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Background
Reducing youth drug use is a public health priority.

lllicit drug use in UK adolescents is still among the highest in Europe. The latest UK data,
from 2018, indicate around 37% of 15-year-olds have used illicit drugs.! This is a 13-
percentage point increase from the 2014 2 and one percentage point increase from 2016.3 In
2019/2020, 18,464 11-18 year olds received specialist drug treatment, 69% doing so for
cannabis use; the median age at treatment was 15-years old.* The latest data on traffic to
the Talk to FRANK website showed it received 180,000 more visitors in January 2019 than

the previous year, suggesting demand for information on drugs had increased.®

The impact of the COVID-19 pandemic on adolescent drug use is unclear. The five pre-print
or peer review publications examining drug use before to after pandemic restrictions were
introduced have reported drug use increasing, 7 decreasing 8, and remaining stable.® °
One Canadian cohort found the use of cannabis among 16-year olds increased. ¢ Of the two
US cohorts, one with 17-18 year olds found no change in the prevalence of cannabis use, °
and the other with 14 year olds found the misuse of prescription drugs increased but other
illicit drugs remained stable.'® A Spanish cohort of students aged 14-18 years found the
percentage screening for cannabis dependency decreased from 5.6 to 4.6%,® and a Dutch
cohort of adults who were daily cannabis users found cannabis use increased.” We could
not find any published studies or pre-prints on the impact of the pandemic on UK

adolescents’ illicit drug use.

To our knowledge, there has not been a comprehensive systematic review of school-based
drug prevention since the study was funded. The latest Cochrane review of school-based
drug prevention showed, on average, no protective effect on illicit drug use after 12 months
(only 2 out of 51 RCTs were in the UK).!! This review and other studies highlight the
methodological weaknesses in the existing evidence base. These include: small sample
sizes, potential contamination, 2 inadequate reporting of randomisation, ! a failure to

account for clustering,*® a lack of registered protocols and independent evaluation.*

Expressed need for drug prevention and evaluation of FRANK friends

FRANK friends was developed in a NIHR PHR funded pilot study.*® This pilot was funded

under a PHR commissioned call. The study met all progression criteria, leading to this full-
scale evaluation. The acknowledged public health importance of new research into youth

drug use by the NIHR has continued with a NIHR Policy Research Programme

commissioned call to explain increases in youth drug use that closed in January 2021.
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The UK Government’s Advisory Council for the Misuse of Drugs has noted that the majority
of drug prevention in the UK is not evaluated and recommended more economic analyses
are funded.'® The National Institute of Health and Care Excellence (NICE) guidance on drug
prevention for vulnerable people noted the recommendations made were limited due to the
lack of evidence.!” In 2020, Dame Carol Black's independent review of drugs focused on
prevention, treatment and recovery recommended that UK government policy focused on
school-based drug prevention coupled with robust scientific evaluation.'® The UK
government response committed to school-based drug education with evaluative research.®
The FRANK friends study directly addresses this expressed lack of robust evaluation and

economic analysis of illicit drug prevention in the UK.

The UK Home Office included the ASSIST+FRANK study, which led to the development of

FRANK friends, in their 2017 review of the drug strategy?® and Scottish Government similarly

also noted their interest.?! A report in 2019 by the All Party Parliamentary Group into the
Psychoactive Substances Act also highlighted the evaluation of FRANK friends.?? These
reports demonstrate a strong and sustained interest in an evaluation of the FRANK friends

intervention among UK policy makers.

The NIHR PHR programme funded a multicentre cluster randomised controlled trial to
evaluate the effectiveness and cost-effectiveness of FRANK friends in May 2018. The latest
protocol is available here: https://fundingawards.nihr.ac.uk/award/17/97/02.

Progress

The study met all of its milestones up until the UK wide lockdown on the 9th of March
2020. Forty schools in England and Wales were recruited, randomised, and baseline data
collected from 6,672 students (response rate = 94.3%). By March 2020 intervention delivery
was complete in five schools and had begun in another eight. In the process evaluation case
study schools, data collection was complete in one of the two case studies in the Welsh site
and partially complete in the second. The UK wide lockdown resulted in the cancellation of
all remaining intervention delivery sessions and case study process evaluation data
collection. In June 2020, the FRANK friends Trial Management Group decided the impact of
COVID-19 related delays on intervention delivery was likely to reduce the effectiveness of
the intervention to such an extent that it was no longer scientifically sensible to continue with
the cohort of recruited students and that the study should be restarted. The study was
therefore placed on hold and all trial staff were made redundant or redeployed onto other

studies. All schools were informed that the study would close on 30th November 2020.
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In January 2022 the Trial Steering Committee (TSC) reviewed a proposal to restart
the study in April 2023 and provided a letter supporting this plan. However in March 2022,
after careful consideration, the NIHR decided not to fund the variation to contract required to

restart the study.

Lessons learned

The study met all its milestones up until the UK wide lockdown. There are therefore limited
lessons to be learned. The following are reflections on the trial methods processes used with
suggestions that may increase the efficiency of recruitment and data collections. These may

be useful to consider in the design of other studies.

