
PROTOCOL
THE 15 MARCH STUDY: IMPACTS AND RECOVERY
Principal Investigator; Associate Professor Caroline Bell, Department Psychological Medicine, University of Otago, Christchurch. Co-investigators; Dr Ruqayya Sulaiman-Hill, Professor Richard Porter, Professor Joseph Boden, Dr Ben Beaglehole and Dr Shaystah Dean at the Department of Psychological Medicine, University of Otago, Christchurch and Professor Philip Schluter at the School of Health Sciences, University of Canterbury.  

Funder; Health Research Council of New Zealand (including peer review)
Sponsor; University of Otago

Rationale for Research
On Friday 15 March 2019, approximately 300 people in two Mosques in Christchurch were attacked by a white supremacist shooter resulting in 71 being injured and 51 being shot dead. The scale and violence of this attack is unprecedented in New Zealand 1 and is one of the worst mass shootings in history. Although there have been previous mass shootings involving Muslim victims (such as children in the Army Public School shooting in Peshawar, Pakistan) 2 there is no other literature we are aware of after such an event in a Western context. Understanding the psychological effects of this event, in particular the impacts on this highly exposed group of Muslim people and their families is important because it will provide culturally informed insights into the outcomes of these traumatised groups and therefore their needs in the months and years following trauma. It will provide a test of a real-life screening programme which we anticipate will improve detection of significant mental health difficulties in the people impacted and, because of the close collaboration with the Canterbury District Health Board (CDHB) clinical services, will allow clear access to appropriate interventions. It will also inform evidence regarding the best screening programme after future mass trauma events and in particular for those of the Muslim faith.  
In the current context of the Covid-19 pandemic it is also important to understand this in the March 15 Study participants and their responses. 
Aims
a) To understand the psychological, physical, cultural and social effects of mass trauma in a Muslim community; b) To examine the value of clinical screening following such an event in detecting serious mental health difficulties; c) To understand the effects in those who were injured by or witnessed these events and close family members of these people or close family members of those who were bereaved by the shootings; d) To begin collecting data in a proposed longitudinal, long term study.
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Design and Methods

We anticipate that this will be the first stage of a longitudinal study to explore how people are coping and responses to the March 15 attacks over time. We anticipate the first phase at about 1-2 years then after 4-5 years.

Participants
Through the support of the Muslim community and leadership, all of the surviving adults in Christchurch (aged over 18) who were in (or nearby) either of the two Mosques at the time of the shooting on 15th March 2019 will be invited to participate in the study. We will exclude those under 16 because of the small numbers involved and different developmental stage (although we will work on a separate proposal to include the younger people involved). 
We will also invite participation from close relatives (spouses, parents, children over the age of 18 and siblings) of those who died or close relatives (spouses, parents, children over the age of 18 and siblings) of someone who was present at one of the mosques on that day. 

Recruitment 
Information about the study will be widely circulated through Muslim networks (such as through social media and the Mosques), contacts with governmental and non-governmental agencies (such as Victim Support, WINZ, Housing and immigration) and community meetings. This information will explain the study and invite people who are interested in participating to make contact via phone or to go to the March 15 Study website. The website explains the study and provides links to the Participant Information Sheet, Information about Telehealth and an example of the consent form. The website explains that people who are interested can contact the team by phone or email.Those who make contact will be offered the opportunity to ask questions of the Muslim researchers (in a language of their choice) and to have the study explained further.

If participants agree to participate they will then be asked if they would like to have the interview conducted online via Zoom or if not comfortable with this to arrange for the interview to be done face to face at a venue in the community. At this point they will also be asked for their preferred language for the interview and their preference for the gender of the interviewer. The date and time of the interview will be set up and if doing online they will be emailled a link to the Zoom interview.

Providing information 
The Participant Information Sheet will be emailled to participants before the interview in addition to being on the webiste. This allows participants time to read and understand the information provided. The Participant Information Sheet describes;
For the online interviews a description of the use of the Zoom platform and security around this, and the use of an electronic survey platform for the self-report responses. There is also additional separate information about the use of telehealth for the interviews.
The purpose and funding of the study; 
What the interviews (online via zoom or face to face) will involve, who will conduct them and the likely duration of the interviews;
The inclusion of a questionnaire about the impacts of Covid-19 as a separate document at the end of the interview. This Covid-19 Impacts Scale has been developed to provide a composite measure of “Covid exposure” (both risks and secondary stressor impacts).  
;


Explaining the reason for and asking for consent to inform their GP about their participation in the study and any interventions that may be provided. This is important because over the course of the assessment if mental health or other supports are identified, then appropriate interventions will be facilitated by the assessors;
Explaining the reason for and asking for consent to use their NHI to access their health records to determine the number of contacts with their GP or other health providers over the 5 years before and after the March 15th attack
The possible benefits and risks of the study;
Their rights;
How information will be stored for 10 years, that information will be de-identified using an ID number and only to accessible staff directly involved with the study.

