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ABSTRACT

Introduction Face-touching behaviour often happens
frequently and automatically, and poses potential risk

for spreading infectious disease. Mindfulness-based
interventions (MBIs) have shown its efficacy in the
treatment of behaviour disorders. This study aims to
evaluate an online mindfulness-based brief intervention
skill named ‘STOP (Stop, Take a Breath, Observe, Proceed)
touching your face’ in reducing face-touching behaviour.
Methods and analysis This will be an online-based,
randomised, controlled, trial. We will recruit 1000
participants, and will randomise and allocate participants
1:1 to the ‘STOP touching your face’ (both 750-word

text and 5 min audio description by online) intervention
group (n=500) and the wait-list control group (n=500).

All participants will be asked to monitor and record their
face-touching behaviour during a 60 min period before
and after the intervention. Primary outcome will be the
efficacy of short-term mindfulness-based ‘STOP touching
your face’ intervention for reducing the frequency of face-
touching. The secondary outcomes will be percentage of
participants touching their faces; the correlation between
the psychological traits of mindfulness and face-touching
behaviour; and the differences of face-touching behaviour
between left-handers and right-handers. Analysis of
covariance, regression analysis, x2 test, t-test, Pearson’s
correlations will be applied in data analysis. We will recruit
1000 participants from April to July 2020 or until the
recruitment process is complete. The follow-up will be
completed in July 2020. We expect all trial results to be
available by the end of July 2020.

Ethics and dissemination The study protocol has been
approved by the Ethics Committee of Sir Run Run Shaw
Hospital, an affiliate of Zhejiang University, Medical College
(No. 20200401-32). Study results will be disseminated via
social media and peer-reviewed publications.

Trial registration number NCT04330352.

INTRODUCTION

Non-verbal behaviour plays an important role
in interpersonal relations and constitutes a
large amount of all communication. But self-
touching is usually not used to communicate
with others and is often done automatically

1,2

Strengths and limitations of this study

» This is the first randomised controlled trial (RCT) to
evaluate the efficacy of brief mindfulness interven-
tion to reduce face-touching behaviour.

» This is a theoretical framework guided (mindfulness-
based cognitive behaviour theory) large sample size
RCT to evaluate the efficacy of ‘STOP (Stop, Take
a Breath, Observe, Proceed) touching your face’
during the outbreak of COVID-19.

» ‘STOP touching your face’ programme is a free,
brief, simple and widely accessible mindfulness-
based behaviour change intervention.

» There is no digital videotape recording for the
behaviour of face-touching by researchers.
Alternatively, it will be self-monitored.

» This is only a brief intervention by internet. A face
to face long-term mindfulness intervention will help
participants gain the maximum benefits of practice.

without thinking about it at all in our daily
life." It might be one of the so called ‘autistic’
gestures when they have no evident rneaning.2
Spontaneous facial self-touching or face-
touching has been defined as the use of the
hand to touch the individual’s own face to scratch,
rub, groom or caress it. Research shows that
the average face-touching frequency ranges
from approximately 16° 28" times per hour.
Furthermore, research of face-touching
across handedness showed that lefthanded
individuals more frequently touch their face
than their counterparts.’

An increase in face-touching frequency
may result in increased risk of transmissible
infections, defined as self-inoculation or auto-
inoculation (a type of contact transmission
occurs when a person transfers an infectious
disease from one part of the body to another,
eg, when a contaminated hand makes subse-
quent contact with the nose and introduces
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contaminated material to those areas).®* Of all face-
touching behaviours, touching the Tzones will pose a
potential risk for transmission and acquisition of a range
of infectious diseases. Unfortunately, research found that
42.2%%44%"* of face-touching involved in contacting with
a mucous membrane. Even clinicians touch their T-zones
(the mucus membranes of the eyes, nose and mouth) as
frequently as 19 times on average within 2 hours.” Many
diseases can be spread by self-inoculation in this way,
including COVID-19.® ? Thus, the Centers for Disease
Control and Prevention and the WHO have been telling
people to stop touching their faces.

