tools, and thorough training.

Lead on intervention development, SEF

After some discussion, however, researchers and SEF agreed that to ensure quality and fidelity of
delivery it was important to use a directed approach.

Another issue was the focus on the year 9 curriculum. SEF recognised that for the purposes of trialling
a discrete public health intervention to address unintended teenage pregnancy and sexual health,
targeting the curriculum at year 9 students was appropriate. However, this was somewhat at odds with
the widely recognised need for a curriculum that built across year groups:

One thing we were conscious of is that stakeholders were likely to criticise some of the rigidity in the
programme design ... | don’t think they could forget that question about ... why is this just involving
year 9 in the curriculum, what’s going to happen before, what'’s going to happen after?

Lead on intervention development, SEF

Ultimately, SEF’s lead recognised that:

What you need to do to have a randomised control trial type model is different to everyday good practice
that is holistic and runs over the long-term of children and young people’s education and that in the end
collaboration between SEF, researchers and other youth and practice and policy stakeholders had led to
something that everyone’s really happy with.

Lead on intervention development, SEF

Formative feasibility testing

Response rates

Student needs survey

The survey was completed by 127 (80%) year 8 students. Twenty-two students did not consent to
participate, six were absent and three were considered not competent to give consent because of language
difficulties or special educational needs and disabilities (SEND). No students were withdrawn by parents.
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Researcher observations and teacher logbhooks

All three SEF-delivered training sessions were audio-recorded and observed by a researcher. Six SHPC
meetings and five student-led social-marketing meetings were observed. Owing to implementation
challenges with the curriculum (see Quantitative findings on implementation, Fidelity of classroom curriculum),
only one curriculum lesson was observed. Staff logbooks for curriculum delivery and SHPC meetings
were not completed, but was completed for the student-led social-marketing meetings. The fidelity
checklist for the sexual health services review was completed by researchers in consultation with students
from the SHPC.

Table 5 outlines the data collection activities that were carried out.

Staff, student and Sex Education Forum interviews

Five school staff involved in the implementation were interviewed (three as individuals and two in a
paired interview). Eight year 9 pupils (five girls and three boys) who received the Positive Choices
curriculum, two of whom were also involved in the SHPC, participated in a focus group discussion
about their experiences. Interviews were carried out with three SEF staff members: one involved in the
initial development of the SHPC and curriculum components, and training students and staff on the
SHPC; one leading on the development of the curriculum, parent and student-led social-marketing
components, and training school staff on these; and one contributing to the social marketing and
review of sexual health services. All interviews took place following the end of the optimisation and
feasibility-testing phase.

Quantitative findings on implementation

Fidelity of staff training
All SEF trainings were delivered with > 70% fidelity overall (Table 6). Time limitations affecting the
curriculum training reduced the fidelity of this element.

Fidelity of school health promotion council meetings

Six SHPC meetings were held (two in term 1 and four in term 3). Although no teacher logbooks were
received, according to researcher observations of all six meetings, implementation of the SHPC met
fidelity across all measures, with overall fidelity of 72% (Table 7).

TABLE 5 Data collected during feasibility testing phase

Feasibility testing school,

Data source n (% response rate)
Student needs survey 127 (80)
Observation/recording of SEF SHPC training 1 (100)
Observation/recording of SEF curriculum training 1 (100)
Observation/recording of SEF student-led social-marketing training 1 (100)
Observation of SHPC meetings 6 (300)
Observation of curriculum delivery 1 (50)
Observation of student-led social-marketing meetings 5 (250)
SHPC meeting teacher logbooks 0 (0)
Curriculum delivery teacher logbooks 0 (0)
Student-led-social-marketing meetings teacher logbooks 1 (100)
Sexual health services review fidelity checklist 1 (100)
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TABLE 6 Fidelity of implementation of staff training in formative feasibility testing phase

Overall
Number of Topics Exercises Opportunities fidelity of
Training attendees Data source covered used for discussion implementation
SHPC training 9 students, Audio-recording/ 96% 91% 100% 92%
4 staff researcher

observation

Curriculum 11 staff Audio-recording/  83% 73% 100% 78%
training researcher

observation
Student-led 12 students, Audio-recording/ 100% 71% 100% 81%
social-marketing 1 staff researcher
training observation

TABLE 7 Fidelity of implementation of SHPC in formative feasibility testing phase

Total number Items Actions Opportunities Overall fidelity of
Data source of meetings discussed agreed for discussion implementation
Researcher observations 6 80% 70% 100% 72%
Teacher logbooks N/A N/A N/A N/A N/A

N/A, not applicable.

Fidelity of classroom curriculum

Although Positive Choices included 10 hours of classroom curriculum for year 9 students, the
collaborating school experienced a number of challenges to implementation (outlined in more detail in
Curriculum delivery) and was only able to deliver the five lessons specified as ‘essential’ in the initial
intervention design. These were the female/male body and functions of reproductive organs; fertility
and contraception; STIs and safer sex; building blocks to good relationships; and consent.

Overall fidelity of the lesson that was observed by a researcher was poor, at only 54% (Table 8).
Possible reasons for this are explored in more detail using qualitative data in Qualitative findings
on implementation.

Fidelity of student-led social marketing

Fidelity of the student-led social-marketing meetings was high at 82% overall (Table 9). However,
despite their investment in planning a campaign, students were unable to deliver their final production
in school. The reasons for this are explored in more detail using qualitative data in Qualitative findings
on implementation.

TABLE 8 Fidelity of implementation of classroom curriculum in formative feasibility testing phase

Opportunities Overall fidelity of
Data source Topics covered Exercises used for discussion implementation
Researcher observations 62.5% 50% 0% 54%
Teacher logbooks N/A N/A N/A N/A

N/A, not applicable.
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TABLE 9 Fidelity of implementation of staff training in formative feasibility testing phase

Total number Items Actions Opportunities Overall fidelity of
Data source of meetings discussed agreed for discussion implementation
Researcher observations 5 89% 71% 100% 82%
Teacher log sheets 5 89% 71% 100% 82%

Fidelity of school sexual health services review

The SHPC completed the review of school-based and other local sexual health services. According to
the loghook completed with students, the overall fidelity for implementation of this component of the
programme was 83% (Table 10).

Overall fidelity of implementation
Overall, the participating school implemented Positive Choices with 80% fidelity.

Acceptability

Staff and student acceptability of the optimised Positive Choices intervention was quantitatively
assessed via two questions included in staff interviews and the focus group with year 9 pupils.
These were:

1. Do you think your school should deliver the Positive Choices programme again?
2. Do you think other schools should?

In response to these questions, staff and students unanimously (100%) agreed that their school should
deliver Positive Choices again and that it should be delivered in other schools.

Qualitative findings on implementation

Staff views on implementation and feasibility

Initial engagement

Although the participating school implemented Positive Choices with > 70% fidelity, staff interviews
were dominated by the discussion of challenges to implementation. These were attributed
overwhelmingly to recent, repeated changes in school leadership that occurred as a result of a poor
school inspection result, and which led to the programme no longer being prioritised, as the new
leadership focused on teaching and behaviour:

September comes along and Ofsted did a little surprise visit ... and ... we went from having a ‘good’
rating to a ‘requires improvement’ rating. So, the focus was shifted ... What is deemed as extra, they get
cut ... Unfortunately, because it wasn't a school priority to make sure that RSE was getting delivered and
to be committed to the project, | think that the leadership decided that they wanted to go another way.
SLT lead

TABLE 10 Fidelity of implementation of school sexual health services review in feasibility phase

Steps 1-5: review of Step 6: actions taken to Overall fidelity of

Data source existing services enhance existing services implementation

Checklist 100% 0% 83%
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The SLT lead at the school suggested that the lack of support from school leadership was compounded
by the initial day-to-day lead stepping down from her role as RSE co-ordinator at the start of term 2,
citing overwork and personal health issues. She was replaced by another member of the school inclusion
team who was not a qualified teacher and was less experienced in teaching RSE:

I'm not the expert, I've been told so-and-so’s no longer doing this ... | was told, ‘this is what you're doing . ..
I've gone from somebody who would possibly deliver a session around something that | felt comfortable,
maybe the relationship part of it, alright, to actually being the man who's upfront responsible for
a programme.

Replacement day-to-day lead

This staff member managed the implementation of Positive Choices alongside his existing
responsibilities as safeguarding lead for the school. He focused on co-ordinating curriculum delivery,
but took little responsibility for overseeing other components.

Curriculum delivery
Co-ordinating the curriculum lessons was particularly challenging and the new lead reported that this
resulted in conflict as he attempted to get staff released to deliver Positive Choices lessons.

This led to the school implementing only 5 of the 10 hours of curriculum teaching and the new
lead delivering many lessons himself, sometimes to a hall of up to 90 year 9 students. The lead felt
ill-equipped to deliver some of the lessons:

| felt that | was going into, um, situations with some of the topics where | thought [sighs] | hate not
knowing this ... | feel so bad delivering something that’s half-hearted and it's unmeaningful as well,
especially when it got to where | was delivering to like maybe three year groups, you've got 90 children,
how do you go through the subtleties of some of the subjects that you're covering?

Replacement day-to-day lead

Student-led social marketing

Although a number of meetings were held with students to develop their social-marketing campaigns,
the staff facilitator reported that a lack of prioritisation of the programme at a senior level meant that
they were unable to deliver what they had planned: a student drama sketch on the topic of sexual
consent in a whole-school assembly:

So your three main halls are completely busy, and you've got nowhere to have an assembly and then it
was last minute in fact like everyone was scrambling because nobody had known and it's one of those
things . .. no time for our clever skit.

Social-marketing facilitator

The social-marketing facilitator suggested that, had the work begun earlier in the year, they may have
had a better chance of delivering the final performance.

Sexual health services review

With the support of SEF, the review of school and local sexual health services was completed by the
SHPC. Although students were able to carry out the review of sexual health services, they were unable
to present their recommendations to school leaders. Students and SEF staff also reported how the
review was hampered by new discipline policies that did not allow students to be outside classrooms
and in school corridors without a teacher present.
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General feasibility of implementation
Despite the challenges experienced with implementation, staff remained positive about the feasibility
of Positive Choices in secondary schools with the right level of support from a senior level:

Definitely a workable programme ... it just needed ... | don't know whether management just don’t
understand logistics or whatever, but yeah, it needed the full backing from them.
Initial day-to-day lead, optimisation and feasibility testing school

It is workable and it can work in other schools, absolutely yes. And | think with the correct support of
leadership it can.
SLT lead

Staff highlighted the importance of staff dedicated to co-ordinating implementation, and the
importance of selecting skilled teaching staff to deliver the curriculum.

But in the main | think for me the programme it was essential or it is essential, absolutely essential, but
| just think the problem with people like me ... | just didn’t feel | was the right person to be delivering
some of the subject matter.

Replacement day-to-day lead

Views of Sex Education Forum staff on implementation and feasibility
Staff from the SEF were similarly concerned about the fact that teaching support staff rather than
trained teachers were being selected by the school to be trained to deliver the curriculum:

It shouldn’t be taught by non-teaching stdff, it's got to insist on teachers coming on the training and not
support staff, otherwise you'll get support staff teaching, and if they don’t do that for other subjects they
shouldn’t do it for Positive Choices.

SEF trainer

The trainer felt that this exemplified the low priority Positive Choices and RSE more generally were
afforded in the school under new management. SEF staff felt that the change in management and crisis
situation in the school had rendered it a poor site to test feasibility of the intervention, notwithstanding
the fidelity results being good enough for progress to the pilot RCT.

Staff view on intervention acceptability

Staff were very positive about the intervention and saw the content as important and necessary for
their students. Staff were particularly enthusiastic about the student participation element of the
intervention, which they suggested had given students a sense of empowerment and ownership over
the programme and made sure it was relevant to their experience:

| think it's a good way of getting the students involved in it and making them feel like they are creating
something for themselves. It’s all about empowering students, getting them to be in a leadership position,
| think they feel that.

SLT lead

The social-marketing facilitator commented on the value of providing students who were usually less
vocal or engaged with school with an alternative space to express themselves and flourish:

So, I think like for the boy who was very quiet but also quite astute ... he came religiously to every
meeting and would ask me about when the next one was. And this is a boy that’s very, you know, that
was a shining example of someone who doesn’t get tapped up to be part of these groups and really

© Queen’s Printer and Controller of HMSO 2021. This work was produced by Ponsford et al. under the terms of a commissioning contract issued by the Secretary of State
for Health and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in
professional journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial
reproduction should be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House,
University of Southampton Science Park, Southampton SO16 7NS, UK.

35



RESULTS: OPTIMISATION AND FEASIBILITY TESTING

flourished . .. And even one of the girls ... who was reluctant to separate from her friend during the
workshop but then eventually came to me afterwards and said how much she'd enjoyed it. So, | think it's
giving students who don’t always get tapped up to take part in things opportunity to express themselves
and | thought they did really well overall.

Social-marketing facilitator

Staff reported that they thought Positive Choices had had an impact on student knowledge, with
the lesson on sexual consent in particular increasing awareness and reporting of sexual harassment
in school:

‘Yes, | would [link the increase in reporting] to Positive Choices because actually, the consent stuff was
delivered in the April ... And from that point the girls were actually making disclosures to counsellors . ..
So | think it was giving them a little bit more self-confidence to say, well actually ... you shouldn’t be
doing that to me and I'm going to tell someone about that ... So a positive impact on the girls and in
theory, a positive impact on the boys because hopefully they now know what they can and can’t do’.

SLT lead

Student views on intervention acceptability
Students were enthusiastic about Positive Choices, reporting that the curriculum covered topics more
comprehensively than most RSE delivered in schools:

What they [in other schools] learnt is basically just condoms, condoms, condoms, condoms . .. We've had
conversations like with my friends from different schools, and then we was talking about like just sex
ed[ucation] in general, and how it can be uncomfortable and it's like, ‘The only thing we've learnt about is
like condoms,” | was like, ‘You haven't learnt about sexual beliefs, none of that?’

Year 9 girl

Students generally appreciated the focus on relationships, not just sex. The content on different types
of abuse in relationships was particularly powerful for some female students:

I learnt like that, like, | don’t know what the word'’s called again, but like controlling, how you're being
controlling, that can count as a mental abuse. Because always wanting to know where someone is and
stuff like that, | didn't realise that before, that that could count as abuse, or any different things, so |
learnt that there’s different . .. it was more of an eye-opener.

Year 9 girl

Most students felt that the curriculum content was appropriate and important to enable them to
protect themselves and develop their own sense of what was right for them now or in the future:

| feel like the key messages was to prepare us for the future and like if you decide, OK you want to be in
a relationship now, that’s your choice, but make sure you're doing what's right for you and your body
and like know how, where the law fits in within it, and what’s legal for you to do and what's illegal for

you to do.
Year 9 girl

Students also appreciated the opportunity to discuss with their peers in lessons, exploring other
students’ views. This represented a different pedagogical approach to that used in their other lessons.
Some, nevertheless, felt that they wanted more time to explore issues with each other in class:

Compared to maths, it wasn't as fast, but | feel like there still wasn’t enough time, to become in depth

and understand the situation and anything that people go through, or what they can go through.
Year 9 boy
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Underscoring the value of mixed-sex teaching, one student also reported that she valued the space for
discussing and for challenging the opinions of male students in the class:

When the boys were there, there was a lot of . .. controversy, so it was a lot of arguing and disagreements,
and it was good arguing . ..
Year 9 girl

Refinements made based on feasibility assessment in one London school

Although fidelity of implementation met the progression criteria, our observations, and staff and SEF
accounts of implementation informed further refinements to the intervention. These are described in
Table 11. In particular, our experience with the optimisation and feasibility school emphasised the need
to assess the capacity of pilot schools for participation in the trial and ensure strong commitment from
participating schools.

To support implementation, it was also agreed that additional time in the SHPC training and space in
the manual should be given to clarify the key tasks and activities of the SHPC, describe the timeline
for activities and provide action planning for the SHPC.

Other refinements made prior to pilot

As the curriculum lessons were developed and tested, it also became necessary to increase the number
of essential lessons from five to eight to ensure that all topics set out in the protocol were covered.

The final set of essential lessons for the pilot were (1) the female/male body and reproductive organs,

(2) fertility and contraception, (3) STIs and safer sex, (4) building blocks to good relationships, (5) consent,
(6) sustaining relationships, (7) sexual response and pleasure and (8) pornography. It was also agreed that
there was some unnecessary overlap in the remaining ‘add-on lessons’ so these were combined and
reduced. The final agreed set of add-on lessons was (9) pregnancy options, (10) readiness for intimacy,
(11) body image and the digital world, (12) FGM and (13) human rights, stigma and discrimination.

Safeguarding and adverse events

During the course of fieldwork at the feasibility school, no student disclosures met the criteria for
reporting safeguarding concerns to a school safeguarding officer based on the safeguarding policy in
place at the time. In line with our standard operating procedure (see Appendix 5), at the end of the
implementation phase, the feasibility testing school reported to the research team on SAEs among the
cohort of students taking part in Positive Choices. No SAEs were reported by school staff.

TABLE 11 Refinements based on feasibility assessment

Component/resource Issue identified Refinement made

General Optimisation school faced challenges with Implement existing stakeholder
implementation because the programme was  recommendations to increase SLT
not recognised as a priority for the school commitment and prioritisation. See Table 4

by the SLT and staff were not adequately
supported to deliver

Curriculum delivery Issues with the confidence and quality of Refinements made to ensure that it is
delivery of curriculum by non-teaching staff teaching staff who undertake curriculum
training and delivery in pilot schools

Refinements were also made to the lesson
on STIs that staff found particularly tricky
to teach

Procedures for additional remote support
from SEF via e-mail agreed for pilot

Social marketing Staff reported it was challenging to fit the Flexibility included for schools to
activities into the last term of the year implement across the academic year
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Progression to pilot randomised controlled trial

Despite challenges to implementation in the optimisation and feasibility testing school, overall
implementation fidelity was 80%. Acceptability of the intervention was also high, with 100% of staff
and students agreeing that the intervention should be implemented in their own and other schools
again. Refinements to planned approaches and materials were made on the basis of school, ALPHA
group and practitioner/policy stakeholders’ input and feasibility testing to improve implementation for
the pilot. In July 2018, all members of the research team, SEF, the principal (head teacher) of the
collaborating school and the SSC indicated that the Positive Choices intervention materials had been
optimised to their satisfaction. Copies of SSC minutes and correspondence confirming this are provided
as Report Supplementary Material 7. Progression to the pilot RCT was, therefore, recommended by the
SSC and the National Institute for Health Research (NIHR) at the beginning of September 2018.
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Chapter 4 Results: undertaking the pilot
randomised controlled trial

Recruitment and participant flow

On 13 November 2017, 334 mixed-sex state secondary schools within 1 hour’s train journey from
London were e-mailed with an invitation to participate in the pilot RCT. Eleven schools responded to
indicate interest. These schools were sent a consent form for the head teacher to sign. Eight provided
this consent, the first six of which were recruited to the study; however, on 18 May 2018, one of these
six dropped out of the study. The mailshot was repeated, excluding schools already recruited. Nine
schools expressed an interest and were sent a consent form for the head teacher to sign. The first
school to respond was recruited as the sixth of our participating schools.

Baseline surveys were conducted in these six schools, with an overall response rate of 88.0%. Four
schools were then randomised to receive the intervention and two to continue with usual activities.
No schools withdrew from the study, and at 12 months follow-up surveys had an overall response
rate of 87.1% (89.0% in the intervention group and 82.0% in the control group). Recruitment and
participation are also illustrated in Figure 2.

Baseline school and student characteristics

Unsurprisingly, given the small number of schools involved, there were baseline differences between those
schools allocated to the control and intervention groups regarding student sociodemographic characteristics
(Table 12). Schools looked different by arm in terms of school institutional type, but not by Ofsted rating at
the time of recruitment. Schools were similar in terms of value-added educational attainment. Schools in
the control group had a higher proportion of students entitled to free school meals and were slightly larger
in terms of student numbers. Schools in each arm were in areas of similar deprivation. There was a slightly
higher proportion of male students in control schools. There was a considerably lower proportion of white
students and higher proportion of students of Asian/Asian British ethnicity in control schools, resulting
from one control school being a faith school with predominantly Asian/Asian British students. A slightly
lower proportion of students identified as gay or lesbian, bisexual, other or unsure/questioning in control
schools. There was a higher proportion of Sikh students in control schools with correspondingly lower
proportions of most other religious affiliations. A higher proportion of students reported living with two
biological parents in control schools. Students in the control group also reported slightly higher family
affluence. However, the groups were balanced in terms of self-reported secondary outcomes (sexual debut)
at baseline (see Table 12).

Baseline student surveys

Fieldwork

Baseline surveys were conducted between 4 June 2018 and 6 July 2018. Initial consultation with
the ALPHA group on 31 July 2017 informed refinements to the wording of some of the questions in
the baseline questionnaire. A copy of the baseline survey and all information and consent materials
were e-mailed to school liaison staff at least 2 weeks ahead of the survey date. School liaison staff
added school safeguarding and local sexual health information to the student information sheet and
distributed student and parent information via their usual means at least 1 week before the surveys.
All schools provided individual class registers of year 9 pupils ahead of time and each student was
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FIGURE 2 Participant flow.

TABLE 12 Pilot school and student characteristics by trial arm

Characteristic

School

School type Academy converter (mainstream)
Academy sponsor led (mainstream)
Community school

Ofsted rating? Good

2017 attainment 8 score,” mean (SD)
Value-added score,! mean (SD)

Proportion of students entitled to free school meals,® mean (SD)

Intervention
(4 schools)

3
0
1
4

47.3 (6.80)

0.16 (0.40)
30.25 (4.64)

Control
(2 schools)

o r

2

51.1 (2.75)
0.50 (0.15)
23.2 (8.35)

Overall
(6 schools)

SR SN

6

48.6 (6.03)
0.17 (0.41)
27.9 (6.98)
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TABLE 12 Pilot school and student characteristics by trial arm (continued)

Intervention Control Overall
Characteristic (4 schools) (2 schools) (6 schools)
School size (registered students), mean (SD) 1342 (355.22) 1193 (390.50) 1292 (374.08)
IDACI score,” mean (SD) 0.130 (0.04) 0.183 (0.06) 0.147 (0.05)
Student characteristics (survey)
Age (years), mean (SD) 12.79 (0.41) 12.81 (0.40) 12.80 (0.40)
Sex, n (%)
Male 428 (49.3) 166 (55.7) 594 (50.9)
Female 431 (49.7) 131 (44.0) 562 (48.2)
Prefer not to say 6(0.7) 1(0.3) 7(0.6)
Missing 3(0.3) 0(0.0) 3(0.3)
Gender, n (%)
Boy 428 (49.3) 166 (55.7) 594 (50.9)
Girl 424 (48.8) 129 (43.3) 553 (47.4)
Trans boy 2(0.2) 0 (0.0) 2 (0.2)
Trans girl 1(0.1) 0 (0.0) 1(0.1)
Non-binary 1(0.1) 1(0.3) 2 (0.2)
Other 2(0.2) 0 (0.0) 2(0.2)
Unsure 5(0.6) 1(0.3) 6 (0.5)
Prefer not to say 3(0.3) 0 (0.0 3(0.3)
Missing 2(0.2) 1(0.3) 3(0.3)
Ethnicity, n (%)
White 538 (62.0) 6 (28.9) 624 (53.5)
Mixed 105 (12.1) 9(9.7) 134 (11.5)
Asian/Asian British 97 (11.2) 151 (50.7) 248 (21.3)
Black African/black Caribbean/black British 90 (10.4) 0 (6.7) 110 (9.4)
Other 33 (3.8) 8(2.7) 1(3.5)
Missing 5(0.6) 4(1.3) 9(0.8)
Sexual identity, n (%)
Straight or heterosexual 773 (89.1) 257 (86.2) 1030 (88.3)
Gay or lesbian 7 (0.8) 1(0.3) 8(0.7)
Bisexual 9 (2.2) 2 (0.7) 21 (1.8)
Other 0(1.2) 2(0.7) 12 (1.0)
Unsure/questioning 5 (4.0) 5(1.7) 40 (3.4)
Prefer not to say 9(2.2) 15 (5.0) 34 (2.9)
Missing 5(0.6) 16 (5.4) 21(1.8)
Religion, n (%)
None 466 (53.7) 86 (28.9) 552 (47.3)
Christian 213 (24.5) 30 (10.1) 243 (20.8)
Jewish 8(0.9) 0 (0.0) 8 (0.7)
Muslim/Islam 4 (7.4) 4 (1.3) 68 (5.8)
continued
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TABLE 12 Pilot school and student characteristics by trial arm (continued)

Intervention Control Overall
Characteristic (4 schools) (2 schools) (6 schools)
Hindu 5(5.2) 18 (6.0) 63 (5.4)
Buddhist 4(0.5) 1(0.3) 5(0.4)
Sikh 2(0.2) 139 (46.6) 141 (12.1)
Unsure 6 (5.3) 13 (4.4) 59 (5.1)
Other 0(1.2) 1(0.3) 11 (0.9)
Missing 0(1.2) 6 (2.0) 16 (1.4)
Family structure, n (%)
Two parents 589 (67.9) 229 (76.8) 818 (70.2)
Lone mother 192 (22.1) 43 (14.4) 235(20.2)
Lone father 4 (1.6) 1(0.3) 5(1.3)
Reconstituted 7 (6.6) 17 (5.7) 4 (6.3)
Other 3(15) 4(13) 7(15)
Missing 3(0.3) 4(1.3) 7 (0.6)
FAS, mean (SD) 7.93 (2.16) 8.52 (2.08) 8.08 (2.15)
Sexual debut
Yes 7 (0.8) 2(0.7) 9(0.8)
Missing 69 (7.9) 29 (9.7) 98 (8.4)

IDACI, income deprivation affecting children index; SD, standard deviation.
a Data retrieved from URL: www.compare-school-performance.service.gov.uk (accessed 6 September 2019).
b IDACI score by school postcode from URL: imd-by-postcode.opendatacommunities.org (accessed 6 September 2019).

allocated an individual student identity number to be linked to self-report data at baseline and
follow-up. Data collection records were prepared for each class to record attendance and consent
(see Appendix 6).

In intervention school 4 and control schools 1 and 2, the survey was administered in 1 day. Surveys in
intervention school 1 involved five visits and in intervention school 3 involved two visits; in both cases
this was so that surveys could be completed in PSHE lessons. In intervention school 2, initial problems
with the accuracy of class lists necessitated a return visit.

Surveys were administered in classrooms of up to 30 students (often fewer) by members of the
research team supported by a group of fieldworkers recruited and trained (including in safeguarding
procedures) for this purpose. Fieldworkers were issued with standard operating procedures for data
collection (see Appendix 7). Information about the study and the role of the teacher in data collection
was also provided to staff (see Appendix 8). Consent procedures occurred as planned. Students who
had opted out of the survey themselves or had been opted by their parents ahead of time were not
present. At baseline, no students were identified by schools as being not competent to give consent.
Control school 1 had a small class of four students with mild learning difficulties who required
additional support from an experienced member of the research team.

While students completed consent forms, surveys in brown envelopes with student names attached
as sticky labels were distributed by the class teacher or student assistants. Students were asked to
remove the name label from the envelope, leaving only the student code attached to the survey.
Students were asked to return questionnaires in the brown envelopes when they had finished.
Surveys took approximately 45 minutes to complete, with a minority taking longer.
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Very few students expressed discomfort with the questions, a few saying that they were ‘weird’ or ‘too
explicit’. In the main, students appeared comfortable completing the questionnaire and rarely identified
any questions as being problematic. No serious complaints or concerns were raised by students,
teachers or parents at the time or afterwards, and no student indicated that they were distressed by
the experience of completing the survey. Common questions recorded by fieldworkers included queries
about how to answer some of the identity categories on the survey, such as ethnicity, sexuality and
religion. Students who lived in two homes were sometime unsure of how to answer the FAS questions
about the number of bedrooms or bathrooms in their home. Students also asked about the meaning of
some terms used in the survey, such as conception, masturbation and genitalia, despite many of these
being defined in the survey. Some found answering the contraceptive and sexual health skills questions
challenging, suggesting an option for ‘I am not sure’ should be included. A few students wanted
clarification whether items on contraceptive and sexual health skills, and sexual communication self-
efficacy referred to them as they were ‘now’, as they had not yet had a relationship, or in the future.
Some also said that they felt unable to answer the social norms questions as they were unsure what
their friends thought about these items. Some students were puzzled by the questions in the FAS scale
on dishwashers and bathrooms at home, commenting that they thought the questions were about
hygiene or parental care. Over the course of fieldwork, researchers developed a list of frequently
asked questions and model answers to support fieldworkers to respond to questions like these.

Once the surveys had been returned to the LSHTM offices, all consent forms were checked and found
to be accurately completed. All completed surveys were sent for data entry. Scanned copies of surveys
that were identified by the data enterers as including handwriting were checked by researchers but no
safeguarding concerns were raised.

Response rates by school
Baseline response rates vary from 75.9% to 94.1% between schools (Table 13).

Overall, 105 (8%) students were absent on the day of the survey, although a total 29 surveys were
returned later across three of the six schools. The overall response rates in Table 13 reflect the total
number of surveys completed, including those returned later. Most schools had few parental opt-outs
ahead of the survey. In control school 1, however, 16% of students were opted out by parents. This
accounts for the lower overall response rate in this school. Overall, only 3% of students opted out on
the day of the survey and none was identified by schools as ineligible at baseline.

Randomisation

Following completion of the baseline surveys, schools were randomised by the CTU on 9 July 2018.
All six schools accepted the results of the randomisation and continued with the study. Between

28 September 2018 and 14 November 2018, head teachers signed service level agreements
concerning intervention activities.

Follow-up student surveys

Consultation and preparation

We consulted on the contents of the sexual behaviour questions added to the follow-up questionnaire
with the ALPHA group of young people on 26 January 2019. The group consisted of 12 young people
(five male and seven female) aged 14-19 years. The group commented that the draft survey was clear
and appropriate. Participants had reservations about the appropriateness of question wording about
forced sex, but the wording was retained as these were standard measures. The group also reviewed
the information and consent materials, focusing on how we would seek consent from the girls to

link survey data to routine data on births and abortions. As a result, we amended some wording,

for example, referring to ‘routine medical data’ rather than ‘official government records’.
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TABLE 13 Survey response rates at baseline

Pilot intervention schools Pilot control schools

Baseline student survey 1 p 1 p Pilot total
Overall response rate, n/eligible (%) 224/238 (94.1) 234/274 (85.4) 126/148 (85.1) 284/311 (91.3) 132/174 (75.9) 166/180 (92.2) 1166/1325 (88.0)
Absent on the day n (% eligible) 23*(10) 21 (8) 14 (9) 24" (8) 15°(8.6) 8 (4) 105 (8)
Parent opt-out ahead n (% eligible) 1(0.5) 1(0.5) 4 (3) 3(1) 28 (16) 2 (1) 39 (3)
Student opt-out ahead n (% eligible) 0 (0) 0(0) 0(0) 0(0) 0 (0) 0(0) 0(0)
Student opt-out on day n (% eligible) 2 (1) 18 (7) 4(3) 12 (4) 4(2.2) 4(2) 44 (3)
Ineligible n (% eligible) 0 (0) 0 (0) 0(0) 0(0) 0(0) 0(0) 0(0)

a Twelve surveys were returned later by this school.
b Twelve surveys were returned later by this school.
c Five surveys were returned later by this school.
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Fieldwork

Procedures largely mirrored those for the baseline survey. Surveys were implemented between

4 June 2019 and 9 July 2019. Schools were sent parent and student information and the follow-up
survey by e-mail at least 2 weeks in advance of the survey taking place. Schools were asked to
distribute the information sheets via their usual means at least 1 week in advance of the survey.

One complaint was raised by a parent from intervention school 1, stating that the time between
receiving the information and the survey was only 2 days, and objecting to the questions on self-
described gender identity. The Pl wrote to the complainant apologising for the school’s delay in sending
out information and explaining the rationale for inclusion of these questions.

Year 9 class registers were obtained from all schools in advance and the original individual student
identity codes were matched to student names and added to surveys. Students not present at baseline
were allocated new codes. Data-collection records were prepared as for the baseline, with an
additional column to indicate if female students had consented to follow-up (see Appendix 9).

Surveys took place over 1 day for intervention schools 2 and 4 and both control schools, over 2 days in
intervention school 3, and over repeated visits for intervention school 1. All surveys were administered
in classrooms by trained fieldworkers, except in intervention school 4 where, because of timetabling
challenges, the survey was conducted with all year 9 students in a school hall. The same school
informed researchers on arrival that they also had a small group of six students who required reading
support to complete the questionnaire, whom they separated and placed into a classroom. An
experienced fieldworker was, therefore, allocated to support this class.

Following learning from baseline, information and consent forms were printed on different coloured
paper so that students could easily distinguish them. As well as receiving the information sheet and
consent form, students received a yellow form with their unique student identifier asking for DOB
and postcode from female students consenting to data linkage.

Fieldworkers were briefed in detail about the data linkage process and instructed to explain clearly
that the researchers would not link routine data to names or share births data with others, and that
all data would be stored securely in line with data protection regulations. Fieldworkers were also
instructed to check carefully whether or not consent to data linkage had been ticked on the main
consent form and that, where appropriate, DOB and postcode data were complete. Fieldworkers were
also provided with a revised standard operating procedure (see Appendix 10) for follow-up, and the
frequently asked questions and responses compiled from baseline.

Few female students verbally objected to data linkage, but not all of those who completed the survey
consented to follow-up. Those who did object usually cited concerns over confidentiality or the rationale
for collecting such personal or, what they considered, useless (because they were not yet sexually active)
data. Response rates for data linkage are described in more detail in Response rates by school.

Once all data had been returned to LSHTM offices, data collection records and consent forms were check
and reconciled. All surveys and DOB and postcode collection forms were transferred to the data enterers.
Scanned copies of surveys identified by the data enterers as including handwriting were checked by
researchers individually, but no safeguarding concerns were raised. Two separate files, one containing the
student identifier codes alongside the self-report survey data, and one containing student identifier codes,
postcodes and DOB information for data linkage, were securely returned by the data enterers. The number
of records on each file was accurately reconciled against the number of records sent.

Response rates by school
Follow-up response rates varied from 78.0% to 94.6% between schools (Table 14).
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TABLE 14 Survey response rates at follow-up

Pilot intervention schools Pilot control schools

Response 1 1 2 Pilot total
Follow-up student survey, n/eligible (%) 214/239 (89.5) 220/270 (81.5) 133/148 (89.9) 296/313 (94.6) 142/182 (78.0) 154/179 (86.0) 1159/1331 (87.1)

Absent n (% eligible) 20 (8) 37 (14) 13 (9) 10 (3) 20 (11) 12 (7) 112 (8)
Parent opt out ahead n (% eligible) 1 (0.5) 0 (0) 1(1) 2 (1) 12 (7) 0 (0) 16 (1)
Student opt out ahead n (% eligible) 0 (0) 0 (0) 0 (0) 0 (0) 6 (3) 0 (0) 6 (0)
Student opt out on day n (% eligible) 4(2) 13 (5) 1(1) 4 (1) 1(0.5) 13 (7) 36 (3)
Ineligible n (% eligible) 0(0) 0(0) 0(0) 1(0.5) 1(0.5) 0 (0) 2(0.2)
Consent to data linkage n (% eligible)® 80 (70) 83 (70) 54 (81) 127 (93) 51 (73) 58 (91) 453 (79)

a Eligible sample is girls who were present on the day.

