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WA HEALTH RESEARCH PROTOCOL 
TEMPLATE FOR CLINICAL TRIALS
GUIDELINES

This protocol template is provided as a guide for investigators who do not already have a protocol for their research project. It is a requirement of WA Health that a protocol is submitted with the ethics application. This template is based on the Therapeutic Goods Administration (TGA) “Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95)” 2000. To meet Good Clinical Practice Guidelines the Protocol should contain, but not be restricted to, the information contained within this template.
A clinical trial is a form of human research designed to find out the effects of an intervention, including a treatment or diagnostic procedure. A clinical trial can involve testing a drug, a surgical procedure, other therapeutic procedures and devices, a preventative procedure, or a diagnostic device or procedure.  
Some Heath Service Providers provide access to statistical advice for investigators. Contact the relevant Research Governance Office for further advice; contact details are available on the Research Governance Service website.

NB: Further information on clinical trial protocol/study report formats can be found in the ICH Guideline “Structure and Content of Clinical Study Reports” 1995 available on the ICH website.
	1. Trial Details


1.1 Trial Details.
	Protocol/Clinical Trial Title:
	The Effect of SMS Reminders on Vaccine Hesitancy in New Parents

	Protocol Number (Version and Date):
	Version 2, 4th June 2018

	Amendment 

(Number and Date):
	

	Trial Start Date:
	July 2018
	Trial Finish Date:
	March 2019

	Coordinating Principal Investigator Name:
	Dr. Tom Snelling

	Coordinating Principal Investigator Contact Details:
	tom.snelling@telethonkids.org.au

	Sponsor Name (if applicable):
	Telethon Kids Institute

	Laboratory Name (if applicable):
	N/A


1.2 Trial Summary (less than 300 words) including background, objectives and trial plan.
The current vaccination rates for Australian children under the age of five are below the national target of 95% coverage, which is required to achieve herd immunity. Herd immunity is a pattern of immunity where the risk of an individual contracting an infection is reduced by having vaccinated or immune individuals surrounding them, hence protecting against infectious diseases such as measles and smallpox. The low vaccination rates can be attributable to vaccine hesitancy which is the delay in acceptance of a vaccine despite availability. This behaviour occurs on a spectrum and is influenced by various factors.

A novel way to reduce vaccine hesitancy is by implementing strategies informed by the field of behavioural economics through SMS technology. This single blinded randomised controlled trial will enrol up to 274 new parents from King Edward Memorial Hospital. Participants will be randomised into two groups, both receiving a vaccine hesitancy survey before and after the intervention (an SMS reminder.) The outcome will be measured through a change in the vaccine hesitancy score, calculated from survey responses. 

The primary objective of this study is to examine the effect of negative SMS vaccine reminders on vaccine hesitancy in new parents. 

	2. Rationale / Background


2.1 Summary of findings from previous clinical and non-clinical projects, relevant to this proposed trial.  Include references to literature and data that are relevant to the trial and that provide background for the trial. List references separately at the end of the protocol.
Vaccinations are considered one of the most important discoveries in preventative health and their implementation has resulted in reduced rates of numerous infectious diseases, particularly in children. 1
 Vaccination programs utilise herd immunity, which is a pattern of immunity where the risk of an individual contracting an infection is reduced by the number of vaccinated or immune individuals surrounding them. 2
 This concept provides maximal benefit to the community however, 95% of the population must be vaccinated for it to be effective. 
 ADDIN EN.CITE 

3,4
 Data obtained from the Australian Immunisation Register shows that as of December 2017, all Australian states were below the recommended vaccine coverage rate, leading to a risk of infectious disease outbreaks and mortality from preventable diseases. 
 ADDIN EN.CITE 
3,5
  One of the factors affecting the suboptimal vaccination rates is vaccine hesitancy which is defined as a delay in acceptance of vaccines despite availability.
 ADDIN EN.CITE 

6,7
 This behaviour occurs on a spectrum, and is influenced by multiple factors including confidence in the provider, perceived need of the vaccine, side effects and complexity of vaccination schedules.
 ADDIN EN.CITE 

4,8,9
 Vaccine hesitancy can be measured using various tools, such as the Parental Attitudes about Childhood Vaccines (PACV) survey. This validated survey was originally developed to identify vaccine hesitant parents through a series of 18 items covering immunisation behaviour, beliefs about vaccine efficacy and safety, attitudes about vaccine mandates and trust.