However, even we all know that stop touching our faces
will minimise spread of COVID-19 and other germs.
The question is how to stop this behaviour? Although
face-touching is often an automatic behaviour without
conscious thought or decision, research indicates that
the frequency of self-touching and the duration of touch
and contact are associated with cognitive and emotional
demands.” ' In addition to emotional states, especially
negative affect states, self-touching also has been linked
to information processing and production.'?

Raising self-awareness of face-touching behaviour
may be effective in reducing or avoiding this behaviour.
For example, every time when you touch your face, be
mindful, notice how you touched your face, check what
you are thinking, physical and psychological feeling or
your sensation that preceded it. This process or skill is
similar to ‘mindfulness practice’ developed by Kabat
Zinn."” Mindfulness can be defined as ‘Mindful Aware-
ness is the moment-by-moment process of actively and
openly observing one’s physical, mental and emotional
experiences’ (Mindful Awareness Research Center at the
University of California at Los Angeles). Mindfulness-
based interventions (MBIs) are proven to be clinically
efficacious in treatment of behavioural disorders, such
as alcohol drinking, smoking, gambling,"*"® attention
deficit/hyperactivity disorder,'” eating disorders,"™ '* as
well as in enhancing the emotional health of Chinese long-
term male prison inmates.” Increasing peoples’ aware-
ness of their habituated face-touching behaviour may
help individuals to avoid touching their face by contami-
nated hands, and decrease the risk of spreading infectious
diseases. The structured MBIs, such as mindfulness-based
stress reduction and mindfulness-based cognitive therapy
(MBCT) programme, are 8-10 weeks course,”’* but
brief MBIs can also produce numerous health-related
outcomes, even only with one session intervention and as
brief as 5 min.? ?° Randomised controlled trials (RCTs) of
a brief MBI further suggested the feasibility and effective-
ness of short- term, self-guided, internet or smartphone-
based interventions.”” **

The primary objective of this proposed project is to
identify a simple but effective practice to reduce or avoid
face-touching to low people’s chances of catching infec-
tious diseases like COVID-19. Based on the efficacy of
MBIs in treatment of some behavioural disorders and the
efficacy of short-term MBIs, we here propose a RCT of an

online mindfulness-based brief intervention skill named
‘STOP (Stop, Take a Breath, Observe, Proceed) touching
your face’. It is hypothesised that this skill will be an effec-
tive, feasible, accessible skill in reducing or avoiding face-
touching for people in the general population. To be
specific, the primary hypothesis of this brief behavioural
intervention is that, compared with a control interven-
tion, the intervention would result in greater reduction
of face-touching behaviour. We also hypothesise that
the frequency of face-touching behaviour will also be
reduced. Based on the theory that both face-touching
behaviour and mindfulness link to cognitive or emotional
process,'’ ** we hypothesise that people with higher levels
of self-reported mindfulness will touch their face less
frequently. Given left-handed individuals more frequently
touch their face than their counterparts.” It is hypothe-
sised that, compared with right-handed participants, left-
handed individuals will touch their face more frequently
during their 60 min self-monitoring of face-touching.

METHODS AND ANALYSIS

Patient and public involvement

Neither participants nor the public were involved in the
design, recruitment or conduct of the study.

Study design and participants

In this online-based, randomised, parallel-group trial,
undertaken in China by internet, about 1000 partici-
pants willing to participate in ‘STOP touching your face’
training programme and provide electronic consent
(e-consent), will be randomly allocated to mindfulness-
based ‘STOP touching your face’ intervention group or
a control group at a 1:1 ratio. A 2x2 (practice group and
control  groupxpremeasurements—postmeasurements)
experimental design will be used. Since participants will
be told that they will either receive ‘STOP touching your
face’ training programme before (intervention group) or
after (control group) the second 60 min self-monitoring
face-touching behaviour, blinding of participants will not
be possible. Blinding of the investigators (mainly YLiao
and LW) who are directly involved in interventions will
also not be possible because of the nature differences
of these two interventions (‘STOP touching your face’
training programme intervention and control interven-
tion). The investigators (JT and YLiu) who will assess the
outcomes will be blinded to participants’ allocated groups
until all data have been analysed. All participants who are
allocated to the control group will have the opportunity
to practice this skill after the end of the study period. An
overview of participant eligibility criteria is given in box 1.