IVIYL dITIOYLNOD AISINOANVY 1OTId FHL ONIMVLIIANN SL1NSTY



DOI: 10.3310/phr09010 Public Health Research 2021 Vol. 9 No. 1

Eight per cent of students were absent overall. As with baseline, in most schools there were few
parental and no student opt-outs ahead of the survey, but, in control school 1, 10% of students were
opted out by their parents or themselves in advance. This, again, accounts for the relatively lower
overall response rate in this school. Two students were identified by school staff as being ineligible
because of cognitive limitations and were not present when the survey was completed. Across all

six schools, only 3% of students opted out of completing the survey on the day.

Across schools, consent to checking births and abortions records ranged from 70% to 93%.

Piloting of primary and secondary outcomes

Primary outcome measures

Primary outcomes were measured using routine data on births and abortions. A total of 453 (79%)
female students responding to the survey provided postcode and/or DOB information at follow-up,
of whom 9% provided incomplete or invalid data (Table 15).

Births

Name, postcode and DOB data were matched to ONS births registration data for the period 1 July
2018-1 June 2019. There were no births among the trial cohort based on exact matching of name,
DOB and postcode. Focusing on the subset of the births data where the mother’s year of birth was
equivalent to that in the survey data (2004-5) produced 81 matches. Focusing separately on given/first
and family/second names and running searches for matching values across both data sets resulted in
44 records that did not match to either a forename or a surname; 26 that matched to a forename only;
10 that matched to a surname only; and one to a surname and forename. For the one record that
matched on surname and forename, neither the DOB nor the postcode matched the participant data.
It was determined, therefore, that there were no probable matches in our cohort.

Abortions

Postcode and DOB information was matched by DHSC with abortions data in the Abortion Notification
System (ANS) for the period from 1 June 2018 to 9 October 2019. There were no abortions among the
trial cohort based on exact matching of DOB and postcode. There were 166 cases in our data set with
an exact match on postcode only. Some of these matched more than once because there was more
than one record with the same postcode in the ANS, giving a total of 235 individual matches on
postcode only (Table 16).

However, none of these matches in the ANS had a birth year of 2004 or 2005, as was the case for all

female students in our cohort, and none of the DOBs contained in our data set was considered close
enough to those in the ANS to constitute a possible match. There were no matches on DOB alone.

TABLE 15 Completeness and validity of postcode and DOB data

Completion of postcode and DOB data (VA

Records where postcode was valid and DOB was missing 1(0.2)
Records where postcode was valid and DOB was invalid 12 (3)
Records where DOB was valid and postcode was missing 12 (3)
Records where DOB was valid and postcode was invalid 13 (3)
Records where postcode was missing and DOB was invalid 1(0.2)
Total 39 (9)
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RESULTS: UNDERTAKING THE PILOT RANDOMISED CONTROLLED TRIAL

TABLE 16 Matches in ANS on valid postcode only

Exact match on postcode with one case in ANS 115
Exact match on postcode with two cases in ANS 39
Exact match on postcode with three cases in ANS 6
Exact match on postcode with four cases in ANS 6
Total matches 235

a This included one duplicate postcode in our data that matched with four
cases in ANS.

A search of partial matches based on postcode sector, combining a postcode area, a postcode district and
a single character indicating the location’s inward code (e.g. YO23 2), revealed 428 cases that matched at
least one case in the ANS. There were a total of 9784 individual abortion records in the ANS database
that matched on postcode sector. Thirty-eight cases (or 47 matches as a result of the same postcode
sector appearing more than once in the ANS data) had a year of birth of either 2004 or 2005, for the
female students in our cohort. Nineteen of these 47 matched our data on year of birth, but none matched
on day or month. From this, we concluded that there were also no probable partial matches in our cohort.

Secondary outcome measures

Table 17 reports completion rates for secondary outcomes among students routed to the relevant
questions, indicating rates were generally good. However, completion rates were lower for reporting
number of heterosexual partners (38.3%) and contraception at last vaginal sex (59.6%) among students
routed to these questions. The low rate of completion of the question on partner numbers reflects that
students were required to write in a number.

TABLE 17 Secondary outcome measures: completion

Completion rate

ICC test-retest

Secondary outcome Baseline Follow-up baseline: follow-up
Pregnancy (girls) N/A 15 (100.0) N/A
Unintended pregnancy (girls) N/A 1 (100.0) N/A
Initiation of pregnancy (boys) N/A 25 (78.1) N/A
Diagnosed STIs® N/A 1053 (90.9) N/A
Sexual debut? 1068 (91.6) 1044 (90.1) N/AP
Number of heterosexual partners? N/A 18 (38.3) N/A
No contraception at first vaginal sex® N/A 46 (97.9) N/A
No contraception at last vaginal sex® N/A 28 (59.6) N/A
Non-volitional sex? N/A 47 (88.7) N/A

N/A, not applicable.

a For these rows, students were not excluded if they preferred not to disclose their sex/gender (if they met eligibility
criteria for the relevant row).

b The ICC test-retest was not performed, as the follow-up and baseline questions were not congruent.
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Table 18 reports the proportion of missing values for the secondary outcome measures at follow-up

by arm. This indicates a low proportion of missing data for all measures except age at sexual debut
(12.5% in the control group and 25.6% in the intervention group), number of sexual partners (62.5% in
the control group and 53.8% in the intervention group) - again, probably reflecting the use of free-text
responses for these items - and no contraception at last vaginal sex (37.5% in the intervention group
and 41.0% in the control group), probably reflecting issues with question routing.

Discrimination

Table 18 indicates that, at baseline, our measure of sexual debut did not allow us to discriminate well
between a defined, sizeable, ‘at-risk’ group and lower-risk students, because the prevalence of sexual
activity was so low. Table 18 indicates that this was similarly the case at follow-up and this was also
the case for the other secondary outcome measures, probably reflecting the truncated period of
follow-up and, therefore, the young age of participants in this pilot RCT in comparison with any future
Phase Il RCT. The relatively high prevalence of STI diagnoses considering the low prevalence of sexual
debut suggests that some students either did not understand these questions or chose to answer
them incorrectly.

Longitudinal reliability: intracluster correlation coefficient

Table 19 indicates that for most secondary outcomes, ICC for test-retest was not undertaken, reflecting
these measures being assessed at follow-up but not at baseline. The ICC test-retest was not performed
as planned for sexual debut. Although this was measured at both baseline and follow-up, the wording of
the questions was not congruent: at baseline examining sexual debut regardless of whether partners
were same sex or opposite sex, whereas at follow-up examining sexual debut separately by partner type.
This represented a deviation from the protocol. However, this is a minor deviation given that the student
cohort was mid-way through adolescence and thus, longitudinal inconsistency in measurement at an
interval of 12 months would probably reflect adolescent development trajectories rather than limitations
with measure reliability.

TABLE 18 Proportion of missing values for secondary outcomes at baseline and follow-up

Baseline Follow-up

Control Intervention Control Intervention
Secondary outcome measure (N=298),n(%) (N=868),n(%) (N=296),n(%) (N=863),n (%)
Pregnancy (girls) N/A N/A 0 (0.0) 0 (0.0)
Unintended pregnancy (girls) N/A N/A 0 (0.0) 0 (0.0
Initiation of pregnancy (boys) N/A N/A 0 (0.0 0 (0.0
Diagnosed STls N/A N/A 27 (9.1) 79 (9.2)
Vaginal sexual debut with partner of N/A N/A 21(7.1) 64 (7.4)
opposite sex
Sexual debut with partner of same sex N/A N/A 19 (6.4) 70 (8.1)
Age at vaginal sexual debut with partner of  N/A N/A 1(12.5) 10 (25.6)
opposite sex
Number of heterosexual partners N/A N/A 5(62.5) 21 (53.8)
(sexually active)
No contraception at first vaginal sex N/A N/A 0 (0.0) 1(2.6)
No contraception at last vaginal sex N/A N/A 3(37.5) 16 (41.0)
Non-volitional sex (Q51 only) N/A N/A 0 (0.0) 6 (13.3)

N/A, not applicable.
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RESULTS: UNDERTAKING THE PILOT RANDOMISED CONTROLLED TRIAL

TABLE 19 Effects on secondary outcomes at follow-up

Effect estimates and 95% Cls

Secondary outcome

measure Intervention Unadjusted 95% CI Adjusted 95% CI
Pregnancy (girls), n (%) 0 (0.0) 1(0.2) - - - -
Unintended pregnancy 0 (0.0) 1(0.2) - - - -

(girls), n (%)

Initiation of pregnancy 1 (0.6) 2 (0.5) OR=0.75 (0.1 to 8.3) OR=0.51 (0.0 to 6.8)
(boys), n (%)

Diagnosed STls, n (%) 14 (4.7) 38 (4.4) OR=0.93 (0.5 to 1.7) OR=1.17 (0.6 to 2.3)
Vaginal sexual debut with 8(2.7) 39 (4.5) OR=1.70 (0.6 to 4.9) OR=2.06 (0.6 to 7.2)
partner of opposite sex,

n (%)

Sexual debut with partner 1(0.3) 11 (1.3) OR=381 (0.5t029.6) OR=4.40 (0.5 to 35.4)

of same sex, n (%)

Age at vaginal sexual 13.7 (0.5) 13.6 (0.5) MD=-0.13* (-0.5t00.3) MD=-0.10° (-0.51t00.3)
debut with partner of
opposite sex, mean (SD)

Number of heterosexual 0.03 (0.29) 0.35 (4.78) MD =0.33 (-0.7t0 1.3) MD=041 (-0.7 to 1.5)
partners, mean (SD)

No contraception at first 0 (0.0) 7 (0.9) - - - -
vaginal sex, n (%)

No contraception at last 1(0.4) 5(0.6) OR=1.17 (0.2 to 8.1) OR=1.77 (0.2 to 17.3)
vaginal sex, n (%)
Non-volitional sex, n (%) 0 (0.0) 4 (0.5) - - - -

SD, standard deviation.
-, Effect could not be estimated because of zero numerator.
a Derived from age as reported by seven control students and 29 intervention students.

Piloting intention-to-treat analyses

Despite the pilot RCT not aiming to assess intervention effectiveness, we piloted intention-to-treat
analyses (see Table 19). As expected, given the small sample size, short period of intervention and
relatively young age at follow-up in this pilot RCT, there were no secondary outcomes where Cls
suggested significant benefits or harms in unadjusted or adjusted analyses. Some responses regarding
sexual activity appeared dubious. Seven boys in the intervention schools and two in the control schools
reported over 50 partners. Although these were not excluded in our analyses, it might be prudent for
the statistical analysis plan for any future Phase Il RCT to use fixed-response categories rather than
free-text responses with a plausible upper limit informed by existing evidence on partner ranges for
this age group.

Piloting of potential mediators

Completion rates and reliability

The completion and reliability of potential mediator measures are reported in Table 20. Response

rates were high for all measures at baseline and/or follow-up. Unsurprisingly, the ICCs for test-retest
reliability were low, probably reflecting that what was being measured was unlikely to be stable among
young people in early adolescence. Cronbach’s alphas and ordinal alphas for the measures were
generally high, suggesting good inter-item reliability. Alphas for perceived behavioural norms, sexual
health knowledge and sexual health access were lower, probably reflecting that these measures
included items focused on different phenomena. The negative ordinal alpha for perceived behavioural
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TABLE 20 Potential mediator measures: completion, inter-item reliability and fit

Completion rate, n (%) Inter-item reliability at baseline

ICC test-retest Cronbach’s Ordinal
Mediator Baseline Follow-up baseline-follow-up alpha alpha

Social norms supportive of 1024 (87.8) 1028 (88.7) 0.41 0.73 0.77
positive relationships and
sexual health

Perceived behavioural norms 970 (83.2) 1020 (88.0) 0.33 0.61 -0.15
about early sexual experience

and low use of condoms and

contraception

Sexual health knowledge 1087 (93.2) 1110(95.8) 0.13 0.63 0.78
Sexual health and 950 (81.5) 1008 (87.0) 0.35 0.89 0.92
contraceptive skills

Sexual health service access 1078 (92.5) 1102 (95.1) 0.32 0.69 0.83
Sexual communication 974 (83.5) 1009 (87.1) 0.42 0.91 0.93
self-efficacy

Sexual competence® N/A 34 (72.3) N/A N/A N/A

Engaging school climate

Overall scale 1027 (88.1) 1027 (88.6) 0.59 0.73 0.74
Relationships 1106 (94.9) 1116 (96.3) 0.57 0.89 0.92
Belonging 1101 (94.4) 1085 (93.6) 0.48 0.80 0.84
Commitment 1136 (97.4) 1127 (97.2) 0.48 0.74 0.85
Participation 1133 (97.2) 1114 (96.1) 0.59 0.84 0.88

Communication with parents

Mother/female carer 1146 (98.3) 1136 (98.0) 047 N/A N/A
Father/male carer 1145 (98.2) 1131 (97.6) 0.58 N/A N/A
Career/educational 1080 (92.6) 1089 (94.0) 0.31 N/A N/A

expectations

N/A, not applicable.
a Assessed only at follow-up; eligible sample is those reporting heterosexual debut.

norms at follow-up arose because of negative correlations (after appropriate coding reversal, etc.)
among some items. This may have arisen if students misunderstood the conditional logic or some other
aspect of the question.

Economic evaluation

Child Health Utility-9D

The CHU9D measure was used to assess students’ health-related quality of life at baseline and at
follow-up.¢! Student utility values were converted into utility scores using a UK valuation set.52
The CHU9D is valued on a scale from O to 1, anchored at 1 for full health and O for dead.

Completion rates and utility scores

Completion rate for the CHU9D was 1058 (81%) at baseline and 1056 (81%) at follow-up (Table 21).
CHU9D data were available for 863 students at follow-up who had also completed the CHU9D

at baseline. Mean [standard deviation (SD)] and median [interquartile range (IQR)] utility scores at
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TABLE 21 Summary statistics of CHU9D utility scores among students: all respondents

Baseline Follow-up Follow-up (respondents

Statistic (all respondents) (all respondents) with baseline CHU9D scores)
Mean 0.864 0.833 0.835

SD 0.105 0.117 0.115

Minimum 0.389 0.376 0.376

1st percentile 0.533 0.490 0.495

5th percentile 0.656 0.606 0.606

10th percentile 0.723 0.669 0.677

25th percentile 0.808 0.762 0.768

Median 0.884 0.853 0.856

75th percentile 0.952 0.921 0.921

90th percentile 0.979 0.952 0.952

95th percentile 1.000 1.000 1.000

99th percentile 1.000 1.000 1.000

Maximum 1.000 1.000 1.000

Observations (% total) 1058 (81) 1056 (81) 863 (74)

Missing?® (% total) 108 (9) 103 (9) 296 (26)

a Based on a total sample of 1166 at baseline and 1159 at follow-up.

baseline were 0.864 (SD 0.105) and 0.884 (IQR 0.808-0.952), respectively. At follow-up, these scores
were 0.835 (SD 0.115) and 0.856 (IQR 0.768-0.921), respectively. The distributions of utility scores at
baseline and follow-up were broadly similar (Figures 3 and 4, respectively). Minimum and maximum
values were similar at both time points, as were the proportion of cases reporting maximum utility
scores. The distributions of utility scores at baseline and follow-up were broadly similar, with few
students reporting utility scores under 0.5, a right-skewed distribution with modal values of around
0.95, and 5-10% students reporting maximum utility scores (see Figures 3 and 4, respectively).
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FIGURE 3 Distribution of baseline CHU9D utility scores among students: 1058 observations, all respondents.
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FIGURE 4 Distribution of follow-up CHU9D utility scores among students: 1056 observations, all respondents.

Reliability

Reliability of the nine CHU9D items was assessed separately at baseline and at follow-up using
Cronbach’s alpha and the ordinal alpha. In every case, it was over 0.8; at baseline, it was 0.805
(Cronbach’s alpha) and 0.874 (ordinal alpha). At follow-up, it was 0.826 (Cronbach’s alpha) and 0.876
(ordinal alpha).

Pilot analysis of intervention impact on Child Health Utility-9D scores

In the unadjusted model, utility scores were significantly lower at follow-up among students in the
intervention schools, although the difference was small [marginal effect -0.020 (95% CIl -0.037 to
-0.004); Table 22]. After adjustment, this effect was non-significant. We reran the unadjusted model
on the smaller sample that was included in the second adjusted model (841 observations) and the
difference in utility scores remained statistically significant [marginal effect -0.023 (95% Cl -0.041
to -0.004)]; this suggests that the non-significance in the adjusted models was due to the adjustment,
rather than the different sample.

Safeguarding and adverse events

In the course of data collection, no student disclosures met the criteria for reporting safeguarding
concerns to a school safeguarding officer based on the safeguarding policy in place at the time.

TABLE 22 Effects on CHU9D at follow-up

Control, Intervention, Marginal effect Marginal effect Marginal effect

Outcome mean (SD) mean (SD) (95% Cl), unadjusted  (95% Cl), adjusted® (95% Cl), adjusted®
measure (observations) (observations) estimate estimate estimate

CHU9D 0.848 (0.11¢) 0.827 (0.117) -0.020 -0.011 -0.003
(-0.037 to -0.004) (-0.030 to 0.008) (-0.020 to 0.013)

Observations 265 791 1056 897 841

a Adjusted for baseline age, sex, ethnicity and SES as measured by the FAS.
b Adjusted for baseline age, sex, ethnicity, SES as measured by the FAS, and baseline CHU9D scores.
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In line with our standard operating procedure (see Appendix 5), schools annually reported to the
research team on SAEs among the cohort of students taking part in Positive Choices (Table 23).

Four SAEs were reported in intervention schools. Zero were reported in control schools, although one
control school did not respond to requests for data. No reported SAEs were deemed to be plausibly
linked to the intervention or research.

TABLE 23 Serious adverse events

Intervention schools Control schools

1 2 3 4 1 2 Overall
Death 0 0 0 0 0 Missing 0
Hospitalisation 1 0 1 2 0 Missing 4
Disability 0 0 0 0 0 Missing 0
Congenital abnormality 0 0 0 0 0 Missing 0
Life-threatening illness 0 0 0 0 0 Missing 0
Total 1 0 1 2 0 Missing 4
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Chapter 5 Results: piloting the intervention

Process evaluation

Response rates

All SEF training delivered at the four intervention schools was audio-recorded (and observed by a
researcher) (Table 24). The student-led social-marketing training was delivered to all schools jointly via a
conference call and slide show, and was audio-recorded and observed remotely by two researchers. Most
staff completed satisfaction surveys following each training (range 75-100%), but as a result of time
constraints for the curriculum training at intervention school 2 (discussed in more detail in Staff training),

TABLE 24 Data collection for process evaluation

Intervention schools Control schools

Data source 1 2 3 1 p

Audio-recording of NCB SHPC 1(100) 1(100) 1(100) 1(100) N/A N/A 4 (100)

training, n/target .

(% response) Curriculum 1(100) 1(100) 1(100) 1(100) N/A N/A 4 (100)
Student-led 1(100) 1(100) 1(100) 1(100) N/A N/A 4 (100)
social
marketing

Trainee satisfaction surveys, =~ SHPC 3 (75) 3(100) 1(100) 2(100) N/A N/A 9 (90)

n/eligible (% response) .

Curriculum 5(100) 0(0) 5(100) 4(100) N/A N/A 14 (61)
Student-led 1(100) O 1(100) 1(100) N/A N/A 3 (75)
social

marketing

Logbooks by teaching staff, Curriculum 5(100) O 5(100) 3(100) N/A N/A 13 (59)

n/eligible (% response)

SHPC 1(100) O 1(100) 1(100) N/A N/A 3 (75)
Student-led 1(100) O 1(100) 1(100) N/A N/A 3 (75)
social

marketing

Observations of one session  Curriculum 1(100) 5(500) 1(100) 1(100) N/A N/A 8 (200)

per school, n/target

(% response) SHPC 2(200) 1(100) O 3(300) N/A N/A 6 (150)
Student-led 1(100) 1(100) 1(100) 2(200) N/A N/A 5(125)
social
marketing

Interviews with two SEF Staff, n/target N/A N/A N/A N/A N/A N/A 2 (100)

(% response)

Interviews with four staff per intervention 5(125) 4(100) 4(100) 5(125) N/A N/A 18 (113)
school, n/target (% response)

Group interview with students per 1(100) 1(100) 2(200) 1(100) N/A N/A 5(125)
intervention school, n/target (% response)

Interviews with two staff members per N/A N/A N/A N/A 3(150) 2(100) 5(125)
control school, n/target (% response)

Group interviews with four students per N/A N/A N/A N/A 1(100) 1 (100) 2 (100)

control school, n/target (% response)

N/A, not applicable.
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staff did not have time to complete the satisfaction survey after training. In intervention schools 1, 3 and 4,
logbooks for those implementing the curriculum, SHPC and student-led social marketing were completed.
However, in intervention school 2, loghooks were not returned because of constraints on staff time and
issues with staff turnover, discussed in more detail in Stdff training. Informal feedback from teachers
suggested that those who did complete logbooks found them time-consuming and an unwanted burden on
top of implementation.

Researchers observed one curriculum lesson in intervention schools 1, 3 and 4, and five lessons in
school 2 on a one-off drop-down day. At least one SHPC meeting was observed in intervention
schools 1, 2 and 4, but we were unable to observe any SHPC meetings in intervention school 3 as
we were not notified of dates. Student-led social-marketing meetings were observed in all four of the
intervention schools.

Interviews were conducted with two SEF staff at the end of the pilot. Individual or paired interviews
were carried out with at least four staff in each intervention school and at least two staff in each
control school. Mixed-gender group interviews with at least eight year 9 students were conducted in
three of the four intervention schools. Only six students were able to attend the group interview in
school 1 because of timetabling constraints. Group interviews with at least four year 9 students were
carried out in each of the control schools. A more detailed breakdown of student participation in group
interviews is provided in Table 25.

Quantitative findings on implementation

Fidelity

Student needs survey

The student needs survey was carried out in all four interventions schools as part of the baseline

trial survey, with a response rate of > 85% (Table 26). A report summarising student needs data was
provided to each intervention school at the start of the school year. A sample needs report is provided
in Appendix 11.

TABLE 25 Student participation in group interviews: pilot

Intervention schools Control schools
Participants 2
Boys 4 2 5 6 3 3 23
Girls 2 6 12 5 4 4 33
Total 6 8 17° 11 7 7 56

a Totals from two separate group interviews carried out at this school.

TABLE 26 Implementation of student needs survey

Intervention schools

Total (%)
Intervention component (N=4)

Student needs survey: response rate (%) 94.1 85.4 85.1 91.3 4
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Staff training

All four intervention schools received the SEF training on setting up and running the SHPC, curriculum
delivery and facilitating student-led social marketing. The SHPC training was delivered with fidelity in
all four intervention schools in the first term of the school year, with a range of 86-100% of the
essential elements delivered (Table 27).

Intervention schools 1, 3 and 4 also received the curriculum training in the first term of the school
year, with schools 3 and 4 receiving both SHPC training and curriculum training on the same day. In all
three of these training sessions, > 70% of essential elements were delivered, with a range of 74-88%
(see Table 27).

In intervention school 2, owing to a change in headship and leadership of the programme at the start
of the school year, the curriculum training was delayed until the end of the second term, with lessons
scheduled to be delivered to students in the final term of the year. Time constraints imposed by the
school meant that essential elements of the curriculum training were delivered to 50% fidelity overall
(see Table 27). SEF, however, provided additional support remotely to this school in June 2019 to
troubleshoot any issues that staff were encountering with curriculum delivery.

All four intervention schools jointly received the training on facilitating student-led social marketing via
a conference call and slide show in February 2019. According to audio-recording and researcher
observation, 94% of essential elements were delivered in this training (see Table 27).

TABLE 27 Implementation of SEF-delivered staff training

Intervention schools

Total (%)
Intervention component: training 1 2 3 (N=4)

SHPC training

Attendance, n (sheet) 4 3 1 2 N/A

% coverage of essential topics (researcher observation) 91 100 100 88 4 (100)
% coverage of essential training activities (researcher observation) 81 100 94 86 4 (100)
Opportunities for discussion (Y/N) Y Y Y Y 4 (100)
Overall 86 100 96 87 4 (100)

Curriculum training

Attendance, n (sheet) 5 9 5 4 N/A

% coverage of essential topics (researcher observation) 88 66 88 76 4 (100)
% coverage of essential training activities (researcher observation) 80 44 88 71 4 (100)
Opportunities for discussion (Y/N) Y N Y Y 4 (100)
Overall 83 50 88 74 3(75)

Student-led social-marketing training

Attendance, n (sheet) 1 1 1 1 N/A

% coverage of essential topics (trainer diary) 100 100 100 100 4 (100)
% coverage of essential training activities (researcher observation) 89 89 89 89 4 (100)
Opportunities for discussion (Y/N) Y Y Y Y 4 (100)
Overall 94 94 94 94 4 (100)
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School health promotion council

According to the staff loghbooks received, intervention schools 1, 3 and 4 each held three SHPC
meetings during the school year, with the majority taking place in the first term (Table 28). All schools
achieved above the 70% fidelity threshold for implementation of the SHPC meetings, with a range of
83-87% of essential elements covered.

We observed two SHPC meetings at intervention school 1, one meeting at school 2 and three
meetings at school 4 to compare researcher-reported coverage of essential elements with self-report
data in teacher logbooks. For school 1, in both meetings there was 100% agreement on essential items
covered. Agreement for school 2 could not be calculated as no logbook data were received from this
school. For school 4, there was 86% (in one meeting) and 100% (in two meetings) agreement between
teacher logbooks and researcher observations. For one meeting, one item was reported in the staff
logbook but not in the observation, whereas a further item was reported by the researcher and not the
staff member. The disagreement concerned two very similar items on parental communication and
might indicate a need for clearer distinction between the two items. For full details, see Appendix 12,
Tables 46-50. No SHPC meeting was observed at school 3, so agreement could not be calculated.

Curriculum delivery

According to staff logbooks from the three schools that completed them, fidelity of delivery of the
student curriculum was high, with all three reporting implementation of > 70% of essential elements
across the 10 lessons, ranging from 96% to 100% (Table 29). Intervention school 1 delivered the eight
essential lessons and three ‘add-on’ lessons on pregnancy options, readiness for intimacy and body
image (although only two ‘add-ons’, to give a total of 10 lessons, are reported in Table 29). School 3
completed eight essential lessons and two ‘add-ons’: readiness for intimacy and body image. As agreed
in advance with SEF, intervention school 4 did not complete the first essential lesson on the female/
male body and functions of the reproductive system, as this material had already been covered when
students were in year 8 using similar SEF-produced materials. This school completed seven essential
lessons (although did not provide teacher logs for one of these) and three ‘add-on’ lessons: pregnancy
options, readiness for intimacy and FGM. At this school, the lessons were also taught in a slightly
different order based on what had already been covered in years 7 and 8. In all three of these schools,
lessons were delivered in regularly scheduled PSHE lessons.

In intervention school 2, as a result of challenges with time frames for delivery after the staff training,
the first three curriculum lessons were delivered in science classes while a one-off ‘drop-down’ day

to cover the remaining seven lessons (in 45-minute rather than 60-minute slots) was implemented.
Although this school did not return any teacher logbooks for the curriculum component, researcher
observation of the ‘drop-down’ day indicated that these lessons were delivered to 88% fidelity.

TABLE 28 Implementation of SHPC

Intervention schools

Total (%)
Intervention component: SHPC (N=4)
Number of meetings (staff logbooks) 3 2 3 3 N/A
Topics covered (staff logbooks) 90 Missing 88 100 3 (75)
% completion of actions (staff logbooks) 73 Missing 81 73 3 (75)
% opportunities for discussion (staff logbooks) 100 Missing 100 100 3(75)
Overall 83 Missing 81 87 3(75)
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TABLE 29 Implementation of student curriculum

Intervention school
Total (%)

Intervention component: curriculum 1 2 (N=4)

% coverage of essential topics across classes (logbooks)

Core lesson 1 97 Missing 100 N/A? 3 (75)
Core lesson 2 100 Missing 100 100 3 (75)
Core lesson 3 99 Missing 100 100 3 (75)
Core lesson 4 100 Missing 100 100 3 (75)
Core lesson 5 100 Missing 100 100 3 (75)
Core lesson 6 100 Missing 100 Missing 2 (50)
Core lesson 7 100 Missing 100 100 3 (75)
Core lesson 8 97 Missing 100 100 3 (75)
Additional lesson 1 100 Missing 100 77 3 (75)
Additional lesson 2 100 Missing 100 100 3 (75)
Overall % of topics covered 99 Missing 100 98 3 (75)

% coverage of essential activities (logbooks)

Core lesson 1 80 Missing 100 N/A? 3 (75)
Core lesson 2 97 Missing 100 100 3 (75)
Core lesson 3 84 Missing 100 89 3 (75)
Core lesson 4 100 Missing 100 100 3 (75)
Core lesson 5 100 Missing 100 77 3 (75)
Core lesson 6 100 Missing 100 Missing 2 (50)
Core lesson 7 100 Missing 100 100 3 (75)
Core lesson 8 96 Missing 100 100 3 (75)
Additional lesson 1 96 Missing 100 79 3 (75)
Additional lesson 2 97 Missing 100 100 3 (75)
Overall % of activities covered 95 Missing 100 93 3 (75)

Opportunities for discussion (%)

Core lesson 1 100 Missing 100 N/A? 3 (75)
Core lesson 2 100 Missing 100 100 3 (75)
Core lesson 3 100 Missing 100 100 3 (75)
Core lesson 4 100 Missing 100 100 3 (75)
Core lesson 5 100 Missing 100 100 3 (75)
Core lesson 6 100 Missing 100 Missing 2 (50)
Core lesson 7 100 Missing 100 100 3 (75)
Core lesson 8 100 Missing 100 100 3 (75)
Additional lesson 1 100 Missing 100 100 3 (75)
continued
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TABLE 29 Implementation of student curriculum (continued)

Intervention school

Total (%)
Intervention component: curriculum 1 2 (N=4)
Additional lesson 2 100 Missing 100 100 3 (75)
Overall opportunities for discussion (%) 100 Missing 100 100 3 (75)
Homework one set? Y Missing Y N 2 (50)
Homework two set? Y Missing Y N 2 (50)
Overall curriculum delivery (%) 98 Missing 100 96 3 (75)

a This school did not teach this lesson as they had covered these topics using similar SEF-designed materials with
students in year 8.

Only intervention schools 1 and 3 set the two compulsory homework assignments. School 4 was
unable to do so as school policy dictated that homework could not be set in PSHE. School 2 did not
report on this.

We observed delivery of one lesson each in intervention schools 1, 3 and 4, and delivery of five lessons
on a one-off drop-down day in school 2 to compare researcher-reported coverage of essential topics
with the self-reported data in teacher logbooks. In schools 1 and 3 there was 90% agreement on
essential items covered between teacher logbooks and researcher observations. In both cases, one
item was recorded by the staff member completing the logbook, but not the researcher observing the
lesson (for full details see Appendix 12, Tables 51 and 52). Agreement could not be calculated for
schools 2 and 4 as logbook data were not received for the lessons observed by a researcher.

Student-led social marketing
According to the teacher logbooks received from schools 1, 3 and 4, all of the schools implemented the
student-led social-marketing meetings above the 70% fidelity threshold, ranging from 71% to 100% (Table 30).

Intervention school 1 focused its campaign on accessing local services and delivered presentations in
assemblies and ran quizzes and competitions based on this topic. School 3 focused on healthy relationships
and delivered a poster campaign and planned to deliver presentations informed by the Positive Choices
curriculum to year 7 and year 8 students in assemblies before the end of term. School 4 incorporated
student-led social marketing into the existing year 9 performing arts curriculum, and delivered a
performance on unhealthy relationships to students, staff and parents at their summer showcase.

TABLE 30 Fidelity of student-led social marketing

Intervention schools

Total (%)
Intervention component 2 (N=4)

Student-led social marketing (staff logbooks)

Number of planning meetings 3 Missing 3 8 N/A

Topics covered (%) 100 Missing 78 67 3 (75)
Actions completed (%) 100 Missing 56 67 2 (50)
Opportunities for discussion (%) 100 Missing 100 100 3 (75)
Overall (%) 100 Missing 71 74 3 (75)
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Although no staff logbooks were returned from school 2, researcher observation and interviews with
school staff and students revealed that several student-led social-marketing meetings were held. A
researcher observed a meeting in which a campaign was planned, focusing on social norms supportive
of sexual health, specifically in relation to reducing spreading of rumours about sexual activity among
students. This was to be delivered before the end of term 3.

We observed delivery of one student-led social-marketing meeting in each of the four intervention
schools to compare researcher-reported coverage of essential elements with the self-reported data
in teacher logbooks. In intervention school 1, there was 67% agreement on coverage of essential
elements between teacher logbooks and researcher observation. The disagreement was rooted in
school staff reporting more topics and actions covered than the researcher (for full details, see
Appendix 12, Table 53). No logbook data for social-marketing meetings were received for school 2,
therefore, agreement could not be calculated for this school. Although intervention schools 3 and 4
did provide logbook data, they did not include information on the meetings observed by researchers,
therefore, agreement could not be calculated for these schools either.

Communication with parents

Only two schools (intervention schools 1 and 4) implemented parent newsletters (Table 31). In both
cases, information about Positive Choices was integrated into regular school newsletters that were
available to students and parents. Intervention school 1 included information about Positive Choices

in two school newsletters and, in the first article, reported on data from the student needs survey.
Intervention school 4 included information about Positive Choices in a general school newsletter at
the start of the school year to introduce the programme. Supported by the research team, intervention
school 1 also held a parent meeting to introduce and discuss Positive Choices and its content.

Information about the delivery of parent communication materials was not received from intervention
schools 2 or 3, although the lead staff member at school 2 stated in an interview that a parent
newsletter was to be sent out. Intervention school 1 sent two parent newsletters and school 4 sent one.

Sexual health services review
According to staff logbooks, intervention schools 1, 3 and 4 carried out the sexual health services
review, implementing > 70% of essential elements, ranging from 83% to 100% (Table 32).

All three schools providing logbooks reported that they carried out the review of local and school-
based sexual health services, and acted to improve promotion of these services in school. Schools 3
and 4 also reported acting to improve school-based services.

TABLE 31 Implementation of parent information

Intervention schools
Total (%)

Intervention component: parental information 1 p 3 (N=4)

Number of parent newsletters 2 Missing O 1 2 (50)

TABLE 32 Implementation of sexual health services review

Intervention schools
Total (%)

Intervention component: review of school sexual health services (logbooks) 1 2 3 (N=4)

Topics covered (%) 83 Missing 100 83 3(75)
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Overall fidelity of implementation

The SHPC training and student-led social-marketing training were implemented with fidelity in all

four schools. The curriculum training, the SHPC meetings, the curriculum lessons, student-led
social-marketing meetings and the sexual health services review were implemented with fidelity in
three out of four schools. Overall, the fidelity target of 70%+ implementation of essential elements in
three schools was met. There was generally good agreement between teacher logbooks and researcher
observation of intervention activities. Limited data received from implementation school 2 meant that
a rigorous assessment of overall fidelity for this school could not be made.

