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	Title of study: SCAMPI – Smoking Cessation App for (Chinese) Male Smokers: Randomised Controlled Trial

	

	Investigators and study centres

	This study has been designed by independent investigators at the National Institute for Health Innovation (NIHI), School of Population Health, University of Auckland. The overall design and conduct of this trial is the responsibility of the principal investigator and members of the Steering Committee and Study Management Committee. Publication of data from this trial will be the responsibility of members of the Steering Committee. The study will be co-ordinated from NIHI.


	Study period: July 2018 – August 2019

	

	Objectives: To design and evaluate the effectiveness of a mobile smoking cessation intervention (programme) that helps Chinese male smokers in China to quit smoking through applying multiple behaviour change techniques. 


	Study design and methodology: A two-arm randomised controlled trial (RCT) will be conducted to assess the effectiveness and satisfaction with a SCAMPI programme (WeChat Official Account and mini-programme as a smoking cessation intervention, compared with a control group in China. 


	Study population: 318 Chinese male smokers (residents in People Republic of China) will be randomised to either intervention or control group (159 per arm). 

	

	Main criteria for inclusion: Smokers will be eligible for inclusion in the study if they indicate at screening that they are Chinese male aged between 25 to 44 years; daily or occasional smokers; able to understand Chinese; are not currently receiving any professional assistance for helping themselves to quit smoking; and are willing to participate in the study and provide follow-up information throughout the study.  

	

	Exclusion criteria: People that do not meet the inclusion criteria will be excluded from the study. 

	

	Criteria for evaluation

	Primary outcome
· Prolonged smoking abstinence in 3-month follow up (self-reported) 

	Secondary outcomes
Measured at one and three months post-randomisation:
· Cigarette consumption (at 1- and 3-month follow up, compared to baseline)
· Prolonged smoking abstinence (at 1-month follow up)
· Point prevalence of smoking abstinence (at 1- and 3-month follow up)
· SCAMPI programme usage (including WeChat Official Account and mini-programme)
· SCAMPI programme satisfaction
· Cost-effectiveness of using SCAMPI programme as a mobile smoking programme 



	Sample size 
318 participants (159 in each arm), will provide 80% power at p=0.05 to detect an effect size of a 10% difference of prolonged smoking abstinence rate between intervention and control groups in 3 months follow up, assuming an abstinence rate of 6.7% in the control group. 

Analytic methods

	Statistical analysis: All analyses will be carried out on an intention-to-treat (ITT) basis. Participants who drop out from the study will be regarded as failure of intervention. Sensitivity analyses will be undertaken to determine the impact of missing data. Generalised linear mixed model will be used to assess the overall intervention effect on each outcome at 1 and 3 months, adjusting for baseline outcome value (if measured). Model-adjusted estimates of group difference and 95% confidence intervals will be reported with associated p-values. All statistical tests will be two-sided at 5% significance level. 

	Funding

	PReSS Account Funding and UoA grant for support travel to China to meet collaborating organisations in China 
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Screening 
 




Excluded
· Not meeting inclusion criteria
· Declined to participate
· Other reasons




Baseline assessment 
Randomised (n=318)













Intervention Group
SCAMPI Official Account and mini-programme
3 months duration
(n=159)
Control Group
General smoking cessation care in China 
(n=159)





Outcome assessments 
Outcomes measured in weekly based
· Smoking Status 
· SCAMPI Official Account and mini-programme usage

Outcomes measured at the end of the study

· Prolonged smoking abstinence 
· Point smoking abstinence 
· Acceptability and satisfaction levels to SCAMPI programme 

[bookmark: _Toc513553196]Background
Every year, about 2 million Chinese people are killed by tobacco-caused diseases [1]. Still, nearly 300 million Chinese people continue to use tobacco each day [1]. Among these smokers, 95% are male [2]. 25% Chinese male deaths are caused by tobacco use [1]. In addition to health harms, tobacco use in China also leads to societal harms [1]. The economic cost of smoking in China amounts to 393 billion RMB per year [1]. This includes direct costs related to healthcare expenditures and indirect costs related to lost productivity due to early mortality and morbidity [1]. 

[bookmark: _Toc513553197]The need for smoking cessation interventions
The 2010 Global Adult Tobacco Survey (GATS) in China, 36.4% of Chinese smokers had tried to quit in the past 12 months, while 91.8% of them have never received any smoking cessation services [3]. A survey in 2014 found over half Chinese smokers never received any quit smoking advice from their health professionals [4]. Currently, smoking cessation services are not part of the National Basic Medical and Health Care Services, while nicotine replacement therapies (NRT) / drugs are not in the Catalogue of National Basic Drugs [5]. Since 2006, although some smoking cessation clinics had been set up and the National Quitline had launched, due to the limited exposure and accessibility, they were hardly used by Chinese smokers [5]. Due to the above reasons, the smoking cessation rate (control rate) for the target population group of this study is only 6.7% [6]. 