10

 Participants’ score and vaccine hesitancy category is tabulated from their responses, with a higher score signifying greater hesitancy. Participants’ vaccine hesitancy is categorised as low for scores between 0-4, medium between 5-6 and high between 7-10.  Hence this questionnaire is quicker, making it easier to administer and calculate the vaccine hesitancy of participants. Studies utilising tools like PACV have found that mothers expecting their first child are more hesitant, having significantly more vaccine concerns when compared to mothers expecting their second or third child. 


 ADDIN EN.CITE 11

 Each question has 3 options-  ‘Yes’ ,‘Don’t Know’ and ‘No’.


10

 However, the limitating factor for this survey is its length, which can significantly affect participation especially in first time parents. Hence, the PACV short scale questionnaire was created, consisting of only 5 questions covering safety and efficacy, general attitudes and behvaviour.  HYPERLINK \l "_ENREF_10" \o "Opel, 2011 #348" 


 ADDIN EN.CITE 
12

Hence, strategies to reduce hesitancy in new parents may aid in improving vaccination rates and health outcomes in Australia.
A potential approach to reduce vaccine hesitancy is through interventions informed by the field of behavioural economics. This is defined as the combination of behavioural science and economic reasoning . 13
 This relatively new concept works through encouraging or ‘nudging’ individuals to change their behaviour patterns without coercion, and can be applied through various strategies. 14
 Bickel et al., recommend that this model must provide novel systems to allow scientific understanding of health behaviours, translate scientific understanding into practical strategies for interventions, recognise and make use of trans-disease processes and use technology to maximise efficacy and cost-effectiveness. 15
This non-coercive approach, combined with its simplicity, overcomes the limitations of traditional regulatory strategies and might provide a significant opportunity for improving vaccination uptake in Australia. 
 ADDIN EN.CITE 
7,16,17
 

Behavioural nudges may be implemented through SMS reminders to reduce vaccine hesitancy. This concept, as well as other methods utilising a smartphone is known as mHeatlh-  a rapidly growing area of research due to the increasing prevalence of mobile phones in our community. 18
 With 8 in 10 Australian’s owning a mobile phone this intervention is simple and efficient in its use for personally tailored behaviour modification.

18-20

 

A systematic review conducted in 2015 on the use of SMS-reminders in maternal and infant health found that the periodic prompts lead to increased diabetic control, appointment attendance and increased vaccination uptake.
 ADDIN EN.CITE 
21,22
 Randomised controlled trials have also found SMS reminders to be more effective than phone calls in increasing vaccine uptake in parents and adolescents, hence highlighting their potential for use in this setting.
 ADDIN EN.CITE 
23,24

Framing of SMS Reminders

A systematic review on the use of SMS reminders in preventative health has noted that the framing of the message is vital for influencing behaviour. 18
 Motivational messages, delivered at varying times with different contents has been shown to be the more effective method to maintain engagement from recipients and increase vaccination rates in adults. 21
,

25

 This is compared to negatively framed messages, aimed at eliciting fear in individuals about not vaccinating their child. 26
 This study emphasises that the loss-based framing will only work temporarily, with the additional possibility of backfiring and negatively influencing behaviour. 26
However, there is limited research into the effect of negative framing specifically on vaccine hesitancy.  Furthermore, the Strategic Advisory Group of Experts (SAGE) Immunisation working group on vaccine identified that reminders enforcing vaccination as a social norm can be effective in changing the behaviour of resistant parents. 25
2.2 Name and description of the intervention or product(s) used in this trial, including investigational product(s) and comparator product/s (if applicable).  Include status of product registration (i.e. registration on Australian Therapeutic Goods Registry, or equivalent).

The intervention for this study is an SMS-reminder sent to new parents when their child is about 6 weeks old. This reminder will be sent during the daytime on weekdays and contain <160 characters. 

24

 The reminder for the intervention group (Group A) will read, 

‘Telethon Kids health message: Your child is now due for their 2 month vaccination. Delaying a child’s vaccination can put them and other children at risk. Do not reply to this text message.’ 
The content of the message is advised from a consumer panel of eighty prospective parents convened by the community and consumer participation team at Telethon Kids Institute.  Parents in the control group (Group B) will be sent a health safety message, unrelated to vaccinations. This message will read, 

‘‘Telethon Kids health message: Sleeping your baby on its back is safest for preventing SIDS (Sudden Infant Death Syndrome). Do not reply to this text message.’ 