Intervention reach and acceptability: students

Students in intervention and control schools were asked about their awareness of new RSE provision
in their school. Those in control schools were asked about this as a check on the rate of over-reporting
of awareness where no new programme had been implemented. Students in intervention schools were
more likely to report that their school had recently been running a new programme (Table 33). But

of those reporting a new programme, large majorities in both arms reported that this was a good
thing and that it included a new curriculum. Of students reporting a new intervention, those in the
intervention group were more likely to report that it included parental information and help for
students seeking sexual health services, but were actually less likely to report that it involved student
involvement in decisions. Much higher proportions of students in intervention schools than in control
schools reported coverage of various topics in RSE at school. A majority of students in intervention
schools reported coverage of all topics except ‘masturbation’ and ‘love'.

Among the intervention group, there were minimal differences in reported awareness of the
intervention by sex or SES as measured by FAS, but significant differences by ethnicity, with a
reduction in reported awareness when comparing white, black African/black Caribbean/black British,
Asian/Asian British and mixed ethnicity subgroups (Table 34).

TABLE 33 Intervention awareness and acceptability among students at follow-up

Control, Intervention,
Measure (VA n (%)
Report this school has recently been running a new RSE programme 96 (37.6) 458 (59.2)
Of students reporting new programme, report that it is a good thing that the school is 77 (80.2) 361 (80.0)
involved in this programme
Of students reporting new programme, report that it includes a new RSE curriculum 82 (85.4) 400 (87.3)

Of students reporting new programme, report that it includes student-led campaigns to 15 (15.6) 71 (15.5)
promote sexual health

Of students reporting new programme, report that it includes information for parents 18 (18.8) 135 (29.5)
Of students reporting new programme, report that it includes help for students to 45 (46.9) 268 (58.5)°
access sexual health services

Of students reporting new programme, report that it includes student involvement 33(34.4) 116 (25.3)°
in decisions

Sex education covers well/very well

Body 151 (56.6) 556 (69.6)*
Parts of genitalia 135 (50.6) 543 (68.0)*
Conception 154 (57.7) 638 (79.8)°
Contraception options 160 (59.9) 670 (83.9)°
Diagnosed STls 99 (37.1) 586 (73.3)°
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TABLE 33 Intervention awareness and acceptability among students at follow-up (continued)

Control, Intervention,
Measure n (%) (VA
Condom use 69 (25.8) 548 (68.6)*
Safer sex 31(11.6) 347 (43.4)°
Abusive relationships 73(27.3) 549 (68.7)
Help for abuse 129 (48.3) 508 (63.6)°
Sexual consent 166 (62.2) 662 (82.9)°
Sexual pleasure 66 (24.7) 480 (60.1)
Masturbation 40 (15.0) 379 (47.4)°
Law on pornography 78 (29.2) 543 (68.0)*
Law and naked image sharing 122 (45.7) 551 (69.0)°
Resisting pressure 143 (53.6) 600 (75.1)°
Media and body image 115 (43.1) 495 (62.0)°
FGM 21(7.9) 435 (54.4)°
Love 66 (24.7) 395 (49.4)°
Managing conflict 67 (25.1) 431 (53.9)°
Pregnancy options 61(22.8) 483 (60.5)
Readiness for intimacy 55(20.6) 412 (51.6)°
Sexual rights 69 (25.8) 431 (53.9)°

a p-value <0.05 comparing arms.

TABLE 34 Awareness of intervention by subgroup in intervention arm

Report this school has recently been p-value (significant difference

Subgroup running a new RSE programme, n (%) among subgroups)
Sex

Male 210 (56.0) 0.067

Female 245 (62.5)
Ethnicity

White 316 (62.0) 0.006

Mixed 32 (47.8)

Asian/Asian British 53 (51.0)

Black African/black Caribbean/ 36 (55.4)

black British

Other 20 (83.3)
FAS

0-8 261 (57.4) 0221

>8 197 (61.8)
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Training acceptability: staff

Satisfaction surveys of staff undergoing training by SEF indicated that all three trainings were
received very positively by participants, being rated as excellent or good by 100% of participants.
All participants reported that they felt either confident or very confident to deliver the relevant
intervention component after training. All participants reported that they would recommend the
training to colleagues. Full results of the training satisfaction surveys are presented in Appendix 13,
Tables 54-56.

Overall intervention acceptability: staff

Of the staff we interviewed who had been involved in implementing Positive Choices, almost all of them
indicated positive views about the acceptability of the intervention in their school. Of the staff who
expressed views on this (18 out of 19), 100% stated that Positive Choices was feasible and acceptable in
their school. All four lead staff stated that they would use the Positive Choices teaching materials again.
In all four schools, other aspects of the programme, such as the student-led social marketing and/or
SHPC, were planned to continue the following year, albeit in adapted forms in three schools. Seventeen
(94%) of the 18 classroom teachers interviewed stated that they enjoyed teaching most of the materials,
but two (11%) expressed concerns that they were personally not best placed to have done so. Four
(22%) also queried the age-appropriateness of the materials.

Qualitative findings on implementation

School context: staff and student views

Intervention school 1

School 1 is a large community school in inner London. It was described by the assistant head teacher
as being very diverse by ethnicity and SES. Students described the school as hectic, loud and chaotic,
but also hard-working and ‘good’. The assistant head teacher was responsible for PSHE, which the head
teacher strongly supported. There is also a PSHE co-ordinator and a borough-wide nurse available for
regular drop-in sessions. The school joined the study because it was aware of the need to develop its
RSE programme. Staff delivering Positive Choices were chosen largely on the basis of their availability.
There was a school nurse who held drop-in sessions on site.

Intervention school 2

School 2 is an academy in outer London that is part of a large chain. Early in the study, it had major
changes to its SLT, following an inspection downgrading its status from ‘good’ to ‘requires improvement’.
Students reported that they received little RSE in the school prior to the introduction of Positive
Choices, although some students remembered covering puberty in year 7 and having a condom
demonstration. Practice appeared to be inconsistent in different classes. Opinions about the degree of
trust students had in teachers and tutors also varied.

Intervention school 3

School 3 is a relatively small academy in outer London, variously described by teachers as having
both a middle-class and a working-class intake. Staff described the school as forward-thinking, kind,
supportive and protective, accepting/including of its lesbian, gay, bisexual, transgender, queer or
questioning (LGBTQ) students. Students also described the school as smart, helpful, welcoming,
crowded and caring. The school has a head of spiritual, moral, social and cultural (SMSC) education.
According to one teacher, the school was unusual locally in continuing to emphasise this aspect of
education. It was school policy not to set homework in this subject, but for Positive Choices the
homework was set. One teacher stated that the school had a ‘spiral’ curriculum for SMSC education
(where topics are revisited in an age-appropriate manner across school years) covering topics such as
puberty in year 7, healthy lifestyles and personal well-being in year 8, unhealthy relationships, and
personal well-being and sex education in year 9, with year 11 focusing on exam stress and mental
health. There was a school nurse who held drop-in sessions on site.
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Intervention school 4

School 4 is a large school in outer London, part of a small academy trust, and described by staff as
‘happy’ and having the ‘feel’ of a community school. The pastoral aspects of the school’s mission are
given high priority by the SLT; the school has an on-site counselling service. PSHE is taught by a
specific department of those volunteering to teach the subject, timetabled in 55-minute lessons.

A spiral curriculum aims to build on knowledge acquired in previous years. The long-standing head of
PSHE leads its curriculum, revising materials regularly, while staff adapted materials to student needs.
PSHE lessons regularly provide anonymous question boxes so that teachers are aware of students’
responses to the curriculum and any ongoing concerns. Staff describe their PSHE role as a privilege,
involving different kinds of relationships with students and different pedagogies, which students
appreciated. Students supported this perspective.

Implementation, feasibility and acceptability

Interviews with Sex Education Forum staff

The SEF lead delivered most of the training to schools herself. She commented that the training for
school staff to run SHPCs was focused on procedures and hence somewhat dry. She felt that it may
not be necessary to train all SHPC members. She suggested that, instead of this training, it might be
more useful to have a set-up meeting with the PSHE and SLT leads co-ordinating Positive Choices
in each school to ensure that they understand how the intervention is intended to work and can
timetable and staff all the various activities:

Maybe there’s another way of kind of integrating the set-up kind of work with the school with a briefing
on the [SHPC]. So, | don’t know, like a twilight briefing for the key members of staff that covers the
[SHPC] and the considerations they need to have around being able to implement the curriculum.

SEF lead

The curriculum training was much more engaging, according to the SEF lead and another trainer.
It was run in each school for a group of staff identified to teach the curriculum. In the feasibility-
testing phase, there had been a problem of some of those identified to attend training not being
qualified teachers. This problem did not recur in the pilot phase because it had been made a strict
requirement for qualified teachers to do this work.

The SEF lead suggested that, given different levels of teacher experience, it might be that in a future
trial there could be a ‘train-the-trainers’ model, where SEF staff train the teacher leading PSHE in a
school, who then cascades this training to the other teachers identified to teach the curriculum. It was
clear in the pilot that, in some schools, teachers did work together so that they offered support to each
other and shared their learning. A train-the-trainers model could build on such approaches and mitigate
the challenges of organising all-staff training. In intervention school 2, for example, the curriculum
training was cancelled repeatedly at short notice and, as outlined in Curriculum delivery, ultimately the
school did not allow sufficient time for staff to be released to receive the curriculum training:

[They] repeatedly cancelled training at the last minute, or kept dates in our diary kind of in, and you couldn’t
get hold of them. They would decide the day before, they'd just say no we're not doing it, when you've already
built your diary around doing it. And that happened, you know, several times, it was infuriating.

SEF lead

The SEF trainer (who observed school 2’s drop-down day) commented that the problems with the
training resulted in the curriculum being delivered suboptimally in some cases:

It felt to me very much as if the teachers were just given the lesson plans and told to get on with it. And
so, some of the lessons went really well, and I'm assuming that those teachers were more experienced,
and some of them did not go so well.

SEF trainer
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However, the SEF trainer reported that, even in this school, she had heard positive feedback
from students.

The SEF lead reported that the training for school staff facilitating student-led social marketing was via
a Skype™ (Microsoft Corporation, Richmond, WA, USA) session involving staff across schools. This was
highly acceptable to participants, and appropriate given that only one individual per school needed
training, schools were from a wide geographical area and the training was more about processes than
skills. The training was informed by findings from school needs assessments. The SEF lead felt that the
student-led social-marketing component was highly promising in that it enabled students to get
actively involved in actions, and outputs to be informed by student preferences:

The student-led social marketing . .. | kind of feel that it has such a lot of potential, when a school can
invest a little bit in it. And it’s, you know, so pupil led, and linked to the local data, and can be a really

creative, exciting element.
SEF lead

Overall, the SEF lead’s view was that Positive Choices was a feasible and acceptable intervention for
schools, with implementation being strong in three of the four schools. The SEF trainer added that the
intervention offered a coherent package that schools found highly feasible and acceptable to deliver:

| think the advantage of having a complete package of lessons, something that enables you to get your
data from your students ready-made, other tools that can enhance the work through the parent contacts,

the student-led social marketing, you know, it is already made for them.
SEF lead

The SEF lead suggested that the intervention also provided enough flexibility to engage with schools’
different needs and starting points. She stressed that the needs assessment report was a unique and
key component of the intervention, which allowed appropriate local tailoring. Its findings aroused staff
and students’ interest and encouraged them to think about how to address the needs identified:

When it worked well, and it generally did, getting the range of staff, whatever their job was going to be,
excited about the data that had come from their school, and seeing how using that data could drive

all the other processes, all the other components . .. [They could] see why the curriculum needed to
happen ... | think it's quite a USP [unique selling point] of Positive Choices that it has that year 8
needs assessment. And it turns into a kind of report card for the school that then feeds into these

multiple components.
SEF lead

She reported that it was helpful for schools to be able to benchmark themselves against other schools
delivering the intervention.

The SEF lead suggested that the extent to which implementation was feasible and that fidelity was
achieved in schools was related to the extent to which the school had strong leadership that supported
the intervention. Where the intervention was led by the school’s PSHE lead with oversight and support
from an SLT lead:

If there was a kind of supported lead for Positive Choices, whether they were the pre-existing PSHE lead
or somebody else, and the senior leadership team was behind them having the space in the curriculum,

and having staff released for training, it seemed to be fine.
SEF lead
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This model enabled the curriculum to be timetabled, appropriate teachers to be identified as to teach this,
and these staff to be released to attend training. Fidelity was also promoted by Positive Choices being a
ready-made package and by SEF being aware of how important this was to the research team so that this
was emphasised in their communications with schools.

The SEF lead suggested that the problems with releasing staff for training and the delivery of lessons
in school 2 reflected wider management problems at the school, which resulted in limited commitment
of the SLT to the intervention. The service-level agreement signed with the school was important,
however, in ensuring the school’s, at least partial, engagement.

The SEF lead suggested that Positive Choices would be attractive to schools within a Phase Il RCT,
particularly with RSE becoming a statutory requirement from 2020:

| think with the policy contexts of statutory, RSE and HE [health education], you know, it is going to fulfil
quite a lot of that content. And you know, that’s quite a neat solution for schools to just say, well we're
running Positive Choices, and doing some additional health education to create our PSHE package,
job done!

SEF lead

However, the SEF trainer commented that the curriculum targets only students in years 9 and 10 in a
full trial might deter some schools from buying into the intervention unless materials could also be
offered for students in other years.

The SEF lead and trainer both commented that the intervention should be made more inclusive for
students with SEND, for example, in terms of lessons and participation on the SHPC.

The SEF lead also suggested that it would be useful to construct case studies of successful activities
that schools ran in the pilot, and to use these to offer examples for schools in the full trial. This could
include, for example, case studies of the outputs arising from student-led social marketing. Schools
would be interested in how these could be harnessed to give schools public relations opportunities.

Perhaps from the pilot schools, there’s enough to give them some little case studies about ways that other
schools have organised it. Just to show them that there’s a variety of ways you can do it ... | wonder if
having more concrete examples of how other schools have done it, might have just made them think,
'oh that would fit in our context, or that might, or a little bit of this’. .. | wonder, this is, you know, partly
speculation, but | wonder if they need to see almost photos of the finished product and get some kind of,
sort of be inspired about the impact it can have and how it could then fit with things that are important
to the school. To give them a bit of PR [public relations] value for it as well as knowing it’s going to help
their pupils’.

SEF lead

The SEF lead commented that it would also be useful for the intervention to include elements aimed
at encouraging schools to maintain momentum and fidelity. This might occur, for example, by sending
regular newsletters or incorporating some form of online monitoring/tracking for each school’s
activities. To help schools maintain the support of SLT and governors, it would also be useful for the
intervention to include some internal evaluation, focused on how student-reported needs change over
time, so that the school can see the benefits being derived from the intervention.

Interviews with staff

Staff training In the three schools where the curriculum training was delivered in full, staff who were
interviewed reported that the training was acceptable and sufficiently prepared them to deliver lessons.
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The lead in school 3 suggested that the opportunity to understand the background as to how and
why the lessons had been designed as they were and to anticipate how they might be delivered was
particularly valuable. Two staff members, however, reported that the training was somewhat advanced
for them as they were new to teaching RSE. One staff member in school 4 explained that the other
teachers present at the training, who were highly experienced, had different needs and questions to
those he had as a newly qualified teacher:

They just really zoomed in on very specific things and because | was new | was a bit kind of like, ‘I've
never done this before’, don't really know. So, it was kind of a bit more tailored to their experience
and expertise.

School 4, lesson teacher and social-marketing lead

As a result of a lack of time and teacher availability, school 2 had to condense the training into a
1-hour face-to-face session covering the first three lessons, and a follow-up Skype session to support
staff delivering the drop-down day. Staff did not feel this approach prepared them as well as it could
have. However, since teachers each taught a single lesson seven times on the drop-down day, they
generally expressed confidence in their delivery.

Student needs survey Staff reported that the student needs survey was acceptable to conduct and
that they valued learning about the results, suggesting that this sensitised them to, sometimes
shocking, gaps in student knowledge:

There’s so much knowledge that is just missing and it’s scary almost to think of what the kids think can
and can’t, and even when | say it to them ... x amount of kids think that you can’t get pregnant standing
up,’ they're like, ‘what?’ But, actually, that came from them, you know, so it’s a bit worrying.

School 2, Positive Choices lead

The data was shared with all staff [...] and | think we got a lot of interesting conversations after that.
[...] Like ‘Il can’t believe some of them thought that!’ from ... some of the head of years and ... form
tutors being like ‘that’s nuts!’ [...] We assume quite a lot [that] because it makes sense to us [...] it will
then make sense to all the students, and it's not always the case.

School 3, Positive Choices lead

School health promotion councils Interviews suggested that the SHPC component was feasible,
although school 4 found that SLT membership on the SHPC made scheduling difficult, and student
engagement was variable. The assistant head teacher in school 1 reported that the school ‘did manage
to progress [the SHPC] somewhat’ but struggled to find time to meet during the school day and
achieve the attendance that they wanted. This individual thought that the SHPC and student-led social
marketing would be important components once established:

My feeling is that both in terms of the Council and in terms of the social marketing notion behind Positive
Choices, | feel that those are the vehicles through which you're going to get the most open dialogue, if
they work correctly, but it’s so difficult setting these things up and maintaining it so.

School 1, assistant head teacher

Schools enhanced feasibility by tailoring their approach to organising the SHPC according to their
needs and existing school structures. For example, in school 2, where implementation began later in
the year, the Positive Choices lead invited students whom they thought would be most engaged to
launch the SHPC’s work as quickly as possible. In contrast, school 1 aimed to recruit and sustain the
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engagement of what the PSHE co-ordinator described as a ‘mix of students’, which required
additional work:

So it was kind of trying to get a mix of students in there. And then the ones that did continue [to come to
meetings] tend to be the goody-goody ones, and then the ones who were a bit naughty sometimes, | went
to go and collect them during the break times and bring them into it all.

School 1, PSHE co-ordinator

School 1 also integrated the SHPC with a broader health improvement committee, which they had
planned to cover other issues including transport and diet. Interviews suggested that, while the SHPC
was generally thought to be acceptable and feasible, it could be better facilitated through integration
with existing student groups and committees:

What | found as well was, doing the Health Council, we've got a Student Council at the school, so it felt
like, in a way, we were kind of like doing the same thing in tandem, when, really, it would be nice to ...
put onto the School Council for them to look at as well. Because it makes sense to have a School Council
looking at it rather than having ... a separate group.

School 1, PSHE co-ordinator

By contrast, the lead in school 3 suggested that the SHPC was particularly welcome precisely because
it fitted with the school’s existing ethos of student involvement and active learning:

Rather than just ‘this is what you're learning’, actively involving them, again it's a big thing in school. |
think getting them to really think about what they thought and what potentially . .. their peers thought
was . .. really good.

School 3, Positive Choices lead

The SHPCs drew on the needs-assessment survey and student members’ perceptions to inform the
choice of ‘add-on’ lessons. Interviews suggest a benefit to this student-led approach, as staff were
sometimes surprised by the lessons that students thought should take priority.

Curriculum

Staffing and timetabling In school 1, following the departure of the teacher who was to teach PSHE,
Positive Choices lessons were assigned mostly to social science teachers who had availability in their
timetables, and who had no specialist training in PSHE or RSE. Lessons were around 1 hour in length.
Where staff were uncomfortable delivering particular lessons, the PSHE co-ordinator or the head of
department for social science delivered the lessons. In school 2, PSHE and citizenship lessons were
normally delivered in tutor time; however, as some tutors felt uncomfortable delivering RSE, lessons
with a biological focus were delivered in science lessons and the Positive Choices lead recruited
volunteers to deliver the remaining lessons in 45-minute slots during a ‘drop-down’ day. As the Positive
Choice lead commented:

Because | just didn’t have enough time to spend convincing and training and talking and all that stuff so
| just thought, ‘OK right plan B, let’s get a new group of teachers that are willing to teach it and then go
from there’.

School 2, Positive Choices lead

In school 3, Positive Choices lessons were delivered by humanities teachers in weekly 1-hour SMSC
lessons. No staff at this school had previously been specially trained in PSHE or RSE, but most had
delivered some SMSC lessons at the school before. In school 4, Positive Choices lessons were delivered
in fortnightly 55-minute PSHE lessons. One staff member had been specifically recruited to teach

© Queen’s Printer and Controller of HMSO 2021. This work was produced by Ponsford et al. under the terms of a commissioning contract issued by the Secretary of State
for Health and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in
professional journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial
reproduction should be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House,
University of Southampton Science Park, Southampton SO16 7NS, UK.

69



70

RESULTS: PILOTING THE INTERVENTION

PSHE and drama; other staff were selected based on aptitude and availability, but tended to be
experienced and committed.

Acceptability of content Most staff that were interviewed considered year 9 to be an appropriate point
for teaching the content covered in Positive Choices. Some staff from schools 1 and 2 were, however,
worried that this age group was not yet mature enough to handle some lesson content. Staff generally
reported enjoying teaching the lessons:

At first | was really nervous about teaching sex and relationships and now I've actually asked for next
year | was like, ‘Yes I'll have loads of year 9 classes, I'll do it again.’ | loved it, it was great.
School 4, lesson teacher and social-marketing lead

The interviews suggested that some staff in schools 1 and 2 resisted teaching RSE based on religious
or cultural beliefs. A teacher in school 1 shared that although they did not oppose the lesson content
per se, they personally felt uncomfortable teaching some of the topics:

Well me personally, a lot of it | wasn't really comfortable with just in terms of culture and stuff like that.
| see the importance of it so I'm not saying that it shouldn’t be delivered, but | think it should be delivered
by someone who kind of fully understands it, fully kind of embraces it.

School 1, lesson teacher and social-marketing lead

The staff leading implementation navigated these diverse views by, for example, in school 1, swapping
lessons so that other willing teachers delivered those that some teachers found more sensitive (such as
on condom demonstration or pornography) or, in school 2, arranging delivery during a drop-down day
with willing staff. Where teachers were uncomfortable with particular elements of a lesson, some made
adaptations, as the Positive Choices lead in school 2 described:

They, some of them, did feel uncomfortable about the models of the penises and the vaginas but they
took that, some of them took that out but explained it in a different way.
School 2, Positive Choices lead

Materials and activities Interview participants appreciated that lesson materials came ready to use and
did not tend to find the curriculum burdensome:

If you said that we had to plan everything ourselves, then that’s slightly different. But the fact was that
everything was given to us.
School 2, lesson teacher

Some highlighted particular areas where materials could have been more comprehensive, especially for
teachers new to delivering RSE, such as a teacher in school 1:

With some of the [science] stuff the answers weren't easily available from the materials that you provided
and we had to, like there was one, the fertility one, it was only once | was going through it [in class] that
| realised | didn’t have a clue what each of the bits was for even though I'd looked at the stuff for about
half an hour the night before, and | was just like on the spot, | was like | don’t know, I'm going to have to
look that up, in front of the kids which is not really [ideal].

School 1, lesson teacher

A key theme was that student needs varied and so materials were most usable when they were both
comprehensive and adaptable. Lessons could be adapted by adding content, modifying activities or
wording to better match student needs (including for SEND students), or tweaking materials to bring
them in line with school policy or practice. Although this could be time-consuming and an added
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pressure for staff who already had full workloads, modifications were often viewed as a typical and
acceptable element of a teacher’s role:

| think the lessons themselves were OK, what they were, I'm just thinking some parts . .. might need to be
tweaked slightly, based on the class, but that’s the teacher’s job to do.
School 1, PSHE co-ordinator

In schools 3 and 4, the Positive Choices lead and head of SMSC undertook to go through the slides
carefully to suit the school’s style and sometimes to include additional or different material on behalf
of their colleagues, who could adapt the material further if they wished.

Staff disagreed about whether there were too many or too few activities and written elements to the
curriculum. In school 3, a lesson teacher described how teachers could creatively adapt activities as
appropriate for different classes:

Even with a discussion activity ... you can turn that very easily into a writing task you know what |
mean? So instead of them getting them to argue each way, you just get them to do a table for and
against. And get them to write down the actual arguments for both. And then you can have a more
structured class debate on that as well so there are ways of doing it both sides.

School 3, lesson teacher

Some staff advised that Positive Choices lessons should be more inclusive for LGBTQ students, for
example in the contraception module, which addresses heterosexual reproduction but not how same-
sex couples could have children. There was also a suggestion to add lesson content on the relationship
between age and fertility. Some suggested using simpler language to make lessons more accessible
for students and covering biological topics (for example, sections on hormones or stages of fetal
development) in less detail.

Staff varied in their feelings about the atmosphere and interactions in Positive Choices lessons. They
commonly described cultivating a more relaxed atmosphere, which they viewed as key to delivering
RSE, and valuing the opportunity to interact with students in a less formal setting:

It’s nice because | get to see them in a different side from the necessary teaching science, | got to talk to
them about real life stuff.
School 2, Positive Choices lead

Teachers’ reactions to students’ behaviour in Positive Choices lessons varied. Although students were
often described as open and engaged during lessons, staff sometimes reported that students were ‘silly’
or ‘giggly’. Teachers described strategies for managing such behaviour:

| try to make it quite obvious that I'm not embarrassed to speak about this stuff because | think if you
like, there times where | just laugh at some of the stuff they said and | thought, ‘If | have a go at them it's
just going to revert them, they’re not going to be interested.’ So | [insert] just, a little bit of light humour
where appropriate because otherwise | think you've just lost them.

School 3, lesson teacher

Even using terminology like penis and vagina, like, | had to get them to say it. At the beginning, | was like,
‘Right, everyone say ‘penis’ and ‘vagina’ 50 times and then we can move on.’ And then once we'd said it,
then it was fine, we could then.

School 2, lesson teacher

A minority found this behaviour among students less acceptable and interpreted it as an indication that
their students were not yet mature enough for aspects of the curriculum, including a teacher in school 1
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who said that their students were ‘literally in bits’ over pictures in the lesson on genital variation and
suggested an approach such as anatomical models would be ‘a bit more appropriate’ for young people.

Student-led social marketing Social marketing was led by staff with different roles in different schools.
For example, in school 2, the head of media and performing arts led the work whereas in school 4 a
drama teacher led it, adapting this element to be incorporated into a year 9 student drama performance.
Interviews suggest that the social-marketing component was highly acceptable to staff; for instance, the
lead in school 3 expressed how impressed he had been by students’ original and innovative ideas about
how to present material. In school 4, the focus on drama contributed to feasibility by allowing the
teacher, who was new to RSE, to draw on his existing expertise and to work with students primarily in
lesson time. However, campaigns were not always implemented fully by the end of the year, and some
staff expressed a need for an extended time frame to ensure that enough time could be given to
developing campaigns outside lesson time. Finding opportunities to integrate the student-led social
marketing with existing school activities, as it was in school 4, was also highlighted as a means of
enhancing the feasibility of this component.

Parent information Staff in schools 1 and 4 reported creating newsletters with Positive Choices
content. This was ‘piggy-backed’ on the school newsletter. Staff reported little parental opposition

to Positive Choices across schools. A letter sent home in school 4 introducing the new curriculum
generated calls from some parents seeking more information, but mainly to support their child, with only
three withdrawals from the programme. The notion of discussing pornography in school occasioned some
concern from parents in school 3, but, across schools, staff reported few parents opting their children
out of lessons.

Sexual health services review The staff who were interviewed were less aware of the sexual health
services review, but this was undertaken by the SHPC in schools 1, 3 and 4. Interviews with staff suggest
that the sexual health services review was an acceptable and valuable exercise. The lead in school 3, for
example, noted that the review revealed that many local services had closed, and made staff aware that
spaces within the school that had previously displayed relevant information had been taken over for other
purposes, meaning that the SHPC had to consider how to make sure information found its way to students.

Contextual influences on feasibility

Prioritisation of RSE and support from school leadership Implementation of Positive Choices was
influenced by the level of priority that school leaders accorded to the programme and to PSHE more
broadly. For example, school 3 was said to be unusual in according importance to SMSC education
compared with other schools in the borough; its existence as a timetabled and valued subject made it
easier to embed Positive Choices there. Similarly, school 4 was able to integrate Positive Choices
lessons within its existing, highly valued PSHE provision, delivering the curriculum during the school’s
regular PSHE timetable slot to a student body who, staff reported, enjoyed PSHE and already viewed it
as an important subject. The school’s head teacher valued PSHE and entrusted it to the head of PSHE,
who had the power and autonomy needed to lead the programme effectively:

When [the PSHE/Positive Choices lead] decides we're going to do something, then that’s what we're doing
and we’re all focused and we’re giving it 100%.
School 4, Positive Choices co-ordinator and lesson teacher

The Positive Choices co-ordinator in this school also explicitly attributed successful implementation to
having a designated role co-ordinating the programme, and administrative time dedicated to this task.
In contrast, in school 2, staff reported that PSHE had a low priority in the school and, as a result of
poor handover following a change of roles, the staff member who became the Positive Choices lead
was not fully up to speed with it until the second half of the school year. A lack of timetabled lessons
and PSHE teachers meant that this individual had to rely on colleagues to agree to deliver the
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programme. Many such staff did not take the programme seriously until a new school head teacher
came into the post and lent support to the programme:

It was the help from the senior leadership that didn’t really kick in until about April or after April and
that was quite late in the curriculum ... That was the main challenge. | think if the head teacher had got
everybody on board from the beginning then it would be. | think people didn’t really take it as seriously as
| took it and that frustrated me a little bit.

School 2, Positive Choices lead

Staff sometimes cited RSE’s forthcoming statutory status and acknowledged that Positive Choices
would enable schools to meet this requirement. Interviews suggest that the anticipation of statutory
RSE increased the salience of Positive Choices and, in some cases, contributed to schools’ openness to
the programme; for example:

It’s a go-to, one-stop solution, ‘here you go ... there’s your SRE [sex and relationships education] programme
ready to go, you're going to hit all the new requirements’. .. It's going to tick all your boxes, it's here, it’s
there, it’s ready.

School 4, lesson teacher and social-marketing lead

Staff characteristics and relationships Commitment to implementation was enhanced where staff had
strong feelings about the importance of delivering RSE, for example:

I personally am all for this type of thing, | really do think it's something students need to know and |
personally think that these days that they don't find it out here, they find it watching porn and they find
it doing other, places or speaking to their friends which might be incorrect.

School 3, lesson teacher

Another staff member described herself as perhaps ‘more passionate about it than most’ because she
had a child in her teens and wished that she had received accurate RSE as a young person. Staff in
school 4 attributed successful implementation of the programme to the personal commitment of the
PSHE lead.

Several staff mentioned concerns in their schools about issues the programme addressed, such as
teenage pregnancy in school 2, sexual harassment in school 1, and high rates of domestic violence in the
community around school 4. Although they did not link these concerns directly to support for Positive
Choices, these repeated references suggest that staff members’ awareness of these issues affecting
students and their families might shape their thinking and their level of support for the programme.

Staff who were new to teaching (in general, or RSE specifically) sometimes reported discomfort and
limited confidence in delivering programme lessons; for example, a social sciences teacher in school 1
felt that the lesson on biology required specialist knowledge and did not deliver that lesson because
she ‘didn’t know any of that’. Where science teachers taught Positive Choices lessons, staff reported
their background knowledge was a benefit for delivery.

Staff thought that the lessons worked best when delivered by teachers who had good relationships
with their students, and who were confident and comfortable delivering the content, as described by a
teacher in school 1:

| feel it's about the confidence of the teacher and if you are not confident, you're not going to be able to,
you're not going to create an environment for them that is going to be beneficial to them you know which
is why some of the lessons | said | can’t, because | don’t want to do them a disservice, and it’s stuff that
they need to know.

School 1, lesson teacher and social-marketing lead
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Trusting relationships between school staff facilitated implementation. In school 4, the PSHE lead
explained how the trust the head teacher placed in them facilitated Positive Choices:

He just gives me sole responsibility but that’s because we've got a very good working relationship. | think
if it was somebody else, maybe he might've wanted to know a bit more about it. | mean in the first
instance, he met with [name] and myself and then | gave him my breakdown of how | think it's going to
work and the confidence he has with me, he’s just let me go with it.

School 4, PSHE lead

These relationships were also important in schools without established PSHE programmes, where
Positive Choices leads had to rely on their colleagues to co-operate and agree to deliver components
of the programme. For example, when implementation started late in school 2, the Positive Choices
lead described one colleague as key:

| started working with [colleague] and [she was] fantastic, | wish | was working with her from the
beginning . .. She was kind of like somebody else, my go-to person ... while | was trying to figure out
everything in my head, [she] was there to kind of help.

School 2, Positive Choices lead

Good relations between staff enabled some teachers to take over from others at points where they
were less confident delivering the materials, for example in school 1. Good relations enabled Positive
Choices leads to successfully recruit colleagues based on knowledge about their strengths and
preferences in school 2. In school 3, good relationships facilitated joint reflection on the materials,

in between teaching lessons, and meant that less experienced or specialised teachers trusted the
materials (and any adaptations of them) that they were given by the PSHE lead.

| trust [Positive Choices lead], [he] is a really good teacher so normally the changes he makes, I'll normally
have a flick through the lesson a couple of days before and then obviously if | have any issues with how
to deliver certain things I'll go and speak to [him], but on the whole normally | just teach it.

School 3, lesson teacher

Student characteristics as perceived by staff According to staff, students and classes varied in their level
of comfort, openness and maturity during lessons. Staff reported that students varied in their stages of
sexual maturity and levels of sexual activity, with those at an earlier or less sexually active stage less
able to engage with the lessons:

I've got some students in that class who in my mind are probably very aware of sex and how it works and
have maybe already you know, tried it, but there were equally quite a few students in that same class,
because they just mix, quite a few students in that same class who just looked like absolutely stunned and
disgusted that these words were coming out of my mouth, like couldn’t even bring themselves to say the
word sex in some lessons and were just sitting there looking at me like | don’t want to be here, or just
literally couldn’t even look at the board, had to just look away.

School 3, lesson teacher

Engagement could also vary by gender, with teachers reporting that boys disengaged during certain
topics including fetal development and contraception. Interviews present conflicting views on
whether or not lessons were pitched appropriately for students of all academic abilities, including
SEND students. Some staff reported making adaptations in this respect, where needed. Some teachers
suggested that students of different academic abilities could engage in the lessons. Several staff said
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Positive Choices presented a valuable opportunity for less academically oriented students to engage
in lessons:

More high attaining pupils in the higher-ability groups tend to be a little bit more shy and reserved
... Whereas the more out-loud-and-proud ones who are a bit more like, you know the ones that where
typically you might look to make sure that they’re on-task and not being disruptive . .. They're the ones
that were actually a bit more like, ‘shh, no | want to listen to this, and asking questions and being like,
and being actually more engaged.

School 4, lesson teacher and social-marketing lead

Possible impacts and mechanisms Interviews with staff provided limited insight into programme
mechanisms, but some staff discussed the importance of the programme’s multicomponent approach,
the impact of cultivating a comfortable atmosphere for learning about RSE, and how the programme
strengthened relationships and eroded boundaries between students and school staff.

With regard to Positive Choice’'s multicomponent approach, staff in school 4 suggested that the
components worked synergistically to contribute to their intended impact:

| think it was a really good concept to have the three [components] going on together ... And that’s the
thing that | think made it work, because there were different parts of it and the students could see,
obviously the assemblies and the school health promotion council, and the drama and then coming to the
lessons, so it all sort of fed into each other really, really well.