Mobile interventions in supporting smokers to quit smoking 
A 2016 Cochrane review of mobile phone-based interventions for smoking cessation demonstrated the effectiveness of mobile technology in supporting smoking cessation [7]. Mobile Tobacco Cessation Programmes (mTobaccoCessation programmes) have been successfully adopted in some countries [8]. The most recent WHO report on the global tobacco epidemic indicated that personalised smoking cessation advice and support from mobile phone messages can be a cost-effective tool contributing to address the public health problem of tobacco use [9]. Mobile smoking cessation interventions have been proved as a cost-effective tool for supporting smokers to quit smoking. Some studies also showed that mobile smoking cessation apps can create short-term impacts on helping smokers to quit smoking [10-15]. A recent study has shown that daily smokers using a behavioural, decision-aid smartphone app achieved 23.8% self-reported 3-month continuous abstinence [16]. 

Penetration of smartphone in China
Referring to the 2017 Connected Consumer Survey done by Google Inc., 83% of Chinese people use smartphone [17]. China is regarded as one of the fastest growing smartphone market in the world with 10% smartphone penetration rate increase in the past 5 years [18]. China has the largest smartphone users group (n > 700 million people) in the world [19]. In China, there are more male than female (74% vs. 57%) using smartphone, while the people aged between 25 to 44 years is the biggest smartphone user group (nearly 70%) [20]. On average, Chinese smartphone users spend three hours on their smartphones daily (about 150 times of interaction), which is known as the second longest in the world [21]. 

How smartphone was used in China   
Among all the functions and apps of smartphone, WeChat is the most popular app (social network platform) in China. In 2017, the monthly active users of WeChat has reached 938 million people [22]. About 29% of the time Chinese smartphone users spent on their phone is using WeChat [22]. WeChat has become the major tool in communication, entertainment, payment for Chinese smartphone users. In 2016, WeChat introduced WeChat mini-programme as a new component on the platform. Similar to an independent app, mini-programme is able to deliver messages, collect user data and respond to user commands [23]. In addition to the functions of a traditional app, mini-programme is attached to WeChat platform, which allows WeChat users to directly use it without download or installation. The new component of WeChat is a great success. Within two years, 580,000 mini-programmes have been coded and 170 million WeChat users using mini-programmes on a daily basis [23]. Although mini-programme has been one of the most popular components in WeChat, its application in healthcare services (especially for smoking cessation) remain unexplored. 

Smoking cessation mini-programme for Chinese smokers 
As introduced above, Chinese males are the largest smoking population group in the world. Most Chinese smokers are unable to receive smoking cessation services. The lack of appropriate smoking cessation services and limited accessibility to current smoking cessation support lead to a low smoking cessation success rate. The high smartphone penetration rate and usage rate in China provide a great opportunity for developing and implementing mobile tobacco cessation programme in the country. Since WeChat is the most popular app for Chinese smartphone users and has the novel component “mini-programme” to deliver innovative smoking cessation services on the platform, the potential for mobile tobacco cessation mini-programme to impact and reach out to millions of Chinese smokers is possible like never before.  

SCAMPI: WeChat based smoking cessation programme for Chinese male smokers 
Based on a one-month period of collaborative product development (CPD), we developed the SCAMPI programme, which is ready to be used as the intervention in this study. In the CPD stage, 20 potential end-users (Chinese male smokers aged 25 to 44 years) were recruited through WeChat. These 20 participants provided their ideas about desired components of a smoking cessation app through completing an online app development questionnaire. In the one-month period, app development progresses and relevant questions were posted on SCAMPI WeChat official account to identify participants’ preferences to the app’s UX and UI design. At the end of the CPD period, participants acceptability and satisfaction level toward the app were identified through answering the questions on the Mobile App Rating Scale (MARS) questionnaire [24]. 
SCAMPI programme has two major components, which are SCAMPI WeChat official account and SCAMPI mini-programme. SCAMPI WeChat Official account has the following functions: 
(1) Providing information to study participants: introduction of the study, participant information sheet, consent form, reminder of entering smoking status, quitting tips (for participants in intervention group only), and contact information for general smoking cessation care in China (for participants in control group only); 
(2) Collecting information about participants’ cigarette consumption in weekly basis; 
(3) Offering WeChat Red Pocket (a e-voucher system) to reinforce participants to enter their cigarette consumption. 
To support users to quit smoking, the SCAMPI mini-programme (for participants in intervention group only) has three key functions: 
(1) Helping smokers to develop their own quitting plans; 
(2) Enabling smokers to track their quitting progress; 
(3) Providing empirically based tests to evaluate health improvement by stopping smoking.
 