Sample size and power calculation

This study aims to recruit 1000 participants, with 500 in
each group. The sample size assessment and power calcu-
lations are mainly on the basis of the results of RCTs of
different types of online short-term mindfulness inter-
vention for behavioural changes, such as for alcohol
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Box 1 Study inclusion and exclusion criteria

Inclusion criteria:

1. 18 years of age or older.

2. Being able to access online services.

3. Being able to read and write in Chinese.

4. Expressing an interest in participant this study.
5. Willing to provide informed consent to participate in the study.
Exclusion criteria:

1. Under 18 years of age.

2. Unable to access online services.

3. Unable to read and write in Chinese.

4. Already received ‘not to touch your face’ training.

consurnption16 and stopping smoking or decreasing
smoking Craving,(‘ or for positive psychological changes,
such as enhancing well-being28 and reducing perceived
stress and anxiety/depression syrnptoms.27 A single brief
session of mindfulness of 11 min (n=34) detected a signif-
icant reduction in alcohol consumption compared with a
relaxation control intervention (n=34)."° It is estimated
that, for assessing stop face-touching behaviour, individ-
uals who received mindfulness intervention will at least
twice likely to reduce the chance of touching T-Zone than
the control group (5%-10% vs 2%-4%). Thus, a total
of 562 participants (281 participants in each group) are
required to achieve 80% power (l-beta=0.8), as signif-
icant at the 5% level (alpha=0.05), an increase in the
outcome measure from 4% in the control group to 10%
in the intervention group. However, online interventions
often have much higher dropout rate than face to face
intervention. A web-based guided self-help intervention
for preventing depression reported about 20% dropout
rate at 6-month follow—up,30 but a brief online MBI for
reducing stress, anxiety and depression reported 30%
dropout rate in the intervention group and more than
a half in the waiting list control group.27 Considering
the high loss to follow-up rate, this study will have a final
target sample size of 1000 participants (500 in each arm),
which will have sufficient power to detect a significant
difference for the outcomes.

Recruitment

As in other similar research, we will advertise this
programme online using social media (such as WeChat
and QQ) to recruit potential participants. Potential partic-
ipants will register their interest by sending messages by
social media, email or sending text messages, or making
a call to research assistants (by YW and ZW). Then,
research assistants will contact respondents to assess their
eligibility and explain the study to each participant and
inform them that they would be allocated to either a
control group or to a group that receives the mindfulness-
based ‘STOP touching your face’ programme. Before
collecting baseline data, electronically informed consent
will be obtained from each participant. Participants who
enrolled in this study could withdraw at any time. They
will also be asked to provide contact information (will

not be shared with any third party), in case any problems
arise.

Baseline data

Prior to randomisation, demographic information and
self-reported questionnaires will be obtained from all
participants at baseline (assessed by YLiao, CP and QL).
The demographic information of participants will be
gender, age, years of education, marital status, occupa-
tion by the International Standard Classification of Occu-
pations, living in rural or urban region, smoker types
(non-smoker or current smoker and former smoker).
The Five Facets Mindfulness Questionnaire (FFMQ) will
be applied to measure the dispositional tendency to be
mindful in daily life. The Edinburgh Handedness Inven-
tory (EHI) will be used to assess handedness. Frequency
of face-touching will be assessed at baseline and after
intervention.