School 4, Positive Choices co-ordinator

Interviews suggest that Positive Choices presented opportunities for students and staff to interact in
new ways, which strengthened relationships and eroded boundaries between them. In school 4, the
programme lead described how the SHPC in that school created the opportunity for dialogue between
students and the SLT:

It's enabled [the SLT member attending the SHPC] to have a forum of our young people across each year
group. And when things have come up she can directly [ask], ‘What do you think about that? Do you
think we should include that in the curriculum?’ So, it's given us a forum really where everyone’s happy to
speak really, really openly, and the students, | think have been really open with the things that they've
been happy to share.

School 4, Positive Choices co-ordinator

Several staff felt the opportunity to interact with students in a less formal setting enriched their
relationships with students and their accounts suggested that through the programme students learned
which staff members they could go to with questions:

The fact that they're seeing me in a non-scientific teaching kind of role, | think that they're, a lot of the
students were being a little more open to actually sit down and hold a conversation with me. As opposed
to thinking that I'm dishing out loads of detentions or homework ... So | think that the fact that it was a
little less formal, | think gave them an opportunity to open up a little bit.

School 2, lesson teacher

Potential harms Interviews suggested limited potential for staff experiencing harm from the
intervention. One teacher shared that she had difficulty teaching about fertility due to personal
challenges she was experiencing at the time. Staff from school 1 swapped teaching with their

© Queen’s Printer and Controller of HMSO 2021. This work was produced by Ponsford et al. under the terms of a commissioning contract issued by the Secretary of State
for Health and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in
professional journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial
reproduction should be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House,
University of Southampton Science Park, Southampton SO16 7NS, UK.

75



76

RESULTS: PILOTING THE INTERVENTION

colleagues for specific lessons that they were uncomfortable delivering, but acknowledged that in
schools where this was not possible staff might feel distress:

If you're a member of staff who isn’t necessarily confident at delivering and it’s a sensitive topic for
yourself and you've not been told that you're teaching it but you kind of have to, it might be a bit
distressing for some.

School 1, lesson teacher

Staff did not identify any potential harms for students.

Sustaining the intervention in future years The interviews suggested that all schools intended to
continue at least some aspects of Positive Choices in the next school year. Most schools planned to
continue using the curriculum materials in full or in part. Most also planned to carry one or more
of the whole-school components into the next year, including conducting a version of the student
needs-assessment survey again in school 1. Students in school 4 were reportedly keen to continue
with the SHPC in the next school year:

Yeah, they’re sort of asking, when’s the next meeting, and are we going to continue with this next year,
and what're we going to do. So | would like it to continue, just as that really, safe and open place for them
to be able to share with people that they wouldn’t normally be able to share with really on a one-on-one
basis, or part of a very small group. | think it worked really well.

School 4, Positive Choices co-ordinator and lesson teacher

The Positive Choices lead in school 2 suggested that implementation could be smoother if it were
more deeply embedded in existing practices:

| think once it’'s embedded and it’s known that it's an expectation and it’s not really optional and
everyone gets a bit more used to it, | think that’ll be fine.
School 2, social-marketing co-ordinator

Interviews with students

School health promotion council Students participating in the SHPC were positive about their roles
and the impact it had. One student in school 4 recounted proudly the SHPC's role in choosing
additional lessons and having a say:

They came to us and said these are the lessons: which ones do you feel are most important?
School 4, year 9 girl

Students felt that their views were being acted on:

For the third meeting, they were talking about action plans and getting it into motion, like [teacher] is
working on putting some posters around the school based on like Positive Choices, mental health - all the
stuff we've been doing right now.

School 4, year 9 girl

This student also expressed appreciation of the range of experiences and opinions in the group, and
the honesty that was possible:

It felt good because there were lots of variations ... and we all kind of brought that to the table and it

was nice to just collaborate on that together.
School 4, year 9 girl
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Even in school 2, where there had been challenges to implementation, the students who were
interviewed expressed a sense of agency in picking the subjects for the curriculum, writing to parents
and ‘spreading it around school so people know’:

It just gets the word out more, yeah, because a few of our mates have been asking what we're doing . ..
then the word usually gets out from there. Yeabh, it got out quite a bit because like a boy called [namel],
he’s quite popular in our year and he’s gone and told all his mates and then they've all asked questions
about it.

School 2, year 9 boy

Curriculum All students interviewed were supportive of RSE and most were supportive of the lessons
they received:

It’s like compulsory stuff that you should know by the time of being an adult.
School 2, year 9 girl

Even when they personally found the lessons uncomfortable or awkward, students supported the idea
of the curriculum being important and necessary:

We might have felt a bit awkward at first but | think that these lessons should be like shown more in
class so there isn't, it doesn’t feel uncomfortable and that it becomes more of an open thing. Because at
the end of the day it’s like our bodies and it's something that everyone has. So, like we should talk about
it more instead of being so private and secretive.

School 3, year 9 girl

One student described the lessons as ‘brutally honest’, albeit in a way that she found appropriate or
suited to her age, compared with the RSE that she had experienced in previous years:

| think it was definitely a lot more brutally honest because when we had lessons similar to this in year 7
or 8, | feel like we're kind of sheltered a bit more, whereas when we came into year 9 ... we were kind of
surprised because of how much information they were sharing with us because we wouldn’t like expect to
be taught that in school ... | feel like because of our age they went in much more depth in it because
they sort of, when we're in year 7 and 8 they dodge the questions like about it and then as soon as we
got into year 9 they let us know.

School 3, year 9 girl

In terms of who delivered the lessons, some students welcomed lessons being taught by teachers with
whom they were already familiar:

| think we felt more comfortable with them since we know them before and obviously we kind of had a
relationship with them before because of other lessons. So, | think it was good that it was a teacher that
we knew and it wasn't just a random teacher that came in and we didn’t know before because then we
wouldn’t feel as comfortable kind of talking to them about it or opening up or sharing thoughts
or experiences.

School 3, year 9 girl

Students valued teachers who were committed and skilled as well as open:

My teacher . .. she never made anything that she was saying awkward and she like made it clear that
anyone in the class could share their opinions or experiences on it and they wouldn't feel judged.
School 3, year 9 girl
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In terms of content, opinions and memories differed, but students were largely positive about how
the curriculum addressed topics such as pornography, sexual debut and pressure. Students mentioned
topics that they would have liked to spend more time on, such as what to do about pregnancy, the
emotional changes of puberty, FGM, how to build a relationship, sexuality and LGBTQ issues, in-vitro
fertilisation, how to talk to parents, and how to access information without your parents knowing
(some of this being dependent on which ‘add-on’ lessons were covered by their school).

Students noted and were grateful for the signposting to further resources:
| think it was good because like at the end they gave you like websites to go to if you needed help . ..

They gave you websites if you needed extra help like.
School 3, year 9 girl

In terms of classroom activities, students appreciated the role of ground rules in establishing
confidentiality and privacy:

We were also able to give our own opinions and stuff, and like we weren't asked to share
anything personal.

So yeah, it was very comfortable in the lessons.
[The teacher] made us feel relaxed and he said you can ask any questions, he kind of just made us feel

confident in ourselves.
School 4, year 9 girls in focus group

Where classes were more active, collective or discussion based, students were noticeably positive:
You get to experience everyone in your class’s ... opinions ...

And it’s really interesting to see other people’s opinions instead of just focusing like on stuff that you think
or you believe, it's interesting to see what someone else believes and how that clashes or how it’s similar.

Yeah. It’s quite a nice space to be in.
School 4, year 9 boys and girls in focus group

One activity that students enjoyed involved students lining up opposite each other and moving
towards each other only on receiving consent from their partner:

The lessons did help us to gain a tiny bit of more confidence and we kept continuing to talk about it ...
but if you think about it, like if you're in a sexual relationship and you ask the question, like ‘Do you want
to have sex?’ it will be kind of awkward but like | think this thing made us have like . ..

Confidence talking about it.

Confidence, yeah ... and | know what I'm saying now, | know what I'm doing.
School 4, year 9 boys and girls in focus group

Students complained when lessons were focused on teachers’ presentations:
To be honest | think the lesson it was just kind of like teacher talking to you, telling you all the information.

You couldn't really take much out of the lesson. | didn'’t really learn a lot in the lessons to be honest. | just
kind of went with it.
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We were waiting to do more tasks.

Because if it’s just the teacher speaking for an hour no-one takes it in. It's like watching a documentary
for an hour, you just get bored and don'’t take anything in.
School 3, year 9 boys and girls in focus group

Many students expressed enjoyment of the discussion-based approaches used in Positive Choices.
However, it appeared that classes needed to be both familiar and comfortable with such approaches
for it to work well. Thus, students in school 4, which had a spiral curriculum of RSE from year 7
onwards, experienced teachers, and a strong commitment to reinforcing and following ground rules
for discussion, seemed to be the ones who got most out of the discussion-based elements of Positive
Choices. In school 1, where some teachers were less experienced and students were apparently less
accustomed to free discussion, the more open-ended activities were reported to work less well.

A few students said that they talked to their parents about what they were learning, but it did not
appear that the homework exercises had facilitated this. Two schools had explicit policies against
setting homework in PSHE, and most students were sceptical of the potential of this intervention
component:

What'’s the point of giving information to parents because they’re not going to sit down with their kids
and teach them because that’s more awkward to them?

| think part of the culture is to try and make parents talk to their children, so some people find that
awkward and then they try to teach us it at school ... but no one really took any notice.
School 2, year 9/10 boys and girls in focus group

Student-led social marketing Students involved in social marketing described a range of activities:
assemblies, quizzes, surveys, newsletters, PowerPoint® 2016 (Microsoft Corporation, Richmond, WA,
USA) and poster campaigns, and a bake sale. School 2, for example, planned a campaign about peer
gossiping, confidentiality, trust and rape jokes, whereas school 4 pursued the social-marketing campaigns
in year 9 drama lessons, focusing on domestic abuse and healthy/unhealthy relationships. School 1 raised
awareness about access to sexual health services. Students reported enjoying running campaigns and
were optimistic about their potential impact:

We sent PowerPoints out to every form class and we did put posters up around the school, we did raise
awareness, | think we did like raise awareness.

I've seen the posters.
And | have, yes.

... You just can express how you feel ... when you're doing the team you have to plan everything yourself,
and like present it as if a teacher was doing it ... | guess since we relate to [students] more, like we know
like what they would like take seriously and what they would find funny.

School 1, year 9 girls in mixed gender focus group

Impact of school context on receipt Students in schools in which PSHE and RSE already seemed to be
valued by the school (e.g. in timetabled lessons and delivered by teachers volunteering for it) appeared
to be the ones who also most valued Positive Choices. Students in school 2 were the most negative
about Positive Choices. This may have reflected limitations with past and present provision at the
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school as well as the dynamics of the focus group, which was dominated by two vocal and negative
students who may have inhibited other students from expressing different views. Their criticisms of
lessons as being repetitious, too intense or with too little time to absorb learning may have reflected
limitations with the curriculum being delivered largely as a single ‘drop-down’ day. Nonetheless, more
positive feedback was filtered back to the research team, both in their conversations with students on
the day itself and afterwards through parents and teachers.

Where Positive Choices built on a well-established programme of PSHE, such as in school 4, it seemed
to be able to meet student needs more successfully. School 4 used suggestion boxes in its PSHE provision
to understand students’ questions, and staff relished bringing in additional materials to supplement those
provided as part of Positive Choices. Such elements may have boosted student satisfaction. In school 2,

in contrast, there appeared to be less of a history of RSE provision; some tutors seemed uncomfortable
with the pastoral aspects of their role and there was less time to involve students in shaping the provision.
This may help explain the students’ complaints about the limitations of the curriculum delivered via a
drop-down day.

Established processes for communication between staff and students, for example via student councils,
may have made the SHPC and social marketing easier to set up and run in some schools. Nonetheless,
in school 2, where relations within the school were less harmonious, the SHPC and student-led social
marketing may have had an even stronger impact as a visible mark of students contributing to school
improvement.

Potential mechanisms and impacts

Open communication Some students reported that the lessons had brought students together, enabling
them to learn together and have the confidence to have more open conversations about sexuality and
sexual health:

It’s not like someone’s, like, telling you: ‘This is what it is’. Like, you're learning with other people. Not, like,
some people, like, know more than others. It's like you're learning with them. So, I feel like just ... come
together more.

School 3, year 9 girl

It's become a much more open topic that people can talk about. And it’s also reassuring because, like, you
know that if you're going through, like, a personal problem, it’s reassuring to know that you're not the
only one, and like there’s other people your age that you can talk to about it and everyone feels
more comfortable.

School 3, year 9 boy

It’s definitely helped with confidence over lessons. | notice more people putting their hands up, more
people actually wanting to talk about it and get involved.
School 4, year 9 girl

Students identified similar mechanisms arising from the student-led social-marketing component:

It made me slightly more comfortable to talk to another student rather than just the teacher. So, you
know like, they're going to relate to you as well.

| think that it’s like changed and improved morals within, like, the students within the school. Because it’s
more of an open thing that we talk about now. We just, like, know what’s right and like how to deal with
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like situations and things, and it’s something that’s openly spoken about with students and it’s not like a
secretive or an uneducated thing anymore.
School 3, year 9 girls in mixed focus group

Foundations Some saw the intervention as providing ‘the basics’ of knowledge that could provide the
foundation for broader transformations:

| think it’s good that they teach like the basics because in the end they’re the most important things ...
It's obviously important to know the more like complicated and other important things but if you have the
basics you can just work off that.

School 4, year 9 boy

Rights and consent Several students identified that lessons had raised awareness of their rights within
relationships:

| think it made me more aware of, um, kind of like my rights. Like makes me more aware of my rights in a
relationship and just like what's acceptable and what’s not acceptable.
School 3, year 9 girl

Some stated that they felt better prepared to ‘say no’ and to talk in relationships:

After this like course, | think everyone knows how to say no if someone, like consent.
School 4, year 9 boy

Lack of impact on behaviour However, some students were more doubtful about whether or not any
intervention could impact on behaviour because this was down to individual agency:

| think the lessons were good and the education that they brought to the lessons was good but | don’t
think anyone’s taken on the information that they said like properly.
School 3, year 9 girl

Such views on the limitations of mechanisms of impact were, however, most common in the context of
school 2, which had experienced challenges with implementation and delivered the curriculum as a
single drop-down day:

It’s like that day never happened and that we already knew all of that . ..
Yeah, | don't really remember when it happened.
It’s really pointless.

Like everything’s just the same as it was before, no-one’s changed their perspective on anything.
School 2, year 9 students in mixed boy and girl focus group

Harms No potential harms were suggested by students.

Control condition and potential contamination

Both control schools had recently revised their RSE programmes. The deputy head teacher of control
school 1 reported that the school had over the last couple of years developed a curriculum for students
from years 7 to 11, revisiting topics across years to provide age-appropriate learning.

© Queen’s Printer and Controller of HMSO 2021. This work was produced by Ponsford et al. under the terms of a commissioning contract issued by the Secretary of State
for Health and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in
professional journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial
reproduction should be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House,
University of Southampton Science Park, Southampton SO16 7NS, UK.

81



82

RESULTS: PILOTING THE INTERVENTION

According to the PSHE lead, control school 2 had minimal RSE teaching until recently, which covered
biological aspects in science and forced marriage in religious education:

I do know that it wasn’t taught | believe because it was just lack of knowledge, lack of experience for
staff. Could be taboo as well being a [faith] school, | think that’s probably the biggest worry, worrying
what teachers think, worrying what the school views are, worrying what parents, so | know for a long
time there wasn’t any RSE taught at the school . ..

Control school 2, PSHE lead

However, control school 2 had recently developed and piloted a new RSE programme for students

in years 7-11 led by the PSHE lead with, according to the school’'s PSHE lead and the SLT member
leading on RSE, strong support from the head teacher and governors. The PSHE lead reported that she
had attended a course at an external charity, reviewed externally produced resources and then led the
development of the new programme.

In terms of consultation with parents and students about RSE provision, the deputy head teacher at
control school 1 reported that student councils were consulted on students’ RSE needs, parental
representatives on the governing body were informed about RSE provision and there were details on
the school website. However, both the deputy head teacher and head of year 8 reported that broader
parental views were not solicited. Students reported that there was little consultation with students
about RSE. In control school 2, the PSHE lead reported that parents were consulted on the programme
and were able to review some of the teaching materials:

Before we launched, it we spoke to parents. We invited parents in. We said to parents, ‘Look, we are going
to teach this’. To be fair, all the parents are happy, there’s no concerns.
Control school 2, SLT lead

The SLT lead in control school 2 reported that implementation of the new RSE programme had been
delayed to ensure that there was adequate time for consultation. The SLT lead and year 9 students agreed
that student consultation had occurred through the student council, which offered strong support.

In terms of timetabling, staff in control school 1 reported that RSE lessons were delivered in 30-minute
tutor-time sessions by form tutors, most of whom were teachers but some of whom, according to

the head of year 8, were teaching assistants. RSE was provided via one or two sessions per fortnight.
In control school 2, RSE was also taught in tutor time, comprising six sessions per year each of

25 minutes, according to the PSHE lead.

In control school 1, the deputy head teacher said that RSE was taught in tutor sessions because of the
difficulty fitting PSHE into the school timetable. The head of year 8 also suggested that form tutors
were more likely to engage students and be able to provide follow-up care for students when needed:

Generally, | would think yes, | suppose from the perspective of our mentors, the people the kids see every
day, they tend to be people the kids trust.
Control school 1, head of year 8

Staff in control school 1 reported that teaching RSE was challenging and staff varied in their comfort
teaching it. The deputy head teacher and head of year 8 both said that the quality of delivering RSE

varied among staff, reflecting differences in values and aptitude. The deputy head teacher commented:

Any school that is having its PSHE programme delivered by form tutors or mentors has to acknowledge
the fact that there is an inconsistency, there is a difference between your strongest and your weakest
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members of staff. Our responsibility as leaders is to narrow that gap through the quality of the resources
that are in place, through the training the staff get and through exactly how you deliver it.
Control school 1, deputy head teacher

There was some training (according to the head of year 8, there was not very much), for example on
handling disclosures of safeguarding issues and challenging inappropriate language. The deputy head
teacher acknowledged that training for tutors was currently suboptimal:

Interviewer: And what sort of training is provided to those who are doing the RSE teaching?

Participant: At the moment, not enough, is the honest answer. A lot of the training is through their [line
manager] and they meet weekly ... And a lot of that will be as a year group training session. We do some
work on our inset days that cover various bits and pieces, but we've identified this year that, actually . ..
training needs to be, you know, a higher priority for us, especially with the SRE stuff coming in. Yeah, so
it’s, it’s not bad, but it isn’'t anywhere near what it could be.

Control school 1, deputy head teacher

Staff reported that, where form tutors did not feel comfortable delivering a specific lesson, more senior
staff would do so. The head of year 8 reported that some teaching, for example about contraception,
was taught in science and some, for example about relationships, was taught in religious education.

Control school 2 also delivered RSE primarily via form tutors. According to the PSHE lead, tutors
were regarded as the best providers because of their existing relationships with students and their
pastoral role:

They've already got that relationship with the students anyway and form tutors, you know, when you
come in year 7 it's always the first person they approach isn't it when they've got a problem? The big
problems of friendships and oh someone’s picking on me. And, and every time, you know, there’s messing
around in lessons, the form tutors are informed about it so it's always the central person that they

come to.
Control school 2, SLT lead

Most tutors volunteered to teach RSE and received 2-3 hours of training from an external charity.
The PSHE lead commented:

We invited staff and said ‘Look, if you want to become specialist teachers you are just going to teach
those topics whatever time in the year, so probably once a year for 6 weeks, you'll be teaching those
topics and you'll be trained and become a specialist RSE team.” So, we've gone with that and it’s gone

down quite well.
Control school 2, PSHE lead

Those staff who had opted out did so primarily because of religious objections or embarrassment.
In these cases, their lessons were delivered by SLT members or science teachers who had previous
experience teaching some aspects of RSE. The SLT lead commented that it was important for SLT to
be involved to signal the priority given to RSE:

| think it’'s good that the SLT are involved almost on a point of the students understand . .. it's really,
it's actually really important maybe that they're delivering it. But we want to show staff as well that it is
important. So, it’s not just to the kids, it’s to staff as well to say that we should be involved with this.
We're not just telling you to do it, we see it as a significant part of students’ or young people’s lives, so
you should be doing it too.

Control school 2, SLT lead
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This individual added that some of the staff opting out sat in on the new lessons and some of these
planned to opt in to teach RSE in future years:

There were some, well since then though, which has been a positive thing, some form tutors who were

originally a little bit worried about it [but] have seen the lessons. Because they've observed lessons

that have been going on and they’ve said ‘Actually, this next training session you're having, can we be

involved? Which is a good thing because we want teachers to feel comfortable about what they’re doing.
Control school 2, SLT lead

In terms of classroom activities and materials, most lessons in control school 1, according to the head
of year 8, were structured around slides with some use of class surveys to assess knowledge and
needs. Boys and girls were generally taught together, according to both the deputy head teacher and
head of year 8, but there were some single-sex lessons, for example on consent. The deputy head
teacher said that the curriculum aimed to be inclusive, for example in terms of LGBTQ identities. The
deputy head teacher and head of year 8 both reported that the school used some externally produced
RSE materials (the head of year 8, for example, referred to the ‘cup of tea’ video about consent), but,
according to the deputy head teacher, these were of variable quality and could sometimes encourage
staff to underprepare for lessons. According to the head of year 8, form tutors each led on developing
materials for different PSHE topics, which were then collectively reviewed to ensure their quality.

In control school 2, RSE lessons typically involved a mix of information, whole-class and small-group
discussion, videos (including the ubiquitous cup of tea/consent video) and student presentations with
little written work. All RSE teaching was in mixed-sex groups, primarily for logistical reasons, according
to the SLT lead. The PSHE lead produced an overview of the curriculum and the team of specialist
teachers then planned lessons, with the PSHE lead providing some externally produced materials.
According to the SLT lead, these were adapted for the school so that they met teachers’ individual
needs and preferences. Each teacher planned and delivered lessons as they wished, depending on their
preferences and what was most appropriate to each topic.

In terms of topics, year 7 students in control school 1 learnt about relationships (initially mostly focused
on family and friendship relationships), consent, sexting, internet safety and grooming, self-esteem,

and assertiveness, for example in challenging sexual harassment. Older students learnt about sexual
health in more detail, such as safer sex, STls, deeper learning about intimate relationships and consent
(building on year 7 provision), pornography (in terms of exploitation in its production, its consequences
for realistic understanding of sex and the legal status of revenge pornography). There was some RSE for
year 11 students but, according to the deputy head teacher, this was limited by GCSE preparation. The
head of year 8 and the school nurse reported that RSE tended to focus on ‘the basics’, for example safer
sex, and did not engage more deeply with the emotional aspects of sexual relationships. The deputy head
teacher reported that control school 1's approach to RSE emphasised that sexuality was normal and
healthy but did not address sexual pleasure. The RSE curriculum involved no homework.

In control school 2, year 7 students learnt about romantic relationships, family life, puberty, managing
online and off-line relationships, unwanted contact and FGM. Year 8 covered sexuality, consent and
contraception. Year 9 focused on healthy and unhealthy relationships, STls, sexting and pornography.
Year 10 covered different types of families, parenting skills, risk of STls, sexting, pornography, tackling
transphobia and homophobia, and managing romantic relationships. Year 11 students learnt about
domestic abuse and forced marriage.

In both schools, there was also some RSE provided outside the classroom. Staff in control school 1
reported that some RSE learning was delivered via assemblies and off-curriculum days. Assemblies
could involve external speakers, according to the school nurse. However, students in control school 1
reported that no external speakers came to assemblies for RSE. In control school 2, the SLT lead and
year 9 students reported that an external charity came in to lead some assemblies, for example on
gender identity and legal issues in sexual relationships.
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In terms of student views, a focus group with students in control school 1 suggested that most sex
education was actually taught in religious education (marriage, relationships, cheating, same-sex
relationships) or science (anatomy, fertility and contraception, STls). Students commented that
provision varied greatly between teachers:

We haven't really done much PSHE.
| don’t think it's every week. | think it's like every, once a term.

Yeah. Like we barely do it really. Like we did one the other day about like puberty and stuff but we
haven't really done, we've done about like three lessons on it.

| think we learn about growing up. We don’t learn about like sex education.
Control school 1, year 9 students in focus group

Students reported that some tutors appeared ill-informed and underprepared, and awkward teaching
RSE and went rapidly through their slides asking students to copy down the information:

Like they go through slides and stuff but they go over like puberty and things like that but they don’t go
through like sex education. And even if they do get like a slide show about it they just kind of go through
the slides really quick.

Control school 1, year 9 student in focus group

Another commented:

They just, like they don't really know about the topic before they teach it so they kind of just look at
when the slides are up, they just look at it and then just say what’s on there. Like they need to know
more about the situations and stuff.

Control school 1, year 9 student in focus group

Students complained about one teacher who told a student off for asking too many questions in RSE.
However, students also reported that some teachers were good RSE educators. Such teachers were more
confident and comfortable, and more prepared to engage in discussion and practical demonstrations

(for example, of condom use). Students said of one particularly well-regarded teacher:

He like told us like everything.
He used to just tell us straight, like he didn’t sugar coat it or anything like.

He kept it real. He kept it like as a teacher like in the right boundaries but he told us straight up like.
Control school 1, year 9 student in focus group

Students in control school 2 were much more positive about RSE, and about their school and teachers
in general. They reported that they had learnt about contraception, pornography, relationships,
consent, STls and LGBTQ rights, largely in weekly PSHE lessons in tutor time, but also with some
learning in science (e.g. conception) and religious education lessons (e.g. different faiths’ teachings on
sex and relationships). Students were particularly enthusiastic that those teaching them RSE had been
trained, which they felt enhanced both their expertise and communication skills:

It's trained.
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There’s trained teachers that teach.

Trained teachers particularly like just teach us about these different things.
Control school 2, year 9 student in focus group

Some students preferred RSE to be taught by staff other than their form tutors because this enabled
students to know there was an additional teacher from whom they could get support if needed. Other
students preferred non-form tutors because they wanted RSE to be taught by someone not responsible
for behaviour and other aspects of students’ lives at the school:

| feel like form tutors deal with our behaviour. So, say if someone’s messing about in lessons, they will talk
about behaviour, they will talk about what you're doing in school, your lessons. And | feel like if you're
going to talk about them, they're still very open. Like my form tutor she’s like really, like she'll talk to us
about anything really. But something about like SRE, | just feel a bit awkward to talk to her about that
kind of stuff, because we talk to our form tutors about different things. And then because SRE just is like
a little bit of a different kind of subject, it's a bit awkward talking to a teacher that you talk about with
educational, other educational purposes, yeah.

Control school 2, year 9 student in focus group

However, some students were happy with RSE being provided by form tutors as long as the tutors
were trained and comfortable with this role.

There were also some whole-school activities addressing sexual health in control schools. Control
school 1 had posters and displays, for example about safeguarding and LGBTQ inclusion. The deputy
head teacher said that there were some student-led campaigns that touched on some aspects of sexual
health, such as transgender inclusion, but the deputy head teacher as well as the head of year 8 said
that there were not, generally, student-led campaigns centrally focused on sexual health. In control
school 2, the SLT and PSHE leads reported that their RSE programme included a survey of students to
assess need and inform future provision:

There’s definitely elements, for example FGM, where lots of students said they don’t know about that. And
that’s obviously something that we need to then obviously look at and incorporate. Well, we're going to
incorporate anyway but it’s interesting to know what they do and they don’t know.

Control school 2, SLT lead

Questions asked about personal hygiene, FGM, consent, contraception, LGBTQ identities, sexting,
pornography and managing romantic relationships. Control school 2 had also engaged in work with
teachers across the school to normalise the use of inclusive language, for example to recognise same-
sex relationships, which was confirmed by students. The SLT lead also referred to the RSE programme
enabling students to design leaflets and posters, and to lead assemblies on sexual health, including
drama skits.

Sexual health services in both control schools were patchy. Control school 1 had a well-being centre
staffed by a school nurse who also had safeguarding responsibilities. The nurse reported that students
were generally referred to external services rather than providing STI testing and contraception on
site. She reported that she initiated conversations with students who were in relationships at school:

I mean a lot of the students you know, we're aware of them being in relationships with each other. We
will often talk to them if we hear kids talk, you know, about that and make sure that they are practising
safe sex, etc. and then pointing them in that direction.

Control school 1, school nurse
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Students, however, reported that they were uncomfortable discussing sexual health or pregnancy with
school staff, and would not access contraception or pregnancy tests via the well-being centre. They
were concerned about the maintenance of confidentiality in the school and there were stories of
students being visibly removed from classrooms as a result of safeguarding responses after students
had disclosed sexual activity. Students commented:

| feel like if you were to go to them, it’s not really that confidential. So, like if you told them like ‘Oh,
someone like did this’ then obviously they tell the other safeguarding, who tell like the well-being, who tell
your parents. And then, before you know it, like everyone knows, which is like the last thing you want.
And they pull you out of lesson in front of everyone. It's just like ... Like they just do it in front of
everyone and then people like listen in on conversations. And it’s just like really like not confidential at all.
Control school 1, year 9 student in focus group

In control school 2, there was no sexual heath provision on site. Pregnancy tests, and routine or
emergency contraception were not available at the school. There were sexual health services relatively
nearby and these were advertised to students via assemblies led by the clinic, which year 9 students did
recall. Staff reported that any disclosures of sex by students < 16 years would be shared with parents.

Economic evaluation

Intervention costs
Positive Choices comprises the following intervention components:

® staff training delivered by SEF

O in setting up and delivering the SHPC
O in curriculum delivery
O in facilitating student-led social marketing.

® SHPC meetings

® 10 hours of classroom lessons comprising eight ‘essential lessons’ and two ‘add-on’ lessons chosen
by each school

® student-led social marketing
parent information

® sexual health services review.

We undertook a detailed cost analysis of each component, focusing on the staff costs incurred. Costs
were measured from the perspective of the public and voluntary sectors, and valued in 2018-19 Great
British pounds. We estimated additional costs per school, over and above those of usual practice, and
focused on opportunity costs (i.e. the cost of the resources used, irrespective of whether or not they
were directly purchased for the study).

Staff training

For the SEF training of school staff, data were obtained from the trainers on time spent at each
individual session on curriculum training and SHPC training. At two schools, curriculum and SHPC
training were delivered on the same day. Using the data from the schools where it was delivered
separately, the mean total trainer time per school to deliver curriculum training and SHPC training
including preparation, travel and delivery time was 12 hours 52 minutes and 12 hours 15 minutes,
respectively (Table 35). The daily rate per trainer was £610 plus VAT (Lucy Emerson, NCB, 2019,
personal communication). Assuming an 8.5-hour working day, the hourly cost per trainer was £86.12,
and the mean cost per school was £1108 for the curriculum training and £1055 for the SHPC training.
In addition, on average. 4.5 members of school staff attended the curriculum training for an average of
3 hours 45 minutes and three attended SHPC training for an average of 1 hour 45 minutes. We did not

© Queen’s Printer and Controller of HMSO 2021. This work was produced by Ponsford et al. under the terms of a commissioning contract issued by the Secretary of State
for Health and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in
professional journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial
reproduction should be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House,
University of Southampton Science Park, Southampton SO16 7NS, UK.

87



88

RESULTS: PILOTING THE INTERVENTION

TABLE 35 Resource use for curriculum and SHPC training

Intervention school

Activity 1 2

Curriculum training

Trainer preparation time (hours:minutes) 2:00 2:30 4:30 2:15
Trainer travel time (hours:minutes) 7:00 6:45 13:45 6:52
Trainer delivering training (hours:minutes) 3:30 4:00 7:30 3:45
Number of staff attending 5 4 9 45
SHPC training

Trainer preparation time (hours:minutes) 2:30 2:00 2:00 6:30 2:10
Trainer travel time (hours:minutes) 6:45 5:00 13:15 25:00 8:20
Trainer delivering training (hours:minutes) 2:15 1:30 1:30 5:15 1:45
Number of staff attending 4 3 2 9 3

Combined curriculum + SHPC training

Trainer preparation time (hours:minutes) 2:00 2:00 2:00
Trainer travel time (hours:minutes) 10:15 10:15 10:15
Trainer delivering training (hours:minutes) 5:15 5:15 5:15
Number of staff attending 5

collect data on the grade of each staff member attending training; assuming each staff attendee was
paid at the maximum value of the upper pay range for classroom teachers (£39,406 per year)¢? and
worked 1265 hours per year of directed time,®2 the hourly rate was £31.15. The mean cost per school
for staff attendance for curriculum training was therefore £526; for the SHPC training, it was £164.
Combining trainer and school staff costs, the mean cost per school was therefore £1634 for curriculum
training and £1219 for SHPC training. The social-marketing training comprised a teleconference lasting
2 hours with the SEF trainer and one staff member from each school. Assuming 2 hours’ preparation
time for the trainer, the trainer costs were £344.47; the school staff costs were £249.20, giving a total
cost across the four schools of £593.67 and a mean cost per school of £148.42. The mean cost per
school for all three types of training combined was therefore £3001.

School health promotion council

Costs were also included for each school implementing the SHPCs, using logbooks completed by
teachers. Data were obtained from three intervention schools including staff preparation time
(assuming preparation time involved a single staff member). Each school held three implementation
meetings, with durations and numbers of staff present as shown in Table 36. Assuming an hourly cost
for school staff of £31.15 (see Staff training), the costs of staff time in schools 1, 3 and 4 were £253,
£132 and £548, respectively, giving a mean cost per school of £311.

Curriculum delivery

The Positive Choices intervention also included 10 hours of lessons (eight ‘essential’ lessons and

two ‘add-on’ lessons chosen by each school from a selection of topics). We calculated the cost of this
component based on the amount of classroom teacher time required to prepare and deliver the
lessons, as recorded in logbooks completed by teachers. Data were collected from three intervention
schools on the number of times each session was run by a school, the planning time needed for each
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TABLE 36 Resource use for implementing SHPCs

Intervention school

Resource use 1

Meeting number 1 2 3 Mean 1 2 3 Mean 1 2 3 Mean
Staff preparation time (minutes) 40 40 20 33 45 30 10 28 120 120 120 120
Meeting duration (minutes) 50 50 45 48 60 60 50 57 60 60 55 58
Number staff present at meeting 3 3 2 2.7 1 1 1 1 4 4 4 4

lesson by the classroom teacher and the mean duration of each session (Table 37). We assumed that
the planning time for each lesson was only incurred once per individual teacher, irrespective of the
number of times the lesson was taught by each teacher, and calculated the total teacher time per
school for each of the essential lessons. The mean total teacher time per school was 596 minutes.
Assuming an hourly cost for school staff of £31.15 (see Staff training), and that the two add-on
lessons had the same mean duration and planning as the essential lessons, the mean total cost per
school was £3096.

Student-led social marketing

Costs were also incurred by each school through implementing the student-led social marketing,
measured using logbooks completed by teachers, because it involved school staff time. Data were
obtained from three intervention schools, including staff preparation time. Each school held three
sessions, with preparation and delivery time and numbers of staff present as shown in Table 38.
Assuming an hourly cost for school staff of £31.15 (see Stdff training), the costs of staff time in
schools 1, 3 and 4 were £93, £187 and £179, giving a mean cost per school of £153.