Identifying the number of eligible sites at centres

FRANK friends was conducted in two geographical areas (South Wales and the West of
England). All state secondary schools within a one and half hours travel time from the
recruiting centres based in the Centre for Trials Research in Cardiff and the University of
Bristol were eligible for inclusion in the sampling frame. Schools were then excluded if they
were: fee paying, special schools (e.qg. for those with learning disabilities), pupil referral units,
those that received the FRANK friends intervention in the pilot, any school likely to be closed
or merged with another school during the trial period, schools with less than 60 students in
Year 9.

In South Wales there were 138 schools in the sample frame and 13 (9.4%) did not meet
the eligibility criteria. In the West of England, there were 173 schools in the sample frame
and 54 (31.2%) that did not meet the criteria. Of the 54 ineligible in the West of England, 43
(79.7%) were excluded because they were fee paying. The larger number of ineligible

schools in the West of England meant fewer were available to recruit.

Lesson learned: Removing the eligibility criteria that schools are not fee paying could have

potentially expanded the sample frame. However, as many fee-paying schools have fewer
than 60 students per year, removing this criterion may not have added many schools.
Studies would ideally make assessments of the number of eligible sites before centres are
chosen. As this requires significant staffing to determine this may not be realistic. If this
study were restarted, removal of either the fee paying criterion or West of England centre

would likely speed up recruitment.

Impact of stratified random sampling on recruitment
The study used stratified random sampling. The two strata were country (South Wales, West

of England) and the school-level percentage of students eligible for free school meals (above
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the country level median vs. below). A list of schools that were eligible were created in each
of the study strata and then randomly ordered.

The sample size calculation indicated that we needed to recruit 40 schools (24 in South
Wales; 16 West of England). In order to meet study milestones, we initially invited more than
40 schools. In South Wales 48 eligible schools were initially invited to participate. Of these,
24 were recruited and four also interested so held in reserve, resulting in a school
recruitment rate of 28/48 = 58.3%. In the West of England, 48 schools were also initially
invited. As recruitment was slower in the West of England, the rest of the schools in the
sample frame were invited in blocks over a three-month period. Recruiting the required 16
schools required all schools in the West of England sample frame to be invited, resulting in a

school recruitment rate of 16/119= 13.4%.

Lessons learned: An alternative approach to school recruitment would be to invite all

schools in each stratum at the study outset. This would have likely reduced the staff time
spent on recruitment and sped up school recruitment. Other studies that have taken this
approach have found that schools recruited were comparable to those who were not on
school and student-level characteristics available in routine data (e.g. % students eligible for

free schools means, % with special educational needs).?

Impact of stratified randomisation on the time to intervention delivery

In the study, stratified block randomisation using the same stratifying variables as in the
sample frame were used. Block sizes of varying block size (2, 4 or 6) were selected at
random within each of the four strata (South Wales/ West of England and above vs below
the median percentage of students eligible for FSM). To minimise ascertainment bias,
allocations were only revealed after baseline data collections were completed. The impact of
stratified randomisation was that we needed to wait until baseline data collection was
completed (i.e. including collecting data from all absentee sessions) in a block before
allocations were revealed and intervention delivery can start to be planned. For example,
using the presents study as an example, a worst-case scenario would be a block size of six
being selected. This would mean allocations would not be revealed, and intervention delivery
not start to be planned, until the sixth schools data collections in that strata was complete.

If the median school-level FSM eligibility was prognostic of our primary end point,
stratification on this factor should increase precision in the treatment effect. Table 1 below
shows exploratory analysis of the baseline data. In this multilevel (students nested within
schools) logistic regression model, school-level FSM eligibility is not cross-sectionally

associated with lifetime illicit drug use. Individual-level FSM eligibility is positively associated
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with illicit drug use. Whilst the primary end point was lifetime illicit drug use at 15 years of
age, these analyses suggest there may be limited value in stratifying the study sample and
randomisation by school-level FSM. A more efficient method of increasing the precision of
the treatment effect would be to adjust for individual-level FSM eligibility.

Table 1. Association between school and individual free school meal eligibility and lifetime

drug use
Odds ratio (95% confidence interval)
Exposure Model 1 (n = Model 2 (n = Model 3 (n =
5,787) 6,390) 5,787)
Individual-level free school meal eligibility 1.67 (1.33, 2.10) 1.66 (1.32, 2.09)
School-level free school meal eligibility 1.25(0.96, 1.62) 1.11 (0.83, 1.47)

Reference categories are: an individual not reporting being eligible for FSM; a school being

below the median FSM eligibility percentage.

Lessons learned: The median percentage of students eligible for free school meals

stratifying factor was not associated with illicit drug use in the baseline data. This suggests
there will be minimal impact of stratification on this variable on precision in the estimated
treatment effect. Stratifying randomisation delays intervention delivery as you have to wait
until baseline data collections are completed in all schools in a block within each stratum.
Removal of this stratifying factor would increase the number of schools to fill a block as a
larger number would be available within each stratum (e.g. all schools in England regardless
of free school meal entitlement could be used to complete a block). The removal of the
school-level median percentage of FSM would mean randomisation could occur quicker and
the intervention could be implemented earlier. It may be more efficient to account for the
impact of FSM eligibility on the treatment effect by adjusting for student-level FSM eligibility

in the analysis rather than stratifying randomisation by school-level FSM eligibility.
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