[bookmark: _Toc173125935][bookmark: _Toc173126048][bookmark: _Toc173662705][bookmark: _Toc173125937][bookmark: _Toc173126050][bookmark: _Toc173662707][bookmark: _Toc135324438][bookmark: _Toc135324553][bookmark: _Toc265761700][bookmark: _Toc513553201]Rationale for the Present Study
The prevalence of cigarette smoking in Chinese male is substantial; and mobile smoking cessation programmes hold much promise to provide cost-effective supports to help smokers to quit. To date there have been no reported investigations on the efficacy of delivering a mobile smoking cessation services for Chinese male smokers via a social network platform based intervention. In order to explore that, we propose to evaluate the effectiveness of SCAMPI programme for Chinese male smokers on supporting them to quit smoking via a RCT.

[bookmark: _Toc135324439][bookmark: _Toc135324554][bookmark: _Toc265761701][bookmark: _Toc513553202]Study Objectives
[bookmark: _Toc173662710][bookmark: _Toc173662712][bookmark: _Toc173662713][bookmark: _Toc135324440][bookmark: _Toc135324555][bookmark: _Toc265761702]To evaluate the effectiveness of the SCAMPI programme for supporting Chinese male smokers to quit smoking. Our primary hypothesis is that compared to the control group, smokers in the intervention group will report higher prolonged smoking abstinence rate at 3-month follow up. 
Secondary hypotheses include the following outcomes for participants in intervention group at 1- and 3-month follow up: 
(1) greater reduction on cigarette consumption; 
(2) higher prolonged smoking abstinence throughout 1-month study period; 
(3) higher 7-day and 30-day point prevalence of smoking abstinence at 1- and 3-month follow up; 
(4) greater satisfaction and acceptability to the SCAMPI programme; 
(5) greater usage of SCAMPI programme, including: times of visit, time spent on the programme, times of referring the programme, and times of sharing the programme on “WeChat Personal Wall” (function on WeChat for posting personal status). 
(6) SCAMPI programme as a cost-effective mobile smoking cessation tool to support smokers in compared to general smoking cessation care in China  

[bookmark: _Toc513553203]Study Design
[bookmark: _Toc513553210][bookmark: _Toc135324441][bookmark: _Toc135324556][bookmark: _Toc265761703]Randomised Controlled Trial
The aim is to evaluate the effectiveness and acceptability of the SCAMPI programme, consisted of SCAMPI WeChat Official account and SCAMPI mini-programme as a smoking cessation intervention, compared with a control group. 
[bookmark: _Toc513553211]Inclusion criteria
Chinese male smokers will be eligible for inclusion in the study if they indicate at screening that they are smokers (both daily smokers “smoking any types of tobacco products on a daily basis” or occasional smokers “smoking any types of tobacco products occasionally”) between 25-44 years of age [5]; have access to a smartphone; have a WeChat account; process adequate knowledge of Chinese language; and are willing to participate in the study and provide follow-up information at scheduled points of the study. 
[bookmark: _Toc135324442][bookmark: _Toc135324557][bookmark: _Toc265761704][bookmark: _Toc513553212]Exclusion criteria
People that do not meet the inclusion criteria will be excluded from the study. 
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The mini-programme-based mobile smoking cessation intervention is intended to serve a diverse population in the country. Specific recruitment methods will include:
· Using social media e.g., WeChat. 
· Using posters, flyers, and other advertising material
· Word of mouth
· Invitation through hospitals, smoking cessation clinics, national / regional health and family planning commission (Ministry of Health), and community health services. 
[bookmark: _Toc513553214][bookmark: _Toc135324446][bookmark: _Toc135324561][bookmark: _Toc265761710]Study procedures
Potential participants who are interested in the study can subscribe to the SCAMPI WeChat Official Account. Once they subscribe to the account, they will receive an auto-reply on WeChat with the instructions of the study. Potential participants can tap the registration button in the SCAMPI WeChat Official Account to register as an official participant of the study. 

In the registration system, potential participants will be screened to ascertain their eligibility for the study. Eligible participants will be provided with the participant information sheet and consent form for them to read. After they complete reading the documents, they will be asked to provide e-consent. Within the e-consent, participants will then be directed to complete the baseline assessment. A participant will receive his first study compensation once he complete the registration to strengthen his relationship with the study. The compensation will be given as a WeChat Red Pocket (a form of e-voucher on WeChat platform). 

Randomisation will be performed upon completion of the baseline assessment. Each registered participant will have a unique code based on the sequence of completing the registration (Participant No. 1 to No. 318). Randomisation will be implemented based on participant’s code. Participants who are randomised into the intervention group will receive both quitting tips from SCAMPI WeChat Official account and access to SCAMPI mini-programme. Participants that are randomised into the control group will be provided with contact to general smoking cessation care in China through SCAMPI WeChat Official account. 

