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emotional suppression to preserve group harmony,
patients with cancer are reluctant to disclose their
feelings to family or friends to avoid being a burden
or disrupting relationships.® Such emotional restraint
could hinder early detection and diagnosis of comorbid
mental health disorders. Furthermore, Chinese adults
with mental health illnesses are hesitant to seek help
from psychiatrists because of their unfamiliarity with
and distrust of mental health services and concerns
about affordability.”

We propose several recommendations to address
the mental health burden among Chinese patients
with cancer. First, as part of National Comprehensive
Cancer Network guidelines, brief psychological distress
screenings should be integrated into clinical care
settings throughout the cancer care continuum to
facilitate early detection of mental health disorders
and timely referral to mental health specialists. To
address the shortage of mental health professionals in
cancer care, a psycho-oncology training system could
be established to improve oncology nurses’ skills in
managing common mental health disorders.® Second,
situating mental health providers in community
health centres and co-locating them in cancer clinics
would facilitate access to mental health care, because
these venues are where patients receive post-cancer
treatment services. Third, educational programmes,
peer support groups, and social media platforms would
be helpful to reduce the stigma related to cancer and
mental health disorders and help enhance patients’
receptiveness to psychological treatments. Fourth,
more supportive resources are needed to alleviate
the caregiving burden on family members, including
psychological, financial, and employment support.
For example, couple-based psychosocial interventions
have shown benefits in lessening psychological
distress for patients and caregivers, and in improving

relationships.” Fifth, policies to increase public health
insurance coverage for mental health treatment should
be considered to foster patients’ access to good-quality
mental health care.

We declare no competing interests. This study was supported by grants from the
National Key R&D Program of China (2018YFC2000700) and the National
Natural Science Foundation of China (82030099, 81630086, and 72004133).
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Mitigating the impacts of COVID-19: where are the mental

health trials?

COVID-19 prompted rapid mobilisation of health
services and medical science in the face of unprecedented
challenges. When COVID-19 emerged in 2020, medical
science delivered, and delivered quickly. Using large-scale
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multicentre trials, researchers in partnership with health
services established the ability of cheap and scalable
interventions (such as corticosteroids) to save lives,
and rapidly showed the futility of anecdotally endorsed
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repurposed drugs (such as hydroxychloroquine). The
effectiveness of vaccinations was quickly established in
phase 2 and 3 trials, providing the confidence to roll out
successful vaccine programmes.

Trials have been fundamental to the global pandemic
response, but mental health has not been part of this
success story. In short, the mental health research
community has been successful at describing the
nature of the impact of COVID-19, but less successful at
generating solutions and providing clinical trial data to
establish what works in mitigating the impacts.

In the first instance, insight can be gained from
looking back at the initial efforts of the mental health
community, in planning for the evolving pandemic. In
March, 2020, an important rapid review was published
in The Lancet.! Brooks and colleagues explored
the anticipated psychological impact of COVID-19
(specifically the societal disruption that lockdown,
infection, and quarantine would cause), and what
might be done to mitigate this. They predicted negative
effects on mental health, and made broad suggestions
for a public health response, including identification
of those at greatest risk (such as health workers or
people with pre-existing psychiatric illness). On the
basis of limited trial evidence, the authors suggested
some therapeutic options to reduce these effects, such
as support groups for people who were quarantining
at home. However, they noted a dearth of trial-based
evidence to inform the mitigation of psychological
impact and were unable to say with any confidence
what would work. Two Position Papers from early
in the pandemic also highlighted research priorities
in understanding the psychological impact of the
pandemic;*? these formed a starting point from which
to coordinate and deploy research effort and resources.
The need to assemble evidence of what works to
mitigate mental illness was generally recognised, but
the papers offered no specific encouragement to deliver
an ambitious trials programme. The emphasis in both
of these documents was on mapping psychological
effects and underlying mechanisms.

Since these initial publications, others have observed
a rapid growth in activity among the mental health
research community,** but this research has been more
about describing the problem rather than intervening.
A thoughtful paper by Demkowicz and colleagues®
detailed a rapid but fragmented response, referring to

the high volume of research studies with overlapping
survey designs capturing quantitative data around
depression, anxiety, and loneliness. Many of these
studies have used suboptimal sampling methods*
or analytical methods that do not account for biases
or confounding. Demkowicz and colleagues make
important suggestions for improving cross-institutional
collaboration, but make few comments on whether or
how the research community has helped to mitigate
the impact of COVID-19. Specifically, clinical trials are
scarcely mentioned.

In terms of the physical health response, the UK was
at the forefront of the rapid evaluation of existing or
repurposed treatments. The randomised evaluation of
COVID-19 therapy (RECOVERY) trial is the most notable
example in which the time from design to delivery of
trials was reduced from years to weeks. Trialists drafted
the RECOVERY protocol on March 10, 2020, and
the results were announced for dexamethasone just
98 days later, after enrolling more than 11000 patients.®
Thereafter, the treatment of COVID-19 evolved rapidly
and survival rates were transformed. In short, rapidly
completed trials saved lives.