	3. Trial Aims / Objectives / Hypotheses


3.1 Detailed description of the specific primary and secondary objectives and the purpose of the trial. Describe any hypotheses that will be tested.
Primary Objective:

To evaluate the effect of negative SMS vaccine reminders on vaccine hesitancy in new parents over the age of eighteen years old, as measured by the short scale PACV hesitancy questionnaire score, administered before and after the SMS reminder sent at 6 weeks postnatally. 
Hypothesis:

The use of negative SMS vaccine reminders on new parents over the age of eighteen years old will not lead to a significant increase in vaccine hesitancy score when compared to parents who receive a sham SMS vaccine reminder (unrelated to vaccination).
	4. Trial Design


The scientific integrity of the trial and the credibility of the trial data depend substantially on the trial design and methodology.
4.1 Primary endpoints and the secondary endpoints, if any, to be measured during the trial and how they will be measured. For further information refer to the TGA “Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95)” 2000.
Primary Endpoint

A significant change in the PACV short scale score, as measured before and after the SMS reminder in both groups (A &B). A significant change is marked by at least a 30% reduction in the proportion of participants scoring low vaccine hesitancy (score 0-4 out of 10) on the PACV short scale. 
4.2 Type (e.g. phase, pilot) and design (e.g. double-blind, placebo-controlled, parallel design) of the trial to be conducted and a schematic diagram of the trial design, procedures and stages (e.g. initial assessment, run-in, pre-randomisation assessment, randomisation, treatment phase, end-of-treatment assessment, washout, cross-over, alternative treatment, post-treatment assessments, trial exit).
This is a single blinded randomised controlled trial. Potential participants will be identified from the outpatient antenatal clinic at the King Edward Memorial Hospital. Participants who are interested will be invited to participate in the trial. If they agree, written consent to contact them post-natally will be obtained and the participants’ contact details and estimated due date (EDD) will be documented. Participants will be assigned a unique study ID; this ID will be used to identify the participant for the duration of the study. 

Following recruitment, the participants’ gestational age and EDD wil be used to determine the timing for all study contact. In this study, a term pregnancy will be defined as delivery after 36 completed weeks, and infants born prior to 36 completed weeks will be defined as premature. This is adapted from the updated definitions of term pregnancy by the American College of Obstetricians and Gynaecologists.26 
Approximately two weeks after the EDD (when term babies will be 0-6 weeks old), participants will be sent a text message with a link to an online consent form, to confirm their interest in the study and optional participation. The online survey generator, REDCAP will be used to ensure secure collection and storage of data. All participants who provide written informed consent will be redirected to a survey, prompting them to provide their child’s date of birth (to calculate their age and scheduled date of their 2 month vaccine dose) and complete the PACV short scale questionnaire. This questionnaire is included below (Appendix 1). Non-responders will be sent a weekly reminder for a maximum of 3 weeks after which they will be contacted via telephone to confirm their participation in the study and if applicable, verbally fill out the questionnaire via telephone. 
Once the responses are collected, participants will be equally randomised into the intervention group (Group A) or control group (Group B) using a computer generated allocation. 
After randomisation, participants in Group A will be sent a text message at 42 days old (the earliest age for their child’s 2 month vaccination between 6-8 weeks). These text messages will be sent during the daytime on weekdays and contain <160 characters. The message will read, 
· ‘Telethon Kids health message: Your child is now due for their 2 month vaccination. Delaying a child’s vaccination can put them and other children at risk. Do not reply to this text message.’ 
The content of the message is advised from a consumer panel of eighty prospective parents convened by the community and consumer participation team at Telethon Kids Institute.   The most popular and least offensive format has been selected for this study.

At the same time, parents in Group B will be sent a sham vaccine reminder, i.e. an infant health safety message unrelated to vaccination. This message will read, 
· ‘‘Telethon Kids health message: Sleeping your baby on its back is safest for preventing SIDS (Sudden Infant Death Syndrome). Do not reply to this text message.’ 
Four weeks after the due date of the child’s 2 month vaccination (12 weeks post-natal), all participants (Group A and Group B) will be sent a follow up text-message with a link to the PACV short scale questionnaire, and a prompt to complete. This questionnaire will also ask whether participants have vaccinated their child. Non-responders will be sent a weekly reminder for a maximum of 3 weeks after which they will be contacted via telephone to confirm their participation in the study and if applicable verbally fill out the questionnaire via telephone. 