Randomisation and group allocation

After reporting the first 60 min self-monitoring face-
touching behaviour, participants will be randomised and
assigned (by YLiu) to either start the intervention imme-
diately (intervention condition) or to a waitlist control
condition (who will be offered the intervention immedi-
ately after reporting the second 60 min self-monitoring
face-touching behaviour). Randomisation will be run
by randomizeR (https://CRAN.R-project.org/package=
randomizeR). All participants will report the first self-
monitoring by the same link (the same Excel file will be
downloaded), and the second will be reported by two
different links (two separated Excel files will be down-
loaded) to detect group allocation. Group allocation will
not be concealed to investigators who will provide inter-
ventions. But the investigators (by JT and YLiu) who will
analyse the data for evaluating outcomes will be blinded
to participants’ treatment allocations until the entire
analysis has been completed.

Development of ‘STOP touching your face’ training programme
Theory

Face-touching behaviour is often an automatic behaviour
that could potentially disseminate respiratory infections
(eg, influenza, COVID-19), yet can be changed. However,
changing the behaviour of face-touching is ‘easier said
than done’, as there is only limited evidence for the
neuropsychological basis or physiological fundamentals
of this behaviour. Research shows that the frequency of
self-touching increases when attention is distracted,' as
well as under stressful situations or with negative affect."
Cognitive behavioural theory-based mindfulness inter-
vention (MBCT?*!) has been used as a psychological
intervention for people with mental or behaviour prob-
lems, targeting both cognitive and behavioural problems.
MBIs'"® can help people cultivate positive affect, increase
self-awareness and concentration that are associated with
reducing frequency of face-touching.
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or or
(2-4 weeks) exclude from analysis exclude from analysis
Figure 1 Study flow diagram. Participants from the ‘control’

intervention will receive ‘STOP (Stop, Take a Breath, Observe,
Proceed) touching your face’ intervention (both text and
audio description) immediately after completing the second
self-monitoring face-touching behaviour. But they will not be
required to practice it or to practice it at least 15 min.

Practice

STOP?! is an acronym that stands for four action: ‘Stop’,
‘Take a breath’, ‘Observe’, ‘Proceed’. It is a helpful aid
in becoming more mindful of our body, behaviour and
emotion on a daily basis. The following is the instruction
for how to practice STOP:

S=stop

Remind yourself to STOP. Whatever you are doing in this
moment (eg, touching your month, pinching your nose,
rubbing your eyes, resting your chin on your hands),
pause for a minute.

T=take

Take a deep breath. This reconnects you with your body.
Pay attention to your breathing and just allow yourself to
continue to breathe normally and naturally.

0O=observe

Observe what is happening for you in this moment—
including thoughts, feelings and emotions (eg, feel
distracted, anxious or nervous?). What do you notice in
your body (eg, feel itchy or tingling on any part of your
face)? You can be aware of anything: posture, sensations,
tension in your body, or, once again, your breath. You
might notice the sound around you. You might even
notice your thoughts or emotions.

P=proceed

Proceed with whatever you were doing before you came
to a STOP or something that you want to do in the
moment (eg, proceed with touching your face, or stop
face-touching and take an alternative behaviour).

The STOP practice is very short, simple, and the
acronym (STOP) makes it easy to remember as well. Thus,
it has become one of the most popular mindfulness-based
practices. The practice of STOP may cultivate a space
between stimulus and response, which could help avoid
the mostly spontaneous behaviour of facial self-touching.
The STOP practice in Chinese was already developed by
YLiao, QL and CP. YLiao developed the ‘STOP touching
your face’ training programme. Both 750-word text and
5 min audio description (see online supplemental file 1)
will be available by online.

Procedures

After advertising, participants who are interested in this
study will be assessed for eligibility by making a call or
communicating with social media (mainly WeChat).
Then, eligible participants will sign a e-consent form
(online supplemental file 2), and complete baseline
information and the first self-monitoring of frequency of
face-touching in a 60 min period by online. Afterwards,
participants will receive a brief mindfulness-based ‘STOP
touching your face’ intervention or control intervention.
For both groups, the second self-monitoring of frequency
of face-touching behaviour will be taken at least 1 hour
apart from the first one. The schedule of study proce-
dures summarises in figure 1. The details of the proce-
dure will include the following three steps:

Step 1: the first 60 min self-monitoring of face-touching behaviour
(before intervention)