After randomisation, participants in both groups will receive weekly-based WeChat message to ask them about their past week smoking statuses. Each smoking status checking message will come with WeChat Red Pocket as compensation / motivation to enter their past week cigarette consumption. Participants from both intervention and control group will receive same weekly-based message to ask for their cigarette consumption and same WeChat Red Pocket. There is no specific incentive for particular group to provide their smoking statuses. 

Upon completion of the 3-months follow up, the full version of SCAMPI programme will be offered to participants in the control group. Each participant will receive in total ¥ 52 RMB (approximately $ 13 NZD) WeChat Red Pocket in appreciation of his time given to the study. The compensation in this study will be given through 13 sessions (registration and 12 weekly data collection of cigarette consumption in past week). The reason of separating compensation into 13 sessions is to motivate participants (in both group) to enter their smoking statuses, and reduce the possibility of losing participants engagement to the study.  
[bookmark: _Toc513553215]Randomisation
Randomisation will be performed at the individual level. Participants (N=318) that fulfil entry criteria and have completed baseline assessment will be randomised at a 1:1 ratio to either a intervention group or to a control group. The randomisation sequence will be generated by the trial statistician using block randomisation with variable block sizes of 2 or 4. The final randomisation lists will be concealed in the database until the point of randomisation.
[bookmark: _Toc135324445][bookmark: _Toc135324560][bookmark: _Toc265761706][bookmark: _Toc513553217]Study intervention
Intervention: 
Participants randomly allocated in intervention group will be authorised to have access to the full version of SCAMPI programme. The programme has two major components, which are SCAMPI WeChat Official account and SCAMPI mini-programme. SCAMPI WeChat Official account has the following functions: 
(1) Providing information to study participants: introduction of the study, participant information sheet, consent form, reminder of entering smoking status, and quitting tips;
(2) Collecting information about participants’ cigarette consumption in weekly basis; 
(3) Offering WeChat Red Pocket (a e-voucher system) to reinforce participants to enter their cigarette consumption. 
The SCAMPI mini-programme has three key functions: 
(1) Helping smokers to develop their own quitting plans; 
(2) Enabling smokers to track their quitting progress; 
(3) Providing empirically based tests to evaluate health improvement by stopping smoking.
Control: 
Participants randomly allocated to the control group will have access to the restricted version of SCAMPI programme. The restricted version of SCAMPI programme for participants in control group has the following function: 
(1) Providing information to study participants: introduction of the study, participant information sheet, consent form, reminder of entering smoking status, and contact information for general smoking cessation care in China; 
(2) Collecting information about participants’ cigarette consumption in weekly basis; 
(3) Offering WeChat Red Pocket (a e-voucher system) to reinforce participants to enter their cigarette consumption. 
On completion of the 3-month follow up assessment, participants in control group will be offered the access to the full version of SCAMPI programme with free of charge. 
[bookmark: _Toc265761713][bookmark: _Toc513553218][bookmark: _Toc135324447][bookmark: _Toc135324562]Withdrawal criteria
As part of the informed consent procedure and in accordance with best practice guidelines, the participant information and consent processes will clearly state that participation is voluntary and participants will be free to withdraw at any stage of the research. Other reason for withdrawal include the study being terminated for any reason. 
[bookmark: _Toc265761714][bookmark: _Toc513553219]Baseline assessments
At the baseline assessment, the following data will be collected:

· Demographic data: age, marital status, education level, employment status, household income, family structure, start smoking age, quit smoking history, smoking status (consumption and frequency), smoking cessation services usage.  
[bookmark: _Toc135324448][bookmark: _Toc135324563][bookmark: _Toc265761715][bookmark: _Toc513553220]Primary outcome measure
Prolonged Abstinence in 3-month follow up: the prolonged abstinence is the primary outcome measure for all smoking cessation intervention trials recommended by the Society for Research on Nicotine and Tobacco (SRNT). Quit failure is defined as 7 consecutive days of smoking or smoking on at least 1 day on each of 2 consecutive weeks. 3-month follow up is regarded as the standard duration to identify a smoking cessation intervention’s short-term impacts. In the 3-month period, participants will be asked for their weekly smoking status to identify their smoking abstinence. 
[bookmark: _Toc135324450][bookmark: _Toc135324565][bookmark: _Toc265761716][bookmark: _Toc513553221]Secondary outcome measures
The following secondary outcome measures will be assessed:

· Smoking reduction – participants cigarette consumption over 3-month follow-up will be measured by the weekly smoking status assessment. Smoking reduction is defined as participants’ daily cigarette consumption (measured in baseline assessment) minus participants’ daily cigarette consumption during the study period. We hypothesise participants in intervention group have greater smoking reduction than participants in control group. 
· Prolonged smoking abstinence in 1-month follow-up – similar to primary outcome measure but in shorter follow-up. Participants’ prolonged smoking abstinence in 1-month follow-up is another useful indicator to estimate the possible short-term efficacy of a smoking cessation intervention. The data in related to this outcome will measured by the weekly smoking status assessment. 
· 7-day and 30-day point prevalence of smoking abstinence at 1- and 3-month follow up – these are the most commonly measured data by other smoking cessation trials. These data will be applied to compare the efficacy of SCAMPI programme to other smoking cessation interventions. The data in related to these outcomes will measured by the weekly smoking status assessment.
· Satisfaction with the SCAMPI programme – at the end of the trial, participants will be sent with a mobile application rating scale (MARS) questionnaire to assess their acceptability and satisfaction level toward the SCAMPI programme. The MARS questionnaire will ask participants about their perceived interesting, attractiveness, suitability, ease of use, logic, layout, visual appeal, willingness to use, and effectiveness to the SCAMPI programme. The questionnaire will be delivered in the format of 9-item 5-point scale. The answers to the questionnaire from participants in different group will be used to compare the popularity of the full version SCAMPI programme (used by the intervention group) and the restricted version SCAMPI programme (used by the control group). 
· SCAMPI programme usage – this outcome is related to participants’ end-user behaviours to the SCAMPI programme. Participants’ end-user behaviours include 
(1) the total time they spent on the SCAMPI WeChat Official Account; 
(2) the total time participants spent on the SCAMPI mini-programme (for participants in the intervention group only); 
(3) participants’ responses to weekly notification messages; 
(4) interactions between participants and the SCAMPI mini-programme (for participants in the intervention group only); 
(5) interactions between participants and the SCAMPI programme (including sharing SCAMPI programme on personal wall, mentioning SCAMPI programme in conversation with friends on social network platform, and referring SCAMPI programme to friends on social network platform). 


[bookmark: _Toc135324451][bookmark: _Toc135324566][bookmark: _Toc265761717][bookmark: _Toc513553222]Schedule of intervention and follow-up
Outcome assessments will be measured at baseline and weekly smoking status assessment after randomisation [Table 1].

Table 1: Details of follow-up

	Timing
	0 Week
	Week 1 - 12
	Week 13

	Description

	Screening + Baseline data collection + Randomisation
	Follow-up data collection 
	Follow-up data collection

	General data
	
	
	

	Eligibility
	
	
	

	E-consent
	
	
	

	Age, family structure, child information
	
	
	

	Quitting history 
	
	
	

	Primary Outcome
	
	
	

	Prolonged smoking abstinence 
	
	
	

	Secondary Outcome
	
	
	

	Cigarette consumption 
	
	
	

	Point prevalence of smoking abstinence 
	
	
	

	SCAMPI WeChat Official Account usage  
	
	
	

	SCAMPI mini-programme usage 
	
	
	

	Programme satisfaction 
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[bookmark: _Toc265761722][bookmark: _Toc513553223]Statistical Considerations
[bookmark: _Toc265495295][bookmark: _Toc265761723][bookmark: _Toc513553224][bookmark: _GoBack]Sample size
318 participants (159 in each arm), will provide 80% power at p=0.05 to detect an effect size of a 10% difference of prolonged smoking abstinence rate between intervention and control groups in 3 months follow up, assuming an abstinence rate of 6.7% in the control group. 