The end of trial participation is defined as completion of the second vaccine hesitancy questionnaire (12 weeks post-natal) or at any time during the study if the participant withdraws. 
4.3 Measures taken to minimise/avoid bias, including randomisation and blinding.

Participants will not be informed of the end-point of the study (vaccine hesitancy) to avoid bias caused by self-selecting those with vaccine supportive attitudes and by contaminating their responses. They will be randomly allocated to the control and intervention group to reduce selection bias.
4.4 Maintenance of any blinding records or randomisation codes and procedures for breaking codes.

All data will be stored on a secure online password protected database, including the coding and randomisation process.
4.5 A description of the interventions or investigational product(s).  
The intervention for this study is an SMS reminder for participants to vaccinate their child. This message will be sent at 6 weeks post-natal, just prior to the recommended time for the infants’ 2 month vaccination to parents in the intervention group. The control group will be sent a sham SMS vaccine reminder being about newborn health, unrelated to vaccination at the same time.
4.6 Accountability procedures for the investigational product(s) including the placebo(s) and comparator(s) (if applicable).
N/A

4.7 Expected duration of the trial and participant participation, including a description of the sequence and duration of all techniques or assessments to be performed, including follow-up (e.g. interventions, procedures, measurements, observations, laboratory investigations). Provide a schedule of assessments in a table if possible. 
The study period is from time of recruitment (variable gestational age) until four months post-natal (maximum). As described above, after the initial written consent to contact parents post-natally that was obtained in the antenatal clinic, the online consent form and, if applicable, first PACV questionnaire will be administered 2 weeks after the EDD for each participant. Non-responders will be sent a weekly reminder for a maximum of three weeks after which they will be contacted via telephone to confirm their participation in the study and if applicable, verbally fill out the questionnaire.
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The intervention SMS-reminder will be delivered at 6 weeks post-natal, immediately prior to the earliest recommended age for the infants’ 2 month vaccination. The second hesitancy questionnaire will be delivered at twelve weeks post-natally. Responses for this will be monitored with a reminder sent every week for a maximum of three weeks. If there is no response after four weeks, the participant will be contacted via telephone to confirm their participation in the study and if applicable, verbally fill out the questionnaire.
4.8 Criteria for the termination of the trial. Description of the discontinuation criteria for individual participants, parts of the trial and entire trial.
Participants who provide informed consent but do not complete the first vaccine hesitancy questionnaire after a three-week reminder and a telephone call will not be randomised (or receive intervention) and will be excluded from this study.
Participants will be provided with an avenue via SMS to exit the study at any point, after which their initial data will be excluded from the final analysis. 
4.9 The identification of any data to be recorded directly on the Case Report Forms (CRFs) (i.e. no prior written or electronic record of data), and to be considered to be source data. 

The database into which the vaccine hesitancy questionnaire responses are entered will be considered the source data. All data entered will be non-identifiable. 
	5. Source and Selection of Participants


5.1 Source of participants - research population, sample size, source, and sampling frame (if possible, split by site if multicentre trial). 

The research population if first-time parents presenting to KEMH for their ante-natal check. Recruitment will occur with physical forms at the clinic. 

Eligible participants are parents expecting their first child who are at least 18 years of age who present to the outpatient antenatal clinic at the King Edward Memorial Hospital. Participants who provide informed consent and complete the PACV short scale 2 weeks after their child’s EDD will be equally randomised to the intervention or control arm. A sample size of 274 participants (137 per invention arm) is required to detect at least a 30% reduction in the proportion of participants categorised as low vaccine hesitancy (score 0-4 out of 10) on the PACV short scale.  

