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ABSTRACT
Introduction Opioid medications are no longer 
recommended as long- term therapy for chronic non- 
cancer pain, and many patients are advised to reduce 
or discontinue opioid medications. Many patients report 
difficulties in tapering opioid medications, necessitating 
supporting interventions. This protocol describes a pilot 
randomised controlled trial (RCT) to investigate the 
acceptability, feasibility and potential efficacy of a mobile 
health intervention to improve the opioid tapering self- 
efficacy of patients with chronic non- cancer pain.
Methods and analysis The trial will be a single- blind 
(clinician, data collector and statistician- blinded) pilot 
RCT with two parallel arms. Forty adult patients with 
chronic non- cancer pain who are voluntarily reducing 
their prescribed opioid medications under medical 
guidance will be recruited from two tertiary pain clinics 
(Start date 25 August 2021). Participants will be randomly 
assigned to an intervention or control group. Both groups 
will receive usual care, including multidisciplinary pain 
management. In addition to usual care, the intervention 
group will receive a short informational and testimonial 
video about opioid tapering and will receive two 
specifically text messages per day for 28 days. The 
intervention is codesigned with patients and clinicians to 
provide evidence- based informational, motivational and 
emotional support to patients with chronic pain to taper 
opioid medications. Feasibility of the intervention and 
a future definitive RCT will be evaluated by measuring 
patient acceptability, delivery of the intervention, rates and 
reasons of exclusions and drop- outs, completion rates and 
missing data in the study questionnaires, and obtaining 
estimates for sample size determination. Potential efficacy 
will be evaluated by comparing changes in opioid tapering 
self- efficacy between the two groups.
Ethics and dissemination The study protocol was 
reviewed and approved by the Northern Sydney Local 
Health District (Australia). Study results will be published 
in peer- reviewed journals and presented at scientific and 
professional meetings.

Trial registration number ACTRN12621000795897.

INTRODUCTION
Background and rationale
Chronic pain (defined as a pain that persists 
or recurs for longer than 3 months)1 is the 
leading cause of disability worldwide.2 3 Until 
recently, opioid medications have commonly 
been prescribed for the management of 
chronic pain.4–6 However, prescribing 
guidelines have changed in response to 
the evidence for dose- related harms asso-
ciated with long- term opioid therapy and 

Strengths and limitations of this study

 ► This article describes the protocol for a pilot ran-
domised controlled trial with the clinicians, inves-
tigators, outcome assessors and statistician being 
blind to the group allocation.

 ► The mobile health intervention was co- designed 
with input and feedback from patients with chron-
ic non- cancer pain who had experienced tapering 
opioid medications and with clinicians experienced 
with providing support to patients who are tapering 
opioid medications.

 ► The feasibility and acceptability measures and the 
pilot trial design (randomised controlled) will offer 
insight on whether a future definitive trial can be 
done and if so how.

 ► Repeated weekly measures of opioid tapering self- 
efficacy, pain intensity and interference, and mood 
will offer insight into the potential effects of the in-
tervention on participants’ outcome trajectories.

 ► The pilot study sample is recruited from two tertiary 
care multidisciplinary pain clinics, limiting the gen-
eralisability of the results to patients in primary care.
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evidence supporting the efficacy of non- pharmacological 
approaches in chronic pain management.7–9 Conse-
quently, many people with chronic pain are now being 
advised to reduce or discontinue opioid medications.9 10

Many people with chronic pain report some difficulties 
in tapering opioid medications, although experiences 
vary considerably.11–13 In the short term, opioid dose 
reductions can lead to unpleasant withdrawal symptoms 
and can adversely affect mood and pain.13–15 However, 
these adverse effects of opioid tapering are less likely 
when opioid doses are reduced voluntarily, slowly and on 
a schedule that is negotiated with the patient.9 16 In addi-
tion, the trajectory of patients’ experiences during opioid 
tapering has been associated with access to a variety of 
supports, including access to pain education, routine 
monitoring, a strong patient–provider relationship, social 
support and strategies for managing pain and withdrawal 
symptoms.16–19 However, access to these supports for 
opioid tapering is a pervasive challenge.14 15 20 21

Digital health interventions using mobile phones 
(mobile health or mHealth interventions) are emerging 
as a solution to the global challenge of providing patients 
with access to support for health behaviour change.22–24 
They are relatively cost- effective, scalable, and can be 
readily adapted to the needs of diverse demographic 
groups and chronic health conditions.22 25 A recent 
systematic review found that digital health interven-
tions can help to improve pain interference and severity, 
psychological distress and health- related quality of life in 
people with chronic pain.26 However, evidence for the 
effectiveness of digital interventions to support patients 
with chronic pain to successfully reduce or discontinue 
prescription opioid medications is limited.27

Magee et al surveyed patients with chronic pain who had 
recently commenced a voluntary opioid taper to explore 
their attitudes towards using a digital health interven-
tion (text messaging and mobile App) to support them 
with opioid dose reduction.28 This research revealed 
two key findings: First, the majority of participants felt 
that mobile phone- based interventions (specifically text 
messaging, SMS) would be useful as a means of providing 
support for opioid tapering.13 28 Participants indicated 
that text messages about the nature of chronic pain, 
pain self- management strategies, withdrawal symptoms 
and the benefits of tapering would provide them with 
instrumental, informational, motivational and emotional 
support. Second, participants indicated that the content 
of text messages should be familiar, acting as a reminder 
of helpful concepts and coping strategies rather than 
being the primary source of information.28

Videos may be an effective means of providing 
patients with information about chronic pain, pain self- 
management strategies and opioid tapering.29 30 Darnall 
et al found that women undergoing breast cancer surgery 
who received a 90 min pain education and pain coping 
skills video (in addition to a downloadable personalised 
plan and digital relaxation audio file) discontinued 
opioid pain medications on average 5 days earlier than 

women who received written web- based general health 
information.31 More recently, Feng et al found that a brief 
video about opioid tapering including patient testimo-
nials increased the opioid- tapering self- efficacy of people 
currently on long- term opioid therapy for chronic pain.29

Based on the foregoing research, we codesigned a 
mobile (video and SMS- based) health intervention to 
provide support for patients with chronic pain who are 
tapering opioids under the guidance of a healthcare 
provider. This study describes the protocol of a pilot 
randomised controlled trial (RCT) designed to eval-
uate the feasibility and potential efficacy of this mHealth 
intervention.

Objectives
The primary objectives of this pilot RCT are to (1) eval-
uate the acceptability of a mHealth intervention designed 
to improve opioid tapering self- efficacy in patients with 
chronic non- cancer pain and (2) evaluate the feasibility of 
the intervention and a future trial methodology. For these 
aims, we will measure delivery of the intervention, rates 
and reasons of exclusions and drop- outs, and completion 
rates and missing data of the study questionnaires.

The secondary objectives of this trial are to (1) evaluate 
the potential efficacy of the intervention and (2) obtain 
estimates to be used in designing the future definitive 
trial. These aims will be followed mainly by comparing 
opioid tapering self- efficacy between the intervention 
and control groups over the study period (4 weeks).

Other measures including pain intensity, pain interfer-
ence, mood (depression and anxiety), satisfaction with 
care, pain catastrophising, pain self- efficacy, opioid dose 
and experience of withdrawal symptoms are measured to 
(1) better understand the context in which the interven-
tion is being delivered, (2) obtain estimates for secondary 
outcome measures and potential mediators and moder-
ators to be used in the future trial and (3) evaluate the 
feasibility of such assessments.

METHODS
The report is prepared according to the Standard 
Protocol Items: Recommendations for Interventional 
Trials (SPIRIT, see multimedia online supplemental 
appendix A for the SPIRIT checklist)32 and adapted 
based on a guide to the reporting of protocols of pilot 
and feasibility trials.33

Patient and public involvement
This pilot trial and development of the mHealth interven-
tion was in response to research indicating that patients 
with chronic pain who are tapering opioid medications 
have a need and desire for support above and beyond that 
provided by their healthcare providers (ie, ‘out of office 
hours’).28 34 The initial mHealth intervention prototype 
and trial design (procedures and measures) were devel-
oped in close collaboration with clinician- researchers with 
expertise in pain management and opioid tapering (AS, 
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MF and BD) and a consumer representative (LD). The 
initial intervention design was then revised in response to 
feedback from panels of consumers and clinical experts 
(see Section 2.5. Interventions). Finally, we received 
feedback on the intervention implementation and study 
procedures from a patient who was tapering their opioid 
medications.

Trial design
The pilot trial will be a single- blind (treating clinician, 
data collector and statistician- blinded) RCT with two 
parallel arms, mHealth intervention plus usual care 
(intervention group) and usual care alone (control 
group), with a 1:1 allocation ratio. This design is based 
on our primary and secondary objectives relevant to the 
feasibility of conducting a future definitive RCT (ie, trial 
methodology, drop- outs in each study arm, obtaining esti-
mates and evaluating potential efficacy).

Study setting
Participants will be recruited from two outpatient multi-
disciplinary pain management clinics, located within 
public hospitals in metropolitan Sydney in New South 
Wales, Australia. Usual care in both clinics includes 
chronic pain assessment and management by a multi-
disciplinary team of specialist pain medicine physicians, 
clinical psychologists, physiotherapists and nurses. 
Approaches to pain management are multidisciplinary, 
typically involving a combination of medical (procedural, 
pharmacological), psychological (group or individual 
cognitive–behavioural therapy for pain), and physio-
therapy (exercise programmes delivered individually or 
in a group). Participants in the current study are those 
who are tapering their opioid medication under the 
guidance of the pain specialist physician. The decision 
to taper and tapering schedules are negotiated between 
the patient and pain physician, often in consultation with 
the psychologist and physiotherapist. Hence, the rate of 
opioid tapering is patient- centred and is not standardised. 
The pain specialist physician is responsible for the moni-
toring and management of withdrawal symptoms and 
other possible adverse events of opioid tapering.

The recruitment and participant enrolment was 
commenced on 25 August 2021 and is expected to 
continue until 1 May 2022, with the date of last data 
collection expected to be 1 June 2022.

Participants
Clinicians at each study site will identify eligible patients 
(box 1) who are voluntarily tapering their opioid medi-
cations. The clinician will elicit patient interest in partic-
ipating in ‘a study investigating patients experiences of 
opioid tapering and ways of supporting patients with 
chronic pain who are reducing their opioids’. With their 
permission, patients who are interested in further study 
information will be contacted by a research team member 
(MM) who will provide detailed study information 
(multimedia online supplemental appendix B), conduct 

eligibility screening and if eligibility criteria are met, will 
provide consent forms for the participant to complete 
online.

Screening
Patients who are interested in participating in the study 
will be asked to complete an eligibility screening inter-
view (multimedia online supplemental appendix C) with 
a research team member (MM) who is a registered clin-
ical psychologist. If eligibility is not certain, this will be 
discussed with a specialist pain medicine physician (PG).

Assessment of the current mental health will be based 
on the Diagnostic and Statistical Manual of Mental 
Disorders fifth edition (DSM- 5).35 Participants will be 
asked about their current and historical mental health 

Box 1 Eligibility criteria

Inclusion criteria
 ► Age 18 years or older.
 ► Diagnosed with a chronic (>3 months) pain condition according to 
the International Classification of Diseases- 11th Revision.1

 ► Have been using opioid analgesics at a dose of at least 40 mg/day 
mg/day oral morphine equivalent for at least 4 weeks (ie, partici-
pants are likely to have developed a certain level of physical toler-
ance).49 64

 ► Have been advised by a clinician to taper opioids.
 ► Are voluntarily tapering opioid medications, as indicated by verbal-
ised willingness and consent.

 ► Be currently tapering or will be tapering their opioid medications at 
the time of enrolment. There is no restriction on how many times 
patients may have attempted opioid tapering, nor is there any re-
striction of the time participants may have been tapering before 
entering the study.

 ► Able to understand written and spoken English.
 ► Own a mobile phone that receives specifically text messaging.
 ► Able to give written informed consent and comply with study 
procedures.

Exclusion criteria
 ► Cognitive impairment or intellectual disability preventing adherence 
to the study procedure.

 ► Evidence of severe opioid use disorder, based on the Diagnostic 
and Statistical Manual of Mental Disorders.35 Illicit substance use, 
including illicit opioid use, is not an exclusion criterion, however, if 
it fits a wider pattern of symptoms indicating a severe opioid use 
disorder it may inform a decision that the participant is ineligible 
for the study.