Parent information

At each intervention school, three newsletters were sent home to parents to explain project progress.
Data were not collected in the present study on the resources incurred by these activities. We assume
that these were sent electronically at negligible cost, and that each newsletter took 1 hour to produce
by a teacher. Assuming an hourly cost for school staff of £31.15 (see Staff training), the mean cost per

school was estimated to be £93.

TABLE 37 Resource use for curriculum delivery of eight ‘essential’ lessons

Mean number of Planning time Mean number of Mean duration Total teacher
times lesson runs per lesson teachers providing per lesson time per school

Lesson per school (minutes) lessons (minutes) (minutes)

1 6 45 4 60 540

2 7 30 4 60 540

3 8 30 4 60 600

4 9 30 4 60 660

5 10 25 4 60 700

6 7.5 20 4 60 530

7 8 30 4 60 600

8 8 30 4 60 600
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TABLE 38 Resource use for implementing student-led social marketing

Intervention school

Resource use 1

Number of meetings 3 3 7
Mean staff preparation per meeting time (minutes) 30 20 15
Mean duration per meeting (hours:minutes) 0:30 1:40 1:35
Mean number staff present at meeting 1 1 1

Sexual health services review

Using logbooks completed by teachers, schools were asked to record the amount of staff time used to
facilitate each step of the sexual health services review, which was included in the intervention cost.
Three schools returned data and the amount of staff time for each school was 2 hours 30 minutes,

2 hours 40 minutes and 7 hours 30 minutes, respectively. The mean staff time per school for the
review was, therefore, 4 hours 13 minutes. Assuming an hourly cost for school staff of £31.15

(see Staff training), the mean cost per school was estimated to be £132.

Total intervention cost

Combining the costs of each intervention component, the mean intervention cost per school was
estimated to be £6786 (Table 39); the two intervention components contributing the most to this total
were the staff training (44%) and the curriculum delivery (46%).

Additional findings from policy and practitioner consultation not related to
intervention optimisation

At the policy and practitioner event held on 9 March 2018, as well as the information collected to
inform intervention optimisation, broader feedback was collected on the study aims and approaches.
Some participants raised concerns that the timeline between schools finding out if they were allocated
to the intervention group and schools implementing the intervention would leave little time for
planning for intervention schools. Although this could not be adjusted for the pilot, this is something to
consider for a full trial.

TABLE 39 Mean intervention cost per school

Intervention component Mean cost per school, £ (% total)

Staff training 3001 (44)
SHPC 311 (5)
Curriculum delivery 3096 (46)
Student-led social marketing 153 (2)
Parent information 93 (1)
Sexual health services review 132 (2)
Total 6786 (100)
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Participants also expressed enthusiasm that the research ultimately would aim to use realist
approaches within an RCT design to understand underlying mechanisms of action and how these
varied with context, rather than merely to determine the overall effectiveness of the intervention.
Participants suggested that the former was useful for developing transferable learning for other
programmes. They also valued the focus on evaluating implementation and exploring how the
intervention interacted with and was shaped by existing school practices, particularly in the light of
new statutory RSE guidance for England from 2020. It was suggested that disseminating findings on
the implementation of the Positive Choices intervention might usefully inform implementation of the
new guidance.

Stakeholders also supported the inclusion of a different primary outcome in any future Phase Il RCT
because unintended teenage pregnancy was perceived as too narrow and less relevant in the current
context of declining prevalence of teenage pregnancy and increasing concerns about other outcomes,
such as non-volitional sex, and dating and relationship violence. Participants favoured more comprehensive
sexual health measures, such as sexual competence and sexual well-being. Other possible secondary
outcome measures such as school attendance and attainment were also suggested, which would be
important evidence for schools in deciding whether to scale up the intervention after a Phase 11l trial. A full
summary of this policy and practitioner event is provided in Report Supplementary Material 8.

A further policy and practitioner event was held on 14 June 2019 to disseminate interim findings from
the study. A summary of this event is supplied in Report Supplementary Material 9. A further meeting
scheduled with the policy and practice stakeholder group will focus on interpreting the results and the
implications of the study, mechanisms for knowledge exchange and future research.
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Chapter 6 Discussion

Summary of key findings

Our first research question was whether or not it is possible to optimise Positive Choices in
collaboration with SEF, a secondary school and other stakeholders. Intervention optimisation involved
the elaboration of the intervention, developing it from a basic description to a fully specified intervention
with materials. Initial elaboration was informed by existing systematic reviews, Safer Choices, CAS
Carrera and Gatehouse Project evaluations and materials from Safer Choices and other interventions
and resource packages. Draft intervention materials were produced. The purpose of the needs survey
came to focus on the selection of curriculum lessons for each school. The SHPC'’s work was focused on
reviewing student needs data to inform decisions, launching the intervention, selecting the ‘add-on’
curriculum topics, selecting staff to attend training, overseeing the social-marketing team and parent
newsletters, and reviewing school sexual health services. The curriculum was broadened slightly to
ensure that it was comprehensive while still addressing all of the topics in the protocol. The curriculum
was initially designed to include a set of five ‘essential’ lessons to be covered by all schools plus a bank of
10 ‘add-on’ lessons, five of which could be selected by the school. The curriculum was later refined to
include eight ‘essential’ lessons and a bank of five ‘add-on’ lessons from which two would be chosen.
Social-marketing methods were elaborated and it was decided to avoid segmenting student audiences
on factors other than age, informed by SEF and other advice. Sexual health review methods were
elaborated, with this being reoriented to guided school self-review rather than SEF-led review to ensure
efficiency and sustainability. Initial consultation with the collaborating secondary school, the ALPHA
young researchers’ group and the other stakeholders demonstrated support for these decisions. School
staff asked that materials be concise and easy to use. ALPHA participants suggested refinements to the
wording of questions on the needs survey, and offered practical suggestions for the launch of Positive
Choices in schools and other elements.

Our second research question was whether or not it is feasible and acceptable to implement each
component of this intervention in the secondary school involved in optimisation, and what refinements
are suggested. The school involved experienced a poor inspection which resulted in repeated changes
in leadership and a refocusing on teaching and behaviour, leading to reduced SLT commitment to
Positive Choices. However, overall implementation met fidelity targets and acceptability of the
intervention was 100%, assessed via staff and student interviews. Only the curriculum element was
delivered with suboptimal fidelity, reflecting challenges in identifying staff and time for lessons.

The SSC and NIHR approved progression to the pilot RCT.

Our third research question was whether or not, in the light of a pilot RCT across six schools,
progression to a Phase Il RCT is justified in terms of prespecified criteria. The first criterion was that
the intervention was implemented with fidelity in three or four out of four intervention schools.
Limited data received from implementation school 2 meant that a rigorous assessment of overall
fidelity for this school could not be made. Based on the data received, the target of 70%+ implementation
of essential elements in three schools was achieved. The SHPC and student-led social-marketing training
were implemented with fidelity in all four schools. The curriculum training, the SHPC meetings, the
curriculum lessons, student-led social-marketing meetings and the sexual health services review were
implemented with fidelity in three out of four schools. The second criterion was that the intervention

is acceptable to a majority of students and staff involved in implementation. Of students reporting
awareness of the programme, around 80% reported acceptability. Students in the intervention arm
reported much more comprehensive coverage of RSE topics than did students in control schools.
Interviews with staff and students involved in implementation indicated predominantly positive views.
The third criterion, that randomisation occurs and five or six out of six schools accept this and continue
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within the study, was met, with all schools being randomised and retained. The fourth criterion, that
student questionnaire follow-up rates are > 80% in five or six out of six schools, was also met with
overall responses > 80% in both arms at both surveys, and with only one school having a response rate
< 80%. The fourth criterion, that linkage of self-report and routine administrative data on pregnancies
is feasible, was also met. There were no births or abortions among the trial cohort based on exact or
approximate matching.

Our fourth research question was whether or not secondary outcomes and covariate measures are
reliable, and what refinements are suggested. Questions on secondary outcomes were included only at
follow-up on the advice of the ethics committee, precluding analysis of test-retest reliability (which, in
retrospect, would have been a poor test of reliability given rapid transitions in behaviour among early
adolescents). Completion rates were high for all items, except for those on age at sexual debut and
partner numbers (with lower completion for these items probably because of the use of free-text
responses), and contraception at last vaginal sex (possibly because of issues with question routing).
There was poor discrimination for these measures in the sense of identifying a sizeable subgroup of
participants reporting certain outcomes. This probably reflected the truncated period of follow-up and,
therefore, the young age of participants in this pilot RCT in comparison with any future Phase Ill RCT.
Most potential mediators were assessed at baseline and follow-up (sexual competence only being
assessed at follow-up on the advice of the ethics committee). Unsurprisingly, test-retest reliability
was low for potential mediators; as indicated above, this probably reflected rapid transitions in early
adolescence. Inter-item reliability was, however, generally high. Where this was not so, for perceived
behavioural norms, sexual health knowledge and sexual health access, this probably reflected that
these measures included items focused on different phenomena.

Our fifth research question was ‘At what rates are schools recruited to and retained in the RCT?.
We used a low-intensity recruitment strategy reflecting our need to secure the involvement of only
six schools. Of the 334 schools invited, 11 expressed interest and eight provided consent, of which
six were recruited with one dropping out and being replaced quickly. All six were then retained in
the study.

Our sixth research question was ‘What level of student reach does the intervention achieve?. Around
two-thirds of students in the intervention arm reported awareness of the programme. Much higher
proportions of students in intervention schools than in control schools reported coverage of RSE
topics. Awareness was lower among students from ethnic minorities or of low SES.

Our seventh research question was ‘What do qualitative data suggest in terms of intervention
mechanisms and refinements to programme theory and theory of change?'. Interviews with students
suggested that the curriculum and social-marketing components had brought students together,
enabling them to learn together and have more open conversations about sexuality and sexual health.
Staff interviews similarly suggested that the intervention could enhance staff-student relationships
and increase engagement among less academic students. Staff also highlighted synergies between the
intervention components. Some students saw the intervention as providing ‘the basics’ of knowledge,
which could provide the foundation for broader transformations in attitudes and behaviours. Several
students indicated that the curriculum had raised awareness of their rights within relationships,
particularly their right to say ‘no’ to unwanted sexual activities. These insights support the existing
theory of change with its emphasis on sexual health knowledge and self-efficacy, and also suggest that
the theory might be broadened to include improving relationships between and among students and
staff as a potential mechanism for increasing engagement with intervention content and with school
more broadly.

Our eighth research question was ‘How do contextual factors appear to influence implementation,

receipt and mechanisms of action?’. Staff interviews suggested several factors as promoting good
implementation: leadership commitment to PSHE and the intervention; RSE becoming statutory in
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English schools; personal commitment among staff responsible for implementation; and trusting
relationships between staff delivering the intervention. Similarly, there was evidence from student
accounts that schools in which PSHE and RSE already seemed to be valued by the school were more
able to implement Positive Choices well. Where schools struggled to provide committed teachers for
Positive Choices lessons, students felt that lessons were less successful, particularly where a school
delivered the curriculum during one ‘drop-down’ day. Established processes for communication
between staff and students, for example via student councils, may have made the SHPC and social
marketing easier to set up and run in some schools. Schools struggled with the timetable imposed

by the RCT. Schools learnt whether they were allocated to the intervention or control group in the
summer term and were then expected to implement the intervention from the following autumn term.
We found it unrealistic to expect schools to staff and timetable RSE lessons with so little lead-in time.

Our ninth research question was whether or not any potential harms are suggested and how might
these be reduced. No harms to students were apparent from student or staff accounts. The possibility
of increased stress for staff experiencing fertility issues or not comfortable teaching RSE were raised in
staff interviews.

Our tenth research question was ‘What sexual health-related activities occur in and around control
schools?’. Some aspects of sexual health provision in control schools resembled those offered in
Positive Choices. In both schools, teachers delivered RSE largely in form time. However, in neither
school did the total time devoted to RSE approach that offered in Positive Choices. Staff training in
control schools was also less than in the intervention. The comprehensiveness, quality and acceptability
to students of teaching appeared to differ between the two control schools. In one, actual provision
appeared to fall short of what was aimed for in terms of the topics covered and classroom approaches
used, with many teachers taking a cursory approach, which was largely rated badly by students. In the
other school, lessons were much more comprehensive, addressing a breadth of topics similar to that

in Positive Choices, with more participative teaching methods and greater acceptability to students.
Neither school had a staff/student committee which co-ordinated sexual health activities, but there
was some evidence that RSE was discussed at the student council in at least one of the schools. One
school used a student survey similar to that used in Positive Choices to inform RSE planning. Neither
school explicitly used student-led social marketing to promote sexual health across the school, but

one school did include some student-led posters and assemblies. Both control schools had little or no
on-site sexual health services. Both marketed local sexual health services to students, but with variable
impact. Both schools had revised sexual health provision at around the time they were recruited into
the trial and allocated to the control group.

Our eleventh research question was whether or not methods for economic evaluation in a Phase Il RCT
are feasible. We found that it would be feasible to conduct economic evaluation of the Positive Choices
intervention, based on the idea that this would comprise a cost-consequences analysis from a public sector
plus voluntary sector perspective. The evaluation should ideally include assessment of the potential
consequences affected by the intervention, for example the primary and secondary outcomes associated
with the intervention and health-related quality of life, and the potential costs associated with the
intervention, including the mean cost of the intervention per school and the intervention impact on use of
services and other costs relating to its consequences. This pilot study has shown that it would be feasible to
collect a range of quantitative outcomes suitable for inclusion in a cost-consequences analysis including
pregnancy (unintended and not) in girls; initiation of pregnancy in boys; incidence of STls; vaginal sexual
debut with partner of opposite sex; sexual debut with partner of same sex; age at sexual debut; number of
heterosexual partners; contraception at first vaginal sex; contraception at last vaginal sex; non-volitional
sex; and health-related quality of life measured using the CHU9D. Some of these measures (e.g. pregnancy)
may not be informative for evaluating the intervention because of low and declining prevalence, but they
are feasible to collect. Other measures identified as potentially relevant, but not tested in this study, are
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measures of dating violence and sexual well-being. We determined that it would be feasible to calculate the
mean costs of the intervention per school, accounting for each of the main intervention components.

A full account of the net cost of the intervention would also include its impact on use of services

and other costs, arising from the consequences associated with the intervention. Based on the data
collected in the present study, these are likely to arise from impacts on teenage pregnancies, STls,
and dating and relationship violence, as well as costs associated with detriments to mental well-being
arising from unhealthy relationships. There is UK evidence of the health and other public sector
costs associated with some of these outcomes,3-¢5 but further work would be beneficial to quantify
these costs.

Deviations from protocol

Deviations from the protocol are listed in Table 40. In terms of the intervention, the needs assessment
data were not used by SHPCs to select in what order to deliver modules; whether to deliver within
PSHE, tutor groups or integrate into other lessons; and whether to use materials from Positive Choices
or existing materials if these conformed to our curriculum. This was because SEF advised that in practice
not all of these things would be likely to be open to influence by the needs data or the SHPC. The needs
assessment was instead used to inform the selection of the add-on curriculum lessons for each school.

It was agreed that segmentation and targeting for student-led social marketing would only be considered

on the basis of year group and that membership of the student-led social-marketing team should focus
students from years 8 to 11. SEF did not themselves review school sexual health services to schools.

TABLE 40 Deviations from protocol

Deviation

Rationale

Needs survey of year 8 students would not be used

by SHPCs to select in what order to deliver modules;
whether to deliver within PSHE, tutor groups or integrate
into other lessons (e.g. English); and whether to use
materials from Positive Choices or existing materials if
these conformed to our curriculum

Needs data were used to inform the selection of five
out of eight possible ‘add-on’ curriculum lessons for
each school

Social-marketing campaigns were not targeted based on
consumer segmentation other than in terms of year group

Rather than themselves reviewing school sexual health
services to schools, SEF developed an audit tool that
schools could use to carry out their own reviews and
make recommendations to improve and promote services
on an ongoing basis

The ICC test-retest was not performed as planned for
sexual debut

We did not attempt to pilot moderator analyses (how
effects vary by SES, sex, ethnicity and baseline risk)

Intention-to-treat analyses were longitudinal rather than
repeat cross-sectional

SEF advised that in practice not all of these things would
be likely to be open to influence by the needs data or
the SHPC

To ensure that SHPCs still had flexibility to align learning
with the needs of their students while maintaining
intervention coherence and alignment with the theory

of change

Such segmentation was considered likely to be offensive
and stigmatising to some students

This was considered a more efficient and sustainable
approach

Although this was measured at both baseline and follow-up,
the wording of the questions was not congruent, at baseline
examining sexual debut regardless of whether partners
were same- or opposite-sex at baseline, whereas at follow-up
examining sexual debut separately by partner type

Our experience in an earlier study indicated that such
analyses would be so drastically underpowered as to be
completely meaningless

This was to adjust for baseline student-level potential
confounders (SES, sex, ethnicity, age)
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A more efficient and sustainable approach was for SEF to develop an audit tool that schools could use to
carry out their own reviews.

In terms of the research, the ICC test-retest was not performed as planned for sexual debut. Although
this was measured at both baseline and follow-up, the wording of the questions was not congruent;
however, this was a minor deviation given that the student cohort was mid-way through adolescence
and longitudinal inconsistency in measurement at an interval of 12 months might reflect adolescent
development trajectories rather than limitations in measure reliability. We did not attempt to pilot
moderator analyses because our experience in an earlier study indicated that such analyses would be
so drastically underpowered as to be completely meaningless.>® Intention-to-treat analyses were
longitudinal rather than repeat cross-sectional so that these could adjust for baseline student-level
covariates. The original protocol’s reference to a cross-sectional analysis adjusting for student-level
covariates was in error.

Other limitations

Optimisation and feasibility testing with the school collaborating on this phase was limited by a poor
inspection report and repeated changes in school leadership leading to reduced commitment from the
school. This meant that consultation was limited to one rather than three waves and feasibility testing
was challenging.

In the pilot RCT, most elements of the evaluation had very good response rates but there were
problems in one school, again reflecting management challenges experienced by the school, which
did not return satisfaction surveys for one training event or staff logbooks for any intervention
component. This hampered the assessment of intervention fidelity in this school.

In retrospect, our use of simple ‘stop/‘proceed’ progression criteria was too crude. It would be more
appropriate for external pilot studies such as this one to use criteria which allow for ‘stop’/‘proceed
immediately’/‘proceed with refinements’, where the thresholds of success for ‘proceed with
refinements’ might, for example, be lower than for ‘proceed immediately’.

Our pilot RCT was focused on questions of feasibility and acceptability. The small number of schools
limited statistical power and baseline comparability. This and the reduced period of intervention and
follow-up in comparison with that anticipated in a future Phase Il RCT meant that the pilot should not
be used to estimate intervention effects.

Conclusions

Implications for research

The criteria for progression to a Phase Il RCT were achieved. In general, Positive Choices was well
delivered, highly acceptable to staff and students, and distinctive from the provision in control schools,
particularly in terms of the quality of training and materials, and in its whole-school components such
as the SHPC and social marketing. Students in the intervention arm reported much more comprehensive
coverage of RSE topics than those in control schools. Now is an auspicious time for a rigorous study of
the effects of such a programme, with the advent of statutory RSE for all secondary schools in England
from 2020.

Further work is needed to refine Positive Choices. Refinements should include the development of
curriculum materials for year 10 students. Our original proposal and protocol made clear that the
intervention that was to be subject to a Phase Ill RCT should include lessons for year 10, but that the
pilot RCT was to focus only on year 9s to reduce costs and the time required for piloting. As suggested
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in interviews with SEF staff, it may also be necessary to provide curriculum materials for schools to
use with students in years 7, 8 and 11 even though the intervention cohort in a trial would proceed
through years 9 and 10 only. This is because, with the advent of statutory RSE, schools that might be
interested in participating in the trial may be seeking comprehensive interventions that meet statutory
requirements. Positive Choices could incorporate existing materials developed by SEF to address this.
Further work is also required to build SLT commitment to the intervention and facilitate schools’
timetabling and staffing of curriculum delivery, which might take the form of start-up meetings with
school leaders instead of the existing training for SHPCs, as suggested by SEF staff. A train-the-trainer
model should be considered as an alternative to direct training of all staff involved in delivery on the
basis of both efficiency and building schools’ capacity for intervention sustainability. Consideration
should also be given to whether existing school meetings could be used to conduct SHPC business
rather than necessarily convening a new structure of meetings. SEF staff also recommended revising
the intervention so that materials include case studies of successful work from the pilot, and including
elements aimed at ensuring schools maintain momentum (e.g. self-evaluation elements so that schools
can assess progress). Our pilot suggested that the intervention theory of change was appropriate,

but that this might be refined to encompass enhanced relationships among and between staff and
students as a means of increasing school engagement among less academic students. These resonate
strongly with the theory of human functioning and school organisation, which might, therefore, usefully
inform the theory of change.¢¢ Further patient and public involvement with young people should
explore ways of increasing awareness among students from ethnic minorities and of low SES.

The pilot study found that trial methods were feasible, but suggests several ways in which they could
be refined for a Phase Ill RCT. Routine data on births and abortions, although feasible to collect (albeit
with assent to data linkage slightly below 80% among female trial participants), do not make for an
appropriate primary outcome. There were no births or abortions among the trial cohort drawing on
routine data based on exact or approximate matching. Prevalence of teenage pregnancy is now so low
nationally that powering a primary analysis based on births and abortions would require a very large
sample size. The < 18 years conception rate in England and Wales has reduced by 62% since 1998. In
2017, the conception rate was 17.9 per 1000 women aged 15 to 17 years, a 14.7% decrease from 21.0
in 2015. This fall comprises reductions in births (decreased by 15.5%) and abortions (decreased by 13%)
since 2015.4 Focusing on births and abortions as the primary outcome is also inappropriate given

the much broader aims of RSE, which include avoidance of STls, as well as preparing young people,
whatever their sexuality, for healthy, communicative and non-abusive relationships and consensual,

safe and pleasurable sex at a point when individuals feel ready for this. Policy and practice stakeholders
recommended lack of sexual competence at first sex, assessed using the Natsal measure, as the most
appropriate primary outcome. Surveys should involve simpler question routing and use multiple-choice
responses for questions on age at sexual debut and numbers of sexual partners. There should be a longer
lead-in time between schools finding out that they have been allocated to the intervention group and
being expected to start implementing the intervention. It was determined that an economic evaluation in
the form of a cost-consequences analysis, as described, is likely to be feasible. However, further research
is warranted, especially in terms of identifying the costs associated with the potential consequences of the
intervention. Any Phase 11l trial should include boys-only schools (which were excluded from the pilot to
enable it to assess the feasibility of linkage to administrative data on births and terminations among girls).
The trial would assess health inequalities via assessing moderation by factors such as SES, gender,
ethnicity and sexual orientation.

Implications for policy

In terms of broader learning about school-based sexual health interventions, the study provided a
number of insights. To our knowledge, the pilot study provides the first evidence that a multicomponent,
whole-school intervention to promote sexual health is feasible to deliver in secondary schools in England.
Although such interventions have been delivered to address bullying,¢” our previous study of a whole-
school intervention to address dating and relationship violence suggested that this was not feasible because
the topic was not sufficiently central to school priorities to ensure commitment.>® Particularly with RSE
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becoming statutory in English schools, this study suggests that schools were sufficiently committed to the
broader topic of sexual health to enable them to commit to implementing a whole-school intervention.
Our results also suggest that delivery of RSE by existing teachers is potentially acceptable to students
where teachers are committed and trained, in contrast to previous research suggesting that external
providers are more acceptable in terms of expertise and boundaries.¢® However, our results also suggest
that some teachers are unwilling to teach, or are uncomfortable teaching, RSE because this conflicts with
some of their own values or they lack the confidence or skills to teach certain topics or use more discursive
teaching styles that are suited to the subject matter.

Our findings about the contextual factors affecting implementation align with previous theory and
research, which suggest the importance to implementation of processes of interventions becoming
understood, committed to, worked on collectively and reflected on, as well as the importance of senior
staff commitment.556? Our results contribute to this literature by looking at factors that might be
especially important for whole-school sexual health interventions in schools such as the broader status
of RSE within a school and in government policy, and the personal commitment to sexual health
education among staff responsible for implementation.
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Appendix 1 Fidelity metrics for pilot
randomised controlled trial

Fidelity metrics for Sex Education Forum-delivered training
Drawing on researcher observation/audio-recording.
Fidelity defined as:

® > 70% delivery on items indicated by *
® 100% of target number of participants for training.

TABLE 41 Fidelity metrics for SHPC training

*Introductions *Trainer presentation: Why are we here today?
*Paired introductions and feedback to the group

*Working together as a mixed student/staff group *Whole group discussion on working as a mixed staff/
student group

*Whole group activity: Produce a working agreement together

*Introduction to Positive Choices *Trainer presentation: Introduction to Positive Choices

*Role of the SHPC *Trainer presentation: What is a school council? What is the
purpose of the SHPC?

*The six programme components *The six components ranking game

*Setting up and organising your council *Trainer presentation: Setting up and organising your council

*Review action planning template
*Launching Positive Choices in your school *Group discussion of launch activities

*Using needs data to inform the launch of *Group discussion of how data can be used as part of launch
Positive Choices

*Using needs data in parent communications *Group discussion of how data can be used as part of
communicating with parents

*Using data to inform the year 9 curriculum *Group discussion: How could this data be used to inform
curriculum design?

*Whole group activity: sample needs data and how to select
curriculum topics

*Next steps for implementing the SHPC *Whole group discussion: What makes a successful SHPC?

*Individual action planning for next steps of the SHPC when
back at school

*Were opportunities for discussion provided? (Y/N)
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TABLE 42 Fidelity metrics for curriculum training

Topics covered Activities used

Introductions Share personal experiences of RSE and how things have changed

*Learning agreements/ground rules *Trainer presentation on the importance of learning agreements and
different methods of creating them

*Group discussion of how learning agreements contribute to a safe
and democratic learning space for both pupils and teachers

*Statutory and non-statutory responsibilities *Trainer presentation on statutory and non-statutory
responsibilities

*Legislation and guidance review *Trainer presentation on legislation and draft RSE guidance

*Introduction to Positive Choices *Trainer presentation outlining programme principles, evidence base
and components (essential and add-on lessons)

*Introduction to the curriculum *Small group discussion of curriculum framework

*Twelve statements of good quality RSE *Paired discussion of how far school meets statements

*The Year 8 Pupil Needs Survey *Group discussion: why is it important to involve pupils in RSE?

*Quiz: RSE and Young People
*Positive Choices lesson plans *Trainer presentation outlining design of lesson plans

*Trainer presentation outlining how lesson plans are to be used,
including homework and differentiation

*Planning Your Lesson’ activity on lesson 1 focusing on correct
terminology

*Creating a safe learning environment *Complete ‘Creating a Safe Learning Environment’ sheet for a lesson
on sexual parts of the male/female body small group activity

*Practice and discuss warm-up activity from lesson 1 (distancing
techniques)

*Using the Positive Choices lesson plans *Using lesson plan 2 ‘Fertility, conception and contraception’, carry
out activity 4 ‘Contraception Choices’

*Using lesson plan 3 ‘Safer Sex and STIs’ activity (including condom
demonstration and distancing techniques)

*Add-on’ lessons: using lesson 12 on FGM *FGM activities discussion
*Homework activities *Trainer presentation on homework activities

*Group discussion of value of homework activities aimed at
parent-child communication

*Signposting *Group discussion on the lesson on consent and importance
of signposting

*Group discussion of how to use signposting options
*Skills development *Discussion of relationships skills and assertive communication

*Activities about dealing with conflict

Optional session: answering questions Group activity discussing how to answer questions and ‘worst case
scenario’ questions

Optional session: assessment Discussion of different assessment strategies and why they matter

*Individual action planning *Individual reflection and action planning - template; one action to
take away

*Follow-up support *Trainer presentation on follow-up support available

*Were opportunities for discussion provided? (Y/N)
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TABLE 43 Fidelity metrics for student-led social-marketing training

*Introductions *Trainer presentation: Why are we here today?
*Paired introductions and feedback to the group

*Working together *Whole group discussion of working agreement and how to
use it

Whole group activity: Quick marketing challenge

*Understanding how marketing works *Whole group activity: Introduction to marketing

*Introduction to social marketing *Trainer presentation: What are the main steps in social
marketing?

*Choosing a topic of focus *Trainer presentation: List of possible topics

*Whole group activity: Values continuum
*Carrying out consumer research *Trainer presentation: Carrying out consumer research

*Designing a social-marketing campaign *Small group activity: Design your own social-marketing campaign
using the six principles of social marketing

*Next steps for implementing student-led *Trainer presentation: Recruitment and schedule of meetings

social marketin
& Individual reflection: What are you most looking forward to in

terms of leading the social-marketing group?

*Were opportunities for discussion provided? (Y/N)

Fidelity metrics for school health promotion council and student-led
social-marketing meetings

Drawing on staff logbooks, with verification via researcher observation of at least one meeting.
Fidelity defined as:
® > 70% delivery on items indicated by * covered in at least one meeting

® > 70% delivery on items indicated by ** covered in every meeting
® 100% of target number of participants for meeting.

BOX 1 Fidelity metrics for SHPC meetings

Items discussed

*Role and activities of the SHPC.

*Timeline of SHPC activities.

*Working agreement.

*Roles of committee members.

*Launch of Positive Choices.

*School needs assessment data and selection of ‘add-on’ topics.

© Queen’s Printer and Controller of HMSO 2021. This work was produced by Ponsford et al. under the terms of a commissioning contract issued by the Secretary of State
for Health and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in
professional journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial
reproduction should be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House,
University of Southampton Science Park, Southampton SO16 7NS, UK.

111



112

APPENDIX 1

BOX 1 Fidelity metrics for SHPC meetings (continued)

*Parent communication/newsletters.

*Student-led social marketing.

*Review of school sexual health services.

School policies to support sexual health.

Actions taken

*Timeline of SHPC activities.

*Working agreement.

*Roles of committee members.

*How to launch Positive Choices.

*Where to concentrate the curriculum based on needs assessment.
*How to deliver parent communication/newsletters.

*Content of parent newsletters.

*How to recruit the student-led social-marketing team.

*Which student-led social-marketing campaigns should be run in school.
*Who will carry out the review of school sexual health services.
*How the review of school sexual health services will be carried out.
Opportunities for discussion

**Were opportunities for staff/student discussion provided at this meeting (Y/N)?

BOX 2 Fidelity metrics for student led social-marketing meetings

Items discussed

*Selecting campaign topics/focus.

*Review of needs assessment data on topic to inform ideas/key messages for campaigns.
Review curriculum materials on topic to inform ideas/key messages for campaigns.

Carrying out new consumer research on topic to inform ideas/key messages for campaigns.
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BOX 2 Fidelity metrics for student led social-marketing meetings (continued)

Findings of new consumer research on topic to inform ideas/key messages for campaigns.
*Whether to target subgroups.

*Selecting campaign activities (the ‘marketing mix’).

*The benefit to students (the ‘exchange’).

*Barriers to achieving behaviour change goal (the ‘competition’).

*Date for group to attend SHPC to pitch ideas.

*Pitching ideas to the SHPC/SLT.

*Finalising a campaign plan.

Dates for further meetings of whole group or subgroup to enable campaigns.

Work on campaign development/implementation.

Debrief: review of campaigns implemented in school.

Actions taken

*Topic or focus of campaign selected?

*How needs assessment data will inform campaign ideas/key messages.

Process for carrying out new consumer research on topic to inform campaign ideas/key messages.
*Key campaign messages identified?

*Whether to target subgroups.

*What campaign activities to use (the ‘marketing mix’).

*What the benefit of the campaign to students will be (the ‘exchange’).

*Plan to overcome barriers to achieving behaviour change goal (the ‘competition’).

*Date for group to attend SHPC to pitch ideas.

*Final campaign plan.

Dates for further meetings of whole or subgroup to enable campaigns.
Debrief: review of campaigns implemented in school.

Opportunities for discussion

**Were opportunities for staff/student discussion provided at this meeting (Y/N)?
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Fidelity metrics for curriculum lessons

Drawing on staff logbooks, with verification via researcher observation of at least one lesson.

Fidelity defined as:

® >70% delivery on items indicated by * for eight essential lessons and two add-on lessons.

This includes * for homework for topic 2 plus a homework for one other topic.

TABLE 44 Fidelity metrics for curriculum lessons (sample)

Variable

Year 9: topic 2. Fertility, conception and contraception (essential)
Topics covered

*Sperm and egg cells

*The route from sperm/egg production to fertilisation
*Sequence of processes from conception to birth

*How contraception prevents pregnancy

*Advantages and disadvantages of different contraception types
*Emergency contraception

*How to get information and advice about contraception

*Why early detection of pregnancy is important for choices and good health
Exercises used

*Activity 1: The egg and the sperm

*Activity 2: Timeline - from conception to birth

*Activity 3: Contraception brainstorm

*Activity 4: Contraception choices

Opportunities for discussion

*Were opportunities for discussion provided?

Homework activities

*Activity 1: Rites of passage (essential part of Positive Choices)

Y/N

Covered?

Used?

Provided?

Set?

Fidelity metrics for review of school/local sexual health services
Drawing on log sheet completed school staff.
Fidelity defined as:

® > 70% completion of items indicated by *.
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BOX 3 Fidelity metrics for review of school/local sexual health services

*Step 1: review of what services pupils already know about, using the questionnaire provided.
*Step 2: learning walk.

*Step 3: desk research.

*Step 4: check for accuracy.

*Step 5: make recommendations.

*Step 6: take action.

Step 7: accountability and further action.
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Appendix 2 Summary of amendments
to protocol

TABLE 45 Summary of amendments to protocol

Date approved Date approved Protocol

Amendment Rationale by SSC by NIHR version
‘Intentional self-regulation’ This construct related more 23 May 2017 6 June 2017 3
removed as a mediator closely to initial plans to

involve after-school activities

but, because of concerns

over feasibility, these were

removed from the funding

proposal. We did not consider

that the revision would have

a significant impact on this

construct. The logic model

was also amended

accordingly
Removal of Neil Underwood This was an error noticed by 8 August 2017 17 October 2017 4
as named advisor on SSC. NCB, not Neil Underwood,
safeguarding should have been included as

advisors on safeguarding
Removal of text referring to This was a vestige of an 22 February 2018 13 March 2018 5
Functional Assessment of earlier draft of the protocol
Spiritual Well-Being (SP-12) when we had planned to do
measure to assess teachers’ a staff survey, but the staff
health-related quality of life survey was dropped from the

final proposal that was

approved for funding
Change of construct to be ‘Sexual communication 22 February 2018 13 March 2018 5
measured as potential self-efficacy’ is a specific
mediator from ‘self-efficacy’ measure more pertinent to
to ‘sexual communication our study. We also located
self-efficacy’ and used a validated measure

of this construct
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Appendix 3 Safeguarding procedures for
Positive Choices pilot randomised controlled
trial phase

Purpose and scope

This document sets out the approach to safeguarding and procedures to be followed by all research
staff and fieldworkers participating in Positive Choices pilot RCT phase. The purpose of this Standard
Operating Procedure (SOP) is to ensure that any disclosures of significant harm experienced by a
young person or relating to another young person made during the fieldwork are dealt with
appropriately.