5.2 Participant inclusion criteria. Describe appropriate criteria for special risk populations (e.g. women of reproductive age, participants with disease states or organ impairment).
1. Parent(s) are expecting their first child

2. Parent(s) are above the age of 18

3. Parent(s) are English speaking (primary or secondary)
4. Mother is ≥28 weeks pregnant 

5. Parent(s) have a mobile phone with text messaging and data/wifi connection capabilities

6. Parent(s) are able to be contacted via mobile phone during the course of the study.

5.3 Participant exclusion criteria. 
1. Parent(s) who are unsuitable for the study as advised by clinic staff 
2. Parent(s) suffer from a condition that interferes with their ability to give informed consent and/or comply with the study 

3. Parent(s) with a baby born ≤36 weeks.
a. Participant withdrawal criteria

Participants may withdraw from the study at any time by contacting the investigator, details of whom will be supplied on the information sheet provided at enrolment. All data collected up until the time of withdrawal will be used in the final analysis. Participants will not be replaced upon withdrawal. 
	6. Treatment of Participants


6.1 Description and justification for the treatments, interventions or methods to be utilised (including product name(s), dose(s), dosing schedule(s), route/mode(s) of administration and treatment period(s)) and the follow-up period(s) for participants for each investigational product/trial treatment group/arm of the trial.
A SMS-reminder will be used as an intervention for this study, due to its ease of accessibility for participants when compared to alternative mediums such as emails and postal mail. These SMS-reminders will be sent during the daytime on weekdays and contain <160 characters. The message for Group A will read, 
•
‘Telethon Kids health message: Your child is now due for their 2 month vaccination. Delaying a child’s vaccination can put them and other children at risk. Do not reply to this text message.’ The content of the message is advised from a consumer panel of eighty prospective parents convened by the community and consumer participation team at Telethon Kids Institute.   The most popular and least offensive format has been selected for this study. 

The message for Group B will read, 
•
‘‘Telethon Kids health message: Sleeping your baby on its back is safest for preventing SIDS (Sudden Infant Death Syndrome). Do not reply to this text message.’ 
6.2 The medications/treatments permitted (including rescue medication) and not permitted before and/or during the trial.

N/A
6.3 The procedures for monitoring participant compliance.

Compliance will be measured through completion of the two surveys in the timeline outlined above.
	7. Assessment of Efficacy


7.1 Specification of the efficacy parameters.
The efficacy of the SMS reminders will be measured by a change in the PACV short scale score and resultant shift in the vaccine hesitancy category. Validated categories for the PACV short scale have been defined as scores between 0-4 for low vaccine hesitancy, 5-6 for medium and 7-10 for high. Most people will have a score of two on the PACV short scale hence a difference of three will be considered significant, which we have equated to a shift from low to medium vaccine hesitancy. Hence, a reduction of at least 30% in the low vaccine hesitancy category after the intervention will be marked significant.

7.2 The methods and timing for assessing, recording, and analysing efficacy parameters.
This short scale PACV questionnaire was formulated to minimise parental burden and increase its potential for use as a screening tool in a clinical setting. This questionnaire has since been validated against and found to be similar to the more expansive Gust et al, vaccine acceptance categories in identifying and classifying parental hesitancy.11

 
The PACV short scale score will be calculated by tabulating the individual scores from each question (max 2 points) and formulating a score out of a maximum of 10 points. The questionnaire can be found in Appendix 1. This score will be calculated before and after the intervention (SMS-Reminder.) Each participant will be placed in a vaccine hesitancy category ranging from low (score 0-4), medium (score 5-6) and high (score 7-10). The overall score and hesitancy category pattern will be calculated and compared between intervention arms before and after the intervention to determine the similarity of the two arms at baseline and the effect of the intervention on vaccine hesitancy. 

	8. Assessment of Safety


8.1 Summary of known and potential risks and benefits, if any, to research participants.

The main risk is the inconvenience in the time taken it will take to complete the survey (<10 minutes). There is a small risk that a negative reminder will increase anxiety and paradoxically increase hesitancy toward vaccination. This paradoxical effect is what we are setting out to exclude. 
8.2 The safety parameters and the methods and timing for assessing, recording, and analysing safety parameters. Include a description of emergency procedures if applicable.
This is not applicable for this study.

8.3 Details of the Data and Safety Monitoring Board, or equivalent. For further information refer to the TGA “Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95)” 2000.
Because of the negligible risk, we will not convene a DSMC for this study.
8.4 The procedures for eliciting reports of and for recording and reporting adverse events. Include definitions of adverse events. For further information on adverse events refer to the TGA “The Australian Clinical Trial Handbook” 2006. 

N/A
8.5 The type and duration of the follow-up of participants after adverse events.

N/A

	9. Data Management, Statistical Analysis and Record Keeping


9.1 Description of the statistical methods to be employed, including timing of any planned interim analysis.
Data will be collected and analysis completed after each stage if complete. 