 ► History of primary psychotic disorder, bipolar affective disorder, 
bipolar disorder with psychotic features, depressive disorder with 
psychotic features, borderline personality disorder, antisocial per-
sonality disorder or positive family history (first degree relative) of 
psychotic disorder or bipolar affective disorder such that partici-
pants might be at more than low/negligible risk by participating in 
the study.

 ► Any other major, poorly controlled medical or mental health 
comorbidity.

 ► Participation in another clinical trial concurrently, since this will not 
constitute ‘usual care’ and can interfere with the study’s primary 
and secondary objectives by increasing the burden to patients and 
influencing estimates.  on M
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diagnoses, and current mental state and treatments (eg, 
medications). Where symptoms may indicate ineligibility 
or diagnosis is not clear, further evaluation will be done 
based on the Structured Clinical Interview for DSM- 5 
Disorders- Clinical Trials Version.36

There are debates over the appropriateness of opioid 
use disorder (OUD) as a diagnosis within opioid medi-
cation misuse when prescribed for chronic pain. For this 
study, the diagnostic criteria (including severity) will be 
based on the DSM- 5 OUD,35 similar to other studies.17 Any 
participant who may meet the DSM- 5 diagnostic criteria 
for severe OUD, or where there may be concerns about 
OUD would be reviewed with the specialist pain medicine 
physician (PG).

Interventions
Person-centred development and preliminary testing of video and 
SMS content
The content of the video and text messages was guided 
by patients’ recommendation28 and synthesised from 
evidence- based secondary pain management and opioid 
tapering texts that have proved effective and popular 
with patients worldwide.13–16 19 28 31 37 38 The video script 
and a library of 200 text messages were initially drafted 
by members of the research team (MM, CA- J, PG and 
AM) before being reviewed by a consumer represen-
tative (LD) from the Painaustralia Consumer Advisory 
Group39 and members of the research team with expe-
rience developing digital pain management interven-
tion content (AS, BD and MF). Following an internal 
review, the wording and structure of the video script) and 
message length and framing were further revised before 
being evaluated for appropriateness and likely effective-
ness by a panel of 12 clinicians (physician, physiothera-
pist, psychologist) with expertise in pain management 
and 12 patients with chronic pain who had experience 
tapering opioid medications. After collating and eval-
uating consumer and expert feedback, the video script 
and messages were further revised. Patient and clinician 
ratings of each message were used to select 56 messages 
(2 per day for 28 days).

Intervention overview
The Template for Intervention Description and Repli-
cation guidelines have been used to describe the inter-
vention.40 The intervention group will receive an 
informational video and 28 days of text messages (2 SMS 
per day, See multimedia online supplemental appendix 
D). The informational video is designed to provide brief 
informational, motivational and emotional support for 
opioid tapering. The video is composed of narrated, 
animated PowerPoint slides. Three core content areas 
covered in the video include (1) information about 
chronic pain and pain self- management strategies, (2) 
motivations to taper (benefits of tapering and risks of 
opioid use) and (3) information about opioid tapering 
and strategies for managing withdrawal symptoms. In 
addition, the video includes patient testimonials. Four 

patients who have successfully reduced their opioid dose 
(two female, two male) describe their initial fears about 
tapering, their experience of the benefits of tapering, 
how they managed pain flare- ups and the importance of 
support. Second, participants will receive text messages 
which reinforce the information provided in the video 
(18 messages from each of the three core content areas, 
in addition to a welcome message on day 1 and a closing 
message on day 28).

Intervention delivery
The mHealth intervention is delivered in addition to the 
usual care provided at the multidisciplinary pain clinic 
(see 2.3. Study Setting). Participants in the intervention 
group will be provided with the video (web link sent via 
email) and will receive two text messages per day (mid- 
morning and mid- afternoon) for 28 days. The messages 
are standardised in their content and delivery (by day of 
intervention and by the time of day). However, partici-
pants’ first names are used in a selection of messages to 
maintain engagement (eg, ‘Hi John,’; ‘Hi again John,’). 
An unblinded research team member will send the 
messages using the Message Media software,41 a secure 
automated messaging system that requires a computer. 
If a message was not delivered a second message will be 
sent. Participants will be informed that any replies they 
send will not be monitored (one- way message) but will 
be saved for later evaluations. However, they can reply 
‘STOP’ to a text message to cease receiving text messages. 
They will be then contacted by a research team member 
to assess if they are withdrawing from the trial.

Outcomes
Table 1 includes the participant timeline and a full list 
of the study (outcome) measures and when they will be 
assessed.

Acceptability and feasibility measures
To assess the acceptability of the intervention, participants 
in the intervention group will be surveyed at the end of 
week 4 to capture their feedback on the intervention 
(perceived usefulness, engagement, perceived barriers 
and facilitators, messages read, feasibility of frequency 
and timing). This will provide essential insight into 
acceptability and feasibility considerations for a future 
definitive trial. The main question in this survey reflecting 
acceptability is whether participants would recommend 
the intervention to be used for supporting patients 
with chronic non- cancer pain during opioid tapering.42 
The survey contains Likert scales, descriptive and open 
responses, and is adapted from the TEXT4MYBACK pilot 
study.43 44 This survey was specifically developed for eval-
uating the acceptability of mHealth interventions (text 
messaging) for patients with chronic pain.

Several feasibility measures will be evaluated in this pilot 
trial. Objective feasibility will be assessed as the delivery 
of messages sent. The text messaging intervention in 
this study is designed to be one way and the current SMS 
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software is unable to record whether a message is read. 
As a process evaluation measure and to evaluate the feasi-
bility of the future trial methodology, the numbers and 
reasons of exclusions (at enrolment step) and dropouts 
(at the end of the study) will be recorded. Other feasi-
bility measures include completion rates and missing data 
in each study questionnaire.

Potential efficacy measures
The main outcome measure we will use to evaluate 
the potential efficacy and obtain estimates for a future 
definitive trial is opioid tapering self- efficacy. Based on 
Bandura’s self- efficacy theory and guides for constructing 
self- efficacy scales,45 with input and feedback from clini-
cians and patients, we have designed a one- item measure 
of general self- efficacy to taper prescription opioid in 
the presence of chronic pain: ‘How confident are you 
at the present time that you can reduce your dose of 
opioid medication?’. Participants rate their confidence by 
selecting a number from 0 (anchored as ‘not at all confi-
dent’) to 100 (anchored as ‘completely confident’). The 
face validity of the questionnaire was evaluated by a panel 
of clinicians during the codesign process and cognitive 
debriefing was done by interviewing six patients with 
chronic non- cancer pain who had experienced opioid 
tapering. In both groups, opioid tapering self- efficacy 
will be measured at baseline before randomisation and 
then at the end of each week of the trial. The intervention 
group (but not control) will complete this measure after 
watching the video.

Other measures to evaluate the potential efficacy and 
to obtain estimates include changes in pain intensity, pain 
interference and mood which are measured at baseline 
and at the end of each week. Short- form versions of previ-
ously validated questionnaires will be used to minimise 
the burden on participants. Pain intensity and interfer-
ence will be measured by thethree- item Pain, Enjoyment 
of Life and General Activity scale (PEG).46 Anxiety will be 
measured with the Generalised Anxiety Disorder 2- item47 
and depression will be measured with the Patient Health 
Questionnaire- 2.48

We will also measure changes in opioid dose, pain 
catastrophising, pain self- efficacy, the experience of 
withdrawal symptoms and satisfaction with care. For the 
change in opioid dose, participants will self- report their 
medication (drug names, doses, regimen) at baseline. 
Each week during the trial, participants will be asked 
whether they had any change in their opioid dose in the 
past week using an open- ended question and if yes, to 
explain. The total daily opioid use will then be converted 
to mg of oral morphine equivalents.49 We are not 
expecting a statistically significant change in opioid dose 
in the short duration of this trial (4 weeks). Typically, in a 
tertiary pain setting, patients reduce their dose very slowly 
to avoid withdrawal symptoms (eg, 10% reduction in dose 
per month) and it is important for tapering plans to be 
flexible.50 Therefore, we have included change in opioid 

dose as a secondary outcome measure for descriptive and 
exploratory purposes.

Similarly, to monitor withdrawal symptoms, participants 
will be asked weekly with an open question if they had 
experienced any withdrawal symptoms in the past week, 
and if yes, to explain. They also will be asked if they felt 
unwell in any other way in the past week and, if yes, to 
explain. Based on this information, the cumulative inci-
dence of withdrawal symptoms will be measured. Partic-
ipants will complete the six- item Concerns about Pain 
Scale (CAP- 6),51 a new measure of pain catastrophising 
developed using a modern psychometric methodology. 
They will also complete the 10- item Pain Self- Efficacy 
Questionnaire (PSEQ) which assesses confidence in 
ability to do tasks and activities despite pain.52 The CAP- 6 
and PSEQ will be administered at baseline before rando-
misation and then at the end of week 4 of the trial. Partic-
ipants will rate their current level of satisfaction with care 
on a 7- point Likert scale ranging from ‘very dissatisfied’ 
to ‘very satisfied’ at the end of week 4.17

Exploring factors associated with opioid tapering self-efficacy
To further explore factors that may be associated with 
opioid tapering self- efficacy,13 27 53 54 we will measure 
patient expectations regarding tapering, patient 
autonomy in the decision to taper, readiness to taper, 
doctor–patient relationship and social support at base-
line in all participants. Participants will rate their current 
level of readiness using a single item 6- point Likert scale, 
with responses ranging from ‘not ready’ to ‘very Ready’, 
adapted from the EMPOWER study.17 Patient expec-
tations regarding tapering will be measured by asking 
participants to report ‘What would you expect to happen 
to the following (PEG and mood) as a result of reducing 
your opioid medications over the next 4 weeks?’, with 
response options including ‘better’, ‘no change’, ‘worse’, 
‘not Sure’. Participant autonomy (perceived degree 
of choice) to begin an opioid taper was measured with 
one item: ‘To what extent was it your decision to reduce 
your dose of opioid medications?’ (‘completely my deci-
sion’, ‘shared decision’ or ‘not at all my decision’). The 
Patient–Doctor Relationship Questionnaire55 and Oslo 
Social Support Scale56 will be used for measuring doctor- 
patient relationship and perceived social support, respec-
tively. A range of demographic and clinical characteristics 
will also be collected (see table 1).

Sample size
The sample size was considered 20 in each study arm. 
This sample size is appropriate for the study’s primary and 
secondary objectives. Aiming for the intervention to be 
acceptable by 70% of the participants with 20% precision (ie, 
at least 50% would recommend the intervention), 18 partic-
ipants are required in the intervention arm. To evaluate the 
potential efficacy of the intervention as compared with the 
control and assuming a medium standardised effect size 
(0.5), 12 participants are required in each group with 80% 
one- sided CI approach which is suggested for pilot trials.57 
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To gather data to obtain estimates and calculate sample size 
for the future definitive trial, the recommended sample size 
for each study arm is 15 for a medium (0.5) standardised 
effect size.58 We also expect a lost to follow- up rate of 10% 
during the study period. Accordingly, the total sample size 
was calculated as 40.

Assignment of interventions
Allocation (sequence generation, allocation concealment 
mechanism, implementation)
Participants identified as eligible who have provided 
informed consent will be enrolled into the study by a 
study research assistant number 1 (RA1) and will receive 
a consecutive study identification number (SIN). The 
RA1 will create a record in the Research Electronic Data 
Capture (REDCap)59 software for each participant and 
assign the SIN to the record. RA1 will send the REDCap 
link to the participant’s email for consenting online and 
completing the baseline assessments. After completing 
the baseline assessments, RA1 will randomly allocate the 
participant to the study groups based on the randomisa-
tion table in the REDCap.

The randomisation table (using block randomisation 
based on the study site) will be generated at the beginning 
of the study by an independent member of the Clinical 
Trial Unit at the Pain Management & Research Centre 
(PMRC) using the Research Randomiser software.60 The 
table will be imported into the REDCap before the trial 
starts. Only the independent member of the PMRC Clin-
ical Trial Unit will hold a copy of and have access to the 
randomisation table (access to this table in REDCap will 
be limited for the research team members). RA1 has no 
access to the randomisation table and only can see the 
assigned group after allocation by REDCap. Only RA1, 
who has access to the REDCap records and is aware of 
the group allocation, will be responsible for uploading 
the participant’s details into the text message system (for 
the intervention group) but will not be involved in weekly 
data collection to prevent bias.