Definition
By harm, we mean harms relating to abuse, neglect or child sexual exploitation defined as safeguarding

or child protection issues within Working Together to Safeguard Children (2015 pp 92-92, the glossary
of which is included as appendix 1 at the end of this document).

Named staff
Role Named contact
Study manager Ruth Ponsford (ruth.ponsford @lIshtm.ac.uk)
Principal investigator (PI) Chris Bonell (chris.bonell@lshtm.ac.uk)

School liaison staff members

The PI, the study manager and the school liaison staff members will each designate a representative to
engage in the above process when they expect to be away from work for 2 or more consecutive
working days.

Responsibility and process

The primary responsibility for ensuring that these procedures are followed lies with the PI and study
manager. The study manager is also responsible for ensuring that the safeguarding lead at the
participating school has received a copy of this policy and has had the opportunity to review all data
collection tools prior to their use. The PI has received a face-to-face briefing on safeguarding and child
protection from Paul Anderson, Senior Consultant with the NSPCC, and has access to ongoing advice
and support from the National Children’s Bureau as and when required. The study manager and any
fieldworkers will be briefed about safeguarding during their initial training and reminded of their
responsibilities in this regard when they attend data collection sessions in schools. Only trained
researchers will undertake data collection in the pilot RCT phase.

Interviews and focus groups

Young people who participate in interviews or focus groups conducted as part of the pilot RCT phase
of Positive Choices will not be asked about their own personal experiences of any forms of abuse,
neglect or other harm. But such reports may nonetheless occur. Young people in focus groups will be
advised beforehand orally and in writing not to discuss personal experiences of harm, because the focus
group is a social exchange where confidentiality cannot be guaranteed. Nonetheless, researchers will
also ask participants to respect the confidentiality of the views expressed in the focus group and not to
discuss these afterwards. We will also stress in our written and oral information for focus group and
interviews that if participants wish to discuss any matter with researchers before or after the research
session, we would be very happy to talk with them in private. Young people will be advised that they
may approach the researchers after the data collection session with any concerns, and that the research
team will be remain available for enough time after data collection sessions so that young people may
approach them without fear of observation by others.

If a young person within, before or after an interview or focus group gives any indication whatsoever
that they or someone that they know may be at risk of harm, researchers will explore this further with
them. The research team should not ignore any disclosures or assume that it is not their job to explore
them. If a young person becomes distressed, the researcher will where possible pause the interview and
explore the issue at the time it is mentioned. If the young person does not appear distressed, the
researcher may continue with the interview and then discuss the issue afterwards. In focus groups, the
researcher should where appropriate acknowledge what the young person has said and indicate that
they are believed but sensitively remind them that because this relates to a personal experience it is best
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not to continue to discuss it in the focus group and better to have a conversation about it when the focus
group has finished. The researcher should attempt to discreetly talk to the young person as soon as the
focus group is over, where necessary discreetly liaising with school staff so that there is time for a
conversation with the young person rather than the young person needing to proceed to their next
lesson.

Where necessary and appropriate in order to fully understand what participants are telling us,
researchers should ask open questions to clarify what the young person has experienced. Researchers
should aim to explain that they are asking these questions so that they can understand correctly what
the young person has told them. Researchers should aim to give the young person the time to express
themselves rather than leaping in to express their own views or to fill silences. Researchers should
avoid using closed or leading questions. Researchers should not make promises that they cannot keep
such as promising not to tell anyone else or promising the certain specific actions will definitely occur.
If a young person reports harm but then tries to withdraw this disclosure, the researcher should explain
that they cannot disregard what the young person has already told them and that the researcher will
need to explore the matter further to determine how the research team can help. Researchers should not
regard withdrawal as evidence that harm has not actually been experienced. Researchers need to be
conscious of the young person’s and their own verbal and non-verbal cues and where appropriate seek
to mirror the young person’s demeanour to make them feel comfortable and enable them to
communicate. Researchers should be attentive to the terms young people use and where in doubt ask
participants what they mean by these terms. Researchers should respect young people’s personal space
and interpersonal styles, for example in terms of body language and eye contact. Researchers should
attempt to summarise what they understand the young person has told them to ensure that they
understand correctly. In communicating with the young person, researchers should emphasise where
appropriate that: any victimisation that a young person has experienced is not their fault; that the
researchers believe them; and that the young person has done the right thing in telling a member of the
project team. In their responses to what young people say the researchers will aim to express sympathy
rather than make judgements.

In determining what actions might be necessary the researcher will encourage the young person who
discloses experiences of harm to consider how we can help, discuss what options there are and ask
them what they want to happen. Researchers will as far as possible seek young people’s consent for
further actions except in specific cases described below.

In some cases it will be clearly apparent to the researcher within the conversation with the young
person that there are reasonable grounds for suspecting harm in terms of physical abuse, emotional
abuse, child sexual exploitation or neglect as defined in Working Together to Safeguard Children. In
line with General Medical Council guidance, cases of reported sexual activity will be regarded as abuse
where they have occurred under the age of 13 years or, for young people ages 13-15 where there are
associated factors of concern such as but not limited to disparities of age and power or where sex is
with someone in a position of trust. In these circumstances, the researcher will tell the young person
within that conversation that they need to take action to notify the school safeguarding lead. The
researcher will explain that the lead will need to meet with the young person to make an assessment of
what further action is required. They will stress that they will notify the school safeguarding lead but
not inform other parties outside our team. The researcher will explain that the school safeguarding lead
will also respect their confidentiality except where it is determined that other people need to be
informed so that an appropriate response can be made. The research team will aim to build the young
person’s consent for this notification but if we do not receive this we will still have to make the
notification and we will make this clear to the young person. In these cases the researcher will debrief
with the study manager informing them of the actions taken and considering the need for any further
actions. Where necessary the study manager will discuss the situation with the PI, calling on further
advice from the National Children’s Bureau where necessary.

There may be cases where it is clear to the researcher after a proper conversation that there are not
reasonable grounds to suspect harm in terms of physical abuse, emotional abuse, child sexual
exploitation or neglect as defined in Working Together to Safeguard Children, but where the researcher
perceives that the young person has needs which might be well addressed by the young person
themselves seeking further support. In such cases, the researcher will encourage the young person to
seek support and offer them specific information about where such support might be found. This would
include information about sources of support within or beyond the school, drawing on the list given in
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the student information sheet. The researcher would ask the young person in such cases whether they
would like us to refer them to the school safeguarding lead with their consent. The researcher will
stress to the young person that these sources of support will respect their confidentiality but will inform
other people with the young person’s consent or where this was judged necessary by these agencies if
these sources of support determined that this was needed to protect the young person from harm as
defined in safeguarding guidance. The researchers will make clear to the young person that it is the
young person’s choice whether they seek support, that we would encourage them to do so but that we
will not notify school safeguarding leads or take any other actions without their consent. In these cases,
the researcher will debrief with the study manager informing them of the advice given to the young
person and considering the need for any further actions. Where necessary the study manager will
discuss the situation with the PI, calling on further advice from the National Children’s Bureau where
necessary.

Where the researcher is in any doubt within the conversation with the young person about whether
there are reasonable grounds to suspect harm in terms of physical abuse, emotional abuse, child sexual
exploitation or neglect as defined in Working Together to Safeguard Children, the researcher will
discuss with the young person whether the young person would in fact consent to the researcher
making a referral to the school safeguarding lead, irrespective of whether the harms experienced meet
the threshold for mandatory notification as defined above. If the young person does not consent to this,
the researcher will inform the young person in the conversation that the researcher needs to seek further
advice from colleagues within the research team about whether the researcher needs to notify the
school safeguarding lead. The researcher will inform the young person that if the researcher is advised
that a notification is necessary then this will involve the research team contacting the school
safeguarding lead and the safeguarding lead then meeting with the young person to make an
assessment of what additional action is required. The researcher will advise that if the advice from
colleagues is that a referral is not mandatory then the researcher will take no further action. However,
the researcher will ensure that the young person has the contact details both of the research team and
the school safeguarding lead so that if the young person wishes to seek further advice or support they
know where they can go for this. Where the researcher does need advice about whether there are
reasonable grounds for suspecting harm as defined above, the researcher will discuss the matter in a
debriefing session with the study manager and the PI, and seek advice from the National Children’s
Bureau to determine whether a notification to the school safeguarding lead is required even though the
young person has not consented to this notification.

As explained above we will in all cases seek the young person’s consent and encourage them to seek
support, providing information and support to facilitate this. However, where it is clear to the
researcher either within the conversation with the young person or afterwards in discussion with
research colleagues and the National Children’s Bureau that there are reasonable grounds to suspect
physical abuse, emotional abuse, child sexual exploitation or neglect as defined within Working
Together to Safeguard Children, we will notify school safeguarding leads, if necessary without the
consent of the young person.

Student questionnaire surveys

Should any survey participants disclose to researchers during survey sessions any evidence of
experiencing harm, or should any participants appear significantly distressed while responding to the
survey, the researcher or fieldworkers conducting the survey in that classroom will discreetly contact
the study manager. The study manager will make an assessment about whether it is more appropriate in
terms of supporting the needs of the young person and preserving their privacy to support the young
person in the classroom and then communicate more fully with them afterwards, or to take the
participant outside the classroom and discuss the matter with them using exactly the same procedures
as set out above. In these cases the study manager will debrief with the PI informing them of the advice
given to the young person and considering the need for any further actions. Where necessary the PI will
seek further advice from the National Children’s Bureau.

Student questionnaires will include questions on sexual activity as well as providing the opportunity for
students to add free text. In line with General Medical Council guidance, cases of reported sexual
activity will be regarded as abuse where they have occurred under the age of 13 years or, for young
people ages 13-15 reporting sexual activity where young people provide free text indicating associated
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factors of concern such as but not limited to disparities of age and power or where sex is with someone
in a position of trust. Student and parent information materials will indicate this to be our policy.

The clinical trials unit will assess data for reports of abuse. Data inputters will notify the clinical trials
unit of all free text so that trials unit staff may assess this for reporting of potential abuse. Where there
is any possibility of reported abuse, clinical trials unit staff will discuss this with the study manager and
the PI who will consider the need for any actions. Where necessary the PI will call on further advice
from the National Children’s Bureau. Where evidence of potential abuse as defined above is found,
anonymity will be broken so that the school safeguarding lead is notified of the name of the student and
the evidence of abuse.

Self-report and any linked administrative data on pregnancies will be stored in a password protected
data file on a university network drive folder accessible only by the clinical trials unit team, where each
individual is identified only by a code number for school and individual. A separate data file protected
by a separate password will link each participant’s code number to the name of their school and
themselves. Two different individuals will know the password for each data set with no individual
knowing both passwords. It will be possible for the two individuals to collaborate recombine records
from the two data sets when the data indicate abuse.

Logging and reporting safeguarding concerns

Where any cases of abuse or other safeguarding concerns have been raised, and after debriefing within
the research team and advice from the National Children’s Bureai, the study manager will write a log
(using the log form in appendix 2) as soon as possible afterwards, of what was reported and what
actions were taken. This log form will be stored as a password protected document on a university
network drive accessible only by the research team.

Anonymised summary details of any disclosures will be reported to the Study Steering Committee and
LSHTM ethics committee annually. Where safeguarding concerns meet the criteria for a serious
adverse event (SAE) or suspected unexpected serious adverse reaction (SUSAR) these will also be
subject to the SAE and SUSAR reporting standard operating procedure, and in the case of
SAE/SUSARs that might plausibly be linked to the intervention or research be reported to the above
committees immediately.

Updating of the SOP

It is the responsibility of the Study Manger to keep this SOP under review and update it when
necessary with advice from the PI.
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Appendix 1: Glossary

Children

Safeguarding and
promoting the
welfare of children

Child protection

Abuse

Physical abuse

Emotional abuse

Sexual abuse
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Anyone under the age of 18. A child of 16 years, living independently,
in further education, is a member of the armed forces, is in hospital or
in custody in the secure estate, does not change his/her status or
entitlements to services or protection.

Defined as:
e protecting children from maltreatment;
e preventing impairment of children's health or development;
e ensuring that children are growing up in circumstances
consistent with the provision of safe and effective care; and
e takingaction to enable all children to have the best life
chances.

Action undertaken to protect children who are suffering, or are likely
to suffer, significant harm.

Maltreatment of a child. Somebody may physically abuse, emotionally
abuse or neglect a child by inflicting harm, or by failing to act to
prevent harm. Children may be abused in a family or in an
institutional or community setting by those known to them or by
others (e.g. via the internet). They may be abused by an adult or
adults, or another child or children.

Abuse which may involve: hitting, shaking, throwing, poisoning,
burning or scalding, drowning, suffocating or otherwise causing
physical harm to a child. Physical harm may also be caused when a
parent or carer fabricates the symptoms of, or deliberately induces,
illness in a child.

The persistent emotional maltreatment of a child causing severe and
persistent adverse effects on their emotional state. This may involve
conveying to a child that they are worthless or unloved, inadequate,
or valued only as to meet the needs of another person. It may include
not giving the child opportunities to express their views, silencing
them or ‘making fun’ of what they say or how they communicate. It
may involve age or developmentally inappropriate expectations being
imposed on a child. These may include interactions that are beyond a
child’s developmental capability, as well as overprotection and
limitation of exploration and learning, or preventing the child
participating in normal social interaction. It may feature viewing or
hearing the ill-treatment of another. It may involve bullying
(including cyber bullying), causing children frequently to feel
frightened or in danger, or the exploitation or corruption of children.
Emotional abuse is involved in all types of maltreatment of a child,
though it may occur alone.

Forcing or enticing a child to take part in sexual activities, not always
involving violence, whether or not the child is aware of what is
happening. Activities may involve physical contact, including assault
by penetration (for example, rape or oral sex) or non-penetrative acts
such as masturbation, kissing, rubbing and touching underneath or
outside of clothing. Sexual abuse may also include non-contact
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Child sexual
exploitation

Neglect

activities, such as involving children in looking at, or in the
production of, sexual imagery, watching sexual activities, encouraging
children to behave in sexually inappropriate ways, or grooming a
child in preparation for abuse (including via the internet).

A form of child sexual abuse, it occurs where an individual or group
takes advantage of an imbalance of power to coerce, manipulate or
deceive a child or young person under the age of 18 into sexual
activity (a) in exchange for something the victim needs or wants,
and/or (b) for the financial advantage or increased status of the
perpetrator or facilitator. The victim may have been sexually
exploited even if the sexual activity appears consensual. Child sexual
exploitation does not necessarily involve in person meeting or
contact; it can also occur, for example, through the use of technology.

The persistent failure to meet a child’s basic physical and/or
psychological needs, likely to result in the serious impairment of the
child’s health or mental development. Neglect may occur during
pregnancy as a result of maternal substance use. Once a child is born,
neglect may involve a parent or carer failing to:
e provide adequate food, clothing and shelter (including
exclusion from home or abandonment);
e protect a child from physical and emotional harm or danger;
e ensure adequate supervision (including the use of inadequate
care-givers); or
e ensure access to appropriate medical care or treatment.
It may also include neglect of, or unresponsiveness to, a child’s basic
emotional needs.
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Appendix 2: Log of safeguarding concerns

Concerns should be logged using the Safeguarding Concerns Log below.

Date Initials

concern of

identified  person
noting
the
concern
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group of the discussions)
young
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Appendix 4 Sample Positive Choices service
level agreement

Positive Choices Pilot Trial — Service Level Agreement

Positive Choices is a school based social marketing intervention that aims to prevent unintended
teenage pregnancy and promote sexual health. The programme provides the school with free training,
resources and ongoing support from experts. Schools will also be provided with a report of the trial.
But we do require that schools meet a number of expectations in terms of their delivery of the
programme and their support for our research activities. This service level agreement details the role
and responsibilities of your school, the intervention providers and the research team involved in the
pilot trial of Positive Choices.

This programme of work involves:

e Your school using the resources provided by the Sex Education Forum (SEF) to implement
the Positive Choices programme in the 2018/19 academic year in line with local needs and
priorities

e Researchers from the London School of Hygiene and Tropical Medicine (LSHTM) collecting
data on each component of Positive Choices to assess the feasibility and acceptability of the
programme

The below sets out what the school will be provided with and are expected to contribute as part of the
trial. There are no direct financial costs to the school for participating in the trial.

The school will be provided with:

e A report of student needs data (from responses to the survey conducted in the summer term of
2018) to inform the delivery of Positive Choices (September 2018)

e A manual guiding each component of the intervention (July 2018)

e Quality assured SEF delivered staff training in setting up and running a School Health
Promotion Council (Autumn term 2018)

e  Quality assured SEF delivered staff training in delivering the Positive Choices Relationships
and Sex Education curriculum (Autumn term 2018)

e Quality assured SEF delivered staff training in facilitating student-led social marketing
(Autumn term 2018)

e Lesson plans and teaching materials to deliver at least ten hours of classroom curriculum (July
2018)

e Templates to support parent engagement communications (July 2018)

e Resources to support the review of school based and local sexual health services (July 2018)

e Ongoing remote support with programme implementation from SEF (2018/2019 school year)

Your school will:

e Identify a named member of SLT with general oversight of the Positive Choices programme
and a lead staff member who will be responsible for the day-to-day running of the programme
(July 2018)

e  Enable the LSHTM research team to administer the year § students baseline and needs
assessment survey (Summer term of 2018)

e  Ensure relevant staff are released to attend programme training sessions as outlined above
(Autumn term 2018)

e Convene a School Health Promotion Council comprising at least 6 staff/6 students to meet for
one hour at least twice a term (from Autumn 2018)

e  Deploy SEF trained teaching staff to deliver ten hours of the Positive Choices curriculum to
year 9 students (2018/2019 school year)

e Ensure parent engagement activities are carried out, including at least three parent newsletters
(2018/2019 school year)

e Facilitate student-led social marketing activities involving 12-18 students from diverse
backgrounds (2018/2019 school year)

e Involve students in a review of school based and local sexual health services (2018/2019
school year)
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e Enable the LSHTM research team to conduct structured observations and audio recordings of
staff trainings and satisfaction surveys of trained staff (Autumn term 2018)

e  Ensure staff ‘log books’ of programme activities are kept up to date and returned to the
LSHTM research team (2018/2019 school year)

e  Enable the LSHTM research team carry out individual or group interviews with four members
of school staff involved with programme delivery and eight year-9 students (Summer term
2019)

e  Enable the research team to conduct the year 9 follow up survey (Summer term of 2019)

The research team is contractually obliged to conduct the above activities by the government so it is
important that these are scheduled and carried out. In the first instance the research team will liaise
with the day-to-day lead at the school to do so, but in the event of any problems with communications
we will contact the SLT member with oversight of the programme.

[School name] and the London School of Hygiene and Tropical Medicine (LSHTM) agree to the
programme of work as detailed above:

Signed: [signature] LSHTM Lead Date
Print: Chris Bonell

Signed: Head Teacher Date
Print:
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Detailed summary of activities

Student needs and baseline survey (Summer Term 2018)

LSHTM will conduct a student needs and baseline survey of year 8 pupils. This will involve pen-and-
paper questionnaires with all year 8 students who consent to participate. The questionnaire will take
approximately 45 minutes for students to complete and will take place in class time as specified by the
school. The school should field teaching staff to be present in the room(s) in which the survey is being
conducted, remaining at the front to help maintain order while not being able to read student responses.
LSHTM will liaise with the school so that at least one week before the survey, the parents of students
are sent information about the survey as well as information on how to withdraw their child from this
should they so wish.

Student needs report (September 2018)

LSHTM will provide an anonymised report of the student needs survey, which will be used to enable
the other components of Positive Choices (and potentially other school initiatives) to be tailored to
local priorities.

Staff Training (Autumn term 2018)

e Training session 1: School Health Promotion Council
SEF will run a training session for key teaching and non-teaching staff participating in the School
Health Promotion Council. The training will focus on how to set up and implement the council; its role;
main activities; and potential impact on the school.

e  Training session 2: SRE Curriculum
SEF will deliver a one-day training session in the delivery of the Positive Choices Relationships and
Sex Education (RSE) curriculum. The curriculum has been designed as a set of eight essential and two
additional ‘add on’ lessons to be selected by the School Health Promotion Council based on the student
needs data collected in the summer of 2018. Essential modules include: The male / female body and
functions of reproductive organs; Fertility, conception and contraception; STIs and sexual risk
reduction (safer sex); Building blocks to healthy relationships; Consent; Sustaining relationships;
Sexual response and pleasure; Pornography. Additional ‘add on’ modules include: Pregnancy options;
Readiness for intimacy; Body image and the digital world; Female Genital Mutilation; and Human
rights, stigma and discrimination. Signposting to in school and local services will be highlighted
throughout the curriculum.

e  Training session 3: Student-led social marketing
SEF will deliver a training session to school staff in setting up the student-led social marketing group
and facilitating the running of campaigns in school.

All training sessions will be observed by researchers from LSHTM and audio-recorded to assess the
quality of the materials. The staff attending will be asked to complete a short questionnaire after each
training to assess their views on the training.

Implementation of School Health Promotion Council (SHPC) (Autumn term 2018)

Following training session 1, the school will convene a School Health Promotion Council which will
comprise at least 6 staff and 6 students. The council should meet at least twice a term during the
2018/2019 school year. The School Health Promotion Council will involve staff and students in
tailoring the other intervention components to the specific needs of the school and co-ordinating
programme activities. Informed by the needs-assessment data, the School Health Promotion Council
will, for example, select two optional ‘add on’ curriculum lessons to be taught to year 9 pupils and
decide on the content of parent newsletter. SEF will provide materials to structure and support the
activity of the School Health Promotion Council.

The staff member leading the School Health Promotion Council component of the programme will
complete a short log after each meeting to record their activity and views on it and return these logs to
the research team. A LSHTM researcher will attend at least two meetings of the School Health
Promotion Council to observe council implementation and activity.
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Parent information and homework (2018/2019 school year)

SEF will provide guidance and draft materials to enable the school to send out newsletters to parents as
well as provide students with two homework assignments addressing parent-child communication. At
least one Positive Choices newsletter should be sent out to parents per term in the 2018/2019 school
year.

Delivery of student curriculum (2018/2019 school year)

SEF will provide the school with all curriculum materials (lessons plans, lesson slides and additional
resources) enabling the school to deliver the classroom curriculum. The curriculum should ideally be
delivered in specific timetabled subject lessons but has been designed so that it can also be delivered in
tutor time or off-timetable days if necessary. The school must ensure that the curriculum is taught by
teaching staff who have attended the SEF curriculum training.

The teaching staff delivering the curriculum will be asked to complete a short log after each lesson to
record their activity and views on it. A LSHTM researcher will observe at least two curriculum lessons
to assess the curriculum materials.

Implementation of student-led social marketing (2018/2019 school year)

SEF will provide the school training and materials to guide student-led social marketing which will be
facilitated by trained teachers and led by a team of 12-18 students. Participation in these activities will
be actively promoted to at-risk students based on the strongest evidenced risk factors for teenage
pregnancy on which schools have data (free meals eligibility; persistent absenteeism; slower than
expected academic progress). This is not to target provision at those most at risk but rather to ensure
campaigns appeal to a diversity of students including those most at risk of teenage pregnancy. When
recruiting such students, teachers will be open about this rationale. Campaigns may use social and
other media, posters and events, and will focus on healthy relationships, sexual and human rights,
delayed sex, and access to local services.

The staff facilitating the student-led social marketing component of the programme will complete a
short log after each meeting of the social marketing group to record activity and their views on it. A
LSHTM researcher will attend at least two meetings of the social marketing group to observe
implementation and activity.

Review of school sexual health services (2018/2019 school year)
SEF will provide tools and materials for students led by a member of staff to carry out a review of
school sexual health services.

Individual or group interviews with staff and students (End of Summer term 2019)

LSHTM researchers will give staff and students an opportunity to provide feedback on their experience
of Positive Choices by conducting individual or group interviews with four school staff involved with
the programme and eight year-9 students, a mixture by gender and socioeconomic status. The school
should liaise with LSHTM so that at least one week before the interviews with students, the parents of
these students are sent information drafted by LSHTM about the research as well as information on
how to withdraw their child from this should they wish.

Year 9 follow up survey (End of Summer term 2019)

LSHTM will conduct a follow up survey of year 9 pupils. This will follow a similar format to the
student needs and baseline survey carried out the previous year and will involve pen-and-paper
questionnaires with all year 9 students who consent to participate. The questionnaire will take
approximately 45 minutes for students to complete and will take place in class time as specified by the
school. The school should field teaching staff to be present in the room(s) in which the survey is being
conducted, remaining at the front to help maintain order while not being able to read student responses.
LSHTM will liaise with the school so that at least one week before the survey, the parents of students
are sent information about the survey as well as information on how to withdraw their child from this
should they so wish.

NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/phr09010 Public Health Research 2021 Vol. 9 No. 1

Appendix 5 Standard operating procedure for
reporting serious adverse event and suspected
unexpected serious adverse reactions

Introduction and definitions

This document was developed to address the need for a clearly documented pathway for identifying,
responding to and reporting serious adverse events (SAEs) and suspected unexpected serious adverse
reactions (SUSARs) during the Positive Choices pilot randomised controlled trial. The document is not
exhaustive but aims to cover the main pathways for identifying and handling SAEs and SUSARs.

An SAE includes a situation where any of the following newly affect a trial participant during the trial

period:
e death
e hospitalisation
e disability
e congenital abnormality
e life threatening risk

A SUSAR is defined as an unexpected SAE.

Named staff
Role Named contact
Study manager Ruth Ponsford (Ruth.ponsford@lshtm.ac.uk)

Principal investigator (PI) Chris Bonell (chris.bonell@lshtm.ac.uk)
Study steering committee Angela Harden (a.harden@uel.ac.uk)

chair
LSHTM ethics committee John Porter (john.porter@]lshtm.ac.uk)
chair

Responsibility and process
Points at which SAE/SUSAR may be detected

1. Cognitive interviews or student surveys
e  During interviews with students
e During student surveys (pilot, baseline and 16 months follow-up), orally reported to
fieldworker
2. Optimisation sessions
e During focus groups with staff and students
3. Process evaluation
e During interviews or focus groups with students, staff, parents or trainers
4. Contact with Schools
e Each year the school will be asked to inform the team of any students within the trial
cohort experiencing any of the above SAEs/SUSARs.

Notification process
Potential SAEs/SUSARs will be reported directly to the study manager within one working day.

Once a potential SAE/SUSAR has been reported to the study manager, the following steps will be
followed:
e  Within 1 working day, the study manager will log the event and notify the PI.
e Within I working day, the PI will review the log of the event and advise the study
manager whether this appears to constitute an SAE/SUSAR and if so advise the study
manager to initiate an SAE/SUSAR form.
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Within 1 working day the study manager will liaise with the school staff member who is
the liaison point for that secondary school to investigate the SAE/SUSAR to determine if
a safeguarding or other response is required from the school or the research team.

Within 5 working days, the study manager will liaise with the school staff member who is
the liaison point for that secondary school to determine the outcome of the school’s
investigation of the SAE/SUSAR, and any existing or new actions taken by the school in
response to it.

Within 1 working day, the study manager will finalise the SAE/SUSAR form indicating
the outcome of the investigation which will include any further follow -up action required
by either the school or the research team.

Within 1 working day, the PI will review and approve the form and determine whether
the event constitutes a SAE/SUSAR which might plausibly have been caused by the
intervention or research, which must be submitted immediately to the chairs of the study
steering committee and the LSHTM ethics committee, or whether the event constitutes an
SAE/SUSAR that is determined not to be plausibly a reaction to the intervention or trial.
Within 1 working day the study manager files the report in line with the recommendation
and copies the report to the PI.

The PI, the study manager and the school liaison staff members will each designate a representative to
engage in the above process when they expect to be away from work for 2 or more consecutive
working days.

Updating of the SOP

It is the responsibility of the study manger to keep this SOP under review and update it when necessary
with advice from the PI.
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SERIOUS ADVERSE EVENTS (SAE) AND SUSPECTED
UNEXPECTED SERIOUS ADVERSE REACTIONS (SUSAR)

1. DETAILS OF PRINCIPAL INVESTIGATOR

Name

Address

Email

Telephone

Fax

2. DETAILS OF STUDY

Full Title of study

Name of main REC

Main REC reference number

Research sponsor

Reference number for this report

3. TYPE OF EVENT

Please categorise this event, ticking all appropriate options

D Death D

Hospitalisation

O

Disability

O

Congenital
abnormality

D Life threatening risk
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4. CIRCUMSTANCES OF EVENT

Date of SAE/SUSAR

Location (ldentification of the
SAE/SUSAR)

Describe the circumstances of the
event

(Attach copy of detailed report if
necessary)

What is your assessment of the
plausibility of this event being a
reaction to the intervention or trial?

What safeguarding or other actions
have already occurred in response
to the event by the school?

What actions have already occurred
in response to the event by other
agencies?

What further actions are indicated
and who should be responsible for
these?

5. DECLARATION

Signature of principal investigator

Print name

Submission to study steering and
ethics committees immediately or
annually?

Date to be submitted

6. ACKNOWLEDGEMENT OF RECEIPT BY LSHTM ETHICS COMMITTEE

Signature of recipient

Print name

Position on committee

Date

134

NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/phr09010 Public Health Research 2021 Vol. 9 No. 1

7. ACKNOWLEDGEMENT OF RECEIPT BY STUDY STEERING COMMITTEE

Signature of recipient

Print name

Position on committee

Date

Signed original to be filed by study manager
Copies to be submitted to principal investigator and to committees immediately or annually as indicated
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Appendix 6 Baseline data collection record
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Positive Choices Baseline Data Collection Record

Date: 04/06/18

School: AA

Fieldworker: Ruth Ponsford

Survey start time:

Survey end time:

Form: 1

# parent opt-outs:

# student opt-outs (ahead):

# participated:

| # absent:

# student opt outs (day-of):

# ineligible:
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Fieldworker notes

I, Questi ked al hrasi

2. General observations on student behaviour (e.g., were students laughing? Did they try and talk with each other? Did they seem tired? How did they react to the
survey survey?)

3. General feedback (please share any suggestions for improving the survey process)

4. Complaints, concerns and queries (QCCs)

A query is deemed to be a substantial question or enquiry about an element of the Positive Choices study aim, design, or process where further information is being
sought. A concern is deemed to be where a young person, parent or carer, or member of school staff expresses a worry about an element of the Positive Choices study
aim, design, or process, without necessarily seeking further information, but which is not formalized as a complaint. A complaint is deemed to be a concern about any
part of the study design, conduct, or research team that a young person, parent or carer, or member of school staff wishes to formalize as a complaint. In all cases we
should aim to respond to these in a polite, informative and timely way.

QCC:s should typically be referred to the field manager to follow up. You may respond to a QCC in the moment, using the reference information in the fieldwork SOP. For
each QCC to which you respond and/or which you refer to the field manager, please complete one row of the table below.
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QCC Table
Name and Indicate whether | Notes Outcome:
contact details of | this was a query, Query/
person making concern or comment
QCC and complaint and resolved, or
relationship to detail the nature referred to
study (if student, | of QCC field manager?
specify year
group, if member
of staff, specify
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Appendix 7 Positive Choices student baseline
survey fieldwork standard operating procedure

Materials
For each fieldworker:
» DBS certificate (please bring with you if you have one)
»  Set of 30 questionnaires in brown envelopes (with individual pupil codes stuck on the questionnaire
and a post it with pupils name on each envelope)
Set of 30ish information sheets
Set of 30ish consent forms
Data Collection Record (with pupil names included)
Teacher Briefing Document
Word search for students who do not participate or finish early
Fieldwork SOP

Y ¥V ¥V ¥V VY

Taxi number

Safeguarding policy

Queries, concerns and complaints SOP
Sheets with each class number printed

DDDDDE.

Survey packets for students who are absent each containing:
e  Student information sheet, 1 consent form, 1 paper questionnaire specific to student
(see below) in a stamped, addressed envelope.

Data Collection Procedure

1. Fieldwork team meets in reception at the secondary school 20 minutes before fieldwork is DUE to
commence. Complete school’s visitor paperwork.

2. Field manager: Mark students that have opted out on the relevant data collection sheet and check what
alternative arrangements have been made for students who have opted out.

3. Fieldworkers will be shown to their respective classrooms.

In the Classroom

4. Check the classroom is set up in a way that ensures as much privacy as possible. It will not be possible
to move furniture but you may want to consider how students are spaced around the room and ask them
to move seat if they are very close to another student.

5. Place a Student Information Sheet and Consent Form in each pupil space as soon as you get into the
classroom. You may want to ask one or two students to help you with this if you get into the room
after student have entered.

6. Fill in the information you can in the top section of the Data Collection Record

7. Give class teacher the Teacher Briefing Document. Remind them of their role for the survey:

a) Ask them to remain at the front of the classroom to help manage behaviour and ensure
students do not look at each other’s responses.
b) Any 1:1 support should come from the researcher not the teacher.

8. Confirm no students who have been marked on your list as having opted out already, been opted out by
their parents or are down as ineligible remain in your group. If they do, discretely speak to the teacher
and check if the student should now go to where the other pupils not taking part are or stay in the
classroom. If they are to stay in the classroom, hand them a word search activity to do during the
session (they may also read or do their homework quietly).

9. As students enter the classroom (or as the information is handed out if they are in the classroom
already) ask them to begin reading the information on their desks and get a pen out.

10. Once all students have been seated introduce the research.
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Introduction

Good morning everyone. My name is [Fieldworker name] and I am a researcher from the London School of
Hygiene and Tropical Medicine. We are working with your school to evaluate relationships and sex education in
secondary schools in England. As part of our research, today we are asking all year-8 students at your school to
fill in a questionnaire. The data we collect will contribute to improving relationships and sex education for young
people like you.

The questionnaire will take about 45 minutes to complete. It includes questions about your experiences of school;
your views on sex education; your knowledge and attitudes about sexual heath; your experiences of sexual
harassment at school; your experiences of sharing sexual imagery; your general sense of health and wellbeing,;

communicating with parents about personal issues, and whether you have ever had sexual intercourse.

Your responses to the survey are completely private and anonymous, so we ask that you answer the questions as

fully and honestly as possible. Your name is not on the questionnaire. Each questionnaire has an individual

student code on it. We will keep a list of student names and codes, but this list will be stored securely on a
computer completely separately to student questionnaire responses. No single researcher will have access to
both sets of data, so no one will be able to link the answers you give to your name.

When we analyse the answers to the questionnaire and write reports based on the data we will look at the
results from lots of participants together - 1500 students across London - not individual answers so no one will
be able to identify your personal responses.

Although we intend to treat all the information you provide as private and anonymous, if you report that you
have had sex before the age of 13 years or if you write on the questionnaire that you have experienced any form
of abuse, we will need to take action. In such instances, a member of the research team would request access to
the file containing student names and codes so they can match your questionnaire to your name. A member of
the research team would then pass this information on to the school’s safeguarding lead so that you can be
protected.

You can decide whether to complete the questionnaire or not — it is entirely up to you. If you do decide to take
part, you can change your mind and stop taking part at any time by raising your and hand letting one of the
fieldworkers know that you would like to stop, or choose not to answer any particular questions with no
negative consequences.