Demographic and other baseline characteristics will be summarised by assigned intervention arm (intent-to-treat). Categorical variables will be summarised by frequencies and percentages. Continuous variables with symmetric distributions will be summarised by intervention arm using mean and standard deviation, whereas continuous variables with asymmetric distributions will be summarised using median and interquartile range (25% and 75% percentiles).
PACV short scale category (ie. low, medium, high vaccine hesitancy) at the 12 week post-natal timepoint (primary outcome) will be compared between the negative-message SMS and control SMS arms using the Wilcoxon-Mann-Whitney test. The use of low, medium and high vaccine hesitancy categories will aid interpretation of the results, however, the individual scores for the PACV short scale will also be analysed using the Wilcoxon-Mann-Whitney test. Results from both analyses will be presented with approximate 95% confidence intervals and associated p-values. 

No interim analysis planned.

9.2 The number of participants planned to be enrolled (if possible, include number at each site).  Document the reason for choice of sample size, including reflections on (or calculations of) the power of the trial and clinical justification.
A sample size of 274 participants (137 per invention arm) is required to detect at least a 30% reduction in the proportion of participants categorised as low vaccine hesitancy (score 0-4 out of 10) on the PACV short scale.  This is based on: (i) expected proportions of low, medium and high vaccine hesitancy in the control arm of 72%, 13% and 15%, respectively11; (ii) 30% change from low to medium vaccine hesitancy category for the SMS intervention arm (thus the proportions for the low, medium and high categories would be 50%, 35% and 15%, respectively); (iii) significance level (α) of 5%; (iv) power of 80%; (v) equal allocation to intervention arms; and (v) sample size formula for the Wilcoxon-Mann-Whitney test by Zhao et al. 27


9.3 The level of significance to be used.
Significant level of 5%. A p-value for the test statistic of the primary analysis will be considered as strong prima facie evidence that the trials results are unlikely to have occurred by chance.
Procedures for reporting any deviation(s) from the original statistical plan (any deviation(s) from the original statistical plan should be described and justified in the protocol and/or in the final report, as appropriate). 
Any unplanned deviation from the analysis plan will be acknowledged as post hoc in the trial report and any arising publications.
9.4 The selection of participants to be included in the analyses (e.g. all randomised participants, all dosed participants, all eligible participants, or all evaluable participants).
All eligible participants (i.e. meeting the inclusion criteria) will be invited to participate in the study. Those who provide informed consent and complete both the vaccine hesitancy questionnaires will be included in the final analysis. 
9.5 Information on how data will be managed, including coding for computer analysis and data handling (collection, storage, maintenance, security and archiving). Include details regarding these processes if the data is sent off-site (e.g. encryption). Clinical trial records should be retained for a minimum of 15 years from the completion of the trial. 
Data obtained will be stored on a secure, online database with access only to the principle investigators through a password-protected link. All data will be archived for 15 years after completion of the study.

9.6 Procedure for accounting for missing, unused, and spurious (false) data.
When the probability of an observation being missing is dependent on observed measurements, then the missing observations can be reasonably predicted, with minimal bias, using multiple imputation techniques. Missing PACV short scale scores post-intervention will be imputed based on baseline covariates including age, sex and baseline PACV short scale score of the participant.
	10. Monitoring / Audit


10.1 Statement that the trial investigators/institutions will permit trial-related monitoring, audits, and regulatory inspections, providing direct access to source data/documents. This may include, but not limited to, review by external sponsors, Human Research Ethics Committees and institutional governance review bodies. 
This trial will permit trial-related monitoring, audits and regulatory inspections, providing direct access to source data/documents.

10.2 Description of the procedures for monitoring and auditing. The clinical trial sponsor may nominate the form of monitoring and auditing and will indicate the times of audit visits.
There is no plan for external monitoring. This project is low risk and therefore internal auditing processes will be in line with the Sponsor requirements.  

	11. Quality Control and Quality Assurance


11.1 Statement that the trial will be conducted in compliance with the protocol, Good Clinical Practice and the application regulatory requirements.

The trial will be conducted in compliance with the approved protocol, Good Clinical Practice and the application regulatory requirements.