Participants will be notified by email of their trial group 
allocation within 24 hours of completing baselines measures. 
Participants in the control arm will be informed that ‘you 
have been randomly allocated to the weekly assessment 
group. This means we will send you some short question-
naires to complete each week via email. This will help us to 
understand your experience over the next 4 weeks.’ Those 
in the intervention arm will be advised that ‘you have been 
randomly allocated to receive daily SMS- delivered support 
for opioid tapering over the next four weeks. Please use the 
link below to watch a 10- minute video (please turn your 
audio on) for some helpful information, and one question 
for you to answer.’

Blinding
Participants will be informed that they will be randomly 
allocated to either the intervention arm or the control 
arm of the trial. Participants cannot be blinded to the 
study arms due to the nature of the intervention. Treating 

clinicians will be blinded to the study arms. To improve 
blinding integrity, participants will be asked to not discuss 
their participation in the study or their intervention 
allocation with the clinician supervising their opioid 
tapering.61 The independent member of the PMRC clin-
ical trial unit who generates the table of randomisation 
for the REDCap will not have access to the participants’ 
identities. The study RA1 who is involved in enrolment 
and putting participants' information into the SMS system 
will not be blinded to the group allocation but will not be 
involved in data collection. Data collection will be done 
by participants and online. If necessary, for data collec-
tion by phone call, the study RA2 who will perform data 
collection will be blinded to the study arms. Participants 
will be asked to not provide information about the group 
allocation to the study data collector. The statistician will 
be blinded to the study arms. Only SINs will be used in 
the database. At the end of the study, a group variable 
will be added to the study database and each group will 
be labelled as A or B (but not intervention and control) 
before sending the database to the statistician for statis-
tical analyses. Unblinding the groups will be done after 
all analyses are done by the statistician.

Data collection, management and analysis
Data collection methods
All data collected for this study is by self- report. Following 
the creation of a REDCap record for each participant all 
outcome measures and data collection will be managed 
by the REDCap system hosted at the University of Sydney. 
REDCap will send questionnaires and scales to participants 
by email. Participants will be given the option to complete 
them over the phone if they anticipate difficulty accessing 
the internet or completing online questionnaires during 
the study. Only if a phone call is required for data collec-
tion purposes will RA2 contact the participant. They will be 
reminded, if needed, with SMS or phone call.

Data management
To ensure participants’ privacy is protected, all data will 
be recorded in spreadsheets using only the patient’s SIN. 
All data will be securely stored in line with the North 
Shore Local Health District Research and Ethics and 
University of Sydney protocols and procedures regarding 
data management.

Statistical methods
For feasibility and acceptability measures, descriptive 
statistics will be used. To maintain blindness, a separate 
database of these measures will be generated without 
record ID, demographic data or group ID.

For the comparison of the potential efficacy measures 
between the study groups, all analyses will be blinded 
to the group status. In this pilot trial, the focus is on 
descriptive statistics and estimation, using CIs, rather 
than formal hypothesis testing. Therefore, the CI will be 
adjusted to 80% and one sided.57 Descriptive statistics of 
demographics and all study variables over the 4 weeks will 
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be reported. The mixed- model analysis will be used to test 
for the effect of group × time interaction for dependent 
variables of opioid tapering self- efficacy, pain intensity 
and interference, and mood. In all mixed model analyses, 
the normal distribution of the residuals will be tested, and 
data will be transformed if needed to approximate resid-
uals to normality. Mann- Whitney U test will be used for 
comparing the cumulative incidence of withdrawal symp-
toms and satisfaction. Correlation analysis (Pearson or 
Spearman correlation coefficients) will be done to find 
factors associated with opioid tapering self- efficacy. All 
analyses will be done using SAS software (V.9.4).

Monitoring
Data monitoring and auditing
On- site data management procedures comply with Good 
Clinical Practice.62 Deidentified data will be retained in 
REDCap and managed in line with study policy, proce-
dures and governance. The University of Sydney, the 
study sponsor and the Northern Sydney Local Health 
District Ethics Committee agreed no onsite or offsite data 
monitoring outside the study procedures was required.

Harms
The research described in this protocol was consid-
ered ‘negligible risk research’, with no foreseeable risk 
of causing harm or discomfort. Foreseeable risk is the 
inconvenience of completing the study questionnaires. 
The intervention (educational video and supportive text 
messages) is not expected to cause any physical harm, 
anxiety, pain, psychological disturbance, devaluation of 
personal worth, or social disadvantage to participants.63 
Participants in both arms will continue to work with their 
pain specialist and other health practitioners on ‘usual 
care’, which will typically mean clinician guidance of 
opioid tapering schedule while learning and practicing 
non- pharmacological pain management (physiotherapy 
combined with cognitive–behavioural therapy).

ETHICS AND DISSEMINATION
Research ethics approval and protocol
This study has ethics approval from the North Shore Local 
Health District Research and Ethics (2020/ETH03288). 
The current protocol version is 1.02 and all changes are 
approved by North Shore Local Health District Research 
and Ethics and updated on the trial registry. The full list 
of changes and their reasons are provided in multimedia 
online supplemental appendix E.

Consent and data confidentiality
Informed consent will be obtained via the procedures 
outlined above. Patients’ privacy will be protected for 
archiving, storage, and publication by allocating them an 
SIN. While the data are being collected, the participants 
would be reidentifiable via the name and SIN. Once their 
data collection is completed, identifiable information will 

be deleted so that stored study data can never be linked 
back to any of the participants.
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Ancillary and post-trial care
Both the study groups will continue to receive usual care 
from the multidisciplinary team (and any other provider 
involved in their care).

Dissemination
Study results will be published in peer- reviewed journals 
and presented at scientific and professional meetings.

DISCUSSION
This study describes the protocol for a pilot RCT for a 
digital health intervention to support prescription opioid 
tapering. Specifically, the mHealth intervention will 
consist of a video and 4 weeks of twice- daily text messages. 
The intervention is designed to be a relatively cost- effective 
and scalable mode of support for patients with chronic 
pain who are voluntarily reducing or discontinuing their 
prescription opioid medications under the guidance of 
a healthcare provider. The pilot RCT’s primary objec-
tives are to evaluate the feasibility and acceptability of 
the mHealth (video and SMS) intervention and the trial 
methodology (recruitment, measures and methods). As a 
secondary objective, an analysis of potential efficacy will 
be conducted primarily on opioid tapering self- efficacy.

Potential benefits and limitations
This study protocol will inform the development of a 
future definitive (well- powered) RCT to test the efficacy 
of the piloted mHealth intervention to support people 
with chronic non- cancer pain who are tapering opioids. 
The protocol has been codesigned in collaboration with 
patients with chronic pain and clinicians specialising in 
chronic pain management. Future research conducted 
to trial strategies for supporting patients to taper opioids 
may find it helpful to use the methodology described in 
this protocol to inform their own design and collabora-
tion with patients.

As a pilot RCT, the protocol we have described primarily 
aims to answer questions of feasibility and acceptability. For 
this reason, we have not powered the study to formally test 
the hypothesis of efficacy, nor have we powered the study 
to adequately understand sources of individual differences 
in intervention efficacy. We acknowledge that some of the 
measurement instruments (eg, the opioid tapering self- 
efficacy scale) in this trial have not been previously validated. 
Hence, we will need to evaluate the distribution of the data 
generated by these measures prior to conducting statistical 
analyses. We also acknowledge that there may be substantial 
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variation in opioid dose changes attempted by participants 
over the 4- week study period, and there is likely to be signif-
icant variation in participants’ satisfaction, engagement with 
and adherence to the ‘usual care’. The benefit of hetero-
geneity in participants’ opioid tapering schedules and 
usual care is that it maximises our opportunity to capture 
potential feasibility risks. The pilot RCT is also designed to 
be practical. It would be impractical and indeed antithet-
ical to the principle of patient- centred care to standardise 
‘usual care’ or standardise opioid tapering schedules. We 
also acknowledge that weekly changes in opioid medication 
use is self- reported, which is prone to bias. This method of 
assessment reflects the reality of clinical care delivered in the 
current study setting (Australia), where patients’ adherence 
to opioid prescribing and tapering advice is not enforced 
or closely supervised but relies on patient self- report. To 
minimise the risk of social desirability effects on opioid dose 
reporting, participants are reminded that their weekly assess-
ments, including medication reporting, will be confidential 
and not reported back to their clinician.

Finally, the pilot protocol informs the development of a 
definitive RCT including patients with chronic pain who 
are receiving care in multidisciplinary pain clinics. The 
majority of people with chronic pain who are tapering their 
opioid medications are likely to be guided by a primary care 
provider (general practitioner). Only a small proportion of 
people with chronic pain receive multidisciplinary care from 
a tertiary pain clinic. Hence, at this early stage of research 
and development, the feasibility, acceptability and poten-
tial efficacy of the mHealth intervention described in this 
protocol for patients in primary care, or patients who are 
tapering in the community without close supervision from a 
primary care provider, will remain unknown.
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Multimedia Appendix A - SPIRIT 2013 Checklist 

 

SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and related 

documents for: Evaluation of an mHealth Intervention to Improve Self-Efficacy in 

Prescription Opioid Tapering in Patients with Chronic Pain: Protocol for a Pilot Randomised, 

Single-Blind, Controlled Trial 

 

Section/item Item

No 

Description Page 

No. 

Administrative information  

Title 1 Descriptive title identifying the study design, 

population, interventions, and, if applicable, trial 

acronym 

1 

Trial registration 2a Trial identifier and registry name. If not yet 

registered, name of intended registry 

4 

2b All items from the World Health Organization Trial 

Registration Data Set 

 

Protocol version 3 Date and version identifier 23 

Funding 4 Sources and types of financial, material, and other 

support 

24 

Roles and 

responsibilities 

5a Names, affiliations, and roles of protocol 

contributors 

1-2 

5b Name and contact information for the trial sponsor 23 

 5c Role of study sponsor and funders, if any, in study 

design; collection, management, analysis, and 

interpretation of data; writing of the report; and the 

decision to submit the report for publication, 

including whether they will have ultimate authority 

over any of these activities 

24 

 5d Composition, roles, and responsibilities of the 

coordinating centre, steering committee, endpoint 

adjudication committee, data management team, and 

other individuals or groups overseeing the trial, if 

applicable (see Item 21a for data monitoring 

committee) 

23 

Introduction    
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Background and 

rationale 

6a Description of research question and justification for 

undertaking the trial, including summary of relevant 

studies (published and unpublished) examining 

benefits and harms for each intervention 

6-8 

 6b Explanation for choice of comparators 9-10 

Objectives 7 Specific objectives or hypotheses 8 

Trial design 8 Description of trial design including type of trial (eg, 

parallel group, crossover, factorial, single group), 

allocation ratio, and framework (eg, superiority, 

equivalence, noninferiority, exploratory) 

9 

Methods: Participants, interventions, and outcomes  

Study setting 9 Description of study settings (eg, community clinic, 

academic hospital) and list of countries where data 

will be collected. Reference to where list of study 

sites can be obtained 

9-10 

Eligibility criteria 10 Inclusion and exclusion criteria for participants. If 

applicable, eligibility criteria for study centres and 

individuals who will perform the interventions (eg, 

surgeons, psychotherapists) 

10-13 

Interventions 11a Interventions for each group with sufficient detail to 

allow replication, including how and when they will 

be administered 

13-15 

11b Criteria for discontinuing or modifying allocated 

interventions for a given trial participant (eg, drug 

dose change in response to harms, participant 

request, or improving/worsening disease) 

15 

11c Strategies to improve adherence to intervention 

protocols, and any procedures for monitoring 

adherence (eg, drug tablet return, laboratory tests) 

14 

11d Relevant concomitant care and interventions that are 

permitted or prohibited during the trial 

9-10 

Outcomes 12 Primary, secondary, and other outcomes, including 

the specific measurement variable (eg, systolic blood 

pressure), analysis metric (eg, change from baseline, 

final value, time to event), method of aggregation 

(eg, median, proportion), and time point for each 

outcome. Explanation of the clinical relevance of 

chosen efficacy and harm outcomes is strongly 

recommended 

15-18 
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Participant 

timeline 

13 Time schedule of enrolment, interventions (including 

any run-ins and washouts), assessments, and visits 

for participants. A schematic diagram is highly 

recommended (see Figure) 