How was this possible? The UK was able to make rapid
advances after years of strategic investment in the
National Health Service (NHS) research infrastructure
(including comprehensive research networks). At
the start of the pandemic, researchers were told to
halt all non-COVID-19 research and devote NHS
research infrastructure to understanding and fighting
the pandemic. A national prioritisation process was
instituted (the National Institute for Health Research
Urgent Public Health [UPH] COVID-19 Programme).
By May, 2021, 98 UPH studies had been supported
following an assessment process and scrutiny by a
specially constituted committee. The UPH Programme
most notably supported the RECOVERY trial platform,
which has now recruited more than 40000 participants
to trials of physical treatments.® Surprisingly, only
two UPH studies relate to mental health: our own trials
(the behavioural activation in social isolation [BASIL]
trial’ and a follow-on trial BASIL+ ISRCTN63034289),
designed to evaluate brief psychosocial interventions
to prevent depression and loneliness in susceptible
populations (a research priority identified by Holmes
and colleagues’ and O’Connor and colleagues?).
Two other ambitious randomised controlled trials are
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underway in the UK to specifically address mental health
needs within the COVID-19 context: the supporting
parents and kids through lockdown experiences trial
(also known as SPARKLE), which examines the use of
a smartphone application for parents to mitigate the
emotional and behavioural impacts of COVID-19 on
families;® and the child anxiety treatment in the context
of COVID-19 (CoCAT) trial, which is evaluating an
online intervention for children with anxiety problems
during COVID-19 restrictions. These were not adopted
by the UPH Programme. The paucity of psychosocial
evaluative research mirrors the global imbalance in
trials, among which research activity has focussed on
pharmaceutical interventions rather than behavioural or
public health solutions to the pandemic. However, there
are examples of psychological insights and behavioural
theory being used to design and test interventions
aimed at combating so-called vaccine hesitancy.”

What have we learned from delivering mental health
trials in the time of COVID-19? First, trials can be more
efficient. When supported by the UPH Programme and
with a facilitative approval process, we were able to
design the BASIL trial and recruit the first participant
within 11 weeks. 12 NHS Trusts signed up to deliver the
BASIL trial. For CoCAT, the time from the study start
date to first recruitment was 14 weeks, with 19 NHS
Trusts participating, and this was mostly attributable to
an efficient approvals process. The UPH approach and
approvals process provides an important lesson for the
efficient delivery of trials in mental health and we should
not discard this model after the pandemic.

Second, trials require large collaborative networks
in their design and delivery. The fragmentation and
duplication of effort by the mental health research
community during COVID-19 is now clearly described,®
and we believe describing the nature of the problem
via repeated surveys has acted against the collective
delivery of trials. Patients and the public should
expect collaboration, coproduction, and research pri-
oritisation to deliver fully powered trials. Again, the
RECOVERY trial shows this approach is possible, with
176 hospitals signed up and recruiting within weeks,
and a series of treatment uncertainties resolved quickly.®
As one treatment uncertainty was resolved, further
questions were prioritised by an independent expert
group. We speculate that funders will expect this level
of collaboration, responsiveness, and efficiency in
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the future. We also reflect on the positive experience
reported by collaborating centres from the CoCAT and
BASIL trials. As with RECOVERY, for many clinicians
it was their first experience of trial collaboration. By
contributing to collaborative interventional research,
they told us they gained personally and professionally.

COVID-19 will have continuing and long-term effects
on mental health, and many unknowns remain. For
some problems, the scaling up of existing treatments
is a sufficient response. However, many problems
will be new and will exacerbate pre-existing health
inequalities;” these will require new evidence-informed
solutions. Some of the impacts of COVID-19 will be on
sections of the population for whom innovative (and
unevaluated) methods of delivery (such as eHealth) are
needed in non-mental health settings, such as schools.
Other impacts are on the NHS workforce, for whom the
problems of workplace stress and moral injury require
scalable interventions and decisions about when,
how, and whether to intervene. Some new problems,
such as long COVID, will require increased integration
of psychosocial models of care with physical health
services. When evidence is not available to inform
mental health practice and policy, then trials should
be rapidly designed and delivered at scale to determine
which treatment approaches work and discard those
that are ineffective. Mental health should always be
considered with physical health, and this has become
even more urgent during COVID-19. Our speciality
has not yet delivered the equivalent of the RECOVERY
trial and we should reflect on why this is. Surveys are
a necessary response, but not a sufficient response.
We would suggest that now is the time to rebalance
research activity away from describing the nature
of the problem, to intervening and evaluating what
works.

SiG, DE, SaG, EL, DMcM, and CAC-G each obtained funding for and designed the
NIHR COVID-19 behavioural activation in social isolation (BASIL) trials. BASIL is
funded by NIHR Programme Grants for Applied Research (grant number
RP-PG-0217-20006). DE is a member of the committee that adopts and
monitors studies for the NIHR Urgent Public Health COVID-19 Studies
programme. DMcM is an independent member of the trial steering committee
for the Co-CAT trial, which is funded by the Department of Health and Social
Care (DHSC) and UK Research and Innovation (UKRI) mental health
programme. JW is Director of the Bradford Institute for Health Research, and is
Director of the NIHR Yorkshire and Humberside Applied Research Collaboration.
He was in charge of the delivery of NIHR Urgent Public Health COVID-19 Studies
(including the RECOVERY trial) in an NHS hospital trust (Bradford Royal
Infirmary and the Bradford Institute for Health Research). CCis principal
investigator for the CoCAT trial (funded by the DHSC and UKRI mental health
programme) and co-investigator for the SPARKLE trial and Co-SPACE study
(both funded by the UKRI COVID-19 responsive mode).

For more on the CoCAT trial see
https://osiresearch.org.uk/co-cat/
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