Assessments
Assessments will be performed by Muslim researchers who will be supported by a Mental Health clinician (from previous studies this has been found to be the most effective combination in order to allow appropriate and clear access to intervention for more severe psychological symptoms if required). Assessments will be done via a Zoom interview or face-face in a community setting, depending on individual choice. Confidentiality will be discussed fully in order for people to feel confident about participating. Interpreters and translation of information will be available.

The assessment will start with review of the Participant information sheet, addressing any questions the person may have and completion of the consent (electronic or paper). Electronic consent will be completed using the REDcap platform through the University of Otago as a stand-alone document. The participant will then complete Booklet 1 of the self-report measures (using the Qualtrics platform if on-line) using a unique ID number only (ie. no other identifying information such as name or date of birth included). The RA and nurse will be available to answer any questions over this time as required. The nurse will then conduct a semi-structured clinical interview via Zoom (it will be suggested that the Research assistant leave for this if the participant wishes). Information from this will be recorded in hard copy (with the ID number) by the nurse. After this the participant will complete Booklet 2 of the self-report questionnaires and the Covid Impacts Scale (using the Qualtrics platform if on-line). The interview will be concluded with a discussion by the nurse and Research assistant. All hard copy information will be transported securely back to the Clinical Research Unit by the nurse in a locked briefcase.

We estimate 600 interviews in this wave of data collection. 

Measures 
The aim is for this to be the first part of a longitudinal study. Using culturally informed measures, data will be collected at 2 time points; 1-2 years, and 4-5 years post the event. The current application applies to the 1 year data collection
Current social and demographic factors
Ethnicity, years in NZ, family composition
Measure of quality of life – Personal Wellbeing Index5 
Measure of social support – PhenX Toolkit3  (Measures incorporated in this study were selected from the PhenX Toolkit version June 4, 2019, Ver 26.0.) 
Perceived Discrimination Scale 6,7
Measure of functioning - Work and Social Adjustment Scale (WSAS)4
Measure of exposure and impacts 
Whether injured and/or bereaved and measure of previous exposure to trauma 
Mental health and wellbeing measures
Wellbeing – WHO-5 Wellbeing Index8
Measure of psychological distress – Kessler 109
Measure of PTSD – Post traumatic Checklist for DSM5 – PCL 11 and add ref
Measure of somatic symptoms - Somatic Symptom Scale10
Previous and current mental health problems (a clinical semi structured interview which yields past and current diagnostic information) - Mini-International Neuropsychiatric Interview (M.I.N.I.) 12
Resilience and post-traumatic growth
Religious coping scale 6,7
Post traumatic growth - Post traumatic growth inventory 13
Covid-19 Impacts Scale
Other measures
The research will include a measure of how acceptable the interview process was, what interventions have been helpful and a short semi-structured interview to discuss the role of iwi in supporting the community post-trauma.We will also obtain consent to access participant’s NHI number to compare the number of times they saw a doctor or other health provider before and after the 15th March. 

Review of cases weekly with Clinical Team
All interviews will be discussed weekly with the clinical team (Bell, Porter, Beaglehole) to determine risk (if not required urgently) and if there is a need for referral for further inputs.
Safety Assessment
As part of the clinical diagnostic assessment the specialist mental health nurse will ask questions about suicide, risk of harm to others and other risks to self. 
Potential referral pathways dependent on need
If urgent intervention is required for mental health concerns this would be to CDHB Crisis Resolution Services; if significant mental health conditions are identified, options for referral include group treatment at the Canterbury Resettlement Service, CDHB Specialist Mental Health Services (The Anxiety Disorders Service or Community Mental Health Teams). Options for less severe presentations include counselling through victim support, ACC (if appropriate) and primary care. If further practical supports are required e.g. financial, housing, immigration referrals will be the specialist WINZ case management team already established for this. Options for less severe presentations include counselling through victim support, ACC (if appropriate) and primary care.
If further practical supports are required e.g. financial, housing, immigration referrals will be the specialist WINZ case management team already established for this.

Trial Oversight
Trial management committee of key researchers (Bell, Porter, Boden, Schluter, Beaglehole, Dean) provide oversight of the study.
Reference Group group of 8-10 respected representatives of the Muslim community meet regularly to discuss the measures and protocol and ensure that they are acceptable and appropriate.
Data safety and monitoring committee meets at 6 monthly intervals. 