In order to measure the changes of face-touching
behaviour before and after intervention, all eligible
participants will receive the instruction (in Chinese) of
how to self-monitored and reported the frequency of
face-touching in any of the mucosal area (eyes, nose,
mouth) and non-mucosal area (ears, cheeks, chin, neck,
forehead, hair) during a 60 min period. All participants
will be required to monitor their face-touching behaviour
during a 60 min period, and be encouraged to do it in
a manageable situation. Wearing facial mask will not
be permitted during the time of self-monitoring face-
touching. All participants will be provided with the same
link to complete their baseline information and the first
60 min self-monitoring of face-touching behaviour, and
be encouraged to complete this questionnaire immedi-
ately after completion of self-monitoring.

Instruction: ‘(1) Please find a convenient time, no need
to deliberately change your routine life (such as working
or studying at the desk, watching TV), observe and record
how many times you touched your hair, forehead, eyes,
nose, mouth, ears, cheeks, Chin and neck in 1 hour
period (if you touched your mouth and nose at one time,
you should count one time for month-touching and one
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time for nose-touching). If there is any information that
you cannot understand, please contact with me at any
time; (2) fill in the following content immediately after
completion of self-monitoring (with a link to “hand-to-
face contacts” behaviour monitoring record 1); (3) please
contact with me to send the information about interven-
tion to you when you completed the link; (4) you will
repeat another 1 hour period self-monitoring after your
receiving another information (either “STOP touching
your face” programme or just thanks words).’

Step 2: Intervention

Intervention group

Participants from the intervention group will receive the
online mindfulness-based ‘STOP touching your face’
programme (both 750-word text and 5 min audio descrip-
tion). Each participant will be required to read the text of
the programme first and then listen to the audio. They
will be encouraged to practice this technique until they
feel confident and natural. The systematic review showed
the efficacy of single session of brief MBIs, the average
length of which was 15 min, ranged from less than 5 to
25 min.” Thus, the requirement practice time will be at
least 15 min (excluding the time of reading the text and
the first time of listening to the audio). This online MBI
will not have face-to-face interaction between the experi-
menter and participants throughout the entire study.

Control group

Participants who allocate to the control group will only
receive information to thank them and encourage them
to complete the study. They will be reminded to receive
‘STOP touching your face’ programme after the end of
this study.

Both groups

Participants from both groups will be reminded to
contact with us to provide the instruction of another self-
monitoring behaviour of face-touching.

Step 3: the second 60 min self-monitoring of face-touching
behaviour (after intervention)

After intervention, all participants will be required to
monitor their face-touching behaviour during a 60 min
period again. When participants tell us ‘I am ready to do
another self-monitoring’, they will receive instruction of
how to complete the second 60 min self-monitoring of
face-touching behaviour during a 60 min period. The
repeat measurement of the face-touching behaviour will
be done atleast 1 hour apart from the first self-monitoring.
All participants will be encouraged to monitor their face-
touching behaviour in two similar situations.

Instruction: ‘(1) Again, please find a convenient time,
no need to deliberately change your routine life (such as
working or studying at the desk, watching TV), observe
and record how many times you touched your hair, fore-
head, eyes, nose, mouth, ears, cheeks, chin and neck in 1
hour period (if you touched your mouth and nose at one
time, you should count one time for month-touching and

one time for nose-touching). It is better to find a similar
situation (the similar time if not in the same day, same
place, and when you are doing the same thing). You need
to do it at least 1 hour apart from the last observation.
If there is any information that you cannot understand,
please contact with me at any time; (2) fill in the following
content immediately after completing self-monitoring
(with a link to “hand-to-face contacts” behaviour moni-
toring record 2, the two groups will receive different
links); (3) please let me known when you completed the
link (the intervention group); please contact with me to
send the programme to you when you completed the link
(the control group)’.