18-19 

Sample size 14 Estimated number of participants needed to achieve 

study objectives and how it was determined, 

including clinical and statistical assumptions 

supporting any sample size calculations 

19 

Recruitment 15 Strategies for achieving adequate participant 

enrolment to reach target sample size 

10  

Methods: Assignment of interventions (for controlled trials)  

Allocation:    

Sequence 

generation 

16a Method of generating the allocation sequence (eg, 

computer-generated random numbers), and list of 

any factors for stratification. To reduce predictability 

of a random sequence, details of any planned 

restriction (eg, blocking) should be provided in a 

separate document that is unavailable to those who 

enrol participants or assign interventions 

19 

Allocation 

concealment 

mechanism 

16b Mechanism of implementing the allocation sequence 

(eg, central telephone; sequentially numbered, 

opaque, sealed envelopes), describing any steps to 

conceal the sequence until interventions are assigned 

19-20 

Implementation 16c Who will generate the allocation sequence, who will 

enrol participants, and who will assign participants to 

interventions 

19-20 

Blinding 

(masking) 

17a Who will be blinded after assignment to 

interventions (eg, trial participants, care providers, 

outcome assessors, data analysts), and how 

20-21 

 17b If blinded, circumstances under which unblinding is 

permissible, and procedure for revealing a 

participant’s allocated intervention during the trial 

 

Methods: Data collection, management, and analysis  
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Data collection 

methods 

18a Plans for assessment and collection of outcome, 

baseline, and other trial data, including any related 

processes to promote data quality (eg, duplicate 

measurements, training of assessors) and a 

description of study instruments (eg, questionnaires, 

laboratory tests) along with their reliability and 

validity, if known. Reference to where data 

collection forms can be found, if not in the protocol 

21-22 

 18b Plans to promote participant retention and complete 

follow-up, including list of any outcome data to be 

collected for participants who discontinue or deviate 

from intervention protocols 

21 

Data management 19 Plans for data entry, coding, security, and storage, 

including any related processes to promote data 

quality (eg, double data entry; range checks for data 

values). Reference to where details of data 

management procedures can be found, if not in the 

protocol 

21-22 

Statistical 

methods 

20a Statistical methods for analysing primary and 

secondary outcomes. Reference to where other 

details of the statistical analysis plan can be found, if 

not in the protocol 

22 

 20b Methods for any additional analyses (eg, subgroup 

and adjusted analyses) 

22 

 20c Definition of analysis population relating to protocol 

non-adherence (eg, as randomised analysis), and any 

statistical methods to handle missing data (eg, 

multiple imputation) 

22 

Methods: Monitoring  

Data monitoring 21a Composition of data monitoring committee (DMC); 

summary of its role and reporting structure; 

statement of whether it is independent from the 

sponsor and competing interests; and reference to 

where further details about its charter can be found, 

if not in the protocol. Alternatively, an explanation of 

why a DMC is not needed 

22 

 21b Description of any interim analyses and stopping 

guidelines, including who will have access to these 

interim results and make the final decision to 

terminate the trial 

NA 
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Harms 22 Plans for collecting, assessing, reporting, and 

managing solicited and spontaneously reported 

adverse events and other unintended effects of trial 

interventions or trial conduct 

23 

Auditing 23 Frequency and procedures for auditing trial conduct, 

if any, and whether the process will be independent 

from investigators and the sponsor 

NA 

Ethics and dissemination  

Research ethics 

approval 

24 Plans for seeking research ethics 

committee/institutional review board (REC/IRB) 

approval 

23-24 

Protocol 

amendments 

25 Plans for communicating important protocol 

modifications (eg, changes to eligibility criteria, 

outcomes, analyses) to relevant parties (eg, 

investigators, REC/IRBs, trial participants, trial 

registries, journals, regulators) 

23-24 

Consent or assent 26a Who will obtain informed consent or assent from 

potential trial participants or authorised surrogates, 

and how (see Item 32) 

24 

 26b Additional consent provisions for collection and use 

of participant data and biological specimens in 

ancillary studies, if applicable 

NA 

Confidentiality 27 How personal information about potential and 

enrolled participants will be collected, shared, and 

maintained in order to protect confidentiality before, 

during, and after the trial 

24 

Declaration of 

interests 

28 Financial and other competing interests for principal 

investigators for the overall trial and each study site 

24 

Access to data 29 Statement of who will have access to the final trial 

dataset, and disclosure of contractual agreements that 

limit such access for investigators 

21 

Ancillary and 

post-trial care 

30 Provisions, if any, for ancillary and post-trial care, 

and for compensation to those who suffer harm from 

trial participation 

9-10 
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Dissemination 

policy 

31a Plans for investigators and sponsor to communicate 

trial results to participants, healthcare professionals, 

the public, and other relevant groups (eg, via 

publication, reporting in results databases, or other 

data sharing arrangements), including any 

publication restrictions 

24 

 31b Authorship eligibility guidelines and any intended 

use of professional writers 

NA 

 31c Plans, if any, for granting public access to the full 

protocol, participant-level dataset, and statistical 

code 

NA 

Appendices    

Informed consent 

materials 

32 Model consent form and other related documentation 

given to participants and authorised surrogates 

Multimedia 

Appendix 

Biological 

specimens 

33 Plans for collection, laboratory evaluation, and 

storage of biological specimens for genetic or 

molecular analysis in the current trial and for future 

use in ancillary studies, if applicable 

NA 

 

Table Based on SPIRIT Checklist:  

Accessed (3/9/21) at: 

https://www.spirit-statement.org/wp-content/uploads/2013/08/SPIRIT-Checklist-download-

8Jan13.doc 

 

See:  

Chan A-W, Tetzlaff JM, Altman DG, Laupacis A, Gøtzsche PC, Krleža-Jerić K, Hróbjartsson 
A, Mann H, Dickersin K, Berlin J, Doré C, Parulekar W, Summerskill W, Groves T, Schulz 

K, Sox H, Rockhold FW, Rennie D, Moher D. SPIRIT 2013 Statement: Defining standard 

protocol items for clinical trials. Ann Intern Med 2013;158:200-207. 

Chan A-W, Tetzlaff JM, Gøtzsche PC, Altman DG, Mann H, Berlin J, Dickersin K, 

Hróbjartsson A, Schulz KF, Parulekar WR, Krleža-Jerić K, Laupacis A, Moher D. SPIRIT 
2013 Explanation and Elaboration: Guidance for protocols of clinical trials. BMJ 

2013;346:e7586.  
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[Insert site name] 
 
 
 

PARTICIPANT INFORMATION SHEET AND CONSENT FORM 
 
 

CLINICAL TRIAL / INTERVENTIONAL STUDY 
 

A Pilot Randomised Controlled Trial of SMS Support for Patients 
Tapering Opioids for Chronic Pain. 

 
 

Invitation 
You are invited to participate in a research study that will investigate how individuals 
experience the first 4-weeks of opioid medication tapering and whether receiving SMS 
text messaging offers additional support to patients with chronic pain during opioid 
tapering.  
 
The study is being conducted by: 
 
- Professor Paul Glare, Chair in Pain Medicine, Sydney Medical School, The University 

of Sydney; Director of the Pain Management Research Institute, Royal North Shore 
Hospital 

- Associate Professor Claire Ashton-James, PhD, Pain Management, Northern Clinical 
School, The University of Sydney 

- Dr. Ali Gholamrezaei, MD, PhD, Research Fellow, Northern Clinical School, The 
University of Sydney 

- Michael Magee, PhD candidate, Pain Management Research Institute, Royal North 
Shore Hospital 

- [add site PI] 
 
Before you decide whether or not you wish to participate in this study, it is important for 
you to understand why the research is being done and what it will involve. Please take 
the time to read the following information carefully and discuss it with others if you wish. 
 
1. ‘What is the purpose of this study?’ 
The purpose is to investigate how individuals experience the first 4-weeks of opioid 
medication tapering, what factors influence their confidence in their ability to taper and 
whether delivering education and advice about chronic pain and opioid dose reduction via 
text messages can provide additional support to patients with chronic pain during opioid 
tapering. It is hoped that this study will help improve our understanding of this early 
tapering experience (for example, the challenges and needs during this time) and to find 
effective interventions to improve health outcomes by providing information in the form of 
text messages. 

 
2. ‘Why have I been invited to participate in this study?’ 
You are eligible to participate in this study because you are currently prescribed opioids 
for chronic pain, and it has been recommended that you reduce your dose. 
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3. ‘What if I don’t want to take part in this study, or if I want to withdraw later?’ 
Participation in this study is voluntary. It is completely up to you whether you participate. 
If you decide not to participate, it will not affect the treatment you receive now or in the 
future. Whatever your decision, it will not affect your relationship with your treating 
clinicians or the staff caring for you. 

 
If you wish to withdraw from the study, you can do so at any time without having to give 
a reason. You can withdraw from receiving the text messages by replying “STOP” to the 
text messages at any time. 
 
If you choose to withdraw, you can complete and sign the ‘Participant Withdrawal of 
Consent Form’ at the end of this document and return it to the address supplied or 
send an SMS or email to the investigators requesting an online copy of the withdrawal 
form. 
 
If you withdraw from the study, all of your data and information will be deleted from 
study records and will not be used in any future research, unless you agree to your  
de-identified (anonymised) information and data being published and used in future 
research. 
 
Note: The principal investigator of the study may remove a research participant from the 
study at any time in the event the participant’s safety may be compromised such as the 
following: 
• any unanticipated health problems; 
• the participant is non-compliant with the study protocol / procedures; 
• principal investigator determines that it is in the best interest of the participant to be 
removed from the study. 

 
4. ‘What does this study involve?’ 
Your involvement in the study will last for 4 weeks and it starts from the day your 
treating clinician recommends you reduce your opioid dose using a dose reduction plan.  
 
If you decide you would like to participate in this study,  
 
1. You will provide your contact information to your Pain Specialist who will ask a 

member of the research team to contact you by phone to confirm your interest and 
eligibility to participate in the study and to answer any questions you may have.  
 

2. Once you agree to participate in the study, the online consent form and baseline 
survey will be emailed to you to collect your information relevant to your tapering 
experience, such as information relating to your pain, mental health and health 
status.  
 

3. This is a randomised clinical trial. Sometimes researchers don’t know whether an 
intervention can help management of patients with a particular condition, so 
comparison is needed to be made between different treatments. To do this, study 
participants are put into groups that receive different interventions, and the outcomes 
of each group are compared. To ensure the groups are similar to start with, a 
computer allocates each study participant into a group randomly, like the flip of a 
coin. Neither the doctor, researchers, nor the study participant can decide which 
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treatment the participant receives. Once you have consented to participate in the 
study and completed the baseline survey, you will be randomised into one of the two 
study groups.  
 

4. Regardless of which group you are allocated to, you will continue your treatment as 
usual under supervision of your doctor. 
 

5. You will complete some short questionnaires on a weekly basis and some once at 
the beginning and after 4 weeks. These questionnaires will help the researchers to 
understand your experiences before, during and after the initial period you start 
tapering. 

  
6. You will be asked to complete the questionnaires online. We need your email 

address to send you a link to the questionnaires. If you anticipate difficulty accessing 
internet or completing questionnaires online any time during the study, you may 
complete these questionnaires over the phone. You may receive text message or 
phone call reminders from a member of the research team to complete the 
questionnaires.  

7. If you are allocated to the intervention group, in addition to your treatment as usual, 
you will be requested to watch an explanatory video at the beginning of the study 
that explains the study and then you will receive text messages via phone.  
The messages may be delivered during the day (usually 9am-5pm) and on 4 to 7 
days of the week for the length of the intervention (4 weeks).  

All the messages are designed to be ‘one-way’ meaning you are not required to 
reply.  

It is not necessary to reply to the messages. But, if you do decide to reply to any 
message you receive, all return messages will be saved and may be analysed later 
to help understand the usefulness and acceptability of the messages.  

Please note that if you experience a flare up of pain or any other pain-related 
problem, you should contact your treating doctor or clinician as part of the 
usual care. 

8. In order to understand your experience of tapering and evaluate whether the 
intervention is making any difference, you will be asked to complete a number of 
surveys and questionnaires. You will be asked to complete some questionnaires that 
evaluate your pain, mood, quality of life, other symptoms and use of opioid 
medications.  

9. If you are in the intervention group, you also will be asked to complete a survey at 
the end of the intervention to give us feedback about the acceptability and 
usefulness of the SMS intervention.  