[bookmark: _Toc135324453][bookmark: _Toc135324568][bookmark: _Toc265495296][bookmark: _Toc265761724][bookmark: _Toc513553225]Data analyses
Data from the RCT will be entered into a RedCap database, and following cleaning and datalock, extracted into SAS (version 9.4) for analysis. All data analyses will be specified a priori in a statistical analysis plan. No interim analysis will be undertaken. 
Baseline characteristics: Baseline data collected from all participants will be summarised by occasional smoker and daily smoker. Continuous variables (e.g. average daily cigarette consumption) will be presented as numbers observed, means and standard deviations. Categorical variables (e.g. marital statuses) will be presented as frequencies and percentages. Since any differences between randomised groups at baseline could only have occurred by chance, no formal significance testing will be conducted. 
Intervention effects: Analysis will be carried out on an intention-to-treat basis including all randomised participants. Those participants who drop out from the study will be regarded as failure of intervention in the primary analysis. Sensitivity analyses will be undertaken to determine the impact of missing data (if any) under different assumptions. Primary and secondary outcomes will be first summarised descriptively by treatment group at each time point. Generalised linear mixed model will be used to assess the overall intervention effect on each outcome at 1- and 3-month, adjusting for baseline outcome value (if measured). Model-adjusted estimates of group difference and 95% confidence intervals will be reported with associated p-values. All statistical tests will be two-sided at 5% significance level. 
[bookmark: _Toc265761730][bookmark: _Toc513553226]Data management 
[bookmark: _Toc135324457][bookmark: _Toc135324572][bookmark: _Toc265761731]Information about study subjects will be kept confidential in keeping with the obligations set out in the Privacy Act 1993 and the Health Information Privacy Code 1994.
NIHI stores data either on The University of Auckland owned storage and servers, or on cloud services operated by a vendor with whom The University of Auckland have a contractual relationship. Data stored on The University of Auckland storage and servers will be managed in accordance with appropriate NZ Information Security Manual (NZISM) guidelines and relevant legislation including the Privacy Act 1993. Data stored using cloud services is maintained by the vendor and their security is assessed by 1). Relevant vendor certification or accreditations, 2). Independent audits of services conducted by 3rd parties, and 3). University of Auckland performing audits to test the vendor services. All data including voice recordings, transcripts, forms will be held securely at NIHI. All electronic data will be password protected and stored on the internet data management system (See Manual of Procedures).
The data collected from the SCAMPI programme (both from SCAMPI WeChat Official account and SCAMPI mini-programme) will be directly exported and purged from WeChat sever and store on the University of Auckland owned storage and servers.  Access to all study data will be restricted to research staff directly involved in conducting or monitoring the study. Confidentiality will be protected by the use of study registration numbers, and only aggregated and anonymous data will be reported.  No personal information will be collected. Computerised information will be password protected and hard copy information kept in a locked filing cabinet.  All reports from the study will be written in a way such that no individuals can be identified.

[bookmark: _Toc513553227]Ethical Approval and Consent
[bookmark: _Toc513553228][bookmark: _Toc135324458][bookmark: _Toc135324573][bookmark: _Toc427663892]University of Auckland Human Participants Ethics Committee (UAHPEC) approval
Ethics approval will be obtained from the University of Auckland Human Participants Ethics Committee (UAHPEC). 
Zhejiang University School of Public Health Research Ethics Committee approval
Ethics approval had been obtained from the Zhejiang University School of Public Health Research Ethics Committee. 
[bookmark: _Toc135324460][bookmark: _Toc135324575][bookmark: _Toc427663894][bookmark: _Toc513553229]Informed consent
Maintenance of confidentiality and compliance with the Privacy Act will be emphasised to all study participants. Participation in the study will be entirely voluntary. Consent will be obtained at the time of screening and registration. E-consent will be obtained once participants have had the opportunity to read the Participant Information Sheet and ask any questions to the members of the study team through the SCAMPI WeChat Official Account prior to completing the baseline assessment.  
[bookmark: _Toc522436557][bookmark: _Toc932785][bookmark: _Toc47427242][bookmark: _Toc48124480][bookmark: _Toc48127393][bookmark: _Toc49151946][bookmark: _Toc265761735][bookmark: _Toc513553230]Assessment of Safety / Adverse Event Reporting 
No adverse or serious adverse events are anticipated and thus these data will not be collected in this trial.
[bookmark: _Toc135324462][bookmark: _Toc135324577][bookmark: _Toc265761751][bookmark: _Toc513553231]Relevance to Health
The proposal will generate knowledge with potential about a mHealth intervention for supporting smokers to quit smoking. In addition, the study design is completely digitalised. If effective, the intervention can be easily tailored and scaled-up for international roll-out and be adapted to enhance support for different population groups (e.g. female, smokers in other countries). 
The intervention in this study provide an example of how to use a “social network based hybrid model (social network subscription account and mobile app)” to address public health issue. 
A completely digitalised and social network based RCT design provide new ideas of trial data collection and implementing RCT in a more cost-effective way. 
[bookmark: _Toc135324463][bookmark: _Toc135324578][bookmark: _Toc265761752][bookmark: _Toc513553232]Dissemination of Results
A Knowledge-Transfer Exchange Strategy will ensure the findings have the greatest possible impact on smokers. The strategy will focus on key messages, target audiences, appropriate communication channels, activities and timing, and measures of success. NIHI has standard operating procedures in place which cover all aspects of research dissemination. Furthermore, a key strategic goal of NIHI is to “increase research impact” via increasing the number and impact of research outputs.  
[bookmark: _Toc135324464][bookmark: _Toc135324579][bookmark: _Toc265761753][bookmark: _Toc513553233]Trial registration
The trial will be registered online on the Australian New Zealand Clinical Trials Registry (ANZCTR) and the China Clinical Trial Registry (ChiCTR).
[bookmark: _Toc135324465][bookmark: _Toc135324580][bookmark: _Toc265761754][bookmark: _Toc513553234]Study participants
Study participants will be informed about the trial results by being sent a plain language summary of the results - after the publication of the study results.
[bookmark: _Toc135324466][bookmark: _Toc135324581][bookmark: _Toc265761755][bookmark: _Toc513553235]The general public
The general public will be informed about the trial via posting of the research findings on the University’s and other relevant websites, both national and international. Opportunities to make presentations to local, national and international audiences will be actively pursued. Another dissemination pathway is media releases (national and international) at the time of journal publication. As a digitalised study with social network based intervention, the research findings will also be disseminated through social network platform like WeChat. 
[bookmark: _Toc135324467][bookmark: _Toc135324582][bookmark: _Toc265761756][bookmark: _Toc513553236]Academic/professional colleagues
Academic/professional colleagues will be informed about the trial via publication in high impact, leading international journals. Less formal feedback will be given via the investigators’ participation in the national and international research community. Opportunities to make presentations to local, national and international audiences will be actively pursued.
[bookmark: _Toc135324468][bookmark: _Toc135324583][bookmark: _Toc265761757][bookmark: _Toc513553237]Health service funders and providers
Academic papers and summary reports will be provided to funders.
[bookmark: _Toc135324469][bookmark: _Toc135324584][bookmark: _Toc265761758][bookmark: _Toc513553238]Iwi/ Māori
Dissemination of findings to Māori organisations, media and community groups as guided by Dr Matt Sheppard and members of the NIHI Māori Research Advisory Group. 
[bookmark: _Toc135324470][bookmark: _Toc135324585][bookmark: _Toc265761759][bookmark: _Toc513553239]Pacific Island communities
Dissemination of findings to Pacific organisations, media and community groups as guided by Dr Vili Nosa, Senior Lecturer, Head of Pacific Health Section, School of Population Health, University of Auckland. 