All participants will be thanked and encouraged to
practice ‘STOP touching your face’ regularly after the
end of the study. All outcomes will be collected by an
online survey through the Chinese professional survey
software WenJuanXing (Sojump, Shanghai, China, www.
sojump.com). For non-responders, a reminding message
will be sent to them by their provided contact informa-
tion for reporting the outcomes.

Outcomes

Primary outcome

The efficacy of shortterm mindfulness-based ‘STOP
touching your face’ intervention (215 min) for reducing
face-touching behaviour, measuring by reduction of
frequency of face touching behaviour (this will be calcu-
lated as the total times of face-touching (including the
eyes, nose, mouth, ears, cheeks, chin, neck, forehead, hair)
during a 60 min period before the intervention minus the
total times of face-touching after the intervention).

Secondary outcomes

The reduction of percentage of participants touching
their faces (this will be calculated as the percentage of
participants touching their faces (including any of the
following areas: the eyes, nose, mouth, ears, cheeks, chin,
neck, forehead, hair) during a 60 min period before the
intervention—the percentage of participants touching
their faces after the intervention) after intervention;
the factors (demographic characteristics, psycholog-
ical traits of mindfulness) that would be associated with
reduction of frequency of face-touching; the differences
of face-touching behaviour between lefthanders and
right-handers.

Measures

Frequency of face-touching

Self-observation or self-monitoring of face-touching
behaviour will be required to report from each partic-
ipant. A standardised scoring sheet will be provided to
tally the frequency of hand-to-face contacts, the touched
area of the face, including the mucosal area (eyes, nose,
mouth) and non-mucosal area (ears, cheeks, chin, neck,
forehead, hair), and the time in seconds of each contact
will be recorded in a 60 min period.4
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Percentage of participants touching their faces

This will be the number of participants who touched
any of the following areas: the eyes, nose, mouth, ears,
cheeks, chin, neck, forehead, hair, during their 60 min
self-monitoring of face-touching/the total number of
participants in the intervention group or the control
group.

Five Facet Mindfulness Questionnaire®-3*

This self-report scale is currently the most frequently used
mindfulness questionnaire to measure changes in partici-
pant’s tendency to be mindful in daily life by the following
five related facets: observing (noticing, attending to
sensations, perceptions, thoughts, feelings; eight items),
describing (labelling feelings, thoughts with words),
acting with awareness (automatic pilot, concentration,
non-distraction), non-judging internal experience and
non-reactivity to internal experience. Participants will be
asked to what extent each of the statements are true of
them. Each item is on a 1-5 Likert scale, ranging from
1 (never or very rarely true) to 5 (very often or always
true). The scores represent a spectrum of mindfulness
with no cut-off points, higher scores indicate higher levels
of mindfulness. The factor structure of the short version
(FFMQ-15) will be used in this study, which has been
consistent with that of the FFMQ-39.%

Edinburgh Handedness Inventory®6*”

EHI is the most widely used 10-item self-report inven-
tory to assess handedness. It is comprised the following
10 activities: (1) writing, (2) drawing, (3) throwing, (4)
using scissors, (5) a toothbrush (6) knife (without fork),
(7) spoon, and such activities involving both hands as (8)
using a broom (upper hand), (9) striking a match and
(10) unscrewing the lid of a bottle. To complete the EHI,
one or two check marks are placed under ‘left (L)’ or
‘right (R)’ columns, indicating strength of preference
for each activity. Participants will be asked write ‘27, ‘1’
or ‘0’ in the appropriate corresponding column. If the
preference is very strong that they would never try to use
the other hand unless absolutely forced to, then they will
mark this column as “2” and the other column as ‘0’. If
they are really indifferent, they will mark it as ‘1’ in both
columns. A laterality quotient (LQ=R-L/R+Lx100) can
be calculated, where a score of 100 reflects complete
right-handedness, and a score of —100 reflects complete
left-handedness.