10. This study is a single-blinded trial, it means that the study participants do know which 
treatment group they are in but their treating clinician and the researchers who 
assess the information do not know which treatment the participant is receiving 
(although, if the treating clinician needs to find out for safety reasons, they can do 
so).  
In this particular study, an independent researcher keeps the codes of the groups 
until the study is finished and all data are gathered. You will be asked to not inform 
your treating clinician or the researchers you are in contact with about the group you 
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are in, unless directly requested by your clinician or one of the research team 
members or you decide to do so for safety reasons.  

 
5. ‘How is this study being paid for?’ 
This study is supported by a grant to the University of Sydney from the Ernest Heine 
Family Foundation. 

 
6. ‘What are the alternatives to participating in this study?’ 
If you decide not to participate in this study, and you wish to continue treatment, you will 
still receive the standard treatment available for your condition.  

 
7. ‘Are there risks to me in taking part in this study?’ 
We strongly advise you NOT to watch the video and or read any text messages 
and or response to any phone calls whilst driving or crossing roads to ensure 
your safety and abidance with State Government laws. 

We expect there to be minimal risk involved for you when participating in the study aside 
from giving up your time. If any unexpected consequences occur during your participation 
or you feel distressed by this study, please contact the trial coordinator [Michael Magee 02 
9463 1528] for advice, your GP or attend your local Hospital Emergency Department.  
 
Regardless of being in the intervention or control group, if you experience a flare 
up of pain or any other pain related problem, you should contact your treating 
doctor or clinician as part of the usual care. There are also some telephone support 
services which you can contact. For mental health support call lifeline: 13 11 14 (24 
hours), for withdrawal support contact the Alcohol and Drug Information Service: 1300 
340 357 (24 hours), for chronic pain support call the Pain Link Peer Support service: 
1300 340 357 (leave a message for call back service). 
 
Your participation in this study will cost you some time and energy. The intervention 
itself will take only a minute or two to read and digest the text message. The completion 
of all the surveys will take around 30 minutes. We will invite some people to complete a 
feedback survey which will take approximately 10 minutes to complete. The surveys will 
involve questions relating to your function, pain, quality of life, how your symptoms have 
changed, and your use of medications. It is possible that you may feel inconvenienced 
by completing the questionnaires. If this happens, you are able to withdraw from the 
study as explained above in section 3.  
 
8. ‘What happens if I suffer injury or complications as a result of the study?’ 
If you suffer any injuries or complications as a result of this study, you should contact 
the trial coordinator as soon as possible, who will assist you in arranging appropriate 
medical treatment. 
 
You may have a right to take legal action to obtain compensation for any injuries or 
complications resulting from the study. Compensation may be available if your injury or 
complication is caused by the treatment, or by the negligence of any of the parties 
involved in the study. If you receive compensation that includes an amount for medical 
expenses, you will be required to pay for your medical treatment from those 
compensation monies.  
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If you are not eligible for compensation for your injury or complication under the law, but 
are eligible for Medicare, then you can receive any medical treatment required for your 
injury or complication free of charge as a public patient in any Australian public hospital. 
 
9. ‘Will I benefit from the study?’ 
This study aims to understand tapering better and support patients with chronic pain 
during reduction of opioid medication dose leading to improvements in health outcomes 
and confidence in self-management of pain. However, we cannot guarantee or promise 
that you will receive any direct benefits from this research. Allocation to the study groups 
is randomised by the computer and is not based on doctor, participant, or researcher 
decision.   

 
10. ‘Will taking part in this study cost me anything, and will I be paid? 
Participation in this study will not cost you anything other than the time taken to read the 
text messages and answer the online surveys. You will not receive payment to 
participate.  

 
11. ‘How will my confidentiality be protected?’ 
Of the people treating you, only the investigators named above, your Pain Specialist and 
the study coordinator will know whether or not you are participating in this study. Any 
identifiable information that is collected about you in connection with this study will 
remain confidential and will be disclosed only with your permission, or except as 
required by law. Only the researchers named above and The Northern Sydney Local 
Health District Human Research Ethics Committee, (HREC) for monitoring purposes 
and regulatory bodies will have access to your details and results that will be held 
securely at The Pain Management Research Institute.  
 
We will use Message Media service (https://messagemedia.com/au) to send SMS to 
your phone. This is an automated secure system which is using protocols for encryption 
and authentication. No one other than specified above will have access to your phone 
number and to the messages you will send as replies.  

 
12. ‘What happens with the results?’ 
We hope that the results of this research project will be published in scientific journals 
and presented at conferences. In any publication or presentation, information will be 
provided in such a way that you cannot be identified, except with your express 
permission. Results of the study will be provided to you, if you wish. 

 
13. ‘What happens to my treatment when the study is finished?’ 
At the end of the study you will no longer receive any text messages or surveys. You are 
free to keep all messages you have received on your phone for future reference if you 
wish. Beyond the length of the study intervention, we advise you to continue working 
with your doctor for managing your pain and opioid medication dose reduction.  
 
14.  ‘What should I do if I want to discuss this study further before I decide?’ 
When you have read this information, the study coordinator Michael Magee will discuss 
it with you and answer any questions you may have. If you would like to know more at 
any stage, please do not hesitate to contact him on 02 9463 1528 during office hours or 
by email: mmag9080@uni.sydney.edu.au 
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15.  ‘Who should I contact if I have concerns about the conduct of this study?’ 
 

This study has been approved by the Northern Sydney Local Health District HREC. Any 
person with concerns or complaints about the conduct of this study should contact the 
Research Office who is nominated to receive complaints from research participants. You 
should contact them on 02 9926 4590 and quote HREC reference 2020/ETH03288. 
 
The conduct of this study at the [name of hospital] has been authorised by the [name of Local 
Health District]. Any person with concerns or complaints about the conduct of this study may 
also contact the Research Governance Officer [or other officer] on [telephone number] and 
quote protocol number [insert local protocol number]. 

 
Thank you for taking the time to consider this study. 

 
If you wish to take part in it, please sign the attached consent form.  

 
This information sheet is for you to keep. 
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Pain Management Research Institute 
Ground floor, Douglas Building, Royal North Shore Hospital, St. Leonards NSW 2065 

 

 
CONSENT FORM 

 

CLINICAL TRIAL / INTERVENTIONAL STUDY 
 

A Pilot Randomised Controlled Trial of SMS Text Messages to Support 
Tapering Opioids for Chronic Pain. 

 
1. I agree to participate as a subject in the study described in the Participant Information 

Sheet set out above. 
 
Please provide your full name 

 
2. I acknowledge that I have read the Participant Information Sheet, which explains why I 

have been selected, the aims of the study and the nature and the possible risks of the 
investigation, and the statement has been explained to me to my satisfaction. 
○ YES 
○ NO 

 
3. Before signing this consent form, I have been given the opportunity of asking any 

questions relating to any possible physical and mental harm I might suffer as a result 
of my participation and I have received satisfactory answers.  
○ YES 
○ NO 
 

4. I understand that I can withdraw from the study at any time without prejudice to my 
relationship to the investigators or treating clinicians. 
○ YES 
○ NO 

 
5. I agree that research data gathered from the results of the study may be published, 

provided that I cannot be identified. 
○ YES 
○ NO 

 
6. I agree that data gathered in this study may be used in future research by the Pain 

Management Research Institute. 
○ YES 
○ NO 
 

7. I understand that if I have any questions relating to my participation in this research, I 
may contact Michael Magee by phone (02) 9463 1528) or email 
(mmag9080@uni.sydney.edu.au) who will be happy to answer them. 
○ YES 
○ NO 
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8. I acknowledge receipt of a copy of this Consent Form and the Participant Information 
Sheet. 
○ YES 
○ NO 

 
Complaints may be directed to the Research Office on Level 13, Kolling Building, Royal 
North Shore Hospital, St Leonards NSW 2065   
Phone 02 9926 4590 | email NSLHD-research@health.nsw.gov.au  
 
‘I understand that by submitting this consent form I consent to participate in the study 
as stated in the participant information statement.’ 
 
○ YES 
○ NO 
 
            
  

SUBMIT 
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[Insert site name] 
 
 

CLINICAL TRIAL / INTERVENTIONAL STUDY 
 

A Pilot Randomised Controlled Trial of SMS Text Messages to Support 
Tapering Opioids for Chronic Pain. 

 
REVOCATION OF CONSENT 

 
I hereby wish to WITHDRAW my consent to participate in the study described above and 
understand that such withdrawal WILL NOT jeopardise any treatment or my relationship with 
the Pain Management Research Institute, the Pain Management & Research Centre, or my 
medical attendants. 
 
For online form  

Please provide your full name    
 
‘I understand that by submitting this withdrawal form I am withdrawing my consent to 
participate in the study as stated in the information statement.’ 
○ YES 
○ NO 
 
‘I agree my de-identified (anonymised) information and data to be used in this and/or 
future research study.‘ 
○ YES 
○ NO 
 
  
 
 

For paper form 
 
Signature    Date 
 
The section for Revocation of Consent should be forwarded to:  
 
Insert Site Principal Investigator name/address 
 
  

 

SUBMIT 
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Day 

1-28 

AM or 

PM 

Final Message Category 

1 AM Welcome to our study! You will receive 2 text messages per day from us 

over the next 4 weeks. Each message is designed to help support you 

during your opioid medication reduction. Save this phone number as 

TXTSupport@USYD.  Text STOP if you want to opt out of the study.   

Welcome 

1 PM Hi #firstname#, There are many ways to manage pain without opioids 

and lots of resources to help with pain self-management are available 

online. Here's a good place to start: https://aci.health.nsw.gov.au/chronic-

pain. USYD 

Pain 

Education 

and Self-

Management 

Strategies 

2 AM Hi again #firstname#. When people reduce their opioids, they are able to 

think more clearly and do more to look after themselves and others. 

USYD 

Motivation 

to Taper 

Opioids 

2 PM By taking fewer opioids, many people find they are able to think more 

clearly, be more active, and participate in more social activities. Less 

pills, more life. USYD 

Motivation 

to Taper 

Opioids 

3 AM Withdrawal symptoms can be avoided or minimised when you taper 

slowly and look after your health. Good nutrition, sleep, and exercise 

will help. Introduce small sustainable changes over time. USYD 

Motivation 

to Taper 

Opioids 

3 PM Pain flare ups are like bad moods. Sometimes they come on for no clear 

reason. They will often pass if you distract yourself. Try doing or 

thinking about something you enjoy. USYD 

Pain 

Education 

and Self-

Management 

Strategies 

4 AM For many people, less opioids means feeling safer driving, being better 

able to engage in daily activities, experiencing better sleep, and better 

mood. USYD 

Motivation 

to Taper 

Opioids 

4 PM Hi #firstname#, withdrawal symptoms while reducing your opioid 

medication are temporary and will pass. USYD 

Opioid 

Tapering 

Support 

5 AM There can be many benefits to reducing opioid medication. A lot of 

people with chronic pain find their mood and energy levels improve 

when they taper their opioids. USYD 

Motivation 

to Taper 

Opioids 

5 PM Relaxation strategies can help to reduce muscle tension and pain. Try 

deep breathing exercise for a few minutes several times per day. Finding 

a recording online that works for you can be a great help too! USYD 

Pain 

Education 

and Self-

Management 

Strategies 

6 AM Hi again #firstname#. Drinking plenty of water can help with withdrawal 

symptoms such as sweating and stomach upset. USYD 

Opioid 

Tapering 

Support 

6 PM Don’t feel ashamed if you’re finding it hard. You’re not alone. Many 
people with chronic pain experience challenges while tapering. However, 

most of them say it was worth it in the end. USYD 

Opioid 

Tapering 

Support 

7 AM #firstname#, when you do things that engage you fully and make you 

lose track of time, you may lose track of your pain. USYD 

Pain 

Education 

and Self-

Management 

Strategies 

7 PM It's normal if you feel irritable or low while reducing opioid doses. It's a 

big change and your body needs time to adjust. Try to be kind to 

yourself. USYD 

Opioid 

Tapering 

Support 
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8 AM Good morning #firstname#. Try not to take on big challenges while 

reducing your opioid medications. You don’t want to make things more 
stressful for yourself when you are already making this big change. 