[bookmark: _Toc522436575][bookmark: _Toc37563843][bookmark: _Toc37749857][bookmark: _Toc37750633][bookmark: _Toc37756312][bookmark: _Toc37822393][bookmark: _Toc135324472][bookmark: _Toc135324587][bookmark: _Toc265761760][bookmark: _Toc513553240]Administrative Section 
[bookmark: _Toc522436576][bookmark: _Toc37563844][bookmark: _Toc37749858][bookmark: _Toc37750634][bookmark: _Toc37756313][bookmark: _Toc37822394][bookmark: _Toc135324473][bookmark: _Toc135324588][bookmark: _Toc265761761][bookmark: _Toc513553241]Adherence to the protocol
Except for a change that is intended to eliminate an immediate hazard to participants, the approved protocol will be conducted as described. Any significant protocol deviation will be documented.
[bookmark: _Toc522436577][bookmark: _Toc37563845][bookmark: _Toc37749859][bookmark: _Toc37750635][bookmark: _Toc37756314][bookmark: _Toc37822395][bookmark: _Toc135324474][bookmark: _Toc135324589][bookmark: _Toc265761762][bookmark: _Toc513553242]Protocol revision procedures
All revisions will be discussed with, and approved by, the Study Steering Committee. If the revision is an “administrative letter”, the principal investigator will submit it to the University of Auckland Human Participants Ethics Committee for their information. If the revision is an “amendment”, the principal investigator will sign it. The principal investigator will submit the amendment to the University of Auckland Human Participants Ethics Committee and the Zhejiang University School of Public Health Research Ethics Committee for review and approval or favourable opinion prior to implementation. Documentation of approval signed by the chairperson or designee of the University of Auckland Human Participants Ethics Committee and the Zhejiang University School of Public Health Research Ethics Committee will be sent to the principal investigator.

If an amendment substantially alters the study design or increases the potential risk to the subject: 

· the consent form will be revised and submitted to the University of Auckland Human Participants Ethics Committee and the Zhejiang University School of Public Health Research Ethics Committee for review and approval or favourable opinion; 
· participants currently enrolled in the study, if they are affected by the amendment, will be contacted through WeChat messages and the amendment discussed and e-consent re-obtained;
· the revised e-consent form will be sent to participants currently enrolled in the study if they are affected by the amendment; 
[bookmark: _Toc522436578][bookmark: _Toc37563846][bookmark: _Toc37749860][bookmark: _Toc37750636][bookmark: _Toc37756315][bookmark: _Toc37822396][bookmark: _Toc135324475][bookmark: _Toc135324590][bookmark: _Toc265761763][bookmark: _Toc513553243]Case report form procedures
All questionnaire information will be entered onto the electronic forms on the study website. 
[bookmark: _Toc265761764][bookmark: _Toc513553244]Monitoring/ Source document verification
[bookmark: _Toc135626283][bookmark: _Toc265761765][bookmark: _Toc522436579][bookmark: _Toc37563847][bookmark: _Toc37749861][bookmark: _Toc37750637][bookmark: _Toc37756316][bookmark: _Toc37822397][bookmark: _Toc135324476][bookmark: _Toc135324591]No formal monitoring will take place for this study as it is deemed to be low-risk, all data is self-reported and entered directly into WeChat questionnaire system and participants give e-consent. 