Withdrawal from the programme

Every participant will feel free to withdraw from the study
at any time and without giving any reason. On the basis of
the intention-to-treat (ITT) principle,38 participants who
fail to respond to the second assessment will be retained
in the analysis according to the arm they were randomised
to, irrespective of whether they did the intervention or
not. Only participants who request withdrawal from the
study will be excluded from the analysis, and reasons for
withdrawal will be noted if they are available. However,

self-monitoring itself may increase the awareness of
face-touching behaviour, then consequently increase or
decrease the frequency of face-touching behaviour in the
second time of observation. Alternatively, a complete case
analysis will also be performed in which any participant
withdrew from the study in the second observation will
be excluded.

Data collection

Data will be collected on line by WenJuanXing, a Chinese
online marketresearch Web site that provides professional
online questionnaire survey or data collection for RCTs.™
Data will be monitored by data monitoring committee of
the hospital. Personal data will be de-identified.

Data analysis

All data will be automatically collected by internet. A user-
specified Excel file will be downloaded from the database.
There will be no interim analyses. When all data have been
obtained, they will be analysed and blinded to interven-
tion assignment by the trial statistician using R software
(R Foundation for Statistical Computing, Vienna, Austria,
https://www.r-project.org/) and SPSS (IBM Corp,
released 2013, IBM SPSS Statistics for Windows, V.22.0.
Armonk, New York). Descriptive statistics will be applied
for demographic and face-touching-related character-
istics at baseline; two sample t-test or Mann-Whitney U
test (for continuous variables) and XQ test (for categorical
variables) will be applied to compare the demographic
information and face-touching behaviour at baseline
between the STOP intervention group and control group.
Percentage of touching the T-Zone participants between
preintervention and postintervention in the STOP group
and the control group will be compared by ¥ test. For
assessing the primary outcome, determining if the ‘STOP
touching your face’ intervention group showed a reduc-
tion of face-touching behaviour than the control group,
two sample t-test or Mann-Whitney U test will first be
applied to compared group differences in reduction of
the frequency of face-touching. Then, analysis of cova-
riance (ANCOVA) will be applied with controlling for
demographic information (such age, handedness and
prior mindfulness meditation experience). In ANCOVA
model, the dependent variable will be the reduction of
face-touching behaviour. The preintervention measure
of the total times of face-touching will be controlled as a
covariate, and intervention will be a fix factor. This model
will assess the differences in the postintervention means
after accounting for preintervention values. Pearson’s
correlations or regression analysis (linear and binary
regression model) will be used to explore the any factor
that associated with face-touching behaviour at baseline
and reduction of face-touching behaviour in the interven-
tion group and in the control group. ITT basis will be
applied in this study, all participants who complete the
first 60 min self-monitoring face-touching behaviour will
be retained in the analysis. The last-observation-carried-
forward method will be applied to handle incomplete or
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missing data (assuming for no reduction of the frequency
of face-touching). In addition, a complete case analysis
will be performed in which any participant with missing
information on the follow-up will be excluded. All tests
will be two-tailed. A two-sided p<0.05 will be used to deter-
mine statistical significance.

Safety

Throughout the ‘STOP touching your face’ programme,
participants will be encouraged to communicate with
us if they experience any mindfulness practice relative
issues. Adverse events will be monitored during the study.
The MBIs are regarded as relatively safe interventions.*’
Research showed that even highly vulnerable participants
(such as patients with major depressive disorder') can
safely practice mindfulness, but if participants experi-
ence any health-related issues, they will be encouraged
to contact with us, or we will refer a healthcare provider.
This study is not clinical-facilitated and may have very low
risk of any safety issue. We will send a message to each
participant to check whether they have any safety issues
after providing them with intervention instruction.