USYD 

Opioid 

Tapering 

Support 

8 PM After reducing you'll be able to think more clearly, your sleep will 

improve, and you’ll be less constipated. USYD 

Motivation 

to Taper 

Opioids 

9 AM Stress can increase pain, and pain can increase stress. Stress management 

strategies like relaxation or light exercise can help to manage pain. 

USYD 

Pain 

Education 

and Self-

Management 

Strategies 

9 PM There is no “normal” when it comes to withdrawal symptoms while 
reducing  opioids. If you experience them they typically subside in less 

than a week. USYD 

Opioid 

Tapering 

Support 

10 AM #firstname#, you are doing your best in a challenging situation. Be proud 

of yourself. USYD 

Opioid 

Tapering 

Support 

10 PM Opioids can make chronic pain worse over time. Many people find that 

their pain improves after a period of time off opioids. USYD 

Motivation 

to Taper 

Opioids 

11 AM Pain can change based on things like stress, nutrition, movement, sleep 

and your mood. Changing these things can help to reduce pain. USYD 

Pain 

Education 

and Self-

Management 

Strategies 

11 PM Here are some tips to improve sleep. Try getting up and going to bed at 

the same time each day, avoid long naps, increase activity, reduce screen 

time before bed, only use your bed for sleep, and reduce caffeine and 

alcohol. USYD 

Pain 

Education 

and Self-

Management 

Strategies 

12 AM Consider your relaxation strategies as medicine that you use regularly. 

Setting the alarm on your phone to remind you to practice deep 

breathing, stretching, or walking a few times a day. USYD 

Pain 

Education 

and Self-

Management 

Strategies 

12 PM Having mood changes #firstname#? Changes in your mood can be a 

symptom of opioid withdrawal. While this can be unpleasant, withdrawal 

symptoms are temporary, and will reduce with time. USYD 

Opioid 

Tapering 

Support 

13 AM Many people with chronic pain report feeling healthier and happier when 

they take less opioid medication. Fewer pills, fewer side effects. USYD 

Motivation 

to Taper 

Opioids 

13 PM Reducing your opioid dose  can be hard in the short term, but you will be 

much better off in the long term. Keep at it! USYD 

Motivation 

to Taper 

Opioids 

14 AM Plans give you something to look forward to. Plan what you'd like to do 

or achieve each day or week. And be kind to yourself if things don’t go 
to plan #firstname#. USYD 

Pain 

Education 

and Self-

Management 

Strategies 

14 PM Managing your pain, medications, withdrawal symptoms, and emotions 

can feel like a full-time job. Be sure to get the support you need and take 

your time. USYD 

Opioid 

Tapering 

Support 

15 AM Focus on self-care. Make sure you are getting enough rest. Eat healthy 

foods. Move regularly and get fresh air. Stay in touch with your friends. 

Try at least one of these forms of self-care today. USYD 

Pain 

Education 

and Self-

Management 

Strategies 
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15 PM Hi #firstname#, you might be finding it hard to do the things you 

normally do due to withdrawal symptoms like mood swings or fatigue. 

As your body adjusts your wellbeing and functioning will improve. 

USYD 

Opioid 

Tapering 

Support 

16 AM One of the main reasons many people with chronic pain decide to reduce 

their opioid medication is because of the side-effects of long-term opioid 

therapy. As you cut down many side-effects pass quickly but some take 

longer. Your body will readjust. USYD 

Motivation 

to Taper 

Opioids 

16 PM Some days will be difficult. That's to be expected. Be proud of yourself 

for getting this far #firstname#.  You are stronger than you realise. 

USYD 

Opioid 

Tapering 

Support 

17 PM Negative thoughts increase stress and stress can increase pain Thoughts 

are just thoughts. Thoughts are not always true or helpful. Taking a step 

back to your thinking or doing something different helps stress. USYD 

Pain 

Education 

and Self-

Management 

Strategies 

17 PM Some withdrawal symptoms pass quickly, others take more time. In all 

cases, withdrawal symptoms will pass. Remember there is light at the 

end of the tunnel. USYD 

Opioid 

Tapering 

Support 

18 AM Good morning #firstname#. After reducing opioid medications, you may 

start to find you are getting more out of each day. USYD 

Motivation 

to Taper 

Opioids 

18 PM Deep breathing can help manage stress and pain. Breathe in deeply for 

about 4 counts - feel your stomach expand. Hold that breath for 2 counts 

and then breath out slowly. Notice the relaxation spread through your 

body. Try this for a few minutes. USYD 

Pain 

Education 

and Self-

Management 

Strategies 

19 AM The support of family and friends throughout this can be helpful. Perhaps 

give one of them a call today to let them know how you are doing. 

USYD 

Opioid 

Tapering 

Support 

19 PM Opioid medications have many undesirable side effects including 

constipation, drowsiness, fatigue, dry mouth, and nausea. There is also a 

risk of dependence and overdose. USYD 

Motivation 

to Taper 

Opioids 

20 AM It can be tempting to try to get everything done on your good days. It can 

be hard to maintain your routine on bad days. #firstname#, try to be 

consistent with activity on good and bad days. USYD 

Pain 

Education 

and Self-

Management 

Strategies 

20 PM Opioid medication becomes less effective over time. After a gradual 

reduction, many people report their pain is more manageable and less 

distressing. USYD 

Motivation 

to Taper 

Opioids 

21 AM Most people take pain medications to relieve pain so they can do more. 

But in the long term, pain medications can increase pain which limits 

activity levels. USYD 

Motivation 

to Taper 

Opioids 

21 PM Practice talking to yourself as you would speak to a friend. Allow 

yourself the same compassion and understanding that you would offer to 

someone else. USYD 

Pain 

Education 

and Self-

Management 

Strategies 

22 AM Hi #firstname#, Exercise can improve your mood. Sometimes it’s hard to 
exercise if you are feeling down or in pain. But getting active – like 

going for a walk – can really help. USYD 

Pain 

Education 

and Self-

Management 

Strategies 

22 PM Hi again #firstname#, many people find their mood improves after 

cutting down on opioid medications. Keep that in mind throughout this 

process, particularly if you're having a bad day. USYD 

Motivation 

to Taper 

Opioids 
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23 AM People often worry about increased pain when they taper off opioids. 

However, many people report less pain once they have cut down their 

dose. USYD 

Opioid 

Tapering 

Support 

23 PM It's normal to worry about reducing your medication. Take one day at a 

time. Just do the best you can today. USYD 

Opioid 

Tapering 

Support 

24 AM Motion is lotion! Gradually increasing the amount of activity you do 

each day is one of the most tried and tested ways of managing pain. 

USYD 

Pain 

Education 

and Self-

Management 

Strategies 

24 PM Long term opioid use can reduce our ability to experience joy and 

delight. Especially with high doses. Living with pain is no fun as it is. 

Adding the long-term side effects of opioid use can make things even 

worse. USYD 

Motivation 

to Taper 

Opioids 

25 AM Being social is important for your health and wellbeing and can help 

with pain. Reach out to friends and family, even if it’s just a brief phone 
call. You might be surprised how much it helps. USYD 

Pain 

Education 

and Self-

Management 

Strategies 

25 PM Some days the idea of tapering will seem more difficult. Other days, 

your pain will be better and more manageable. Hang in there! USYD 

Opioid 

Tapering 

Support 

26 AM Lowering opioid use  and consistently using active strategies like regular 

exercise, pain education, and relaxation can improve physical, emotional 

and social well-being. USYD 

Motivation 

to Taper 

Opioids 

26 PM Hello #firstname#, ups and downs are to be expected. If you are feeling 

down or having a bad day, cut yourself some slack. USYD 

Opioid 

Tapering 

Support 

27 AM Maintaining a goal-focused and optimistic mindset helps with setbacks. 

Going through opioid dose changes can have ups and downs. Remind 

yourself of difficulties you’ve overcome before and that you can get 
through this. USYD 

Opioid 

Tapering 

Support 

27 PM If you’re having a bad day with pain or withdrawal symptoms, try some 
activities that you “get lost in”. This might be gardening, reading, 
walking, helping others, or listening to music. Be sure to still keep to 

your limits whilst you enjoy yourself! USYD 

Pain 

Education 

and Self-

Management 

Strategies 

28 AM Pain fluctuates over time but this is not a sign that pain will be worse in 

the long term. Indeed, research shows many people experience an overall 

unchanged or even less pain after reducing opioid medication. USYD 

Motivation 

to Taper 

Opioids 

28 PM #firstname#, pat yourself on the back. It is a real achievement to cut 

down opioid medications. Thank you for participating in the trial. This is 

the last message you will receive from us. You will receive a feedback 

survey shortly. We hope you found this information useful. USYD 

Motivation 

to Taper 

Opioids 
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Intervention/exposure 

Study type 

Interventional 

Description of intervention(s) / exposure 

Patients with chronic non-cancer pain on long term opioid therapy who are starting opioid tapering will 

be randomised to receive either a text message and video intervention in addition to usual care or usual 

care alone, for 4 weeks. 

 

Before the intervention commences, participants in the intervention group will receive written 

information about what kind of messages they will receive, what messages they can send and what 

information will be provided in response to those messages. 

 

Participants randomised to the intervention group will initially receive an educational video (about 

chronic pain and opioid tapering) of approximately 10 minutes to watch on their phone or computer 

that contextualizes the text messages they will be receiving. The video will be followed by text messages 

sent to their mobile phone for four weeks, one or more times per day (one text minimum; participants 

can choose to receive more as needed), including weekends. Messages will be sent at random times 

between 9 AM and 5 PM. 

 

The library of text messages are intended to increase the recipient’s self-efficacy to taper opioids. The 

domains covered by the texts include validation, motivation, education and some therapeutic advice and 

support on the key domains of pain, withdrawal symptoms, function/quality of life, mood and tapering. 

There will be some messages that all participants will receive. Other messages will be randomly selected 

from blocks in the message library so that participants receive messages from each domain. Some of the 

messages that participants receive will be phrased as questions in order to tailor the amount of 

messages that are sent. These messages will be infrequently sent. Such as a weekly reminder the person 

can reply "MORE" to receive a greater number of messages over the subsequent week. These responses 

will alter the content of the SMS intervention to be personalised or more in line with the users 

preferences. There is no limit to the number of times that messages can be sent by the participant to the 

SMS system. The researcher who uses the SMS system as part of the study will monitor the incoming 

messages. However, participants will be instructed that unless replying to a query question their 

responses will not be replied to. Participants will not be expected or required to respond to the SMS 

system. 

 

Participants in the intervention group will receive all scheduled messages, unless they choose to 

withdraw from the study. Delivery of and responses to the messages will be recorded automatically on 

the text messaging system. If a message was not delivered or not responded to when needed, a second 

message will be sent. Participants can also withdraw from receiving the intervention by replying “STOP” 
to the text messages at any time. The trial coordinator will then contact the participant to ascertain if the 

participant is fully withdrawing from the study or just from receiving text messages but will continue to 

complete the follow-up data collections. 

 

Update 
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  Patients with chronic non-cancer pain on long term opioid therapy who are tapering opioids will be 

randomised to receive either a text message and video intervention in addition to usual care or usual 

care alone, for 4 weeks. 

 

Participants randomised to the intervention group will initially receive an educational video (about 

chronic pain and opioid tapering) of approximately 10 minutes to watch that contextualizes the text 

messages they will be receiving. The video will be followed by text messages sent to their mobile phone 

for four weeks, twice per day including weekends. Messages will be sent at random times between 9 AM 

and 5 PM. 

 

The library of text messages are intended to increase the recipient’s self-efficacy to taper opioids. The 

domains covered by the texts include validation, motivation, education and some advice and support on 

the key domains of pain, withdrawal symptoms, function/quality of life, mood and tapering. All 

participants in the intervention group will receive the same messages in the same order. Participants 

will not be expected or required to respond to the SMS system. Participants will be instructed that their 

responses will not be replied to. 

 

Participants in the intervention group will receive all scheduled messages, unless they choose to 

withdraw from the study. Delivery of the messages (and responses, if any) will be recorded 

automatically on the text messaging system. If a message was not delivered, a second message will be 

sent. Participants can also withdraw from receiving the intervention by replying “STOP” to the text 

messages at any time. The trial coordinator will then contact the participant to ascertain if the 

participant is fully withdrawing from the study or just from receiving text messages but will continue to 

complete the follow-up data collections. 