Central monitoring will occur with logic checks built into the database to check for data inconsistencies and missing data and data will be checked at regular intervals during the study for completeness and accuracy
[bookmark: _Toc513553245]Data confidentiality and security
All data will be held securely at NIHI. All electronic data will be password protected and stored on the internet data management system (See Manual of Procedures).
[bookmark: _Toc265761766][bookmark: _Toc513553246]Reporting schedule
The principal investigator will provide on-going reports of the progress, or completion, termination or discontinuation of the study to the University of Auckland Human Participants Ethics Committee (UAHPEC) and the Zhejiang University School of Public Health Research Ethics Committee. 
[bookmark: _Toc522436580][bookmark: _Toc37563848][bookmark: _Toc37749862][bookmark: _Toc37750638][bookmark: _Toc37756317][bookmark: _Toc37822398][bookmark: _Toc135324477][bookmark: _Toc135324592][bookmark: _Toc265761767][bookmark: _Toc513553247]Record retention policy
[bookmark: _Toc135626286][bookmark: _Toc265761768]NIHI will retain study documents for 6 years from data lock. Staff involved in the trial will not destroy any records associated with the trial, without the prior approval of the principal investigator. If the principal investigator or any co-investigators withdraw from the study (e.g. relocation, retirement), any records they hold will be transferred to a mutually agreed upon designee (e.g. another co-investigator). Notice of such transfer will be given in writing to the Director of NIHI.
[bookmark: _Toc513553248]Insurance
[bookmark: _Toc37563849][bookmark: _Toc37749863][bookmark: _Toc37750639][bookmark: _Toc37756318][bookmark: _Toc37822399][bookmark: _Toc135324478][bookmark: _Toc135324593][bookmark: _Toc265761769][bookmark: _Toc513553249]Ownership of data and publication policy
Individual study data will remain the property of individual study participants. NIHI will have the responsibility for storage, protection and retrieval of study data. The Steering Committee will have the responsibility for the safe guardianship and use of the data.  
All publications will be approved by members of the Steering Committee. Study participants, the research assistants, members of the Management Committee who are not part of the Steering Committee, and study sponsors will be acknowledged in the final report and in all publications and presentations resulting from this trial.
[bookmark: _Toc513553250]Data Sharing 
All requests for de-identified individual participant data or study documents will be considered, after publication of the results, where the proposed use aligns with public good purposes, does not conflict with other requests, or planned use by the Study Steering Committee, and the requestor is willing to sign a data access agreement. Contact will be via the corresponding author.   
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[bookmark: _Toc265761772][bookmark: _Toc513553252]Appendix 1 – Terms of Reference
[bookmark: _Toc265761773][bookmark: _Toc513553253]Steering Group Committee
The Committee will meet as required during study development from start-up to review problems and issues raised by the Study Management Committee. 
[bookmark: _Toc265761774][bookmark: _Toc513553254]Study Management Committee
The Study Management Committee will be responsible for the daily operation of the study, and will develop study materials, deal with study problems, recruitment, and logistical issues. Meetings will be held weekly while the study is in development, then as required when the study is underway. 
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[bookmark: _Toc265761781][bookmark: _Toc513553256]Trial Timeline

	Activity
	2018
	2019

	
	Jun
	Jul
	Aug
	Sep
	Oct
	Nov
	Dec
	Jan
	Feb
	Mar
	Apr
	May
	Jun
	Jul
	Aug

	ADMINISTRATION
	

	Develop and sign off study protocol, statistical analysis plan 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Seek and obtain ethics approvals 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	RCT
	

	RCT recruitment, screening, collect baseline, and randomisation 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Data collection (3 months)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Data cleaning and datalock
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Statistical analyses 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	FINAL REPORT AND DISSEMINATION  
	

	Draft final report and final reporting 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Thesis writing 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Dissemination of findings (Presentations, Journal Article) 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	




[bookmark: _Toc145918586][bookmark: _Toc265761782][bookmark: _Toc513553257]Key milestones

	Date
	Milestone

	Jun 2018
	Trial protocol sign off 

	Jul 2018 
	Submit and obtain ethics approvals

	Aug 2018
	Contact with promotion partners and start recruitment  

	Oct 2018
	Recruitment completed

	Jan 2019
	3-month follow up completed 

	Feb 2019
	Data lock

	Mar 2019
	Data analysis complete

	TBC
	Thesis writing 

	TBC
	Presentation & Publication 




[bookmark: _Toc265761784][bookmark: _Toc513553258]Appendix 4 – Summary of Protocol Amendments
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