If you decide to complete the questionnaire and anything contained in it causes you to feel confused or
concerned in any way you should speak to a trusted adult such as a parent/carer or member of staff at your
school. The information sheet you received recently included a list of people and organisations you can contact
both inside and outside school if you would like to speak to someone about relationships, sex or any other issue
you or someone you know are going through. Another copy has been given to you today to take away. You may
also ask to speak privately to the researcher present today if you need to.

When completing the questionnaire, we ask that you keep your eyes on your own piece of paper and do not look

at anyone else’s answers, and that everyone remain quiet until the end of the session. If you have any queries
about the questions please raise your hand and one of the researchers will come to you. Please remember that
this is not a test and there are no right or wrong answers; we are interested in your own experiences and views.
11. Answer any questions in front of the class.
On your desk you will find an information sheet and a consent form. I am just going to give you two minutes to
read though the information, if you haven’t already, and decide if you would like to take part. If you have any
questions, please raise your hand.
12. Answer any questions raised by pupils at their desks.

If you are happy to take part in the survey, please write today’s date [tell students’ today’s date] on your
consent form and print first name and surname and sign the form.

13. Then hand out the surveys to pupils according to the names written on the post it notes on the front of
the brown envelopes. Ask the teacher or another pupil to help you with handing the questionnaires out,
as they will be familiar with student names.

14. If any pupils are absent from the class, place their questionnaire with the post it note still attached to
the brown envelope to one side. You will need to pass these back to the fieldwork manager after the
class.

15. Instruct students to:

a) Rip the sticky note off the front of the brown envelope they have been given and stick it to the
table next to them.
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b) Remove the questionnaire from the brown envelope.

¢) Read the instructions on the front of the questionnaire and the instructions for completing
each question carefully.

d) Complete the questions by putting a tick in the boxes provided and if they make a mistake to
put an x through the box and answer again (put a tick in another box).

e) When they have finished place the questionnaire back in the brown envelope on their desk.

f)  Raise their hand and one of the researchers will come and collect their questionnaire.

During the survey
a) Walk along the aisles of your class tables, take in the consent forms and post in notes. Check

Nna on 0 o1rm 0 ae botn a and second name, date and Some Kind o gnatu

not, ask the pupil to include the missing first name/surname/date/signature.
For any student who is opting out at this stage, remove their envelope and consent form from their desk and
put an N in the ‘Outcome’ column of the Data Collection Record and give them a word search activity,
suggest they do some quiet reading or work on a piece of homework.

Students may also have said they do not want to take part when the questionnaires were being handed out
so you will need to check that the ones that are returned to you by the teacher or pupil helping are all absent
or if some are dissenting students.

b) Answer any questions that arise

¢) Ifany students show signs of distress, ask them discretely if they are ok. Follow the
safeguarding procedures in the Reference section below, contact the field manager to speak
with the student privately in the corridor if needed.

d) Keep vigilant in making sure students remain quiet and do not look at each other’s answers.

e) Mark the register on the Data Collection Record using the post it notes removed from the top
of the surveys and the returned surveys for absent pupils. Mark each consent form received in
the “Consent received” column of the Data Collection Record and update the “Outcome”
column for each student using the codes at the bottom of the page

f)  On page 2 of the Data Collection Record, jot down your observations and questions students
ask

g) Make a written or mental note of how many surveys you need to take back in.

1. If pupils finish early take their questionnaire in and pass them out a word search.

2. 7 minutes before the session ends, tell students: We have 5 minutes before the end of the session. If you
haven't finished yet, that’s fine. Please finish the page you are on and place your questionnaire back in
the brown envelope.

3. 5 minutes before the session ends:

a) Ask all pupils to make sure their questionnaires are in the envelopes.

b) Collect any remaining envelopes and bring them to the front of the classroom.

¢) Cross check the number of brown envelopes you have taken in with the number of consent
forms and the register.

d) Place your register consent forms and completed surveys together, and wrap with an elastic
band around the bundle ready to be packed away.

4. Thanks the pupils for their participation and dismiss them. Reiterate: that if any students are confused
or concerned about something in the questionnaire they should speak to a trusted adult or a member of
the research team or if they would like support in dealing with any issues they or someone they know
are facing, we can link them with someone who can help, or they can call the numbers on the
information sheet they received. Remind them that a list of services is provided on the information
sheet and they should take this away with them. If any students request to be linked to someone who
can help, follow the safeguarding procedures in the “Reference” section below.

Before leaving the school:
5. Finish completing the Data Collection Record.
6. Give to the field manager any envelopes with post it notes with names of absent students attached.
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7. Leave all completed questionnaires and consent forms with the field manager.

8. Field manager: Add information sheet, consent form and surveys for absent students to stamped
addressed envelopes. Add post it note with absent student name to outside of the envelope. Give
study liaison absent students briefing sheet and 1 survey packet for each student who was absent

9. Field manager:
a. Check total number of surveys received from each class and that all consent forms have been collected
and accurately completed. Check any discrepancies with fieldworkers immediately.

NIHR Journals Library www.journalslibrary.nihr.ac.uk



DOI: 10.3310/phr09010 Public Health Research 2021 Vol. 9 No. 1

For reference

Student withdraws consent during the survey
If a student consents to participate, then decides to withdraw from the study after beginning the survey, take the
following steps:

1. Take away their survey and provide them with a word search as an alternative activity (if they prefer to
read quietly or do their homework that’s fine too)

2. On the Data Collection Record, change the “Y” to an “N” in the student’s “Consent received?”
column. The student will be counted with any other students who have opted themselves out on the day
of the survey; there is no need to single them out as one withdrawing consent midway.

3. Tear up the student’s questionnaire and consent form and discard it with papers to be shredded (if
available at the school) or pack the questionnaire away to be brought back to LSHTM for secure
disposal. If you do the latter, please write ‘withdrawn’ on the front of the students envelope before
packing it away with the other surveys.

Students unable to participate or who need special accommodations

e  Students with severe cognitive limitations that would prevent them from being able to consent to or
understand should not have been asked to take part in the survey on this day. If you feel a student in
your classroom has severe cognitive limitations but has still been invited to take part, contact the field
manager, who will assess the situation and determine whether we can include them in the study. If any
students in your classroom are excluded from the study for this reason, write “Y” in the “Ineligible?”
column on the Data Collection Record.

e TAs who are normally in the classroom to work with a students are welcome to stay in the classroom
during the survey, but to protect student confidentiality, they should not work with the student to
complete the survey. The school has been warned of this in advance.

Safeguarding procedures
The survey may prompt some students to feel upset about something they have experienced or to disclose abuse.
Please be aware of:
1. Any students who become distressed while responding to the survey
2. Any students who ask for support with an issue they or someone they know is going through. This
could be anything that is harmful or potentially harmful; e.g. coerced sex, dating and relationship
violence, abuse or neglect, mental health issues, or eating disorders
All safeguarding concerns should be directed to the field manager in the first instance who will defer to the
school safeguarding lead, unless the student prefers to speak with a member of school staft. All pupils should
have the option of speaking with the field manager if they prefer.

Queries, concerns and complaints (QCCs)
A query is deemed to be a substantial question or enquiry about an element of the Positive Choices study aims,
design, or process where further information is being sought. A concern is deemed to be where a young person,
parent or carer, or member of school staff expressesa worry about an element of the Positive Choices study
aims, design, or process, without necessarily seeking further information, but which is not formalized as a
complaint. A complaint is deemed to be a concern about any part of the study design, conduct, or research team
that a young person, parent or carer, or member of school staff wishes to formalize asa complaint. In all cases
we should aim to respond to these in a polite, informative and timely way.
You may respond to a QCC when one is raised,; however, you are not required to do so and QCCs should
typically be referred to the field manager to follow up.
If you do choose to respond to a QCC, responses to frequently asked questions are provided for your reference
below. For each query, concern or complaint presented to you, please take the following steps:

1. Acknowledge the QCC

2. Where necessary clarify the details of the query, concern or complaint with the person making it

3. Make a note of the QCC and name and contact details of person making the QCC in the QCC table at

the end of the Data Collection Record
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APPENDIX 7

4. Ifyou choose to, respond to the QCC directly, referring to information in the “Responses to frequently
asked questions” table below. Otherwise, tell the person making the QCC that you will pass their
query, concern or complaint on to the field manager, who will follow up.

5. Whatever the outcome (whether you have responded to the QCC and it is resolved; you have responded
but the QCC requires further follow-up from the field manager; or you have not responded to the QCC
and are passing it on the field manager to follow up), finish completing the row of the QCC table at the
end of the Data Collection Record.
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Query or concern

Examples of potential questions

Response

1

Study Purpose
Benefits of study

Why are you doing this study?

Study aims

We will use the information collected as part of this study to assess how
well a new sex and relationship programme called Positive Choices and
our methods of evaluating it work in secondary schools.

This research won’t tell us whether the programme is effective. But it will
tell us whether the programme is possible to deliver in secondary schools,
and whether students and staff like it. This pilot study will also tell us
whether it would be feasible and worthwhile doing a larger study which
could tell us whether the programme prevents unintended teenage
pregnancy and improves sexual health.

Overall, the study aims to contribute to improving relationships and sex
education (RSE) in secondary schools.

How does the school benefit:

The school gets to be involved in supporting important Government
funded research that aims to improve RSE for children and young people
in England.

Six schools will be randomised after the survey data is collected. If
selected to receive the intervention as part of the pilot schools will receive
free quality assured training in RSE delivered by the national Sex
Education Forum (SEF) and support to implement the programme

locally. Being involved in the programme would put participating schools
in a great position for the implementation statutory RSE in 2019 and
support their broader duty to promote pupil social and emotional
wellbeing. Schools will receive detailed information on student RSE
needs, which can be used to inform Positive Choices and other initiatives
the school are planning. Involvement would also contribute to meeting
Ofsted's requirement to communicate well with parents under the
leadership and management judgement and to safeguarding requirements.
If selected to be in the control group schools will receive £500 for
participation.
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Sex and relationships concerns about
individuals

I’m concerned my son/daughter is
having sex (under 13/16)/non-
consensual sex/sex with an older
person. What can I do to help?

e We can provide contact details of the person responsible for safeguarding
in your son/daughter’s school.

e Ifyou are concerned about a child, you may find these contact details
helpful:
Child Line
Free 24/7 service for children and young people
Tel: 0800 1111 Website: www.childline.org.uk
NSPCC
Free 24/7 helpline for adults needing personal advice and support or
worried about a child
Tel: 0808 800 5000 Email: help@nspcc.org.uk Website:
www.nspcc.org.uk

Burdens to participants

Why take up valuable lesson time?
Why take up valuable staff time when
teachers are so busy?

Why should my son/daughter/student
be bothered with questions about
DRV?

o  The head teacher of the school has given permission for the research to go
ahead in the school.

e The survey takes a maximum of 45 minutes to complete and will take
place during just one lesson. Which lesson varies by school, many are
completing the survey in PSHE lessons.

e We will minimise disruption for staff and students.

Anonymity and confidentiality

Is the study anonymous? Will anyone
know what answers [ give?

How long will you keep the data?

e The student survey is completely confidential and anonymous.

e  Your name is not on the questionnaire. Each questionnaire has an
individual student code on it. We will keep a list of student names and
codes, but this list will be stored securely on a computer completely
separately to student questionnaire responses. No single researcher will
have access to both sets of data, so no one will be able to link the answers
you give to your name. When we analyse the answers to the questionnaire
and write reports based on the data we will look at the results from lots of
participants together not individual answers, so no one will be able to
identify your personal responses. The only reason we would break
confidentiality is if you/your child indicates you/your child have had sex
under the age of 13 or if you/your child write on the questionnaire that
you/your child have experienced any form of abuse.

e In line with MRC guidance on personal information in medical research,
we will retain all research data for 20 years after the end of the study. This
is to allow secondary analyses and further research to take place, and to
allow any queries or concerns about the conduct of the study to be
addressed.

Funding

Who is funding the study?

The Government funded National Institute for Health Research (NIHR) Public
Health Research Programme PHR -14/184/02. This money comes from the
Department of Health.
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Appendix 8 Briefing for teachers about
the Positive Choices student questionnaire

What is the Positive Choices study? The London School of Hygiene and Tropical
Medicine are working with the National Children’s Bureau Sex Education Forum (NCB
SEF) to evaluate relationships and sex education in secondary schools in England.

The student survey: As part of the study, a group of researchers will come to your
school and ask all year 8 students to fill in a questionnaire. Completing the
questionnaire should take about 45 minutes. The information we collect will help us
assess how well the programme and our research methods work in secondary schools
and will contribute to improving relationships and sex education for young people.

Protecting Pupils' Privacy: The questionnaire covers some sensitive topics, and it is
very important that students have the privacy to complete the questionnaire without
anyone else seeing their answers. To protect their privacy, ideally each student will sit
alone at a desk and will be discouraged from looking at other students’ responses during
the survey.

Student consent: Researchers will ask students to give informed consent to take part in
the study. Students who do not consent to taking part will be given an alternative
activity. Students whose parents have opted them out of the study will not be asked to
take part, and where it is possible for the school to make alternative arrangements they
will not be in the room while the survey is taking place.

Confidentiality and anonymity: What students tell us in the questionnaire will be
treated as confidential and anonymous and all data will be stored in accordance with the
data protection legislation, including the General Data Protection Regulation (GDPR),
which came into effect in May 2018. The information students provide will be stored
securely in our university offices and uploaded on to a computer that only the research
team can access. Student names do not appear on the questionnaire. Each questionnaire
instead has an individual code on it that is linked to a student name. We will keep a list
of student names and codes, but this list will be stored securely on a computer
completely separately to student questionnaire answers. No single researcher will have
access to both sets of data, so no one will be able to link the answers students give to
their names. When we analyse the answers to the questionnaire and write reports based
on the data we will look at the results from lots of participants together not individual
answers, so no one will be able to identify students’ personal responses.

The role of researcher: A researcher will introduce the questionnaire to students and
ask them to complete consent forms. Researchers will respond to student queries and,
where necessary, clarify the meaning of questions contained in the questionnaire for
students. Researchers will encourage students to focus on their questionnaire and make
sure they do not look at each other’s responses. The researcher will ask students to
remain silent and not talk about anyone’s personal experiences.

The role of the teacher (your role): We ask teachers to remain at the front of the
room to support the researchers to manage behaviour and ensure students do not
look at each other's responses. To protect confidentiality, any 1:1 support
students need should come from the researchers in the room. Please remain in
the room as the researchers are required to have a teacher with them at all times.

© Queen’s Printer and Controller of HMSO 2021. This work was produced by Ponsford et al. under the terms of a commissioning contract issued by the Secretary of State

for Health and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in 149
professional journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial

reproduction should be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House,

University of Southampton Science Park, Southampton SO16 7NS, UK.



150

APPENDIX 8

Teaching Assistants (TAs): TAs who are normally in the classroom to work with a
student are welcome to stay while students are completing the questionnaire, but
to protect confidentiality they should not work with the student on completing it.
If you have a student who would need intensive 1:1 support to complete the
questionnaire, please notify the person who is coordinating the study in your
school so that accommodations can be made.

Support for students: Any student wishing to speak privately with someone about the
survey or the topics it covers will have the opportunity to speak with the study manager,
Ruth Ponsford, who will offer resources and make referrals to the school safeguarding
lead as appropriate. If you have any queries or concerns about the research you can
contact Ruth Ponsford, the lead researcher on the Positive Choices study, by phone on:
0207 958 8101 or email: ruth.ponsford@lshtm.ac.uk.
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Appendix 9 Positive Choices follow-up data
collection record
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(4]

Positive Choices Follow up Data Collection Record

Date: School: Fieldworker:
Survey start time: Survey end time:
# parent opt-outs: # student opt-outs (ahead): | # student opt outs (day-of):# | # absent:
# ineligible: #participated in survey: | #agreed to follow up:
First name Surname Code Sex In class today Consent to Consent to Opted out Ineligible | Notes
(“Y” if yes; survey received i ahead? “Y”if
“N” if no) (“Y” if yes; received (“Y” (“student” or | yes)
“N” if opt out if yes; “N” if “parent” if
on day-of) opt out on day- | yes)
of)
1.
2.
3.
4.
5.
6.
7.
8.
9.
10.
11.
12.

—_
had
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Fieldworker Notes

I, Questi ked al hrasi 0§

2. General observations on student behaviour (e.g., were students laughing? Did they try and talk with each other? Did they seem tired? How did they react to the
survey?)

3. General feedback (please share any suggestions for improving the survey process)

4. Complaints, concerns and queries (QCCs)
A query is deemed to be a substantial question or enquiry about an element of the Positive Choices study aims, design, or process where further information is being
sought. A concern is deemed to be where a young person, parent or carer, or member of school staff expresses a worry about an element of the Positive Choices study
aims, design, or process, without necessarily seeking further information, but which is not formalized as a complaint. A complaint is deemed to be a concern about any
part of the study design, conduct, or research team that a young person, parent or carer, or member of school staff wishes to formalize as a complaint. In all cases we
should aim to respond to these in a polite, informative and timely way.
QCCs should typically be referred to the field manager to follow up. You may respond to a QCC in the moment, using the reference information in the fieldwork SOP. For
each QCC to which you respond and/or which you refer to the field manager, please complete one row of the table below.

0T06044d/0TEE 0T :10A

T ON 6 IOA TZOZ Yd4easay yijeaH duqnd



ynooeayiurAseiqiisjeusnof-mmm Aleiqi sjeudnor YHIN

1

QCC Table

Name and contact
details of person
making QCC and
relationship to study (if’
student, specify year
group, if member of
staff, specify position;
etc.)

Indicate whether
this was a query,
concern or
complaint and detail
the nature of QCC

Notes

Outcome: Query/
comment resolved,
or referred to field
manager?
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Appendix 10 Positive Choices student
follow-up survey fieldwork standard
operating procedure

Materials
For each fieldworker:

>
>

YV VYWY Y

DBS certificate (please bring with you if you have one)

Set of 30 questionnaires in brown envelopes (with individual pupil codes stuck on the questionnaire
and a post it note with pupils name on each envelope. Yellow DoB and Post Code data collection sheet
inside each.)

Set of 30ish information sheets

Set of 30ish consent forms

Data Collection Record (with pupil names and sex included)

Teacher Briefing Document

Word searches for students who do not participate or finish early

Fieldwork SOP

Field manager:

Taxi number

Safeguarding policy

Queries, concerns and complaints SOP

Sheets with each class number printed

Survey packets for students who are absent each containing:

Ooo0o0oo

e  Student information sheet, 1 consent form, 1 DoB and Post Code data collection
sheet, 1 paper questionnaire specific to student (see below) in a stamped, addressed
envelope.

Data Collection Procedure
Meeting at the school

1.

2.

3.

Fieldwork team meets in reception at the secondary school 20 minutes before fieldwork is DUE to
commence. Complete school’s visitor paperwork.

Field manager: Mark students that have opted out ahead of time on the relevant data collection sheet
and check what alternative arrangements have been made for students who have opted out.
Fieldworkers will be shown to their respective classrooms.

In the Classroom

4.

Check the classroom is set up in a way that ensures as much privacy as possible. It will not be possible
to move furniture but you may want to consider how students are spaced around the room and ask them
to move seat if they are very close to another student.
Place a Student Information Sheet (PINK) and Consent Form (GREEN), in each pupil space as
soon as you get into the classroom. You may want to ask one or two students to help you with this if
you get into the room after students have entered.
Fill in the information you can in the top section of the Data Collection Record (Date, School,
fieldworker name, opt outs ahead of time).
Give class teacher the Teacher Briefing Document. Remind them of their role for the survey:

a) Ask them to remain in the classroom to help manage behaviour and ensure students do not

look at each other’s responses.

b) Any 1:1 support should come from the researcher not the teacher.
Confirm with the teacher no students who have been marked on your list as having opted out
themselves, been opted out by their parents or are down as ineligible remain in your group. If they do,
discretely speak to the teacher and check if the student should now go to where the other pupils not
taking part are or stay in the classroom. If they are to stay in the classroom, hand them a word search
activity to do during the session or ask the teacher if they have some work they would like the student
to complete. Students may also read or do their homework quietly.
As students enter the classroom (or as the information is handed out if they are in the classroom
already) ask them to begin reading the information on their desks and get a pen out.

10. Once all students have been seated introduce the research.
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APPENDIX 10

Introduction

Hello everyone. I'm [Fieldworker name] from a university called the London School of Hygiene and Tropical
Medicine. We are working with your school to evaluate, (assess), relationships and sex education in secondary
schools in England. As part of our research, today we are asking all year-9 students at your school to fill in a
questionnaire. The information we collect will contribute to improving the quality of relationships and sex
education for young people like you.

The questionnaire will take about 45 minutes to complete. It asks about: your general experiences of school;
the relationships and sex education you have received; knowledge and attitudes to sexual heath;
communicating with parents about personal issues, your experiences of relationships and sex, and your
general health and wellbeing.

Your responses to the survey are completely private and anonymous, so please answer the questions as fully and
honestly as possible. Your name is not on the questionnaire. Each questionnaire instead has an individual code
on it. This code (not your name) will be linked to your questionnaire answers.

We will keep a list of student names and codes, but this list will be stored securely on a computer completely
separately to student questionnaire responses. No single researcher will have access to both the student codes
and your name, so no single researcher will be able to link the answers you give to your name.

For girls, we also want to check NHS data on births and terminations of pregnancies (abortions) for you. To do
these checks, we need to collect date of birth and post code information for girls who take part. [If they ask why
you can also say: people think that reducing unwanted teenage pregnancies is one way to tell if RSE is working
well].

This data will also be kept completely confidential and, like the survey data, once we have it will be stored on
our database alongside your individual student id code only, not your name, post code or date of births.

When we analyse and write reports based on the data we will look at the results from lots of students together as
a group - 1500 students across London - not individual answers, so no one will be able to identify information
personally relating to you.

However, although we intend to treat all the information you provide in the survey as private and anonymous, if
you report that you have had sex before at 12 years or under that you have experienced any form of abuse, we
will need to take action to protect you. In such instances, a member of the research team would request access
to the file containing student names and codes so they can match your questionnaire to your name. A member
of the research team would then pass this information on to the school’s safeguarding lead so that you can be
protected.

You can decide whether to complete the questionnaire and whether to allow us to check registers of births and
terminations. It is entirely up to you. If you do decide to take part in the research, you can change your mind
and stop taking part at any time by raising your hand and letting one of the researchers know. You can also
choose not to answer any particular questions on the questionnaire or to answer the questionnaire but not agree
for us to check registers of births and terminations for you..

If you decide to complete the questionnaire and anything there makes you confused or concerned in any way,
speak to a trusted adult such as a parent/carer or member of staff at your school. The information sheet you
received recently included a list of people and organisations you can contact both inside and outside school
about relationships, sex or any other issue you or someone you know are going through. Another copy has been
given to you today to take away. You may also ask to speak privately to me.

When completing the questionnaire, please keep your eyes on your own piece of paper and do not look at
anyone else’s. If you finish early please stay quiet until the end of the lesson. If you have any queries about the
questions please raise your hand and I will come to you. This is not a test and there are no right or wrong
answers, we are interested in your own experiences and views. Depending on your answers, you may also be
asked to skip questions in the survey. So please read the instructions carefully and put your hand up if you are
unsure what you should do next.

11. Answer any questions in front of the class.
On your desk you will find an information sheet and a consent form. I am just going to give you two minutes to
read though the information, if you haven’t already, and decide if you would like to take part. If you have any
questions, please raise your hand.
12. Answer any questions raised by pupils at their desks.
If you are happy to take part in the survey, please write today’s date [tell students’ today’s date] on your

consent form (the GREEN form) and print first name and surname and sign the form. If vou are a girl and are
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happy to provide your post code and date of birth information for us to follow up by checking births and
terminations data for you, please also fill out the yellow form.

13. Then hand out the surveys to pupils according to the names written on the post it notes on the front of
the brown envelopes. Ask the teacher or another pupil to help you with handing the questionnaires out,
as they will be familiar with student names.

14. If any pupils are absent from the class, place their questionnaire with the post it note still attached to
the brown envelope to one side. You will need to pass these back to the fieldwork manager after the
class.

15. Instruct students to:

a) Rip the sticky note off the front of the brown envelope they have been given and stick it to the
consent form.

b) Remove the questionnaire from the brown envelope.

¢) Read the instructions on the front of the questionnaire and the instructions for completing
each question carefully.

d) Complete the questions by putting a tick in the boxes provided and if they make a mistake to
put an x through the box and answer again (put a tick in another box).

e) When they have finished place the questionnaire back in the brown envelope on their desk.

f)  Raise their hand and one of the researchers will come and collect their questionnaire.

During the survey

a) Walk along the aisles of your class tables, take in the consent forms, post it notes and post
code and DoB data collection sheets. Place these in separate piles. Check that consent forms
include both a first and second name. date and some kind of signature, and that the appropriate
boxes are ticked indicating if the student consents to take part in the survey and for us to carry
out data linkage. If not, ask the student to include the missing first
name/surname/date/signature.
If any students have not completed the consent form, confirm that they do not want to
complete the survey. Some students forget to fill in the consent form even though they intend
to complete or may have already started to complete the questionnaire.
Confirm with female students who have not completed the post code and DoB data collection
sheet that they do not want us to check registers of births and terminations for them. Double
check this corresponds with their consent form.

For any student who is opting out of the survey at this stage, remove their envelope, consent form and the
post code and DoB data collection sheet from their desk and put an N in the appropriate column of the Data
Collection Record and give the student a word search activity, suggest they do some quiet reading or
work on a piece of homework for the rest of the lesson.

Students may also have said they do not want to take part when the questionnaires were being handed out
so you will need to check that the ones that are returned to you by the teacher or pupil helping are all absent
or if some are dissenting students. Write ‘opt out’ on the envelope of any students dissenting at this point.

b) Answer any questions that arise. You can use the FAQ sheet to help you with this.

¢) Ifany students show signs of distress or tell you something that causes you to feel concerned
follow the safeguarding procedures in the Reference section below. Contact the field manager
to speak with the student privately in the corridor if needed.

d) Keep vigilant in making sure students remain quiet and do not look at each other’s answers.

e) Mark the students ‘in class’ and ‘absent’ today in the fifth column of the Data Collection
Record using the post it notes removed from the top of the surveys and any surveys returned
from student opting out to mark off students present and the returned surveys with post it
notes attached for absent pupils. Mark each consent to complete the survey in the ‘Consent to
survey received’ and each ‘consent to data linkage’ column on the Data Collection Record.
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f) On page 2 of the Data Collection Record, jot down your observations and questions students
ask.
g) Make a note on the Data Collection Record of how many surveys you need to take back in.
If pupils finish early take their questionnaire in and pass them out a word search.
7 minutes before the session ends, tell students: We have 5 minutes before the end of the session. If you

haven 't finished yet, that’s fine. Please finish the page you are on and place your questionnaire back in
the brown envelope.
5 minutes before the session ends:

a) Ask all pupils to make sure their questionnaires are in the envelopes.

b) Collect any remaining envelopes and bring them to the front of the classroom.

¢) Cross check the number of brown envelopes you have taken in with the number of consent
forms and the register.

d) Cross check the number of post code and DoB data collection sheets you have with the

number of consents you have received to carry out the data linkage.
e) Place your register consent forms, completed surveys and completed post code and DoB data

collection sheets together, and wrap with an elastic band around the bundle ready to be packed

away.
Thank the pupils for their participation and dismiss them. Reiterate: that if any students are confused or
concerned about something in the questionnaire they should speak to a trusted adult or a member of
the research team or if they would like support in dealing with any issues they or someone they know
are facing, we can link them with someone who can help, or they can call the numbers on the
information sheet they received. Remind them that a list of services is provided on the information
sheet and they should take this away with them. If any students request to be linked to someone who
can help, follow the safeguarding procedures in the “Reference” section below.

Before leaving the school:

5.

Finish completing the Data Collection Record and cross-checking consent forms, surveys and post
code and DoB data collection sheets received if you did not manage to finish this in the classroom.
Give to the field manager any envelopes with post it notes with names of absent students attached.
Leave all completed materials with the field manager.

Field manager: Add information sheet, consent form, post code and DoB data collection sheet and
surveys for absent students to stamped addressed envelopes. Add post it note with absent student name
to outside of the envelope. Give study liaison absent students briefing sheet and 1 survey packet for
each student who was absent

Field manager returns to LSHTM. Fieldworkers make their way to their next destination. Back at LSHTM:

9.
a.

Field manager:
Check total number of surveys and number of post code and DoB data collection sheets received from

each class and that all consent forms and data collection records correspond and have been accurately
completed. Check any discrepancies with fieldworkers immediately.
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For reference

Student withdraws consent during the survey
If a student consents to participate, then decides to withdraw from the study after beginning the survey, take the
following steps:

1. Take away their survey and provide them with a word search as an alternative activity (if they prefer to
read quietly or do their homework that’s fine too)

2. On the Data Collection Record, change the “Y” to an “N” in the student’s “Consent received?”
column. The student will be counted with any other students who have opted themselves out on the day
of the survey; there is no need to single them out as one withdrawing consent midway.

3. Write ‘withdrawn’ on the survey envelope and the consent form. Try to make sure the student sees you
do this. Pack the questionnaire away to be brought back to LSHTM for secure disposal.

Students unable to participate or who need special accommodations

e Students with severe cognitive limitations that would prevent them from being able to consent to or
understand should not have been asked to take part in the survey on this day. If you feel a student in
your classroom has severe cognitive limitations but has still been invited to take part, contact the field
manager, who will assess the situation and determine whether we can include them in the study. If any

students in your classroom are excluded from the study for this reason, write “Y” in the “Ineligible?”
column on the Data Collection Record.

e TAs who are normally in the classroom to work with students are welcome to stay in the classroom
during the survey, but to protect student confidentiality, they should not work with the student to
complete the survey. The school has been warned of this in advance.

Safeguarding procedures
The survey may prompt some students to feel upset about something they have experienced or to disclose abuse.
Please be aware of:

1. Any students who become distressed while responding to the survey

2. Any students who ask for support with an issue they or someone they know is going through. This
could be anything that is harmful or potentially harmful; e.g. coerced sex, dating and relationship
violence, abuse or neglect, mental health issues, or eating disorders

All safeguarding concerns should be directed to the field manager in the first instance who will defer to the
school safeguarding lead, unless the student prefers to speak with a member of school staff. All pupils should
have the option of speaking with the field manager if they prefer.

Queries, concerns and complaints (QCCs)

A query is deemed to be a substantial question or enquiry about an element of the Positive Choices study aims,
design, or process where further information is being sought. A concern is deemed to be where a young person,
parent or carer, or member of school staff expresses a worry about an element of the Positive Choices study
aims, design, or process, without necessarily seeking further information, but which is not formalized as a
complaint. A complaint is deemed to be a concern about any part of the study design, conduct, or research team
that a young person, parent or carer, or member of school staff wishes to formalize as a complaint. In all cases
we should aim to respond to these in a polite, informative and timely way.

You may respond to a QCC when one is raised; however, you are not required to do so and QCCs should
typically be referred to the field manager to follow up.

If you do choose to respond to a QCC, responses to frequently asked questions are provided for your reference
below. For each query, concern or complaint presented to you, please take the following steps:

1. Acknowledge the QCC

2. Where necessary clarify the details of the query, concern or complaint with the person making it

3. Make a note of the QCC and name and contact details of person making the QCC in the QCC table at
the end of the Data Collection Record

4. If you choose to, respond to the QCC directly, referring to information in the “Responses to frequently
asked questions” table below. Otherwise, tell the person making the QCC that you will pass their
query, concern or complaint on to the field manager, who will follow up.

5. Whatever the outcome (whether you have responded to the QCC and it is resolved; you have responded
but the QCC requires further follow-up from the field manager; or you have not responded to the QCC
and are passing it on the field manager to follow up), finish completing the row of the QCC table at the
end of the Data Collection Record.
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Responses to frequently asked questions (reference for responding to QCCs)

Query or concern Examples of potential Response
questions
1 | Study Purpose Why are you doing this Study aims
Benefits of study study?

We will use the information
collected as part of this study to
assess relationship and sex
education in secondary schools.
Overall, the study aims to
contribute to improving
relationships and sex education
(RSE) in secondary schools.

How does the school benefit:

The school gets to be involved in
supporting important Government
funded research that aims to
improve RSE for children and
young people in England.

Six schools will be randomised
after the baseline survey data is
collected. If selected to receive the
intervention, as part of the pilot
schools will receive free quality
assured training in RSE delivered
by the national Sex Education
Forum (SEF) and support to
implement the programme locally.
Being involved in the programme
would put participating schools in a
great position for the
implementation statutory RSE in
2019 and support their broader duty
to promote pupil social and
emotional wellbeing. Schools will
receive detailed information on
student RSE needs, which can be
used to inform Positive Choices
and other initiatives the school are
planning. Involvement would also
contribute to meeting Ofsted's
requirement to communicate well
with parents under the leadership
and management judgement and to
safeguarding requirements.

If selected to be in the control
group schools will receive £500 for
participation.

Sex and
relationships
concerns about
individuals

I’m concerned my
son/daughter is having
sex (under 13/16)/non-
consensual sex/sex with
an older person. What
can [ do to help?

We can provide contact details of
the person responsible for
safeguarding in your
son/daughter’s school.

If you are concerned about a child,
you may find these contact details
helpful:

Child Line
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Free 24/7 service for children and
young people

Tel: 0800 1111 Website:
www.childline.org.uk

NSPCC

Free 24/7 helpline for adults
needing personal advice and
support or worried about a child
Tel: 0808 800 5000 Email:
help@nspcc.org.uk Website:
www.nspcc.org.uk

4 | Burdens to
participants

Why take up valuable
lesson time?

Why take up valuable
staff time when teachers
are so busy?

Why should my
son/daughter/student be
bothered with questions
about RSE?

The head teacher of the school has
given permission for the research to
go ahead in the school.

The survey takes a maximum of 45
minutes to complete and will take
place during just one lesson. Which
lesson varies by school, many are
completing the survey in PSHE
lessons.

We will minimise disruption for
staff and students.

5 | Anonymity and
confidentiality

Is the study anonymous?
Will anyone know what
answers [ give?

How long will you keep
the data?

The student survey is completely
confidential and anonymous.
Keeping students’ information safe
and confidential is very important
to us. How we do this has been
carefully checked by our
University Ethics Committee. All
data will be stored in accordance
with current data protection
legislation, including the General
Data Protection Regulation
(GDPR), which came into effect in
May 2018. Students’ names do
not appear on the questionnaire.
Each questionnaire instead has an
individual code on it. This (not the
students name) will be linked to
their questionnaire answers and
records of any births and
terminations. Student names (plus
date of birth and post code if this is
provided) will be stored on a
separate computer. No one person
at our university will be able to
look at both these sets of data. This
keeps the data secure and
anonymous.

If, however, a student writes in the
questionnaire that they have had
sex aged 12 years or under or that
they have experienced serious
abuse, our researchers will need to
report this. If this happens, we
will work together to use
information from both our data
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files to find out who reported this.
We will then give the student’s
name and details of the concern to
the school’s safeguarding lead so
that support can be provided. This
is the only situation where we
would look to see which students
gave which answers.

In line with MRC guidance on
personal information in medical
research, we will retain all
research data for 20 years after the
end of the study. This is to allow
secondary analyses and further
research to take place, and to allow
any queries or concerns about the
conduct of the study to be
addressed.