Adverse Event Reporting
This will be to the HRC, University of Otago and HEDC

Potential Ethical Issues
It is possible that some of the material discussed could be potentially distressing for some people. If this were to occur, the specialist mental health nurse present will provide support and clinical intervention if appropriate. Where any potential mental health disorders or risks were identified, a referral will be made to appropriate treatment providers. 
The impact on the Research Assistants and nurses of hearing about traumatic events has been carefully considered. Training and supervision has been provided and there will be regular supervison with this in mind.  Interviewers will also only conduct at most 2 interviews per day because of the traumatic nature of the material covered.

Data storage
Data is anonymised using a unique ID number. 
Data from the Qualtrics self-report questionnaires will be downloaded to the secure University of Otago hard drive and deleted from the Qualtrics cloud. Hard copy information will be stored in a locked filing cabinet – with no identifying information on it apart from the ID number. 
All data will be entered and stored on the secure University of Otago hard drive. This is password protected on a password protected computer in the Clinical Research Unit, University of Otago, Christchurch. 
Data will be securely stored here for 10 years. 
Data is only accessible by the core research team and the data administrator at the Clinical Research Unit, Department of Psychological Medicine, University of Otago, Christchurch.
Data is anonymised using a unique ID number. The linking data for the ID number with the participant’s name is stored separately in a password protected folder on a password protected computer at the Clinical Research Unit, Department of Psychological Medicine, University of Otago, Christchurch. This information is only accessible to the Principal Investigator (Bell), Co-investigator (Sulaiman-Hill) and the Clinical Research Unit data administrator. 

Analysis 
The reporting of results will follow current best-practice, including utilisation of the STROBE guidelines (see: www.strobe-statement.org). 14 Participant recruitment and retention will be collected and assessed in relation to the target population. Attrition will also be formally assessed (using apposite logistic or binomial GEE models) to ascertain whether there are important differential drop-out rates, and whether methods (such as multiple imputation) may have utility as a sensitivity analysis. Initial analyses will determine the prevalence of major mental disorders in the cohort (major depression; anxiety disorder/PTSD).  Logistic regression analyses will be used to predict mental disorders as a function of pre-event characteristics (sex, ethnicity; years in NZ; family composition, prior exposure to trauma, prior mental health), trauma exposure, and post event stressors, social support and resilience.  Ordinary least squares regression analyses will be used to predict somatic symptoms, post-traumatic growth as a function of pre-event characteristics, trauma exposure, current mental health, post event social stressors, support, resilience and spirituality. Rates of attendance at GP clinics and DHB services will be compared pre and post event. Rates of major mental disorder discovered at screening will be compared with rates presenting for treatment to determine the undiagnosed/untreated burden of mental health difficulties. The Covid-19 Impacts Scale items will be analysed using Confirmatory Factor Analysis techniques to ascertain whether they fit a single factor model.  If this is found to be the case, factor scores representing overall Covid exposure (inclusive of both virus exposure and stress/adverse outcomes associated with being in lockdown) will be calculated, and used as a covariate factor in analyses of the March 15th study cohort.  

In order to protect the confidentiality of participants all reports will be averaged and anonymous so individuals cannot be identified. Data for groups of less than 10 will also not be reported – so that there really is no chance of “guessing” people’s characteristics based on group membership.
        
Communicating and Disseminating Results
Through discussion with the Reference group the most culturally appropriate way of presenting findings will be discussed. 
Following this results will be presented to government and non-governmental organisation in a time-sensitive way to inform planning of services.
Results will also be published in peer reviewed journals. 

Research Team
The interviews will be conducted by a Muslim Research Assistant and a specialist mental health nurse. Sixteen Muslim Research Assistants have been recruited and trained and have ongoing supervision to cover the languages and gender required. Six specialist mental health nurses have also been trained and have ongoing supervision.
Reflecting the close collaboration there will be considerable crossover and synergy between the CDHB and the study team. Dr Sulaiman–Hill will be responsible for the recruitment and co-ordination of the Muslim researchers. Training in interviewing techniques and the use of research measures will be done by Drs Sulaiman–Hill and Dean and Rachel Day-Brown (a research nurse from the Department of Psychological Medicine). Dr Dean will also provide ongoing supervision to the Muslim researchers. A/P Caroline Bell has been seconded to the CDHB from immediately after the attacks to provide leadership and clinical guidance to the development and implementation of appropriate clinical interventions. Prof Porter has experience of research post-earthquake, a long track record of clinical research  in mood disorders and has been involved with A/P Bell  in working with CDHB in co-ordinating the Mental Health response.  Prof Boden has worked in the Christchurch Health and Development Study since 2005 and therefore has extensive experience of llongitudinal studies and of the methodology and statistical analyses associated with this. Dr Beaglehole is a senior lecturer, Clinical Head of the CDHB Anxiety Disorder Service and is completing his PhD in earthquake related psychological measures. He will conduct some of the clinical reviews and will be involved in the analysis and writing up of the research.The team includes community public health expertise (Prof Schluter, University of Canterbury) and expertise in the use of IDI data and expertise in various longitudinal studies (Pacific Islands Families Study (Auckland) and the Nurses and Midwives e-cohort Study (Australia, New Zealand and the UK).  
Research Impact
Benefits for those impacted;   Direct benefit because the assessments are culturally appropriate and are linked with a clear pathway for accessing interventions if required. 
Benefits for NZ; Results will inform planning of services after future mass trauma. Training within the research team will build a resource in migrant mental health and in culturally competent practise (Muslim, Māori and non-Māori). High visibility of the study will focus attention on difficulties the Muslim community may face and showcase positive aspects of the response for which NZ has been praised. 
Benefits Internationally; Being the first study involving Muslim victims of a shooting in a Western context the findings will be of international interest.
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Sub-study: Impact of March 15 Study, a qualitative study; Protocol