 

Reason 

  Intervention was reviewed by a group of clinicians, patients, a consumer representative and, based on 

their feedback, further development of the intervention was done by the research team. Change in 

frequency of messages sent (now always 2x per day) and all participants will receive the same messages 

in order to increase consistency of intervention between participants. Some decisions are based on the 

available functionality of the messaging system (e.g. not 2-way messaging function). 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2021-057174:e057174. 12 2022;BMJ Open, et al. Magee M



bmjopen-2021-057174 Multimedia Appendix D - ANZCTR updates and reasons 

bmjopen-2021-057174 Multimedia Appendix D - ANZCTR updates and reasons 

Outcomes 

Primary outcome [1] 

The primary outcome is self-efficacy (confidence) to taper opioids (SETO) in the presence of chronic 

pain. SETO will be measured using a scale developed specifically for the purpose of this pilot study, 

which we have called OTSEQ. It is based on Bandura’s self-efficacy theory and guides for constructing 

self-efficacy scales. The scale consists of the following 3 items: 

 

I can manage my pain with a lower dose of opioids. 

I can use alternative methods other than opioids to manage my pain. 

I can get on with my life while reducing the dose of opioids. 

 

Responses are confidence levels ranging in 10-percentile intervals from 0% (anchored as ‘not at all confident’) to 100% (anchored as ‘completely confident’). 
 

Update 

  The primary feasibility outcome is patient acceptability. The primary objectives of this pilot RCT are to 

a) evaluate the feasibility of an mHealth intervention designed to improve opioid tapering self-efficacy 

in patients with chronic noncancer pain and b) evaluate the feasibility of a future trial methodology. 

Several feasibility measures will be evaluated in this study with the acceptability being the main 

feasibility measure in this pilot trial. The main question in this survey reflecting acceptability is whether 

participants would recommend the intervention to be used for supporting patients with chronic 

noncancer pain during opioid tapering. 

Reason 

  Since this is a pilot RCT, the primary objective is to evaluate feasibility not efficacy, and therefore the 

primary feasibility outcome is considered as patient acceptability. 

Timepoint [1] 

The primary outcome (SETO) at baseline prior to randomization and at the end of each week of the trial 

(end of Week 1, 2, 3, and 4). 

Update 

  To assess acceptability of the intervention, participants in the intervention group will be surveyed at 

the end of week 4. 

Reason 

  Change in outcome measure. 

Primary outcome [2] 

[New primary outcome] 

Update 

  The primary measure for evaluating potential effectiveness is change in opioid tapering self-efficacy. 

This will be measured using a single-item questionnaire developed for this study (OTSEQ, Opioid 

Tapering Self-Efficacy Questionnaire). It is based on Bandura’s self-efficacy theory and guides for 

constructing self-efficacy scales. The scale consists of one item: "How confident are you at the present 

time that you can reduce your dose of opioid medication?" Response is confidence level ranging in 

10-percentile intervals from 0% (anchored as ‘not at all confident’) to 100% (anchored as ‘completely confident’). The face validity of the scale was evaluated by a panel of clinicians with experience in pain 

management and/or opioid tapering. Cognitive debriefing and further edition were done after 

interviewing with 6 patients. 

Reason 
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  As a secondary objective, this trial will evaluate potential effectiveness. Prescription Opioids Tapering 

Self-Efficiency changed from 3- to single-item measure based on feedback from a group of consumers 

and clinicians (face validity). Aim to decrease burden on participants and in line with co-design 

approach. Primary timepoint updated as missed in error.  

Timepoint [2] 

[New primary outcome] 

Update 

  Opioid tapering self-efficacy will be measured at baseline prior to randomization and then at the end of 

each week of the trial (end of Week 1, 2, 3, and 4). Note: Only the intervention group will repeat answer 

to the OTSEQ after viewing the education video. 

Reason 

  As a secondary objective, this trial will evaluate potential effectiveness. Prescription Opioids Tapering 

Self-Efficiency changed from 3- to single-item measure based on feedback from a group of consumers 

and clinicians (face validity). Aim to decrease burden on participants and in line with co-design 

approach. Primary timepoint updated as missed in error.  

Secondary outcome [1] 

Opioid dose in past 24 hours 

Participants will self-report their total opioid usage during the previous 24 hours (drug names, doses, 

regimen). The total daily opioid use will be expressed in mg of oral morphine equivalents (OME) using 

the University of Sydney Faculty of Pain Medicine’s opioid calculator 

(http://www.opioidcalculator.com.au/). 

Update 

  Change in opioid dose: At baseline participants will self-report their medication (drug names, doses, 

regimen). During the trial, participants will be asked whether they had any change in their opioid dose 

in the past week using an open-ended question, and if yes, to name the medications and specify the dose 

changes: The total daily opioid use will be expressed in mg of oral morphine equivalents (OME) using 

the Faculty of Pain Medicine’s opioid calculator (www.opioidcaculator.com.au). 

Reason 

  To record opioid dose (and its change) over the week. To reduce burden of assessments since this may 

not change each week. And, based on consumer and clinician feedback. 

Timepoint [1] 

Completed at baseline prior to randomisation and then at the end of each week of the intervention 

period (weeks 1-4). 

Secondary outcome [2] 

Pain intensity 

Participants will complete the pain intensity subscale of Brief Pain Inventory - Short Form (BPI-SF) 

(Cleeland and Ryan, 1994). The 4-item BPI-SF pain intensity subscale measures worst, least and average 

pain in past 24 hours as well as current pain, using 11-point (0-10) numerical rating scales (NRS), 0 

being ‘no pain’ and 10 being ‘pain as bad as you can imagine’. 
Update 

  Change in pain intensity: Participants will complete the Pain, Enjoyment of Life and General Activity 

scale (PEG) (Krebs et al, 2009). The 3-item PEG scale measures intensity of pain (on average) and 

interference of pain with enjoyment of life and general activity in the past week, using 11-point (0-10) 

numerical rating scales (NRS), 0 being ‘no pain’ / ’does not interfere’ and 10 being ‘pain as bad as you 

can imagine’ / ’completely interferes’. 
Reason 

  Based on feedback from a group of consumers and clinicians and research team reviewing current 

literature to decrease assessments burden on participants with a valid but short scale. 
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Timepoint [2] 

The BPI-SF will be administered at baseline prior to randomisation and then at the end of week 4 of the 

intervention period 

Update 

  Pain intensity will be measured at baseline prior to randomisation and then at the end of each week of 

the trial (end of Week 1, 2, 3, and 4). 

Reason 

  Use of a shorter scale enables weekly assessments. 

Secondary outcome [3] 

Pain interference 

Participants will also complete the pain interference subscale of the BPI-SF. This subscale assesses how 

much pain interferes with 7 life domains (general activity, mood, walking ability, work, social activity, 

sleep, and life enjoyment). All seven items are rated on a 0–10 NRS where 0 = ‘does not interfere’ and 10 

= ‘completely interferes’. 
Update 

  Change in pain interference: Participants will complete the Pain, Enjoyment of Life and General Activity 

scale (PEG) (Krebs et al, 2009). The 3-item PEG scale measures intensity of pain (on average) and 

interference of pain with enjoyment of life and general activity in the past week, using 11-point (0-10) 

numerical rating scales (NRS), 0 being ‘no pain’ / ’does not interfere’ and 10 being ‘pain as bad as you 

can imagine’ / ’completely interferes’. 
Reason 

  Based on feedback from a group of consumers and clinicians and research team reviewing current 

literature to decrease assessments burden on participants with a valid but short scale. 

Timepoint [3] 

The BPI-SF will be administered at baseline prior to randomisation and then at the end of week 4 of the 

intervention period 

Update 

  Pain interference will be measured at baseline prior to randomisation and then at the end of each week 

of the trial (end of Week 1, 2, 3, and 4). 

Reason 

  Use of a shorter scale enables weekly assessments. 

Secondary outcome [4] 

Mood/distress 

Participants will complete the Depression Anxiety Stress Scales (DASS-21) (Lovibond and Lovibond, 

1995). It is a 21-item measure that assesses distress along the 3 axes of depression, anxiety, and stress. 

Items are rated from ‘never’ = 0 to ‘always’ = 3. Total score for each dimension of depression, anxiety 

and stress ranges from 0 to 21. 

Update 

  Mood/Distress: Participants will complete the Generalised Anxiety Disorder 2-item (GAD-2) (Korenke, 

Spitzer, Williams, & Monahan, 2007) and Patient Health Questionaire-2 (PHQ-2) (Kroenke, Spitzter & 

Williams, 2003) for weekly assessments. Each questionnaire contains 2 items screening anxiety and 

depression symptoms respectively and responses range from ‘Not at all’ = 0 to ‘Nearly every day’ = 3 

Reason 

  Based on feedback from a group of consumers and clinicians and research team reviewing current 

literature to decrease assessments burden on participants with a valid but short scale. 

Timepoint [4] 

The DASS-21 will be administered at baseline prior to randomisation and then at the end of week 4 of 

the intervention period. 
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Update 

  The GAD-2 and PHQ-2 will be administered at baseline prior to randomisation and then end of each 

week of the trial (end of Week 1, 2, 3, and 4). 

Reason 

  Use of a shorter scale enables weekly assessments. 

Secondary outcome [5] 

Severity of withdrawal symptoms 

Participants will complete a modified version of the Subjective Opioid Withdrawal Scale (SOWS) 

(Handelsman et al., 1987). The scale has 16 items measuring opioid withdrawal symptoms rated from 0 

= ‘not at all’ to 4 = ‘extremely’. For the purposes of this study, we have modified the final item (“I feel like 

using now”) so that it is applicable to a person taking prescribed opioids for pain (“I feel like taking a 

dose of pain medication”) 
Update 

  Withdrawal Symptoms: Using an open-ended question, participants will be asked if they had 

experienced any withdrawal symptom in the past week, and if yes, to explain. They also will be asked if 

they felt unwell in any other way in the past week and, if yes, to explain. 

Reason 

  To reduce burden of completing a long questionnaire every week. 

Timepoint [5] 

The SOWS will be completed at baseline prior to randomization and then at the end of each week of the 

intervention period (weeks 1-4) 

Update 

  Withdrawal symptoms questions will be completed at baseline prior to randomization and then at the 

end of each week of the trial (end of Week 1, 2, 3, and 4) 

Reason 

  Change name of measure. 

Secondary outcome [6] 

Satisfaction with care 

Participants will rate their current level of satisfaction with care with a 7-point Likert scale ranging from 

very dissatisfied to very satisfied (Darnall et al., 2020). They may also input free text responses 

 

Timepoint [6] 

The Satisfaction With Care scale will be administered at baseline prior to randomisation and then at the 

end of week 4 of the intervention period 

Update 

  The Satisfaction with Care scale will be administered at the end of week 4 of the trial. 

Reason 

  Error 

Secondary outcome [7] 

Readiness to Taper 

Participants will rate their current level of readiness to taper using a single item 6-point Likert scale with 

responses ranging from 1 = ‘not ready’ to 5 = ‘very ready’, adapted from the EMPOWER study (Darnall et 

al., 2020) 

Update 

  [Marked for deletion] 

Reason 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2021-057174:e057174. 12 2022;BMJ Open, et al. Magee M



bmjopen-2021-057174 Multimedia Appendix D - ANZCTR updates and reasons 

bmjopen-2021-057174 Multimedia Appendix D - ANZCTR updates and reasons 

  Readiness to taper scale no longer completed after the intervention group has watched the education 

video. This was an error. Readiness to taper is not an outcome and will be measured only at baseline as a 

potential predictor. 

Timepoint [7] 

The readiness to taper will be measured at baseline, and again after the intervention group has watched 

the educational video. 

Update 

  [Marked for deletion] 

Reason 

  Readiness to taper scale no longer completed after the intervention group has watched the education 

video. This was an error. 

Secondary outcome [8] 

Pain catastrophising 

Participants will self-report their current thoughts and feelings about managing their pain using the Pain 

Catastrophizing Scale (PCS) (Sullivan et al., 1995). PCS is a validated self-report measure of the 

frequency of alarmist thinking about one’s pain. PCS consists of 13 items scored from 0 = ‘not at all’ to 4 

= ‘all the time’, resulting in a total possible score of 52. The higher the score, the more alarmist the 

thinking. 

Update 

  Pain Catastrophizing: Participants will self-report their current thoughts and feelings about managing 

their pain using the 6-item Concerns about Pain Scale (CAP-6, Amtmann et al., 2020) which is a new 

measure of pain catastrophizing developed using modern psychometric methodology. 