6 | Funding Who is funding the
study?

The Government funded National
Institute for Health Research
(NIHR) Public Health Research
Programme PHR -14/184/02. This
money comes from the
Department of Health.
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Appendix 11 Sample needs report

Positive Choices Year 8 Student Needs Report

Introduction
As part of the Positive Choices programme being implemented in your school in the 2018/19 school
year, all year-8 students were asked to complete a survey in summer 2018 to assess student need in
relation to school based relationships and sex education (RSE).
Students were asked questions about:

- how well RSE topics had been covered by their school;

- the topics they want to learn about in RSE in year 9;

- their knowledge of conception, contraception and ST1s;

- their awareness of where to seek help and advice about contraception, STIs and abuse;

- parent/carer-child communication;

- the prevalence of sending and receiving naked and semi-naked pictures; and

- the prevalence of sexual harassment at school.
This report summarises student responses to the survey and outlines how the data should be used to
tailor the Positive Choices programme to the specific needs of students at your school. The report
should be read in conjunction with the guidance on the ‘student needs survey’ found in the Positive
Choices manual.
The school should use the data presented in this report to:

- select the two additional ‘add on’ curriculum lessons

- identify the most important messages to promote in social marketing campaigns;

- inform the kind of information included in parent newsletters; and

- feed into the review of school sexual health services.
The data can also be used to inform any other initiatives your school is planning.
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1. Who completed the survey?

Of 241* year-8 students on the school roll, a total of 212 (88%) completed the survey. Of those who
completed the survey, 47% were male and 53% were female.

Across all six pilot schools a total of 1,137 surveys were completed. The table below suggests that your
school was similar to the other pilot schools in terms of gender balance. Compared to the overall
sample it is slightly more ethnically diverse a little less diverse in terms of sexuality.

Your school Average for all six pilot
schools

Gender n % n Y%

Male 99 46.7 576 50.7
Female 112 52.8 551 48.5
Prefer not to say 0 0% 7 0.6
Did not answer 1 0.5 3 03
Total 212 100 1,137 100
Ethnicity n % n %
White 107 50.5 607 53.4
Mixed/multiple ethnic 44 20.8

groups 131 11.5
Asian or Asian British 9 4.2 242 213
Black African, Black 38 17.9

Caribbean or Black British 109 9.6
Any other ethnic group 13 6.1 40 35
Did not answer 1 0.5 8 0.7
Total 212 100 1,137 100
Sexuality n % n %
Straight or heterosexual 192 90.6 1,005 88 .4
Gay or lesbian 0 0% ] 0.7
Bisexual 3 1.4 20 1.8
Other 1 0.5 12 1.1
Unsure/questioning 12 5.7 38 33
Prefer not to say 3 1.4 34 3
Did not answer 1 0.5 20 1.8
Total 212 100 1137 100

*Surveys returned from students who were absent on the survey dates have not been included in the
needs data but will be included in the trial data.
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2. What do students think of the relationships and sex education received at school?

We asked students how well various topics had been covered by their schools. In general most
year-8 students agreed that most topics had been covered at least ‘okay’, ‘well’ or ‘very well’ by
their school. The topics students were most satisfied with have been highlighted in green in the
table below. You may, though, want to contrast the general satisfaction with (for instance)
teaching about conception, with answers to some of the knowledge questions below.

The topics most frequently reported as being ‘not covered at all’ or covered ‘not well” or ‘not well
at all” were: how to use a condom; what types of sexual activity are safest; sexual pleasure;
masturbation; what the law says about pornography; and FGM. These are highlighted in amber in
the table below. You may also want to discuss where there are marked gender differences in
responses to the questions.

This information might be useful when considering what to include in parent newsletters or where
to focus the classroom curriculum and student-led social marketing campaigns.

In your school, how well do you think the following topics have been covered?
Girls Boys All students

How the body changes in puberty | N % n Y% N %
Not covered 8 7.3 2 2.1 10 4.8
Okay, well or very well 88 80 89 91.8 178 85.6
Not well or not well at all 14 12.7 6 6.2 20 9.6
Total 110 100 97 100 208 100
The correct names for the
different parts of the
genitalia/reproductive organs N % n % N %
Not covered 12 10.9 6 6.2 18 8.7
Okay, well or very well 77 70 84 87.5 161 77.8
Not well or not well at all 21 19.1 6 6.2 28 13.5
Total 110 100 96 100 207 100
Conception/how a woman
becomes pregnant N % n % N %
Not covered 10 9 2 2 12 5.7
Okay, well or very well 85 76.6 88 89.8 174 82.9
Not well or not well at all 16 14.4 8 8.2 24 11.4
Total 111 100 98 100 210 100

© Queen’s Printer and Controller of HMSO 2021. This work was produced by Ponsford et al. under the terms of a commissioning contract issued by the Secretary of State

for Health and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in 165
professional journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial

reproduction should be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House,

University of Southampton Science Park, Southampton SO16 7NS, UK.



166

APPENDIX 11

Girls Boys All students
Contraception options/the
different ways for you to protect
yourself or a partner from getting
pregnant N % N % Y%
Not covered 19 17.1 7 7.2 26 12.4
Okay, well or very well 65 58.6 73 753 139 66.5
Not well or not well at all 27 24.3 17 17.5 44 21.1
Total 111 100 97 100 209 100
Sexually transmitted infections
(STIs) (infections that are passed
on through sexual activity) N % n % %
Not covered 22 19.8 12 12.5 35 16.8
Okay, well or very well 51 45.9 64 66.7 115 553
Not well or not well at all 38 34.2 20 20.8 58 279
Total 111 100 96 100 208 100
How to use a condom N % n % %

Total

106

100

96

100

203

What types of sexual activity are
safest

N %

%

%

Total 109 100 97 100 207 100
How to spot the signs of abuse in

a relationship N % n % Y%

Not covered 6 5.4 6 6.2 12 5.7
Okay, well or very well 95 85.6 83 85.6 179 85.6
Not well or not well at all 10 9 8 8.2 18 8.6
Total 111 100 97 100 209 100
Who to contact if you have

experienced abuse N % n % %

Not covered 5 4510 0 5 2.4
Okay, well or very well 91 82 | 85 88.5 177 85.1
Not well or not well at all 15 13.5 | 11 11.5 26 12.5
Total 111 100 | 96 100 208 100
Sexual consent N % n % Y%

Not covered 5 4.5 3 3.2 8 3.9
Okay, well or very well 93 84.5 89 93.7 183 88.8
Not well or not well at all 12 10.9 3 3.2 15 73
Total 110 100 95 100 206 100
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Girls Boys All students
Sexual pleasure % % %
Okay, well or very well 25 22.9 48 50 74 35.9
Total 109 100 96 100 206 100
Masturbation % % %

Total

107

100

96

100

204 100

What the law says about
pornograph

%

%

%

Total

108

100

95

100

Total 109 100 96 100 206 100
What the law says about sharing

naked photographs by phone or

online Y% Y% %

Not covered 11 10.1 10 10.3 21 10.1
Okay, well or very well 77 70.6 71 73.2 149 72
Not well or not well at all 21 19.3 16 16.5 37 17.9
Total 109 100 97 100 207 100
How to resist pressure or say 'no'

to doing something sexual that

you don't want to do % % %

Not covered 10 9.1 8 8.3 18 8.7
Okay, well or very well 88 80 81 84.4 170 82.1
Not well or not well at all 12 10.9 7 7.3 19 9.2
Total 110 100 96 100 207 100
How the media affects how we

think about our bodies Y% % %

Not covered 22 20.2 16 16.7 38 18.4
Okay, well or very well 66 60.6 59 61.5 126 61.2
Not well or not well at all 21 19.3 21 21.9 42 20.4
Total 109 100 96 100 206 100
FGM/female genital

mutilation/cutting % % %

204 100
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Girls Boys All students
What it means to be in love % % %
Not covered 24 22 16 16.7 40 19.4
Okay, well or very well 53 48.6 63 65.6 117 56.8
Not well or not well at all 32 29.4 17 17.7 49 23.8
Total 109 100 96 100 206 100
How to manage conflict and
differences of opinion in
relationships % % %
Not covered 19 17.4 14 14.4 33 15.9
Okay, well or very well 58 53.2 67 69.1 126 60.9
Not well or not well at all 32 29.4 16 16.5 48 23.2
Total 109 100 97 100 207 100
The options available if you or
your partner become pregnant -
including abortion % % Y%
Not covered 43 39.4 27 28.1 70 34
Okay, well or very well 35 32.1 41 42.7 77 37.4
Not well or not well at all 31 28.4 28 29.2 59 28.6
Total 109 100 96 100 206 100
How to know if you are ready to
be intimate or have sex with
someone % Y% Y%
Not covered 46 41.8 28 28.9 74 35.6
Okay, well or very well 35 31.8 46 474 82 39.4
Not well or not well at all 29 26.4 23 23.7 52 25
Total 110 100 97 100 208 100
Sexual and reproductive rights
(for example, the right not to face
discrimination based on sexual
identity or the right to make your
own decisions about your sexual
health) % % Y%
Not covered 23 21.1 11 11.3 34 16.4
Okay, well or very well 62 56.9 72 74.2 135 65.2
Not well or not well at all 24 22 14 14.4 38 18.4
Total 109 100 97 100% 207 100%

NIHR Journals Library www.journalslibrary.nihr.ac.uk




DOI: 10.3310/phr09010 Public Health Research 2021 Vol. 9 No. 1

3. What do students want to learn about in RSE in year 9?

Broadly reflecting the topics that students highlighted as being least well covered in the by previous
RSE, when students were asked what topics they wanted to learn about in year-9, they highlighted:
how to use a condom; masturbation; sexually transmitted infections; how to know if you are ready to
be intimate or have sex with someone; what types of sexual activity are safest; contraception options;
and what the law says about pornography.

In the table below the topics students thought it would be most important to learn about in year 9 are
ordered by priority from most frequently to least frequently selected. Using the guidance on the student
needs survey and the curriculum framework table in the Positive Choices manual, you should use this
information to select the two ‘add on” curriculum topics for your school. You might also want to use
this data when considering what to include in parent newsletters or the topics of student-led social
marketing campaigns.

Which of the following topics do you think it would be most important to learn about in year 9?

Girls Boys All students
n % n % n %
How to use a condom 46 41.4 59 61.5 105 50.5
Masturbation 33 29.7 47 49 81 38.9

Sexually transmitted infections
(STIs) (infections that are passed 45 40.5 31 32.3 76 36.5
on through sexual activity)

How to know if you are ready to be

intimate or have sex with someone 47 423 24 2 2 346
What types of sexual activity are 43 38.7 %6 271 69 332
safest
Contraception options (the
different ways for you to protect 38 342 19 19.8 57 274
yourself or a partner from
becoming pregnant)
WD LV 24 216 31 323 56 26.9
pornography
Sexual pleasure 16 14.4 34 354 50 24
Girls Boys All students
n % n n %

The options available if you or your
partner become pregnant - 29 26.1 21 21.9 50 24
including abortion
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What it means to be in love

29

26.1

19

19.8

48

23.1

How the body changes in puberty

19

17.1

27

28.1

46

221

How to resist pressure or say 'no'
to doing something sexual that you
don't want to do

20

18

19

19.8

39

18.8

How to spot the signs of abuse in a
relationship

25

22.5

11

11.5

36

17.3

Sexual and reproductive rights (for
example, the right not to face
discrimination based on sexual
identity or the right to make your
own decisions about your sexual
health)

21

18.9

14

14.6

35

16.8

Sexual consent

20

18

13

13.5

33

15.9

Conception/how a woman
becomes pregnant

21

18.9

9.4

30

14.4

How the media affects how we
think about our bodies

23

20.7

7.3

30

14.4

What the law says about sharing
naked photographs by phone or
online

12

10.8

13

13.5

26

12.5

FGM/female genital
mutilation/cutting

10

13

13.5

23

111

Who to contact if you have
experienced abuse

14

12.6

6.2

20

9.6

How to manage conflict and
differences of opinion in
relationships

12

10.8

5.2

17

8.2

The correct names for the different
parts of the genitalia/reproductive
organs

8.1

31

12

5.8
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4. What do students at your school know about conception, contraception and STIs?

Students responded to a series of true or false questions about conception, contraception and STIs. The table below lists the number and percentage of students who answered
these questions correctly. The level of student knowledge at your school was broadly comparable to the average for all six pilot schools. Students across the board
demonstrated particularly low levels of knowledge in relation to: doctor-patient confidentiality in the case of pregnancy under the age of 16; the efficacy of withdrawal as a
reliable method of contraception; and the utility of the [UD (copper coil) as a method of emergency contraception. These are highlighted in the table below. Students at your
school demonstrated a higher than average knowledge of the ability of young people under the age of sixteen to access free condoms and contraception. You may also want to
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pay attention to any gender differences in this data.

At your school Average for all six pilot schools
Answered Correctly Answered Correctly

Girls Boys All students Girls Boys All students
Are the following
statements true or false? | n % n % n % n % n % n %
A girl can get pregnant 73| 66.4 | 62 63.9 | 136 65.4 308 56.7 302 53.6 615 | 55.2
the first time she has sex
with a boy (TRUE)
Oral sex tends to be less 16 | 14.5 29 29.9 45 21.6 71 13.1 130 23.1 202 | 18.1
risky for catching STIs
(sexually transmitted
infections) (TRUE)
All infections caught from 56 | 50.5 52 54.2 | 109 52.4 196 36.2 223 39.8 421 | 379
having sex can be cured
with medical treatment
(FALSE)
If someone has an STI, 55| 50.9 56 58.9 | 112 54.9 220 40.8 246 43.9 470 | 42.4
they may not show any
signs of it (TRUE)
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If a girl under 16 tells a
doctor she may be
pregnant, legally the
doctor must inform her
parents (FALSE)

55 | 50.5 57 60 | 113 55.1 204 37.8 245 43.6 452 | 40.7
A girl can get pregnant if
she has sex standing up
with a boy (TRUE)
At your school Average for all six pilot schools
Answered Correctly Answered Correctly
Girls Boys All students Girls Boys All students

A girl cannot get pregnant
if the boy withdraws his
penis from her vagina
before ejaculation
(coming) (FALSE)

Wearing two condoms is
better protection against
STIs and unplanned
pregnancy than one
(FALSE)

29

26.1 33 35.1 62

30.1

108

20 122 219 231

20.9

Young people under 16
can get free access to
condoms and
contraception from a
sexual health clinic
without their parents
knowing (TRUE)

46

414 | 46 49.5 92

44.9

139

25.8 144 25.9 284

25.7
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22.9

252

213

118

24.8

133

30.7

62

35.5

33

26.9

29

to prevent pregnancy, it is

emergency contraception

(‘the morning after pill’)
hours of unprotected sex

contraception if inserted
up to five days after
having sex (TRUE)

most effective within 12
(TRUE)

If you need to use
These data could be used to inform the focus of student-led social marketing campaigns and the content of parent newsletters. Your school, for example, may want to focus a
campaign or newsletter item on reliable forms of contraception or the right of young people to access free, confidential medical advice providing they meet certain criteria.

The IUD (copper coil) can
be used as emergency
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APPENDIX 11

5. How well do students feel they can communicate with parents and carers about personal
matters?

Students were asked to indicate how easy they found it to talk to their male and female parents or
carers about personal things. The table displays information for students who reported they found it
‘quite easy’ or ‘very easy’ to talk to a parent or carer about personal

Students answering ‘ quite easy’ or ‘very easy’

At your school Average for all six pilot schools
Girls Boys All students Girls Boys All students
N % n % n % n % n % n %

Talking to a female 97 88.2 87 90.6 185 89.4 | 442 81.5 461 81.7 907 81.5
parent or carer about
personal things
Talking to a male 64 64.6 74 80.4 139 72.4 271 54.9 405 75.4 678 65.4
parent or carer about
personal things
Talking to a female or| 98 91.6 92 95.8 191 93.6 454 85.2 490 88.3 948 86.7
male parent or carer
about personal things

For your school, the majority of students (94%) indicated that they had a parent or carer (female or
male or both) with whom they found it quite easy’ or ‘very easy’ to talk to about personal things. This
was higher than the average for the whole sample of six pilot schools. Eighty eight percent of girls and
90% of boys who reported having a female parent or carer they live with or see regularly indicated that
they found it ‘quite easy’ or ‘very easy’ to talk them about personal things. While 67% of girls and
72% of boys who reported having a male parent or carer they live with or see regularly indicated that
they found it ‘quite easy’ or ‘very easy’ to talk to a parent or carer about personal things. These data
broadly reflect that of other schools in the pilot.

These data could be considered when planning the content of parent newsletters. You may, for
example, want to publish some of these data in the newsletter or consider including information that
might prompt conversations between students and male parents or carers.

1 Excludes students who reported not having a female carer they live with or see regularly.
2 Excludes students who reported not having a male carer they live with or see regularly.
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6. Do pupils know where to get help and advice about contraception, STIs and abuse?

We asked pupils if they knew where they could seek help and advice about contraception, STIs and abuse. The table below displays the responses for students answering

‘yes’ to these questions.

Students answering ‘yes’

At your school

Average for all six pilot schools

Girls

Boys

All students

Girls

Boys

All students

%

n

%

n

%

%

n

%

n

%

Do you know where
you could get medical
advice from a trained
health professional
about contraception?

44

40.7

40

43.5

85

42.3

221

41.6

241

44.5

467

43.2

Do you know where
you could get medical
advice from a trained
health professional
about STIs (sexually
transmitted
infections)?

46

42.6

46

50.5

93

46.5

194

36.6

241

44.8

438

40.7

Do you know who you
could speak to at your
school if you were to
experience unwanted
sexual touching or

sexual abuse?

60

55

58

63.7

118

58.7

340

64.3

328

61.2

674

62.8
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Do you know who you 59 | 54.6 58 63.7 118 59 366 68.9 337 62.4 | 708 65.6
could speak to at your
school if you were to
experience sexual
harassment from
another pupil?

Do you know who you 53 | 49.5 48 52.2 102 51 242 46.1 240 446 | 487 45.4
could speak to at your
school about
contraception and
sexual health?

Only 42% of students knew where they could get advice about contraception from a trained medical professional while only 47% knew where they could get advice from a
trained medical professional about STIs. Around 50-60% of students knew to whom they could speak at their school about contraception and sexual health; if they
experienced unwanted sexual touching or abuse; or sexual harassment at school. These data broadly reflect that across all pilot schools. The data could be used to lend
support for the review of school-based and local sexual health services element of Positive Choices and could usefully be shared with staff and students carrying out the
review.
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7. How common is the sharing of naked or semi-naked pictures among students and sexual harassment at school?

We asked students if they had ever shared sexual images of themselves or received them from other people and if they had ever experienced sexual harassment at school

before. The table below illustrates those responding ‘sometimes’ or ‘often’ to these questions.

Students answering ‘sometimes’ or ‘often’
At your school Average for all six pilot schools

Girls Boys All Students | Girls Boys All Students

n % n % n % n % n % n %
I have shared with 1 09 2 2.4 3 1.6 2 0.4 5 1 7 0.7
someone a naked or semi-
naked image of myself
Someone has shared with 4 3.7 6 7.3 10 5.2 27 5.1 24 4.8 52 5
me a naked or semi-naked
image of themselves
| have experienced sexual 4 3.7 0 0 4 2.1 12 2.3 3 0.6 15 1.4
harassment at school

0T06044d/0TEE 0T :10A

Very few students at your school reported having sent naked or semi-naked pictures of themselves or receiving them from other people. Similarly, very few students reported
having experienced sexual harassment at school. Rates were, however, marginally higher than the average for all the six pilot schools. From the evidence presented here,
‘sexting’ (sharing sexual images) is not common among year 8 pupils in this or all pilot schools. Sexual harassment rates are also low, although the data suggests that across
the pilot schools girls are four times more likely to experience this than boys.
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Appendix 12 Agreement between teacher
logbooks and researcher observation

TABLE 46 Logbook/researcher observation agreement: SHPC meeting 1, intervention school 1

Covered in
Variable logbook
Topic
*Role and activities of the SHPC Y

*Timeline of SHPC activities
*Working agreement

*Roles of committee members
*Launch of Positive Choices

*School needs assessment data and
selection of ‘add-on’ topics

*Parent communication/newsletters Y
*Student-led social marketing

*Review of school sexual
health services

School policies to support
sexual health

Actions

*Timeline of SHPC activities
*Working agreement

*Roles of committee members
*How to launch Positive Choices

*Where to concentrate the curriculum
based on needs assessment

*How to deliver parent Y
communication/newsletters

*Content of parent newsletters

*How to recruit student-led
social-marketing team

*Which student-led social-marketing
campaigns should be run in school

*Who will carry out the review of
school sexual health services

*How the review of school sexual
health services will be carried out

Opportunities for discussion? Y

Total

Agreement Disagreement: Disagreement:
between covered in covered in

Covered in loghook and logbhook, not  observation,
observation observation observation not logbook

Y Y
Y Y
Y Y
Y Y
9 (100%) 0 (0%) 0 (0%)
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APPENDIX 12

TABLE 47 Logbook/researcher observation agreement: SHPC meeting 2, intervention school 1

Agreement Disagreement: Disagreement:
between covered in covered in

Covered in Covered in logbook and logbook, not observation,
Variable logbook observation observation observation not loghook

Topic

*Role and activities of the SHPC
*Timeline of SHPC activities
*Working agreement

*Roles of committee members
*Launch of Positive Choices

*School needs assessment data Y
and selection of ‘add-on’ topics

*Parent communication/
newsletters

*Student-led social marketing

*Review of school sexual
health services

School policies to support
sexual health

Actions

*Timeline of SHPC activities

*Working agreement

*Roles of committee members

*How to launch Positive Choices Y

*Where to concentrate the Y
curriculum based on needs
assessment

*How to deliver parent
communication/newsletters

*Content of parent newsletters

*How to recruit student-led
social-marketing team

*Which student-led social-
marketing campaigns should be
run in school

*Who will carry out the review of
school sexual health services

*How the review of school sexual
health services will be carried out

Opportunities for discussion? Y Y Y

Total 5 5 5 (100) 0(0) 0(0)
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TABLE 48 Logbook/researcher observation agreement: SHPC meeting 1, intervention school 4

Agreement Disagreement:  Disagreement:
between covered in covered in

Covered in Covered in loghbook and logbook, not observation,
Variable logbook observation observation observation not loghook

Topic

*Role and activities of the SHPC
*Timeline of SHPC activities
*Working agreement

*Roles of committee members

*Launch of Positive Choices

< < < < =< <
< < < < =< <
< < < < =< <

*School needs assessment data
and selection of ‘add-on’ topics

*Parent communication/ Y Y Y
newsletters

*Student-led social marketing Y Y Y

*Review of school sexual
health services

School policies to support
sexual health

Actions
*Timeline of SHPC activities
*Working agreement

*Roles of committee members

< < < <
< < < <
< < < <

*How to launch Positive Choices

*Where to concentrate the
curriculum based on needs
assessment

*How to deliver parent Y N Y
communication/newsletters

*Content of parent newsletters Y N Y

*How to recruit student-led
social-marketing team

*Which student-led social-
marketing campaigns should be
run in school

*Who will carry out the review of
school sexual health services

*How the review of school sexual
health services will be carried out

Opportunities for discussion? Y Y Y

Total 14 13 12 (86) 1(7) 1(7)
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TABLE 49 Logbook/researcher observation agreement: SHPC meeting 2, intervention school 4

Agreement Disagreement: Disagreement:
between covered in covered in

Covered in Covered in logbook and logbook, not observation,
Variable logbook observation observation observation not loghook

Topic

*Role and activities of the SHPC
*Timeline of SHPC activities
*Working agreement

*Roles of committee members
*Launch of Positive Choices

*School needs assessment data Y Y Y
and selection of ‘add-on’ topics

*Parent communication/
newsletters

*Student-led social marketing

*Review of school sexual
health services

School policies to support
sexual health

Actions

*Timeline of SHPC activities
*Working agreement

*Roles of committee members
*How to launch Positive Choices

*Where to concentrate the Y Y Y
curriculum based on needs
assessment

*How to deliver parent
communication/newsletters

*Content of parent newsletters

*How to recruit student-led
social-marketing team

*Which student-led social-
marketing campaigns should be
run in school

*Who will carry out the review of
school sexual health services

*How the review of school sexual
health services will be carried out

Opportunities for discussion? Y Y Y

Total 3 3 3(100) 0(0) 0(0)
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TABLE 50 Logbook/researcher observation agreement: SHPC meeting 3, intervention school 4

Agreement Disagreement:  Disagreement:
between covered in covered in

Covered in Covered in loghbook and logbook, not observation,
Variable logbook observation observation observation not loghook

Topic

*Role and activities of the SHPC
*Timeline of SHPC activities
*Working agreement

*Roles of committee members
*Launch of Positive Choices

*School needs assessment data
and selection of ‘add-on’ topics

*Parent communication/
newsletters

*Student-led social marketing

*Review of school sexual Y Y Y
health services

School policies to support
sexual health

Activities

*Timeline of SHPC activities
*Working agreement

*Roles of committee members
*How to launch Positive Choices

*Where to concentrate the
curriculum based on needs
assessment

*How to deliver parent
communication/newsletters

*Content of parent newsletters

*How to recruit student-led
social-marketing team

*Which student-led social-
marketing campaigns should be
run in school

*Who will carry out the review of Y Y Y
school sexual health services

*How the review of school sexual Y Y Y
health services will be carried out

Opportunities for discussion? Y Y Y

Total 4 4 4 (100) 0(0) 0 (0)
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TABLE 51 Logbook/researcher observation agreement: student curriculum lesson, intervention school 1

Readiness for intimacy

Topic

*Your own and others’ decision-
making related to sex

*Factors that may affect
decisions to do with sex including
alcohol

*Factors that are important for a
safe and comfortable sexual
relationship

*The ability to communicate
about contraception and what is
pleasurable are skills that will
support good sexual health
including enjoyable relationships

*Personal concept of ‘readiness’
for sexual intimacy

Activities

*Activity 1: Decisions about sex -
values activity

*Activity 2: Ready or not?

*Activity 3: Alcohol and other
drugs

*Activity 4: ‘Pass it on’
Opportunities for discussion?

Total

Covered in
logbook

10

Agreement Disagreement: Disagreement:

between covered in covered in
Covered in logbook and logbook, not observation,
observation observation observation not loghook

Y Y
Y Y
Y Y
N N Y
Y Y
Y Y
Y
Y
9 (90) 1(10)
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TABLE 52 Logbook/researcher observation agreement: student curriculum lesson, intervention school 3

Agreement Disagreement:  Disagreement:

between covered in covered in
Covered in Covered in loghbook and logbook, not observation,
Consent logbook observation observation observation not loghook
Topic
*What consent means Y Y

*Different ways of
communicating non-consent

*What sexual consent means, Y N Y
why it is different

*Why sexual consent is important Y

*Consent requires choice,
freedom, and capacity -
responsibility lies with the person
seeking consent

*Factors that might affect the Y Y Y
capacity to consent

*The legal age of consent

*The age at which most young
people start having sex

Activities
*Activity 1: What is consent?

*Activity 2: Parallel lines and
personal boundaries

*Activity 3: Sexual consent what's Y Y Y

the difference?

*Activity 4: Sex and the law - Y Y Y

quick quiz

Opportunities for discussion? Y Y Y

Total 13 12 12 (92) 1(8)
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TABLE 53 Logbook/researcher observation agreement: student-led social-marketing meeting, intervention school 1

Agreement Disagreement: Disagreement:

between covered in covered in
Covered in Covered in logbook and logbook, not observation,
logbook observation observation observation not loghook
Topic
*Selecting campaign topics/focus Y Y Y
*Review of needs assessment Y N Y

data on topic to inform ideas/key
messages for campaigns

*Whether to target subgroups

*Selecting campaign activities
(the ‘marketing mix’)

*The benefit to students Y Y Y
(the ‘exchange’)

*Barriers to achieving behaviour Y Y Y
change goal (the ‘competition’)

*Date for group to attend SHPC
to pitch ideas

*Pitching ideas to the SHPC/SLT

*Finalising a campaign plan

Activities

*Topic or focus of campaigns? Y Y

*How needs assessment data will Y N Y
inform campaign ideas/key

messages?

*Key campaign messages
*Whether to target subgroups

*What campaign activities to use
(the ‘marketing mix’)

*What the benefit of the Y Y Y
campaign to students will be
(the ‘exchange’)

*Plan to overcome barriers to Y N Y
achieving behaviour change goal
(the ‘competition’)

*Date for group to attend SHPC Y N Y
to pitch ideas

*Final campaign plan
Opportunities for discussion? Y Y Y

Total 15 10 10 (67) 5(33)
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Appendix 13 Acceptability of Sex
Education Forum-delivered training

TABLE 54 Acceptability of SHPC training

Intervention schools

1 2
Number of satisfaction surveys received 3 (75) 3 (100) 1 (100) 2 (100) 9 (90)

Answering covered well or very well (n, %)

Introduction to Positive Choices 3 (100) 3 (100) 1 (100) 2 (100) 9 (100)
Introductions to each other 3 (100) 3 (100) 1 (100) 2 (100) 9 (100)
How to work together as a mixed student/staff group 3 (100) 3 (100) 1(100) N/A* 7 (100)
Role of the SHPC 3(100) 3(100) 1(100) 2(100) 9 (100)
The six programme components 3 (100) 3 (100) 1 (100) 2 (100) 9 (100)
How to set up and organise your council 2 (67) 3 (100) 1 (100) 2 (100) 8 (89)

Launching Positive Choices in your school 3 (100) 3 (100) 1 (100) N/A? 7 (100)
Using needs data to inform the launch of Positive Choices 2 (66.6) 3 (100) 1 (100) N/A? 6 (89)

Using needs data in parent communications 3 (100) 3 (100) 1 (100) 2 (100) 9 (100)
Using needs data to select curriculum components 2 (67) 3 (100) 1 (100) 2 (100) 8 (89)

Planning next steps for your SHPC 3 (100) 3 (100) 1 (100) 2 (100) 9 (100)

Answering yes (n, %)

Did the training provide sufficient opportunities for discussion? 3 (100) 3 (100) 1 (100) 2 (100) 9 (100)
Answering good or excellent (n, %)

Overall, how would you rate this training? 3 (100) 3 (100) 1 (100) 2 (100) 9 (100)
Answering confident or very confident (n, %)

How confident do you feel about putting into practice what 3 (100) 3 (100) 1 (100) 2 (100) 9 (100)
you have learnt today?

Answering yes (n, %)

Would you recommend this training to other colleagues? 3 (100) 3 (100) 1(100) 2(100) 9 (100)

N/A, not applicable.

a This training was modified slightly following first delivery at intervention school 4. The training did not initially
include specific items on working together as a mixed student/staff team or the launch of Positive Choices, so
participants were not asked about these items.
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TABLE 55 Acceptability of curriculum training

Intervention schools

1

Number of satisfaction surveys received 5(100) 0 (0) 5(100) 4 (100) 14 (100)

Answering covered well or very well (n, %)

Current legislation and new RSE guidance 5(100) Missing 5(100) 4(100) 14 (100)
Statutory and non-statutory responsibilities for RSE 5(100) Missing 4 (80) 4(100) 13 (93)
The 12 statements of good quality RSE 2 (40) Missing 3 (60) 4 (100) 9 (64)
Developing learning agreements 5(100) Missing 4 (80) 4 (100) 13 (93)
The year 8 pupil needs survey: what pupils want from RSE 4(100) Missing 5(100) 4(100) 14 (100)
Overview of the Positive Choices programme, its principles 5(100) Missing 5(100) 4(100) 14 (100)
and evidence base

The Positive Choices Curriculum Framework 5(100) Missing 4 (80) 4 (100) 13(93)
Introducing the Positive Choices lesson plans 5(100) Missing 5(100) 4 (100) 14 (100)
Employing differentiation in the lesson plans 0 (0) Missing 3 (60) 3(75) 9 (64)
Practically using lesson 1 (male and female body) 0 (0) Missing 2 (40) 0 (0)* 2 (14)
Ways to create a safe learning environment 5(100) Missing 5(100) 4(100) 14 (100)

The value of warm-up activities, and other distancing techniques 0 (0) Missing 5(100) 3 (75) 8 (57)
Practically using lesson 2 (fertility, conception and contraception) 4 (80) Missing  5(100) 3 (75) 12 (86)

Practically using lesson plan 3 (safer sex and STlIs) 4 (80) Missing  5(100) 4(100) 13(93)
Using lesson plan 10 on FGM 6 (60) Missing 0 (0)? 4 (100) 10(71)
The Positive Choices homework activities 4 (80) Missing 4 (80) 4 (100) 12 (86)
Signposting to further information and services 2 (40) Missing 3 (60) 4 (100) 9 (64)
Developing skills in assertive communication and dealing 4 (80) Missing 4 (80) 3 (75) 11 (78)
with conflict

Answering questions in the classroom 4 (80) Missing 3 (60) 2 (50) 9 (64)
Assessment strategies 3 (60) Missing 2 (40) 1(25) 6 (43)
Individual action planning 4 (80) Missing 3 (60) 1(25) 8 (57)
Sources of support to assist with curriculum delivery 3 (60) Missing 3 (60) 1(25) 7 (20)

Answering yes (n, %)

Did the training provide sufficient opportunities for discussion? 5(100) Missing 5(100) 4(100) 14 (100)
Answering good or excellent (n, %)

Overall, how would you rate this training? 5(100) Missing 5(100) 4(100) 14 (100)
Answering confident or very confident (n, %)

How confident do you feel about putting into practice what 5(100) Missing 5(100) 4 (100) 14 (100)
you have learnt today?

Answering yes (n, %)

Would you recommend this training to other colleagues? 3 (60) Missing  5(100) 4 (100) 12 (86)

a This school did not cover this item because they were not planning to teach this lesson.
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TABLE 56 Acceptability of student-led social-marketing training

Intervention schools

1 p

Number of satisfaction surveys received 1(100) 0 (0) 1(100) 0 (0) 2 (100)

Answering covered well or very well (n, %)

Introduction to the day 0 (0) Missing 1 (100) Missing 1 (50)
Introductions to each other 1(100) Missing 1(100) Missing 2 (100)
Group agreement and its purpose 0 (0) Missing 1 (100) Missing 1 (50)
Introduction to marketing 0 (0) Missing 1 (100) Missing 1 (50)
Introduction to social marketing 0(0) Missing 1 (100) Missing 1 (50)
How to choose a campaign topic 0 (0) Missing 1 (100) Missing 1 (50)
How to carry out consumer research 1(100) Missing 1(100) Missing 2 (100)
How to design a social-marketing campaign 1(100) Missing 1(100) Missing 2 (100)
Next steps for implementing the student-led social marketing 0 (0) Missing 1 (100) Missing 1 (50)

in your school

Answering yes (n, %)

Did the training provide sufficient opportunities for discussion? 1(100) Missing 1(100) Missing 2 (100)
Answering good or excellent (n, %)

Overall, how would you rate this training? 1(100) Missing 1(100) Missing 2 (100)
Answering confident or very confident (n, %)

How confident do you feel about delivering the Positive Choices 1 (100) Missing 1 (100) Missing 2 (100)
Classroom Curriculum?

Answering yes (n, %)

Would you recommend this training to other colleagues? 1(100) Missing 1(100) Missing 2 (100)
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