11.2 Quality control & quality assurance measures to ensure quality of data.
The questionnaire responses are categorical minimising the risk of data error. The survey tool has been validated to ensure content validity. The REDCAP survey tool has in-built checks to ensure complete data entry.
	12. Ethics


12.1 Description of ethical considerations related to the trial with particular reference to participant consent (including Participant Information and Consent Forms).

All participants will be provided with information about the study (but not including the endpoint) and opportunities to ask questions before consenting. They will not be coerced to participate from any staff involved in the study.

Participants will be informed that the study relates to measuring the effects of text messages promoting good health behaviours. The end point of this study (vaccine hesitancy) will be withheld from participants to avoid self-selection bias (self-selection of participants with pre-existing positive attitudes towards vaccination) and to prevent contamination of participant responses (by knowledge of the desired response). We believe this subtle deception is ethically permissible because the individual loss of autonomy is small, and the community benefits\ from a valid study outweigh this cost.

All participants will have access to this information and the results after cessation of the study. 

The intervention carried out incurs small risk of harm to the participants. 

	13. Budget, Financing, Indemnity and Insurance


13.1 Budget, financing, indemnity and insurance, if not addressed in a separate agreement.

Most of the costs associated will be my time, provided as part of my medical studies. The project co-ordinators, Tom Snelling, Julie Marsh and Carly McCallum provide their time in kind. The trial is indemnified by TKI’s indemnity policy. The costs of sending SMS messages and other incidental costs are covered by a $10,000 donation from Wesfarmers Ltd.
The Telethon Kids Institute will act as sponsor.

	14. Publication 


14.1 Publication and dissemination of trial results (including any limitations), if not addressed in a separate agreement. In accordance with the Declaration of Helsinki (2008) every clinical trial must be registered in a publicly accessible database before recruitment of the first participant.
The study will be listed on the Australian and New Zealand Clinical Trial Register prior to the enrolment of the first participant. 

The PI will coordinate dissemination of data from this study. Results from the study may be presented at conferences, and published in peer-reviewed journals. All publications (e.g.,manuscripts, abstracts, oral/slide presentations, book chapters) based on this study will be provided by CI for review by each study investigator prior to submission. Authorship will be determined in line with the Uniform Requirements for Manuscripts Submitted to Biomedical Journals published by the International Committee of Medical Journal Editors. In summary, authorship will be limited to those who have:

· Contributed substantially to the conception and design of the study; or the acquisition, analysis or interpretation of data for the work; AND

· Drafted the work or revised it critically for important intellectual content; AND

· Provided final approval of the version to be published; AND

· Agreed to be accountable for all aspects of the work in ensuring that questions related to the accuracy or integrity of any part of the work are appropriately investigated and resolved.

Acquisition of funding or general supervision of the research group alone does not constitute

authorship. The final decision on authorship of any publication will be the responsibility of the PI. 
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	16. Appendices 


16.1 List all appendices. Including an Investigator’s Brochure or Device Manual (if applicable). All trials involving unregistered drugs must be accompanied by an investigator’s brochure which is a compilation of the clinical and non-clinical data available on the experimental products intended for use in the trial. Clinical investigations involving devices should include an Investigator’s Brochure or Device Manual.
Appendix 1: PACV Short Scale Questionnaire. Participants’ individual score will be calculated from their responses. Answers in the receive 0, 1 or 2 points depending on the question
	Points


	0
	1
	2

	I trust the information I receive about child health
	Yes
	Don’t Know
	No

	
	
	
	

	It is better for my child to develop immunity by getting sick than by getting vaccinations


	No
	Don’t Know
	Yes

	
	
	
	

	Do you think child health checks should be conducted in schools?
	Yes
	Don’t Know
	No

	
	
	
	

	Children get more vaccinations than are good for them
	No
	Don’t Know
	Yes

	
	
	
	

	Appropriate sleep is important for my child’s good health
	Yes
	Don’t Know
	No

	
	
	
	

	Overall how hesitant about childhood vaccinations would you consider yourself to be?


	No
	Don’t Know
	Yes

	
	
	
	

	Children receive more health checks than they require during childhood
	Yes
	Don’t Know
	No

	
	
	
	

	I trust the information I receive about childhood vaccinations.
	Yes
	Don’t Know
	No

	
	
	
	

	A healthy diet is important for nomal development of my child
	Yes
	Don’t Know
	No

	
	
	
	

	It is better for children to get fewer vaccinations at the same time
	Yes
	Don’t Know
	No
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