This adds a qualitative component to the ‘March 15 Study: Impacts and Recovery’ and is a sub-study of this. 

Aims:

1. To explore the experience of people in the Christchurch Muslim community affected by the March 15 terror attacks

2. To explore  the experience of the impact of the Global pandemic associated with the COVID-19 virus (1 year later) on this same group of participants

3. To explore resilience factors in this group with consideration of support services provided and of traumatic experiences prior to March 15 terror attacks.

Between 40 participants will be recruited over a one year period and invited to take part in this qualitative study. Purposive sampling will be used - the interviewees will be stratified into four quadrants for type of exposure to the March 15 terror attacks (witnesses, bullet injured, family members, and bereaved). A research nurse and Muslim research assistant will carry out a semi-structured interview (see questions and prompts below). These interviews will likely be carried out via Zoom while Level 3 and 4 restrictions remain in place. 
The interviews will be focused on the participant’s description of any impact in their usual functioning (‘negative or positive’) within the areas of social connectedness, religion, physical health, emotional health, meaning, beliefs, culture and their usual activities of daily living.
Recruitment will be carried out by approaching the participants from the four stratified quadrants from the larger study, in the order they complete the March 15 Study from now on. This will be done by email contact from the nurse involved a few days after the interview from the March 15 in those who agree to further contact (from the March 15 Study consent). This email will include a copy of the information sheet. The time delay of a few days from the main interview allows participants time to consider this and reduces the risk of coercion . The email contact will invite participants to respond by email or phone contact to set up an interview. The interviews will take place in English only.
At the start of the interview the Information Sheet will be reviewed, and questions addressed by the nurse and Muslim RA and the participant will give electronic consent.
In view of the fact that some information provided may mean that the participant is potentially identifiable we will highlight this as an issue in the consent and discuss this with participants if required. Participants will be given the opportunity to review the transcript of their interview to see whether they want to remove any potentially identifiable information.
Reporting of information will include broad categories eg. age ranges rather than specific ages  and gender rather than more identifiable information. 

Following transcription of the interviews a Thematic Analysis (TA) will be conducted. The method, Thematic Analysis, described by Crowe, Porter & Inder (2015) will be followed. The first step in TA involves becoming closely familiar with the data by reading and re-reading the interview transcripts. Following this close reading, initial codes are generated. The codes are then clustered into related ideas to identify themes. 
The analysis will be carried out by a specific team including experienced qualitative researchers and cultural input from Muslim Research Assistants.

The semi- structured interviews will follow these areas and the interviewers will use the questions and prompts outlined.

M15 Qualitative Semi Structured Interview Prompts

1. Can you please tell me how March 15 has impacted you and your life?
Prompts:
-      Social: relationships, family, friends, community
· Faith, religion, 
· Functioning: ADL’s, household tasks, work, concentration, memory, etc
· Physical health
· Emotional health
· Meaning, belief, how do you make sense of what happened? 
2. Thank you for sharing that. Now I’d like to ask you about your experience with Covid-19 – how was this impacted on your life on top of everything else?
-  Who is in your bubble? (essential workers?) 
-  main worries or concerns - ?family member here of overseas ?travel ?employment/finances
- Activity level, mood etc
-      Social: relationships, family, friends, community
· Faith, religion
· Functioning: ADL’s, household tasks, work, concentration, memory, and organisation.
· Physical health
· Emotional health
· Meaning, belief, how do you make sense of what happened? 
3. Has the combination or timing of these two events had a particular impact on you?
-cumulative trauma / stress
-resilience
- Can you think of anything you’ve gained from either experience that is positive?

4. Have previous traumatic experiences you’ve had contributed to your ability to cope with either or both of those events? 
5. How did you cope with March 15 – What support did you need and what support was available? What was useful and what wasn’t useful? What advice would you give to other people and communities who experience something similar? 
6. Is there anything else we haven’t asked you that is important to you/that you think would be useful or helpful to share with others about your experience? 