ETHICS AND DISSEMINATION

The study protocol has been approved by The Ethics
Committee of Sir Run Run Shaw hospital, an affiliate
of Zhejiang University, Medical College (No. 20200401-
32). All activities associated with this protocol will be
conducted in full compliance with the approved policies
and procedures. Electronically Informed consent (this
e-consent is a form of written consent) will be commu-
nicated and obtained from each participant prior to
participation. All participant will be explained about the
purpose, procedures and assessments, potential risks and
benefits of the trial before recruitment. After fully under-
standing the study, participants will be informed that
their participation in this research study is total voluntary.
They can choose to (sign the electronic consent form
by selecting ‘agree to participant’) or not to participate
(sign the electronic consent form by selecting ‘disagree
to participant’). Participation can withdrawal at any time
without reasons. Contact information (phone number
and social media contact like WeChat contact ID) of the
study coordinator for any future questions and concerns
will be provided and informed to each participant. We
will recruit 1000 participants from April to July 2020 or
until the recruitment process is complete. The follow-up
will be completed in July 2020. We expect all trial results
to be available by the end of July 2020. Any results from
this trial (publications, conference presentations) will be
disseminated via social media and be published in peer-
reviewed journals and conference proceedings.

DISCUSSION
This RCT is to investigate the efficacy of brief MBI of
‘STOP touching your face’ for people from general

population in China. To our knowledge, this will be the
first RCT to evaluate the efficacy of brief mindfulness
intervention to reduce face-touching behaviour on the
basis of mindfulness and cognitive behavioural principles.

The strength of this study is that this is a theoret-
ical framework guided (mindfulness-based cognitive
behaviour theory) large sample size RCT to evaluate the
efficacy of ‘STOP touching your face’” during the outbreak
of COVID-19. If ‘STOP touching your face’ programme is
proved to be effective, it opens up its potential application
worldwide at the population level. As ‘STOP touching
your face’ programme is a free, brief, simple and widely
accessible mindfulness-based behaviour change interven-
tion, the public health impact of its expansion world-wide
could be enormous, helping us to manage any face-
touching spread infectious diseases, like COVID-19.

There are some limitations in this study. First, there
is no digital videotape recording for the behaviour of
face-touching by researchers. Alternatively, it will be self-
monitored. Self-monitoring of physical (such as blood
pressure), and mental health (such as anger or frustra-
tion that comes from daily life) has been used as a strategy
for improving the treatment of a number of chronic
conditions or reducing unhealth behaviours including
smoking, drinking, gambling and so on.* Thus, self-
monitoring itself may change participants face-touching
behaviour by creating a more active role in observing this
behaviour. Also, self-reported results of self-monitored
times of face touching may be overestimated or under-
estimated. Furthermore, self-monitoring itself may
increase the awareness of face-touching behaviour, then
consequently increase or decrease the frequency of face-
touching behaviour in the second time of observation.
The results will be more accurate under lab conditions.
In order to reduce the bias, we will invite a subgroup
of participants with video record by another person to
confirm the consistency of these results. Second, this is
only an online intervention, participants may be more
likely to drop out from the study. Thus, we will encourage
participants contact with us if they have any questions
or concerns. We will also apply an ITT principle to
prevent potential bias caused by missing data from loss to
follow-up, as well as a complete case analysis. Third, this is
only a brief intervention by internet. A face to face long-
term mindfulness intervention will help participants gain
the maximum benefits of practice. However, neuroim-
aging study demonstrates that both long and short-term
mindfulness practice can improve automatic emotion
regulation,” and RCT shows that brief online MBI can
also increase mindfulness and decrease Eerceived stress
and symptoms of anxiety or depression.”” Fourth, this is
a MBI, and mindfulness could make participants better
at catching themselves touching their faces, so partici-
pants from the intervention group may report higher
frequency than the control group in the second 60 min
self-monitoring of face-touching behaviour. Finally, we
submitted this protocol to the journal during the time of
recruiting.
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includes any translated material, BMJ does not warrant the accuracy and reliability
of the translations (including but not limited to local regulations, clinical guidelines,
terminology, drug names and drug dosages), and is not responsible for any error
and/or omissions arising from translation and adaptation or otherwise.

In conclusion, this is the first RCT to evaluate the effi-
cacy of brief mindfulness intervention to reduce face-
touching behaviour. If ‘STOP touching your face’, a brief
and simple skill, is proven effective, the public health
impact of its expansion world-wide could be enormous,
its dissemination will help us to manage any face-touching

spread infectious diseases, like COVID-19.
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