Reason 

  Use of a shorter scale to decrease burden on participants. 

Timepoint [8] 

The PCS will be administered at baseline prior to randomisation and then at the end of week 4 of the 

intervention period. 

Update 

  The CAP-6 will be administered at baseline prior to randomisation and then at the end of week 4 of the 

trial. 

Reason 

  Outcome measure name change. 

Secondary outcome [9] 

Pain self-efficacy 

Participants will self-report their current confidence to do things despite their pain with the Pain 

Self-Efficacy Questionnaire (PSEQ) (Nicholas, 2007). This 10-item measure assesses confidence in ability 

to do tasks and activities despite pain. Scores can range from 0 to 60, with lower scores indicating low 

levels of confidence for functioning despite pain. 

Timepoint [9] 

The PSEQ will be administered at baseline prior to randomisation and then at the end of week 4 of the 

intervention period. 

Secondary outcome [10] 

Acceptability of the intervention: 

At the end of study (week 4), participants in the intervention group will provide in-depth feedback on their 

experience of receiving text message-based support (perceived usefulness, engagement, perceived barriers 

and facilitators, messages read, feasibility of frequency and timing). This will provide essential insight into 

acceptability and feasibility considerations for a larger trial. We will use a feedback survey containing 22 

items, including Likert scales, descriptive and open responses, adapted from TEXT4MYBACK 
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(ACTRN12618001263280) pilot study (“Trial registered on ANZCTR,” 2018) 

 

Update 

  [Marked for deletion] 

Reason 

  Acceptability is now considered as the study primary feasibility outcome. 

Timepoint [10] 

At the end of the 4-week intervention period, participants in the intervention group will complete measures 

of acceptability using the feedback survey. 

Update 

  [Marked for deletion] 

Reason 

  Acceptability is now considered as the study primary feasibility outcome. 

Secondary outcome [11] 

[New secondary outcome] 

Update 

  Dropouts, message delivery, missing data as other feasibility measures in addition to acceptability will 

be assessed by objective measures. 

Reason 

  Other feasibility measures are added as secondary outcomes. 

Timepoint [11] 

[New secondary outcome] 

Update 

  At the end of week 4. 

Reason 

  Other feasibility measures are added as secondary outcomes. 
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Eligibility 

Key inclusion criteria 

Inclusion criteria: 

Age 18 years or older 

Diagnosed with a chronic (greater than or equal to 3 months) pain condition 

Using strong opioid analgesics equal to 60 mg per day Oral Morphine Equivalent for at least four weeks 

Being advised to taper opioids and agree to taper 

Able to understand written and spoken English 

Owns a mobile phone that can receive text messages 

Able to give written informed consent and comply with study procedures 

 

Update 

  • Age 18 years or older. • Diagnosed with a chronic (> 3 months) pain condition according to the International Classification of 

Diseases - 11th Revision. • Have been using opioid analgesics at a dose of at least 40 mg/day Oral Morphine Equivalent for at least 

four weeks (i.e. participants are likely to have developed a certain level of physical tolerance).35 36 • Have been advised by a clinician to taper opioids. • Are voluntarily tapering opioid medications, as indicated by verbalised willingness and consent. • Be currently tapering or will be tapering their opioid medications at the time of enrolment. There is no 

restriction on how many times patients may have attempted opioid tapering, nor is there any restriction 

of the period of time participants may have been tapering before entering the study. • Able to understand written and spoken English. • Own a mobile phone that receives SMS. • Able to give written informed consent and comply with study procedures. 

Reason 

  Clarification of the study criteria and to increase recruitment. 

Minimum age 

18 Years 

Maximum age 

No limit 

Gender 

Both males and females 

Can healthy volunteers participate? 

No 

Key exclusion criteria 

Exclusion criteria: 

History of being diagnosed with opioid use disorder 

Major, poorly controlled medical or mental health comorbidity 

Participation in another clinical trial concurrently 

Update 

  • Cognitive impairment or intellectual disability preventing adherence to the study procedure. • Evidence of severe opioid use disorder, based on the Diagnostic and Statistical Manual of Mental 

Disorders (DSM-5). Illicit substance use, including illicit opioid use, is not an exclusion criterion, 

however if it fits a wider pattern of symptoms indicating a severe opioid use disorder it may inform a 

decision that the participant is ineligible for the study. • History of primary psychotic disorder, bipolar affective disorder, bipolar disorder with psychotic 
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features, depressive disorder with psychotic features, borderline personality disorder, antisocial 

personality disorder, or a positive family history (first degree relative) of psychotic disorder or bipolar 

affective disorder such that participants might be at more than low/negligible risk by participating in 

the study. • Any other major, poorly controlled medical or mental health comorbidity. • Participation in another clinical trial concurrently, since this will not constitute ‘usual care’ and can 

interfere with the study primary and secondary objectives by increasing the burden to patients and 

influencing estimates. 

 

Reason 

  Clarification of the study criteria 
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Study design 

Purpose of the study 

Treatment 

Allocation to intervention 

Randomised controlled trial 

Procedure for enrolling a subject and allocating the treatment (allocation concealment 

procedures) 

Allocation will involve contacting the holder of the allocation schedule who will be "off-site" and conduct 

randomisation based on the computer/software generated allocation schedule 

 

Update 

  RA1 will randomly allocate the participant to the study groups based on the randomization table in the 

REDCap. The randomization table (using block randomization based on the study site) will be generated 

at the beginning of the study by an independent member of the Clinical Trial Unit. Only the independent 

member of the PMRC Clinical Trial Unit will hold a copy of and have access to the randomization table 

(access to this table in REDCap will be limited for the research team members). RA1 has no access to the 

randomization table and only can see the assigned group after allocation by REDCap. 

Reason 

  Clarification of the allocation process. 

Methods used to generate the sequence in which subjects will be randomised (sequence 

generation) 

Simple randomisation using a randomisation table created by computer software (i.e. computerised 

sequence generation) 

Update 

  The randomization table (using block randomization based on the study site) will be generated at the 

beginning of the study by an independent member of the Clinical Trial Unit using the Research 

Randomizer software and then will be uploaded to the REDCap. 

Reason 

  Adding a site and using block randomization based on the study site. 

Masking / blinding 

Blinded (masking used) 

Who is / are masked / blinded? 

 

 

The people assessing the outcomes 

The people analysing the results/data 

Intervention assignment 

Parallel 

Other design features 

Phase 

Not Applicable 

Type of endpoint(s) 

Efficacy 

Update 

  Efficacy 

Reason 
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  The primary end-point of the pilot trial is feasibility. Evaluating the potential effectiveness is the 

secondary objective. 

Statistical methods / analysis 

For the pilot RCT we expect a difference between the two groups after the intervention of at least 2 

points on each item of the self-efficacy scale (OTSEQ) giving an effect size d = 1. A sample of 20 in each 

group will provide 80% power to detect a significant difference between the two groups (at p of < .05), 

allowing for a loss to follow-up rate of 10% during the study period. 

 

All analyses will be blinded to the group status. Descriptive statistics of demographics and other 

baseline variables will be examined. The primary outcome will be compared between the two groups 

using independent sample t-test. We will calculate categorical frequencies and/or mean questionnaire 

scores for the secondary outcomes and compare the two arms using independent sample t-tests for 

continuous data or Fisher’s exact test for categorical data. Normal distribution of the continuous data 

will be tested using the Kolmogorov-Smirnov test and non-parametric tests will be used if applicable. 

Linear mixed-model analysis will be used for comparison of the weekly (repeated) measures between 

the two groups. Explorative analyses will be done to find potential moderating and mediating factors. 

For all tests, statistical significance will be defined as p <0.05 (two-sided). 

Update 

  Sample size was considered 20 in each study arm. This sample size is appropriate for the study primary 

and secondary objectives. Aiming for the intervention to be acceptable by 70% of the participants with 

20% precision (i.e. at least 50% would recommend the intervention), 18 participants are required in the 

intervention arm. To evaluate the potential effectiveness of the intervention as compared with the 

control and assuming a medium standardised effect size (0.5), 12 participants are required in each 

group with 80% one-sided confidence interval approach which is suggested for pilot trials. To gather 

data to obtain estimates and calculate sample size for the future definitive trial, the recommended 

sample size for each study arm is 15 for a medium (0.5) standardised effect size. We also expect a loss to 

follow-up rate of 10% during the study period. Accordingly, the total sample size was calculated as 40. 

For feasibility and acceptability measures, descriptive statistics will be used. To maintain blindness, a 

separate database of these measures will be generated without record ID, demographic data, or group 

ID. 

For the comparison of the potential effectiveness measures between the study groups, all analyses will 

be blinded to the group status. In this pilot trial the focus is on descriptive statistics and estimation, 

using confidence intervals, rather than formal hypothesis testing. Therefore, the confidence interval will 

be adjusted to 80% and one-sided. Descriptive statistics of demographics and all study variables over 

the 4 weeks will be reported. Mixed-model analysis will be used to test for the effect of Group x Time 

interaction for dependent variables of opioid tapering self-efficacy, pain intensity and interference, and 

mood. In all mixed model analyses, normal distribution of the residuals will be tested, and data will be 

transformed if needed to approximate residuals to normality. Mann-Whitney U test will be used for 

comparing the cumulative incidence of withdrawal symptoms and satisfaction. Correlation analysis 

(Pearson or Spearman correlation coefficients) will be done to find factors associated with opioid 

tapering self-efficacy. Analysis will be done using SAS software (v 9.4).52 

 

Reason 

  This pilot trial aims to evaluate feasibility not efficacy. The potential effectiveness is the secondary 

objective. Sample size calculation and statistical analysis are edited accordingly. 
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Recruitment 

Recruitment status 

Not yet recruiting 

Update 

  Recruiting 

Reason 

  Status Changed 

Date of first participant enrolment 
Anticipated 

1/07/2021 

Actual 

Update 

  25/08/2021 

Reason 

  Updated 

Date of last participant enrolment 
Anticipated 

1/03/2022 

Actual 

Update 

  1/05/2022 

Reason 

  Updated 

Date of last data collection 
Anticipated 

1/04/2022 

Actual 

Update 

  1/06/2022 

Reason 

  Estimate extended 

Sample size 
Target 

40 

Accrual to date 

Final 

Update 

  9 

Reason 

  Update 

Recruitment in Australia 
Recruitment state(s) 

NSW 

Recruitment hospital [1] 

Royal North Shore Hospital - St Leonards 

Recruitment hospital [2] 

[New hospital] 
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Update 

  Royal Prince Alfred Hospital - Camperdown 

Reason 

  New site, increase recruitment 

Recruitment postcode(s) [1] 

2065 - St Leonards 

Recruitment postcode(s) [2] 

[New postcode] 

Update 

  2050 - Camperdown 

Reason 

  New site, increase recruitment 
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Summary 

Brief summary 

This study will investigate the effect of a text message intervention compared to usual care, on 

prescription opioid tapering self-efficacy. Participants will be patients with chronic non-cancer pain 

conditions who are commencing prescription opioid medication tapering. 40 participants who meet the 

selection criteria will be randomized to receive either an educational video contextualising the 

intervention, followed by text messages for four weeks in addition to their usual care, or usual care 

alone. The message library consists of text messages that are intended to increase the recipient’s 

self-efficacy to taper prescription opioids. This includes pain management and opioid tapering 

information, as well as supportive content. The study will compare the changes in opioid medication 

tapering self-efficacy, and a range of secondary outcomes (e.g. pain intensity and psychological distress) 

between groups across a 4-week intervention period. 

Update 

  This study will investigate the feasibility and potential effectiveness of a text message intervention in 

addition to usual care, to improve prescription opioid tapering self-efficacy. Participants will be patients 

with chronic non-cancer pain who are commencing prescription opioid medication tapering. 40 

participants who meet the selection criteria will be randomized to receive either an educational video 

contextualising the intervention, followed by text messages for four weeks in addition to their usual 

care, or usual care alone. The message library consists of text messages that are intended to increase the recipient’s self-efficacy to taper prescription opioids. This includes pain management and opioid 

tapering information, as well as supportive content. The study will evaluate the feasibility of the 

intervention and a future trial methodology as the primary objective and compare the changes in opioid 

medication tapering self-efficacy between groups across a 4-week intervention period as the secondary 

objective to evaluate potential effectiveness. 

 

Reason 

  Clarifying the primary objective (feasibility) and secondary objective (potential effectiveness) of this 

pilot trial. 
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